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CLINICAL TRIAL AGREEMENT

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

Fakultna nemocnica Trencin, having a place
of business at: Legionarska 28, 911 71 Trencin,
Slovak Republic, Organisation Identification
No.: 00 610 470, Tax Identification No.:
2021254631, Deed of aquisition of MoH SR
No. 1970/1991-A/VIII-1, dated 14 June 1991
(,,Institution®)

and

IQVIA RDS Slovakia, s.r.o. having a place of
business at Vajnorska 100/B, 831 04 Bratislava,
Slovak Republic, represented by MVDr. Jarmila

Wagnerova, on the base of Power of attorney
(GEIQVIA”)’

Marek Kacerik, MD, PhD with a working
place at Ophthalmology clinic, Fakultna
nemocnica Trencin, Legionarska 28, 911 71,
Trencin, Slovak Republic (the “Investigator™)

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

ZMLUVA O KLINICKOM SKUSANI{

Tato zmluvu o klinickom skuSani (d’alej
»Zzmluva’’) uzatvaraju:

Fakultna nemocnica Trené¢in, so sidlom na
adrese Legionarska 28, 911 71 Trencin,
Slovenskd republika, Identifikacné cCislo
organizacie: 00 610 470, Danové identifikacné
¢islo: 2021254631, Zriadovacia listina MZ SR
¢. 1970/1991-A/VIII-1 zo dna 14.6.1991, (d’alej
,Zdravotnicke zariadenie ")

a

IQVIA RDS Slovakia, s.r.o. so sidlom
Vajnorska 100/B, 831 04 Bratislava, Slovenska
republika, zastipena ~ MVDr. Jarmila
Wagnerova, na zaklade plnej moci (“IQVIA”),

MUDr. Marek Kacerik, PhD s miestom
pracoviska na adrese, O¢na klinika, Fakultna
nemocnica Tren¢in, Legionarska 28, 911 71
Trencin, Slovenska republika, d’alej
skusajici”)

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

Protocol AVT06-GL-CO01 Cislo AVT06-GL-CO1
Number: protokolu:
A Randomized, Double- Randomizovang, dvojito
masked, Parallel-group, maskované, multicentrické,
Multicenter Clinical Study to klinické skusanie S
Evaluate the Efficacy and paralelnymi skupinami na
Protocol Safety of AVT06 Compared Nézov vyhodnotenie ucCinnosti a
Title: with EU-Eylea® in Subjects rotokolu: bezpecnosti  AVT06 v
' with Neovascular (wet) Age p ' porovnani s EU-Eylea® u
related Macular Degeneration pacientov s neovaskularnou
(ALVOEYE) (vlhkou) vekom
podmienenou makularnou
degeneraciou (ALVOEYE)
Protocol 21. December 2021 Déatum 27 december 2021
Date: protokolu:
Alvotech Swiss AQG, Alvotech Swiss AG,
Sponsor: Thurgauerstrasse  54,Zurich, | Zadavatel Thurgauerstrasse 54,Zurich,
Switzerland Switzerland
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\?V?llel?etrgite is Krajina
Conductin Slovak Republic vedenia Slovenska republika
8 skuSania
Study
Investigator: | Marek Kacerik MD Skusajuci: MUDr. Marek Kacerik
. Fakultna nemocnica Trencin, Faku}t’na | nemocnica
Location . 4. s . Tren¢in, Oc¢na  klinika,
Oc¢na klinika Legionarska 28, . . .
where the 911 71. Trencin. Slovak Miesto vedenia | Legionarska 28, 911 71
study will be Re ublic’ ’ sktSania: Trencin, Slovenska
conducted: p republika
10.0. Qalendg g Day's after Site 100 kalendarnych dni od
Initiation Visit (being the date zahaiovace: névitey
by which Site must enrol at racg) ViskaJ skigania (i d}e,
least one (1) subject as more g détum do ktorého
Key specifically set out in section | KI'icovy racovis,ko skigania  musi
Enrollment 1.7 “Key Enrollment Date” | datum p e .
Date: below) zarad’'ovania: zaradit’ najmenej jeden (1)
' ' subjekt, podrobnejsie
definovany v clanku 1.7
LKlucovy datum
zarad’ovania” nizsie)
o Nezavisla o
IEC FN Trencin c yx . . | N Trencin
eticka komisia
Sustykevicova Zuzana MUDr MUDr. Zuzana
Hanicova Martina MUDr Sustykevicova
Kafkova Karolina MUDr MUDr. Martina Hanicova
Study team: | Mihala Jan MUDr Glenovia timu: MUDr. Karolina Kafkova
Sedlackova Dana MUDr " | MUDir. Jan Mihala
Tulpikova Martina PhDr MUDr. Dana Sedlackova
PhDr. Martina Tulpikova

The following additional definitions shall apply V tejto zmluve platia nasledujiace dalSie

to this Agreement:

Protocol:

the clinical protocol referenced

definicie:

Protokol: protokol klinického skuSania, na

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

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

Slovakia Clinical Trial Agreement template-INV &(priv) INST

ktory sa odvolava tato zmluva a ktory moze
zadavatel’ (definovany niZzSie) priebezne
menit’ a dopliiat’ dodatkami.

Pacientsky zaznamovy harok (Case Report
Form, ,,CRF”): pacientsky zdznamovy
harok (papierovy alebo elektronicky), ktory
méa pracovisko sklSania pouZivat na
zaznamenavanie  vSetkych  protokolom
pozadovanych informacii, ktoré sa maju
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Study: the clinical trial that is to be
performed in accordance with this
Agreement and the Protocol for purposes of
gathering information about the
compound/medical device identified in the
Protocol.

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

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

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

Good Clinical Practices or GCPs:

hlasit’ zadavatelovi o kazdom subjekte
sktiSania (definovanom nizsie).

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

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

Persondl skuSania: osoby zapojené do
vykondvania skaSania pod vedenim
skusajuceho.

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

Spravna klinickd prax: Harmonizovana

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

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

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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trojstranna smernica pre spravnu klinicka
prax Medzinarodnej rady pre harmonizaciu
technickych poziadaviek na lieky na
humanne pouzitie (ICH), ktord sa modze
pricbezne menit a dopliiat a zasady
definované v Helsinskej deklaracii, ktoré
moZu byt priebezne revidovane.

Zadavatel: zadavatel’ skaSania.

Zdravotné zaznamy: primarne zdravotné
zaznamy subjektu skuSania, uchovéavané
zdravotnickym zariadenim pre sktiSajiceho,
najma 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, najma spravy (napr. CRF, stthrny
udajov, predbezné spravy a zaverecna
sprava z klinického skuSania), ktorych
odovzdanie zadéavatelovi je pozadované
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inventories and dispositions of all
Investigational Product.

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

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

podla protokolu a vSetky zdznamy tykajice
sa evidencie a vydaja skuSané¢ho produktu.

Statny predstavitel: kazdy funkcionar alebo
zamestnanec vlady a kazdého ministerstva,
odboru, agentiry alebo iného organu vlady;
kazda osoba konajica s oficialnymi
pravomocami v mene vlady alebo
ministerstva, odboru, agentary alebo iné¢ho
organu vlady; kazdy funkcionar alebo
zamestnanec spolocnosti 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
konajtica 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 trad, ministerstvo alebo odbor
vlady.

Hodnotnd vec: tento pojem sa ma
interpretovat’ v ¢o najSirSom zmysle a
zahfia najmi peniaze, platby alebo ich
ekvivalenty (napr. darcekové poukdzky),
dary alebo bezplatny tovar, stravovanie,
zabavu alebo pohostenie, cestovanie alebo
preplatenie  vydavkov;  poskytovanie
sluzieb; zakupovanie nehnutelnosti alebo
sluzieb za umelo navySené ceny;
predpokladana zaviazanost (zadlZenost’)
alebo odpustenie zaviazanosti (zadlZenosti);
nehmotné vyhody, napriklad zlepSenie
spolo¢enského alebo obchodného
postavenia (napr. poskytovanie darov
dobro¢innej  organizacii  podporovanej
Statnym predstavitel'om), alebo
poskytovanie vyhod tretim osobam so
vztahom ku $tatnym predstavitel'om (napr.
blizkym pribuznym).

RECITALS: UVODNE VYHLASENIA:
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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 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, Regulations,

Spolo¢nost’ IQVIA poskytuje zadavatelovi
sluzby klinickej vyskumnej organizéacie podla

samostatnej] zmluvy medzi spolocnostou
IQVIA a zadavatelom. Medzi sluzby
poskytované  spolocnostou IQVIA  patri

monitorovanie skuSania a uzatvaranie zmlav
s pracoviskami skusania.

Zdravotnicke zariadenie a skuSajuci (dalej
spolo¢ne ako ,,pracovisko skisania“) su ochotni
vykonat’ toto skuSanie 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, GCPs. Site and Study
Staff acknowledge that IQVIA and Sponsor,
and their respective affiliates, need to
adhere to the provisions of (i) the Bribery
Act 2010 of the United Kingdom (Bribery
Act); (i1) the Foreign Corrupt Practices Act
1977 of the United States of America
(FCPA) and (iii) any other applicable anti-
corruption legislation.

1.2. Informed Consent Form

Site agrees to use an informed consent form
that has been approved by Sponsor and is in
accordance with applicable regulations and
the requirements of the Institutional Review
Board (“IRB”) or Independent Ethics
Committee (“IEC”) that is responsible for
reviewing the Study. Site shall obtain the
prior written informed consent of each
Study Subject.

1.3. Medical Records and Study Data
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nariadeni a spravnej klinickej praxe
Pracovisko skuSania sa zavizuje, ze spolu s
persondlom sktSania vykond skuSanie
v zdravotnickom zariadeni v prisnom
sulade s touto zmluvou, protokolom a
vSetkymi platnymi miestnymi, narodnymi a
nadnarodnymi pravnymi predpismi,
nariadeniami a smernicami, najmé v sulade
so zéasadami spravnej klinickej praxe.
Pracovisko skiiSania a persondl skiSania
beri na vedomie, Ze spolocnost’ IQVIA,
zadavatel’ a vSetky ich dcérske spolocnosti
musia  dodrziavat  ustanovenia (i)
Protikorupéného zdkona Velkej Britanie z
r. 2010 (Protikorupény zakon); (ii) Zakona
o zahrani¢nych  korupénych praktikach
Spojenych S§tatov americkych z r. 1977
(FCPA) a (i1) vsSetky dalSie platné
protikorup&né pravne predpisy.

1.2. Informovany suhlas

Pracovisko skuSania sa zavidzuje pouzit
dokument informovaného suhlasu, ktory
bol schvaleny zadavatelom a spiiia vietky
platné nariadenia a poziadavky nezavislej
etickej komisie, ktord je zodpovednd za
posudenie skuSania. Pracovisko sktSania
najprv ziska od kazdého subjektu skisania
pisomny informovany sthlas.

1.3. Zdravotné zaznamy a udaje skuSania

DOVERNE Strana 5z 29
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ii.

1il.

1.3.1. Collection, Storage and
Destruction: Site shall ensure the
prompt, complete, and accurate

collection, recording and classification
of the Medical Records and Study Data.
Site shall:

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

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

take measures to prevent accidental
or premature destruction or damage
of these documents, for as long as
required by applicable laws and
regulations. Institution shall not
destroy or permit the destruction of

il.

iil.

1.3.1. Zber, uchovévanie a likvid4cia:
Pracovisko sktsania zabezpeci
urychleny, kompletny apresny zber,
zaznamenavanie a triedenie zdravotnych
zadznamov a udajov skusania.
Povinnost'ou pracoviska skusania je:
viest a uchovavat zdravotné
zaznamy a  udaje  skuSania
zabezpecenym spdsobom, s fyzicky
a elektronicky obmedzenym
pristupom (podla 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;

chrénit’ zdravotné zaznamy a udaje
skiSania  pred  neopravnenym
pristupom, pouzitim, kopirovanim a
odovzdavanim. Ak to zadavatel
alebo spolocnost’ IQVIA budia
pozadovat’, pracovisko skusSania
zaSle udaje skaSania s pouZitim
elektronického systému
poskytnutého zadavatel'om,
spolocnostou IQVIA alebo ich
poverenym zastupcom a dodrZzi pri
tom pokyny zadavatela pre
vkladanie  (zapis) tUdajov  do
elektronického systému. Pracovisko
skiSania zabrani neopravnenému
pristupu k dajom skuSania tak, ze
bude zachovavat’ fyzicka
bezpecnost’ elektronického systému
a zabezpecli, aby personal skuSania
uchovaval svoje pristupové hesla v
tajnosti. SkuSajuci sa zavidzuje
zhromazdit’ vSetky udaje skusania a

zdravotné  zdznamy pred ich
zapisanim do CRF. Pracovisko
skiSania  zabezpe¢i  urychlené
odosielanie CRF;

podniknut’ opatrenia proti
nahodnému alebo pred¢asnému

zni¢eniu alebo poskodeniu tychto
dokumentov na takt dlha dobu, aka
pozaduji platné pravne predpisy.
Zdravotnicke =zariadenie nesmie
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any Medical Records or Study Data
without prior written notification to
the Sponsor, and Institution shall
continue to store Medical Records
and Study Data, at the Sponsor’s
expense, for any period that the
Sponsor may request in writing after
retention is no longer required by

any applicable law or regulation.

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

Records and Study Data.

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

or connected with Study.

1.3.3. Access, Use, Monitoring and

Inspection. Site shall provide original or
copies (as the case may be) of all Study

Data to IQVIA and Sponsor

Sponsor’s use. Site shall afford Sponsor
and IQVIA and their representatives and
designees reasonable access to Site’s
facilities and to Medical Records and
Study Data so as to permit Sponsor and
IQVIA and their representatives and

designees to monitor the Study.

Site shall afford regulatory authorities
reasonable access to Site’s facilities and

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

CONFIDENTIAL Page 7 of 29

zlikvidovat’” ani povolit’ likvidaciu
ziadnych zdravotnych zaznamov ani
udajov skusania bez toho, aby o tom
vopred  pisomne  informovalo
zadavatel’a, a bude zdravotné
zaznamy a udaje skuSania dalej
uchovévat’ na naklady zadavatel'a na
taka dlhu dobu, ak(l 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 idajov skuSania sa
ur¢i v sulade s platnymi pravnymi
predpismi, v ziadnom pripade to vSak
zdravotnicke zariadenie nezbavuje jeho
povinnosti uchovévat’ zdravotné zaznamy a
udaje sktsania podla tejto zmluvy.

1.3.2. Vlastnictvo. Vlastnikom
zdravotnych zaznamov zostava
zdravotnicke zariadenie. Zdravotnicke
zariadenie a skusajuci tymto postupuju
zadavatel'ovi vSetky svoje prava, naroky
a podiely, vratane vsetkych prav
dusevného vlastnictva, vo vSetkych
dovernych informaciach (definovanych
nizSie) a vSetkych ostatnych udajoch
skuSania, ktoré vzniknl pocas klinického
sktsania a v stvislosti s nim.

1.3.3.Pristup, pouzitie, monitorovanie a
inSpekcia. Pracovisko skuSania poskytne
origindly alebo kopie (od pripadu k
pripadu) vSetkych udajov sktSania
spolo¢nosti IQVIA a zadavatel'ovi na ich
pouzitie = zadavatelom.  Pracovisko
sktSania poskytne zadavatelovi,
spolo¢nosti IQVIA a ich zastupcom a
predstavitelom primerany pristup do
priestorov pracoviska skasSania a k
zdravotnym  zdznamom  a idajom
skasania, aby umoznilo zadévatel'ovi,
spoloc¢nosti IQVIA a ich zastupcom a

predstavitelom vykonavat’
monitorovanie skusania.
Pracovisko skusania poskytne

kontrolnym uradom primerany pristup
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SVK_en_ Slovakia CTA Template - Institution and Investigator_Translated on 16-Jul-2019-1



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
the Site do not harass, or otherwise create
a hostile working environment for such
representatives.

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

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 (1)
subject to the obligations set forth in
section 3 “Confidentiality”, for internal,
non-commercial research and for
educational purposes, and (i1) for
preparation  of  publications  in
accordance with Section 5 “Publication
Rights”.

1.3.5. Swurvival. This section 1.3
“Medical Records and Study Data” shall

survive termination or expiration of this
Agreement.

do priestorov pracoviska skuSania a k
zdravotnym zdznamom 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,
zastupcovia a predstavitelia pracoviska
sktiSania nerusili ani inak pre nich
nevytvarali  nepriaznivé  pracovné
prostredie.

Pracovisko skusania bude spolo¢nost’
IQVIA okamzite informovat’ o vSetkych
poziadavkach, korespondencii a
komunikacii tykajicej sa skuSania (a
poskytne z nich spolo¢nosti IQVIA
képie) so vSetkymi Statnymi alebo
kontrolnymi uradmi, najma
poziadavkach na inSpekciu priestorov
pracoviska  sktiSania, a  umozni
zastupcom spolo¢nosti IQVIA
a zadavatela, aby sa na takychto
inSpekciach ~ zucastnili.  Pracovisko
skuSania vynalozi primerané usilie na to,
aby oddelilo a neodovzdalo zZiadne také
doverné informacie, ktorych odovzdanie
pocas tychto inSpekcii nie je
poZadované.

1.3.4. Licencia. Zadavatel’ tymto udeluje
zdravotnickemu  zariadeniu  trvalu,
nevyhradnl, neprenosnu, vyplatenu
licenciu, bez prava udelovat’
sublicencie, na pouzitie udajov skisania
(1) pod podmienkou splnenia povinnosti
uvedenych v ¢lanku 3 ,,Dovernost™, na
interny, nekomerény vyskum a na
vzdeldvacie tcely a (il) na pripravu
publikécii v stlade s ¢lankom 5 ,,Prava
na publikovanie”.

1.3.5. Pretrvanie. Platnost’ tohto ¢lanku
1.3 ,Zdravotné zdznamy a udaje
sktiSania“ bude platit’ aj po vypovedani
alebo skonceni platnosti tejto zmluvy.

1.4. Povinnosti skiSajuceho
Skusajuci zodpoveda za vedenie skiSania v
zdravotnickom zariadeni aza dozor nad

1.4. Duties of Investigator
Investigator is responsible for the conduct
of the Study at Institution and  for

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

CONFIDENTIAL Page 8 of 29

DOVERNE Strana 8 z 29
SVK_en_ Slovakia CTA Template - Institution and Investigator_Translated on 16-Jul-2019-1



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

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.

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
Investigator’s
possible economic or other interests, if any,
in connection with the conduct of the Study

declaration revealing

or the Investigational Product.

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

declaration revealing

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.

1.5. Adverse Events

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

kazdou osobou alebo stranou, ktoru
sktiSajuci poveri povinnostami a funkciami
suvisiacimi so skuSanim. To zahfiia najma
povinnost’ skusajiceho precitat si a
porozumiet’ informaciam uvedenym v
prirucke pre skusSajuceho alebo v navode na
pouzitie zdravotnickej pomdcky,
zabezpedit', aby informovany sthlas spial
vSetky poziadavky, zabezpecit' ziskanie
vsetkych pozadovanych posudkov
a schvédleni od prisluSnych kontrolnych
uradov a nezavislych etickych komisii a
skontrolovat’ vSetky CRF, aby zaistil ich
spravnost’ a uplnost’.

Ak si sktSajuci a zdravotnicke zariadenie
zaobstarajil na plnenie povinnosti a funkcii
suvisiacich so skusanim sluzby nejakej inej
osoby alebo strany, musia skuaSajici 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
skasanim a vSetkych vytvorenych udajov.

Skusajuci sa zavédzuje poskytnut’ pisomné
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 skasanym produktom.

Pracovisko skGiSania sa zavdzuje Vv
dostato¢nom predstihu pisomne informovat’
zadavatela a spolocnost’ IQVIA, ak bude
skasajuci zo zdravotnickeho zariadenia
odchadzat’, alebo ak z inych dovodov uz
nebude schopny vykonédvat' skuSanie.
Vymenovanie nového skuSajuceho musi
vopred schvalit' zadavatel' a spolo¢nost’
IQVIA.

1.5. Neziaduce udalosti

CONFIDENTIAL Page 9 of 29
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The Site shall report adverse events and
serious adverse events as directed in the
Protocol and by applicable laws and
regulations. The Site shall cooperate with
Sponsor in its efforts to follow-up on any
adverse events. The Site shall comply with
its IRB/IEC reporting obligations.

Sponsor will promptly report to the Site, the
Site’s IRB/IEC, 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 IRB/IEC approval
to continue the Study.

1.6. Use and Return of Investigational

Pracovisko sktsSania bude neziaduce
udalosti a zdvazné neZiaduce udalosti hlasit’
podl'a poziadaviek protokolu a platnych
pravnych predpisov. Pracovisko skuSania
bude so zadavatel'om spolupracovat’ v jeho
usili dalej sledovat’ priebeh vsetkych
neziaducich udalosti. Pracovisko skusania
dodrzi svoju oznamovaciu povinnost voci
nezavislej etickej komisii.

Zadavatel bude pracovisko sktiSania, eticku
komisiu pracoviska skuSania a spolocnost’
IQVIA urychlene informovat o kazdom
zisteni, ktor¢é by mohlo mat' dopad na
bezpecnost’ tcastnikov alebo na ich ochotu
pokrac¢ovat’ v casti na skasani, ovplyvnit
priebeh skuSania alebo zmenit suhlas
etickej komisie pracoviska sktSania s
pokracovanim sktSania.

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 for the purpose of properly
completing the Study and shall maintain the
Investigational Product as specified by
Sponsor and according to applicable laws
and regulations, including storage in a
locked, secured area at all times.

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

Institution and Investigator shall comply
with all laws and regulations governing the
disposition or destruction of Investigational
Product and any instructions from IQVIA

a vybavenia
Zadavatel’ alebo jeho riadne splnomocneny

zastupca doda zdravotnickemu zariadeniu
alebo skusajicemu dostatoéné mnozstvo
sktisané¢ho produktu, v sulade s protokolom.

Pracovisko sktSania pouZije skuSany
produkt a vSetky referencné produkty
(komparatory), poskytnuté v stvislosti so
skaSanim, vyhradne na ucely riadneho
dokoncenia skiiSania a za kazdych okolnosti
bude skusSany produkt skladovat’ podla
pokynov zadavatela a podla platnych
pravnych predpisov, vratane skladovania v
uzamknutych a zabezpe€enych priestoroch.

Po dokonceni alebo zastaveni skusSania
pracovisko skuSania podla rozhodnutia
zadavatela avyhradne na zadavatelove
naklady vrati alebo zlikviduje skuSany
produkt, referenéné produkty, materialy
a vSetky doverné informdcie (definované
nizsie).

Zdravotnicke zariadenie a sktiSajuci dodrzia
vSetky préavne predpisy, ktorymi sa riadi
likvidacia skuSaného produktu a vSetky
pokyny spolocnosti IQVIA, ktoré nie su v
nestlade s takymito pravnymi predpismi.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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that are not inconsistent with such laws and
regulations.

The Site shall return any equipment or
materials provided by Sponsor for use in the
Study unless Sponsor and Site have a
written agreement for Site to acquire the
equipment.  If there are Site facility
improvements provided by IQVIA or
Sponsor in relation to the Study, then Site
shall enter a separate written agreement
with IQVIA or Sponsor with respect to such
facility improvements.

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 Enrollment Date
then IQVIA may terminate this Agreement
in accordance with Section 15 “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).

3. CONFIDENTIALITY

3.1. Definition

"Confidential Information" means the
confidential and proprietary information of
Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the
Investigational Product, technical
information relating to the Investigational

Slovakia Clinical Trial Agreement template-INV &(priv) INST
_ based on IQVIA Global template — 1 May 2019
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Pracovisko skuSania vrati vSetko vybavenie
a vSetky materialy poskytnuté zadavatel'om
na pouzitie v skuSani, pokial' zadavatel' a
pracovisko skuSania neuzatvoria pisomnu
zmluvu o  nadobudnuti  vybavenia
pracoviskom skusania. Ak zadavatel’ alebo
spolo¢nost’ IQVIA poskytnt v suvislosti so
skiSanim  nejaké upravy  priestorov
skasania, uzatvori pracovisko skusania
so spolo¢nostou IQVIA alebo zadavatel'om
samostatnu zmluvu, tykajiicu sa takychto
vylepSeni priestorov pracoviska skusania.

1.7. KI'uc¢ovy datum zarad’ovania

Pracovisko skuSania berie na vedomie a
suhlasi, ze ak skusajuci do klucového
datumu zarad’ovania nezaradi do skusania
aspon jeden (1) subjekt, spolo¢nost’ IQVIA
moze tato zmluvu vypovedat’ podl'a ¢lanku

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

2. PLATBY

Ako protiplnenie za riadne vykonanie sktiSania
pracoviskom skuSania v stlade s podmienkami
tejto zmluvy sa budi poukazovat platby podla
ustanoveni uvedenych v Prilohe A, pri¢om
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
informdcie (definované nizsie).

3. DOVERNE INFORMACIE

3.1. Definicia

,Doverné informacie* znamenaju doverné a
vlastnickymi pravami chranené informacie
zadavatel'a a zahfnaju (i) vSetky informacie

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

zdravotnickeho zariadenia, najmi skiSany
produkt, technické informécie tykajice sa
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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
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

omissions attributable to Institution

or any of its personnel;

il.  can be shown by documentation to
have been in the possession of
Institution or any of its personnel
prior to disclosure by Sponsor, from
sources other than Sponsor that did

not have an obligation
confidentiality to Sponsor;

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

or

iv. 1s permitted to be disclosed by
written authorization from Sponsor.

3.2. Obligations

Site and Site’s personnel, including Study

Staff shall not:

(1) use Confidential Information for
any purpose other than the

performance of the Study or
(1)  disclose

“Publication Rights”, or

required by law or by a

regulatory  authority or

authorized in writing by the

disclosing party.

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

Confidential
Information to any third party,
except as permitted by this
Section 3 or by Section 5

Page 12 of 29

skaSaného  produktu, vSetko dovtedy
existujuce dusevné vlastnictvo zadavatel’a
(definované v ¢lanku 4) a protokol; a (ii)
informacie o zaradovani do skuSania,
informacie o stave skusania, komunikaciu s
kontrolnymi uradmi, informacie o stave
registracie sktisaného produktu, udaje
sktiSania a vynalezy (definované v ¢lanku
4).

Doverné informdacie nezahtiiajii informéacie,
ktoré:
i.ako mozno preukdzat’ dokumentaciou, sa

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

protipravnym konanim alebo
zanedbanim pripisatelnym
zdravotnickemu zariadeniu alebo jeho
personalu;

ii.ako mozno preukazat dokumentaciou,

zdravotnicke  zariadenie  alebo jeho
personal mal pred ich odovzdanim
zadavatelom z inych zdrojov, ktoré
nemali voCi zadavatelovi povinnost
zachovania ich utajenia;

iil.ako mozno preukazat dokumentéciou,
nezavisle vytvorilo zdravotnicke
zariadenie alebo jeho personal; alebo

iv.je povolené¢ odovzdavat na zdklade
pisomného povolenia zadavatela.

3.2. Povinnosti
Pracovisko skiSania ajeho persondl,
vratane personalu skuSania nesmu:

(1) pouzivat’ doverné informécie na iné
ucely, neZ je vykonanie skuSania
alebo

(i1) 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.
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To protect Confidential Information, Site
agrees to:

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

Study;

(i1) advise all Study Staff who
receive Confidential
Information of the

confidential nature of such
information; and
(iii)use reasonable measures to
protect Confidential
Information from disclosure.
Study Data may be disclosed only as
permitted by Section 5 “Publication
Rights”.

3.3. Compelled Disclosure

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

Notwithstanding the foregoing, Institution
and IQVIA hereby acknowledge that
pursuant to § 47(a) of Act No. 40/1964 of
the Civil Code and § 5(a) of Act No.
211/2000 of the Freedom of Information
Act, as amended, the Agreement is subject
to mandatory disclosure, and shall be
published in the Central Register of
Contracts.

The Institution shall without delay, but no
later than within 3 working days from the

Aby chranilo doverné informdcie, zaviazuje
sa pracovisko skusania:

(i) obmedzit’ Sirenie dovernych
informécii len na ten
personal skuSania, ktory ich
potrebuje poznat na ucely
vykonania sktiSania;

(i1) informovat’ vSetok personal
sktiSania, ktory  dostane
doverné informacie,
o dovernej povahe tychto
informaécii a

(ii1)pouzit’ primerané opatrenia
na  ochranu  ddévernych
informacii pred odhalenim.

Ni¢ z toho, ¢o je uvedené v tomto odseku
neobmedzuje pravo zdravotnickeho
zariadenia odovzdavat tdaje skusSania
spdsobom, povolenym podla ¢lanku 5
,Prava na publikovanie®.

3.3. Vynutené odovzdanie

V pripade, Ze zdravotnicke zariadenie alebo
skasajuci  dostane od tretej strany
vyrozumenie, ktorym sa tato bude snazit
vynutit’ si odovzdanie akejkol'vek dovernej
informéacie, prijemca vyrozumenia bude o
tom  zadavatela okamzite pisomne
informovat,, aby mohol zadavatel’ poziadat’
o ochranny sudny prikaz alebo iny vhodny
opravny prostriedok. V pripade, Ze sa takyto
ochranny stdny prikaz alebo iny vhodny
opravny prostriedok ziskat’ nepodari, musi
prijemca vyrozumenia poskytnut’ len ti ¢ast’
dévernych informacii, ktorej odovzdanie je
pozadované podl'a pravnych predpisov a
musi pozadovat, aby sa s tymito

informaciami ~ zaobchadzalo ako s
dovernymi.
Zdravotnicke  zariadenie  a spolo¢nost’

IQVIA bez ohladu na vysSie uvedené
uznavaja, Ze podla § 47a ods.1 zakona ¢.
40/1964 Zb. Obcianskeho zdkonnika a § 5a
zakona €. 211/2000 Z. z. o slobodnom
pristupe k informaciam v zneni neskorSich
predpisov, zmluva podlieha povinnému
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last signature date of the Agreement,
submit the full content of the Agreement for
publication.

The Institution will inform IQVIA of
publishing the Agreement in the Central
Register of Contracts by designating the
following email address: ..... @iqvia.com
as the email address to which a notification
of publication in the Central Register of
Contracts shall be sent within 3 working
days from the submission date of the
Agreement to the Central Register of
Contracts.

Institution and IQVIA hereby acknowledge that
if the Agreement is not published within three
months of the last signature date of the
Agreement it shall be considered not concluded.

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.

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,

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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zverejneniu a zverejni sa v Centrdlnom
registri zmluv.

Zdravotnicke  zariadenie  bezodkladne,
najneskor vsak do 3 pracovnych dni od
posledného podpisu zmluvy, predlozi uplny
obsah zmluvy na zverejnenie.

Zdravotnicke zariadenie bude spolo¢nost’
IQVIA informovat’ o zverejneni zmluvy v
Centralnom registri zmlav tak, ze uvedie
tato e-mailovu adresu:
nina.mateckova@iqvia.com ako e-mailova
adresu, na ktorti sa ma do 3 pracovnych dni
od datumu podania zmluvy do Centralneho
registra zmlav zaslat oznamenie o
zverejneni v Centralnom registri zmlav.

Zdravotnicke zariadenie a spolo¢nost’
IQVIA tymto potvrdzuju, ze zmluva sa
bude povazovat za neuzatvorenu, ak sa
neuverejni do troch mesiacov od
posledného podpisu zmluvy.

3.4. Vratenie alebo likvidécia

Po vypovedani tejto zmluvy alebo po
skorSej pisomnej poziadavke zadavatela
pracovisko skuSania podla rozhodnutia
zadavatela  vrati zadéavatelovi alebo
zlikviduje vSetky doverné informacie,
okrem udajov sktsania.

3.5. Pretrvanie

Platnost tohto ¢lanku 3 ,,DOverné
informacie” bude platit’ desat’ (10) rokov po
vypovedani alebo skonceni platnosti tejto
zmluvy.

4. DUSEVNE VLASTNICTVO

4.1. Existujiice duSevné vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych
diel a dalSieho vyvoja existujiceho k
datumu Gc€innosti zmluvy a vSetkych
patentov, autorskych prav, prav na
obchodné tajomstvda a dalSich prav
duSevného vlastnictva v nich obsiahnutych
(spolo¢ne ako ,existujice duSevné
vlastnictvo”) nie je ovplyvnené touto
zmluvou azmluvnd strana ani zadavatel
nebudi mat’ Ziadny narok ani pravo na

DOVERNE Strana 14 z 29

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



except as may be otherwise expressly
provided in any other written agreement

between them.

4.2. Inventions

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

personnel in performance of the Study.

4.3. Assignment of Inventions

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

causing its personnel to execute,

documents reasonably necessary for
Sponsor to secure and maintain Sponsor’s

ownership rights in Inventions.

4.4. License

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

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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Pl Marek Kacerik MD

existujice  duSevné  vlastnictvo  inej
zmluvnej strany, okrem pripadov vyslovne
uvedenych v inych pisomnych zmluvach
medzi nimi.

Na ucely tejto zmluvy pojem ,,vynalezy*
znamena vSetky vyndlezy, objavy a vyvoj
sformulované, prvykrat uvedené¢ do praxe
alebo inak objavené alebo vyvinuté
zmluvnou stranou, zadavatelom alebo
persondlom niektorétho z nich pri
vykonavani  skuSania.  Zadavatel  je
vlastnikom vSetkych vyndlezov, ktoré
sformuluje, prvykrat uvedie do praxe alebo
inak objavi alebo vyvinie zdravotnicke
zariadenie, skuSajici alebo niekto zich
personalu pri vykonavani skuSania.

4.3. 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 vo svojom mene a v mene svojho
personalu tymto postupuje zaddvatel'ovi
vSetky svoje prava, naroky apodiely na
vSetkych vyndlezoch, 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
suc¢asného porusSenia tychto prav, ktoré
vznikni na zdklade klinického skuSania
a v suvislosti s nim. Pracovisko skuSania
bude so zadavatel'om spolupracovat tym, ze
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
povinnosti  uvedenych v ¢lanku @ 3
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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 thirty (30) days prior to
submitting any such proposed publication to
a publisher or proceeding with such
proposed presentation. Within thirty (30)
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 (other than Study Data) 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 (other than Study Data) and/or
to delay the proposed publication or
presentation for an additional sixty (60)
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
written consent, independently publish,

,2Dovernost”, na interny nekomercny
vyskum a na vzdelavacie ucely.

4.5. Pravna ochrana patentov

Pracovisko sktSania bude so zadavatel'om
na jeho poziadavku a  ndklady
spolupracovat pri priprave, podéavani,
sidnom stihani a udrziavani vSetkych
ziadosti o patent a patentov na vynalezy.

4.6. Pretrvanie

Platnost tohto ¢lanku 4 ,,DuSevné
vlastnictvo* bude platit’ aj po vypovedani
alebo uplynuti platnosti tejto zmluvy.

5. PRAVA NA PUBLIKOVANIE

5.1. Publikovanie a odovzdavanie
Zdravotnicke zariadenie a skuSajuci maja
pravo  publikovat alebo prezentovat
vysledky svojich c¢innosti vykonanych
podla tejto zmluvy, vratane 1dajov
sktiSania, len v sulade s poziadavkami tohto
¢lanku. Zdravotnicke zariadenie a skusajuci
sa zavdzuju zaslat kazddi navrhovanu
publikaciu alebo prezentaciu zadavatel'ovi
na posudenie najmene;j tridsat’ (30) dni pred
podanim takejto publikacie do tlace alebo
uskutocnenim takejto prezentacie.
Zadavatel’ bude do tridsiatich (30) dni od
prevzatia pisomne informovat’ zdravotnicke
zariadenie alebo skuSajuceho (podla toho,
o ktory pripad pojde) otom, ktoré
obsiahnuté informacie su dovernymi
informaciami (okrem tdajov skuSania),
alebo ktoré by mohli stazit ziskanie
patentovej ochrany pre vynalezy. Zadavatel
mé pravo pozadovat od zdravotnickeho
zariadenia alebo skuSajuceho (podla toho,
o ktory pripad pdjde), aby odstranili
konkrétne wurcené doverné informadcie
(okrem tudajov skuSania), alebo odlozili
navrhovant publikaciu alebo prezentaciu o
d’alSich ~ Sestdesiat  (60) 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, Ze bez predchadzajuceho
pisomného suhlasu zadéavatela nebudu

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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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 Ilimited 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.

nezéavisle publikovat’, prezentovat’ ani inak
zverejiiovat’ ziadne vysledky ani informacie
o svojich cCinnostiach, vykonanych podla
tejto zmluvy, kym nebude publikovana
multicentrickd  publikdcia; ak  vSak
multicentricka publikacia nebude
publikovanéd do osemnastich (18) mesiacov
od dokoncenia skaSania a uzatvorenia
databdzy na  vSetkych  pracoviskach
sktiSania alebo od predCasného zastavenia
alebo zruSenia skuSania, maju zdravotnicke
zariadenie a skusSajuci pravo publikovat’ a
prezentovat vysledky svojich ¢innosti
vykonanych podla tejto zmluvy, vratane
udajov skusania, vyhradne v sulade s
ustanoveniami ¢lanku 5.3 ,,DOvernost’
nepublikovanych udajov”.

5.3. Dovernost’ nepublikovanych udajov
Zdravotnicke zariadenie a skisajuci berti na
vedomie a stihlasia, Ze Gdaje skiiSania, ktoré
neboli publikované, prezentované alebo
inak zverejnené v stlade s ¢lankom 5.1.
alebo ¢lankom 5.2. ,,Nepublikované udaje*
stale spadaji pod definiciu ddvernych
informécii a zdravotnicke zariadenie a
skasajuaci nebudu nepublikované tudaje
odovzdavat’ a zabezpecia, aby ich ani ich
persondl neodovzdaval Ziadnym tretim
stranAm aaby sa ani ziadne udaje zo
skasania neodovzdavali Ziadnej tretej strane
podrobnejSie, neZ mozu byt zverejnené
v publikaciach, prezentaciach alebo
zverejneniach vykonanych v sulade s
¢lankom 5.1. alebo ¢lankom 5.2.

5.4. Kontakt s médiami

Zdravotnicke =zariadenie a skuSajiici sa
nebudl zapgjat’ a zabezpecia, aby sa ani ich
personal nezapajal do rozhovorov alebo
inych kontaktov s médiami, najmai s tlacou,
rozhlasom, televiziou alebo internetom,
vsuvislosti  so  skuSanim, sktSanym
produktom, vynédlezmi alebo udajmi
sktiSania bez predchadzajiceho pisomného
suhlasu zadévatela. Toto ustanovenie
nezakazuje publikovanie alebo
prezentovanie Udajov skuSania v sulade
s tymto ¢lankom.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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5.5. Pouzitie mien a nazvov, registricia
a spravy zo skuSania

No Party hereto shall use any other Party’s Ziadna zo zmluvnych stran nepouZije nazov
name, or Sponsor’s name, in connection druhej zmluvnej strany ani nazov
with any advertising, publication or zadavatela v stvislosti s  reklamou,
promotion without prior written permission, publikovanim alebo propagaciou bez
except that the Sponsor and IQVIA may use predchadzajiceho pisomného povolenia;
the Site’s name in Study publications and zadavatel’ a spolo¢nost’ IQVIA vSak mézu
communications, including clinical trial pouzivat nazov pracoviska skusSania
websites and Study newsletters. Sponsor v publikaciach zo skuSania a v medidlnej
will register the Study with a public clinical komunikacii, vratane webovych stranok
trials registry in accordance with applicable venovanych klinickym sktiSaniam
laws and regulations and will report the a tlacovych oznameni o skuisani. Zadavatel
results of the Study publicly when and to the zaregistruje skusanie vo verejnom registri
extent required by applicable laws and klinickych skuSani v stlade s platnymi
regulations. pravnymi predpismi a zverejni spravu
z vysledkov skusSania v takom termine
arozsahu, vakom to pozaduju platné
pravne predpisy.

5.5. Use of Name, Registry and Reporting

5.6. Survival

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

Agreement.

6. PERSONAL DATA

The Site and IQVIA agree to comply with
any applicable data privacy or data
protection legislation in the processing of
personal data, as it is defined under such
applicable data privacy or data protection

legislation.

5.6. Pretrvanie

Platnost’” tohto ¢lanku 5 ,,Prava na
publikovanie” bude platit’ aj po vypovedani
alebo uplynuti platnosti tejto zmluvy.

6. OSOBNE UDAJE

Pri spracovavani osobnych udajov v tom
zmysle, v akom su definované v platnych
pravnych predpisoch o ochrane sukromia
alebo osobnych 1dajov, sa pracovisko
skasania a spolo¢nost’ IQVIA zavizuju
dodrziavat’ vSetky takéto platné pravne
predpisy 0 ochrane sukromia

alebo osobnych udajov.

7. STUDY SUBJECT INJURY 7. UIMA NA ZDRAVIi SUBJEKTOV SKUSANIA

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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The Site shall promptly notify IQVIA and
Sponsor in writing of any claim of illness or
injury actually or allegedly due to an adverse
reaction to the Investigational Product and
cooperate with Sponsor in the handling of the
adverse event.

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

failure by Institution, Investigator or any of
their respective personnel to comply with this
Agreement, the Protocol, any written
instructions of Sponsor concerning the Study,
or any applicable law, regulation or guidance,
including GCPs, issued by any regulatory
authority, or

negligence or willful misconduct by
Institution, Investigator or any of their
respective personnel, or

failure of the Study Subject to follow the
reasonable instructions of the Investigator
relating to the requirements of the Study.

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

8. I0OVIA 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.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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(Catrtunm skkivdama bondde [(QNM aa zaddsattlia
unyybhdace ppisomze infidommovatit’ 0o akkgioblekk
pparaddakke naa oddkkddeane chboobyy akdbbo
ppSkkddama zddamaa skkitwonre akdbbo tddmre
sppdebbathbonnérdduonurecekkoaunnaskkisagy
ppodditktaa spphippaeovutit’ seo zaddarattESom ppri
riessantepoaeeiddduceddhdotti.

Zadavatel' uhradi zdravotnickemu zariadeniu

priame, primerané¢ a potrebné medicinske

naklady, ktoré zdravotnickemu zariadeniu

vzniknu pri lie¢be neziaducej udalosti, choroby

alebo poskodenia zdravia subjektu skusania,

ktoré sposobi liecba subjektu v stlade s

protokolom, s vynimkou pripadov, kedy takuto

neziaducu udalost’, chorobu alebo poskodenie

zdravia sposobi:

nedodrzanie  tejto  zmluvy, protokolu,
vSetkych pisomnych pokynov zaddvatel'a ku
skaSaniu a vSetkych platnych pravnych
predpisov, nariadeni a smernic kontrolnych
uradov (vratane spravnej klinickej praxe) zo
strany zdravotnickeho zariadenia,
skusajuceho a personalu kazdého z nich,

nedbanlivost’” alebo tUmyselne nespravne

konanie zdravotnickeho zariadenia,
skuSajuceho a personalu kazdého z nich,
nedodrzanie primeranych pokynov

skasajuceho, tykajicich sa poziadaviek
sktiSania, zo strany subjektu skusania.
Platnost’ tohto ¢lanku 7 ,,PoSkodenie zdravia
subjektu skiSania” pretrva aj po vypovedani
alebo uplynuti platnosti tejto zmluvy.

8. VYHRADA SPOLOCNOSTI IQVIA

Spolo¢nost’ IQVIA tymto vyslovne odmieta
akukol'vek zodpovednost v suvislosti so
skasanym produktom, vratane zodpovednosti za
vznesené naroky na nahradu Skody, ktora
vznikne na zdklade zdravotného problému
sposobeného alebo udajne sposobeného
akymkol'vek postupom skuSania spojenym
s takymto produktom, okrem rozsahu, v ktorom
by takdto zodpovednost' bola odovodnend
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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 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

zanedbanim, Umyselne nespravnym konanim
alebo porusenim tejto zmluvy zo strany
spolo¢nosti IQVIA.

Platnost’ tohto ¢lanku 8 ,,Vyhrada spoloc¢nosti
IQVIA” pretrvd aj po vypovedani alebo
uplynuti platnosti 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 neruc¢i spolo¢nosti IQVIA
a zadavatelovi za ziadny uSly zisk, stratu
prilezitosti ani in¢ nasledné skody.

Ni¢ z toho, ¢o je uvedené v tejto zmluve, nema
vyla¢it  ani  obmedzit  zodpovednost
ktorejkol'vek zmluvnej strany za smrt alebo
ujmu na zdravi, sposobent nedbalostou tejto
zmluvnej strany.

Platnost’ tohto clanku 9 ,Nasledné Skody”
pretrva aj po vypovedani alebo uplynuti
platnosti 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 sktSani, ani nie si predmetom
vySetrovania akéhokol'vek Statneho alebo
kontrolného uradu vo veci vylicenia alebo
podobného turadného postihu v akejkol'vek
krajine a pracovisko skuiSania bude spolo¢nost’
IQVIA okamzite informovat, ak sa takéto
vySetrovanie, diskvalifikacia, vylucenie alebo
zékaz ¢innosti vyskytne.

Platnost’ tohto ¢lanku 10 ,,Vylucenie” pretrva aj
po vypovedani alebo uplynuti platnosti 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

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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ZAUJMOV

Na poziadanie zadavatela alebo spolo¢nosti

IQVIA sa pracovisko skuSania zavdzuje
urychlene odovzdat  spolocnosti IQVIA
DOVERNE Strana 20 z 29

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



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
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 their
judgment with respect to the advice and care of
each Study Subject will not be affected by the
compensation they receive from this
Agreement, that such compensation does not
exceed the fair market value of the services they
are providing, and that no payments are being
provided to them for the purpose of inducing
them to purchase or prescribe any drugs, devices
or products.
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finan¢né priznanie a prehlasenie o konflikte
zdujmov za kazdého uvedeného alebo
identifikovaného skusajaceho alebo
spoluskusajuceho, priamo zapojeného do lieCby
alebo vyhodnocovania subjektov skusSania,
vyplnené a podpisané tymito skusajicimi alebo
spolusktsajucimi, kde budu uvedené vsetky
relevantné finanéné zaujmy tychto skusajucich
alebo  spoluskuSajucich ako aj ich
manzelov/manzeliek a vyzivovanych deti.

Ak spolo¢nost IQVIA nedostane vyplnené
finan¢né priznania za kazdého skuSajuceho
a spoluskusajuceho, méze odmietnut’ poukazat’
platby za skusanie.

Pracovisko skusania zabezpeci, aby boli takéto
finanéné priznania podla potreby vcas
aktualizované tak, aby bola zachovana ich
spravnost’ a uplnost’ pocas celého sktSania 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, zadavatel'a, spoloc¢nosti IQVIA a ich
zastupcov a s takouto kontrolou suhlasi.

Pracovisko skuSania d’alej sthlasi s prenosom
udajov finanénych priznani do krajiny povodu
zadavatela a do Spojenych Statov americkych,
aj ked v tychto krajinach nie je zabezpecena
ochrana osobnych udajov alebo je na niZSej
urovni, neZ v domdcej krajine pracoviska
skuSania.

Platnost’ tohto ¢lanku 11 ,,Finan¢né priznania
a konflikt zaujmov” pretrvd aj po vypovedani
alebo uplynuti platnosti tejto zmluvy.

12. USTANOVENIA NAMIERENE
PROVIZIAM A PODVODOM

PROTI

Zdravotnicke zariadenie a skisajuci potvrdzuja,
ze odmena, ktort dostanu podla tejto zmluvy,
neovplyvni ich  udsudok v savislosti s
poradenstvom a starostlivostou poskytovanou
kazdému subjektu skuSania, ze tato odmena
nepresahuje  spravodlivi  trhova  hodnotu
sluzieb, ktoré poskytuju a ze Ziadne platby sa im
neposkytuji na ii¢ely nabadania na nakup alebo
predpisovanie akychkol'vek liekov, pomocok
alebo produktov.
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If the Sponsor or IQVIA provides any free
products or items for use in the Study,
Institution and Investigator agree that they will
not bill any Study Subject, insurer or
governmental agency, or any other third party,
for such free products or items.

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

13. ANTI-BRIBERY

Institution and Investigator agree that the fees to
be paid pursuant to this Agreement represent
fair compensation for the services to be
provided by Site. Institution and Investigator
represent and warrant that it will not make
payments or convey items of value to
Government Officials to assist Sponsor or
IQVIA to secure and improper advantage.

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

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

CONFIDENTIAL Page 22 of 29

Ak zadavatel alebo spolonost IQVIA
bezplatne poskytne akykol'vek produkt alebo
polozku na pouzitie v skuSani, zdravotnicke
zariadenie a skuSajuci sa zavédzuji neuctovat’
tieto bezplatné produkty alebo polozky
ziadnemu subjektu skuSania, poistovni,
Statnemu uradu ani akejkol'vek inej tretej strane.

Zdravotnicke zariadenie a skuSajuci sa zavdzuji
neuctovat  ziadnemu  subjektu  skusania,
poistovni, Statnemu uradu ani akejkol'vek inej
tretej strane ziadne navstevy, sluzby alebo
vydavky, ktoré im vznikna pocas skusania a za
ktoré dostali uhradu od spolo¢nosti IQVIA
alebo zadavatela, alebo ktoré nie su sucast'ou
beznej starostlivosti, ktorti by subjektu skusania
za normalnych okolnosti poskytli azZe ani
zdravotnicke zariadenie ani skuSajuci nebudu

platit  ziadnemu inému lekarovi za
poukazovanie subjektov do skusania.

13. USTANOVENIA NAMIERENE PROTI
UPLATKARSTVU

%

Zdravotnicke zariadenie a skusajuci potvrdzuju,
ze poplatky, ktoré maji byt vyplatené podla
tejto zmluvy, predstavuji spravodlivi odmenu
za sluzby, ktoré ma poskytnit’ pracovisko
skasania. Zdravotnicke zariadenie a skusajuci
vyhlasuju a zarucuju, ze platby a hodnotné veci,
ktoré dostanu podl’a tejto zmluvy v stivislosti so
skiSanim, neovplyvnia Ziadne rozhodnutie,

ktor¢  zdravotnicke zariadenie, skuSajuci
a ktorykol'vek zich vlastnikov, riaditelov,
zamestnancov, zastupcov, poradcov alebo

prijemcov platieb podla tejto zmluvy moézZe
prijat ako Statny predstavitel alebo v inej
funkcii, aby pomohol zadavatel'ovi alebo
spolocnosti IQVIA zabezpelit' si nenalezitl
vyhodu alebo ziskat' ¢i udrzat’ si obchodné
prileZitosti.

Zdravotnicke zariadenie a sktSajici 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
zabezpecit’ si nendleziti vyhodu alebo ziskat’ ¢i
udrzat’ si obchodné prileZitosti, priamo ani
nepriamo platit, ponukat’ alebo slubovat
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(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.

In addition to other rights or remedies under this
Agreement or at law, IQVIA may terminate this
Agreement if Site breaches any of the
representations or warranties contained in this
Section or if IQVIA or Sponsor learns that
improper payments are being or have been made
to or by Institution or Investigator or any
individual or entity acting on its or their behalf.

14. INDEPENDENT CONTRACTORS

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

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

15. TERM & TERMINATION
15.1. Term

This Agreement will become effective
the day after its publication in the
Central Register of Contracts (the
,Effective Date*) and shall continue
until completion or until terminated in
accordance with this Section 15 “Term
& Termination”.
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platbu, ani nedaruje Zziadnu hodnotni vec
ziadnej fyzickej alebo pravnickej osobe na
ucely (i) ovplyvnenia akéhokol'vek tkonu alebo
rozhodnutia, (ii) nabadania takejto fyzickej
alebo pravnickej osoby na vykonanie alebo
nevykonanie akéhokol'vek skutku v rozpore
sjej zakonnymi povinnostami, (ii1)
zabezpecenia si nenalezitej vyhody alebo (iv)
nabadania takejto fyzickej alebo pravnickej
osoby, aby ovplyvnila nejaky tukon alebo
rozhodnutie Statneho tiradu alebo iného organu
vlady.

Okrem inych prav a opravnych prostriedkov
podrla tejto zmluvy alebo podl'a zédkona, moze
spolo¢nost’ IQVIA tato zmluvu vypovedat, ak
pracovisko skuSania porusi niektoré z vyhlaseni
a zaruk obsiahnutych v tomto ¢lanku, alebo ak
sa spoloc¢nost’ IQVIA alebo zadavatel’ dozvie,
ze zdravotnicke zariadenie alebo skuSajuci
takéto nendlezité 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 spolo¢nosti prijali.

14. NEZAVISLY ZMLUVNY DODAVATEL

Zdravotnicke zariadenie, skuSajiici a personal
skiSania konaji ako nezavisli zmluvni
dodavatelia spolo¢nosti IQVIA a zaddvatela
a nemaju sa povazovat za zamestnancov alebo
zastupcov spolo¢nosti IQVIA alebo zadéavatela.

Spolo¢nost’ IQVIA ani zadavatel
zdravotnickemu zariadeniu, skuSajicemu a
persondlu skuSania nezodpovedaju za Ziadne
zamestnanecké vyhody, dochodky, turazové
poistenie, dan zprijmu ani za ziadne iné
zamestnanecké dane a odvody.

15. DOBA PLATNOSTI A VYPOVEDANIE

15.1. Doba platnosti

Tato zmluva sa stdva UCinnou diom
nasledujicim po jej uverejneni Vv
Centralnom registri zmluv (. ddtum
ucinnosti”) a zostava platna a u¢inna az
do splnenia alebo vypovedania podla
tohto C¢lanku 15 ,,Doba platnosti a
vypovedanie”.
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15.2. 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, and IQVIA shall
make a final payment for wvisits or
milestones properly performed pursuant to
this Agreement in the amounts specified in
Attachment A; provided, however, that ten
percent (10%) of this final payment will be
withheld until final acceptance by Sponsor
of all CRF pages and all data clarifications
issued and satisfaction of all other
applicable conditions set forth herein. If a
material breach of this Agreement appears
to have occurred and termination may be
required, then, except to the extent that
Study Subject safety may be jeopardized,
IQVIA may suspend performance of all or
part of this Agreement, including, but not
limited to, subject enrollment.

15.2. Vypovedanie

Spolo¢nost’” IQVIA moze tato zmluvu
vypovedat’ z akéhokol'vek dovodu
s okamzitou uc¢innost'ou pisomnou
vypovedou.

Pracovisko skuSania moze tito zmluvu
vypovedat’ pisomnou vypovedou, ak mu
okolnosti mimo jeho primeranej kontroly
zabranuju v dokonCeni skusSania, alebo ak
dospeje  k odovodnenému  zaveru, Ze
pokracovanie v skuSani 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 vynaloZzi primerané usilie na
minimalizovanie d’alSich nakladov.
Spolo¢nost’” IQVIA poukédze posledni
platbu za navstevy alebo vykony riadne
vykonané v sulade stouto zmluvou vo
vyske stanovenej v Prilohe A; desat’ percent
(10 %) tejto poslednej platby vSak bude
zadrzanych az do zad4vatel'ovho kone¢ného
prevzatia vSetkych strdnok pacientskych
zdznamov (CRF) avsSetkych vydanych
vysvetlivieck k udajom ado splnenia
vSetkych d’alSich uplatnitel'nych podmienok
tu stanovenych. V pripade podozrenia na
podstatné porusenie tejto zmluvy, ktoré by
vyzadovalo jej vypovedanie, mdze
spolo¢nost’ IQVIA ¢iastocne alebo uplne
pozastavit' plnenie tejto zmluvy, vratane
zarad'ovania subjektov do skuSania, s
vynimkou rozsahu, v ktorom by bola
ohrozena bezpecnost’ subjektov skusania.

16. NOTICE 16. OZNAMENIA

Any notices required or permitted to be given VSetky oznamenia pozadované alebo povolené
hereunder shall be given in writing and shall be podla tejto zmluvy buda vyhotovené pisomne
delivered a dorucené

a) 1in person, a) osobne;
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b) by certified mail, postage b) doporucenou postou S

prepaid, return  receipt uhradenym postovnym
requested, a dorucenkou;
¢) by e-mail of .pdf/scan or ¢) e-mailom ako .pdf subor alebo
other non-editable format skenovany dokument, alebo v
notice ~ with  confirmed inom needitovateI'nom formate s
transmission report, or pozadovanym potvrdenim
d) by a commercial overnight dorucenia,;
courier that guarantees next d) komer¢nou kuriérskou sluzbou,
day delivery and provides a ktora zaruCuje doruCenie na
receipt, nasledujuci deit a poskytuje
and such notices shall be addressed as follows: potvrdenie dorucenia, a takéto
oznamenia budi adresované
nasledovne:
Name: Alvotech Swiss AG
To Sponsor: Address: Thurgauerstrasse 54,
Pre zadavatel’a: 8050 Ziirich, Switzerland

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

Tel:
To IOVIA And to/a
Pre spolo¢nost IQVIA IQVIA Inc.

Global Legal Department/Celosvetové

pravne oddelenie

100 IMS Drive

Parsippany, NJ 07054

USA/Spojené Staty americké

Attention: General Counsel/Do pozornosti:

Hlavny pravny poradca

Email: officeofgeneralcounsel@iqvia.com

Fakultna nemocnica Trencin, having a
To Institution place of business at: Legionarska 28,911 71

Pre zdravotnicke zariadenie Trencin, Slovak Republic

Marek Kacerik MD Ocna Klinika

To Investigator Fakultna nemocnica Trencin
Pre skasajuceho Legionarska 28, 911 71 Trencin, Slovak
Republic
17. FORCE MAJEURE 17. Vy881A MOC

The performance by either Party of any Zmluvné strany st ospravedlnené od plnenia
obligation on its part to be performed hereunder povinnosti, ktoré si maji plnit podla tejto
shall be excused by floods, fires or any other Act zmluvy, v pripade povodne, poziaru alebo inej
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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,
which are unforeseeable and beyond the
reasonable control of the Party bound by such
obligation, provided, however, that the Party
affected shall exert its reasonable efforts to
eliminate or cure or overcome any of such
causes and to resume performance of its
obligations with all possible speed.

18. MISCELLANEOUS

18.1. Entire Agreement

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

18.2. No Waiver/Enforceability
Failure to enforce any term of this
Agreement shall not constitute a waiver of
such term. If any part of this Agreement is
found to be unenforceable, the rest of this
Agreement will remain in effect.

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

The 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, [QVIA 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.
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zivelnej pohromy, havérie, vojny, vzbury,
vytrznosti, embarga, meSkania prepravcov,
nemoznosti ziskat’ materialy, vypadku elektriny
alebo prirodnych zdrojov dodévok, Statneho
ukonu, vynosu alebo obmedzenia alebo inej
vysSej moci, ktora zabraiuje takémuto plneniu,
¢i uz je podobného, alebo iného charakteru, ako
vysSie 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 co
najrychlejSie si znovu zacala plnit svoje
povinnosti.

18. OSTATNE DOJEDNANIA

18.1. Uplnost’ zmluvy

Tato zmluva vratane priloh predstavuje
jediné a uplné ujednanie medzi zmluvnymi
stranami v tejto veci a nahrddza vSetky
d’alsie pisomné alebo ustne dohody o tomto
skasani.

18.2. Nezrieknutie sa/Vymozite'nost’
Nevymahanie akejkol'vek podmienky tejto
zmluvy nema byt interpretované ako
zriecknutie sa tejto podmienky. Ak sa
ktorakol'vek cast’ tejto zmluvy ukaze ako
nevymahatel'nd, zostdva zvySok tejto
zmluvy platny a u¢inny.

18.3. Postupenie zmluvy
Tato zmluva je zavdzna pre zmluvné strany
a ich néslednikov a nastupcov.

Pracovisko skuSania nesmie postipit’ ani

presunut’ Ziadne zo svojich prav a
povinnosti podla tejto zmluvy bez
predchddzajiceho  pisomného  suhlasu

spolo¢nosti IQVIA a zadavatel’a.

Na poziadanie zadavatel'a mdze spolo¢nost’
IQVIA postupit’ tato zmluvu zadavatelovi
alebo tretej strane a spolocnost’ IQVIA
nebude zodpovedat' za Ziadne povinnosti
alebo zavdzky podla tejto zmluvy, ktoré
vznikni po datume takéhoto postipenia
a pracovisko  skiSania s  takymto
postupenim suhlasi. Nastupca spolo¢nosti
IQVIA bude pracovisko skusania o takomto
postipeni urychlene informovat'.
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18.4. 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.

18.5. Applicable Law

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

18.6. Survival

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

THIS SECTION IS
INTENTIONALLY LEFT BLANK

18.4. Oprévnena tretia strana

Zmluvné strany sa dohodli, ze zadévatel’ ma
pravo na vymdhanie podmienok tejto
zmluvy ako opravnena tretia strana.

Kazd4d zo zmluvnych stran tejto zmluvy
potvrdzuje, ze okrem zadavatela nie su
ziadne iné opravnené tretie strany, ktoré by
mali pravo vymahat ktorékol'vek z
ustanoveni tejto zmluvy.

18.5. Nadriadené pravo

Tato zmluva sa interpretuje podla pravnych
predpisov krajiny, v ktorej pracovisko
skasania vykonava skusanie.

18.6. Pretrvanie

Podmienky tejto zmluvy obsahujlice
povinnosti alebo prava, ktoré pokracuju po
dokonceni skuSania, budu pretrvavat aj po
vypovedani alebo splneni tejto zmluvy, aj
ked to vtejto zmluve nie je vyslovne
uvedené.

TATO CAST JE I'JMYSELNE
PONECHANA PRAZDNA

ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s.r.o.
Za IQVIA RDS Slovakia, s.r.0. svojim podpisom potvrdzuje:

By/Meno:

Title/Funkcia:
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Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Institution:
Za Zdravotnicke 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:
Skusajuci svojim podpisom potvrdzuje:

Name/Meno:

Signature/Podpis:

Date/Datum:
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ATTACHMENT A PRILOHA A

BUDGET & PAYMENT SCHEDULE ROZPOCET A ROZPIS PLATIEB
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ATTACHMENT A

BUDGET & PAYMENT SCHEDULE
A. PAYEE DETAILS

The Parties agree that the payee designated
below is the proper payee for this Agreement,
and that payments under this Agreement will be

made only to the following payee (“Payee):

PRILOHA A
ROZPOCET A ROZPIS PLATIEB
A. UDAJE O PRIJEMCOVI PLATIEB

Zmluvné strany potvrdzuji, Ze nizSie uvedeny
prijemca platieb je riadnym prijemcom platieb
podla tejto zmluvy a ze platby podla tejto
zmluvy sa buda poukazovat’ len nasledujucemu
prijemcovi platieb (dalej ,,prijemca platieb*):

Payee Name

Fakultna nemocnica Trencin

Meno/nazov
prijemcu platieb

Fakultna nemocnica
Trenéin
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Payee .
Address ?ff;i?:g’;gva ng,e uﬁl))]lz]c 7L Adresa prijemcu | Legionarska 28, 911
’ P platieb 71 Trencin,
Bank Name Slovenskd republika
Bank Street Nazov banky
Address
Adresa banky
Bank ID
Bank Identifika¢né Cislo
Account #/ banky
IBAN # Cislo uctu/IBAN
Payee
gemqtance E-mailova  adresa
Agl;l prijemcu platieb na
SWI?;S oznamenie o uhrade
Code SWIFT kéd
Payee Name
Marek Kacerik, MD Meno/nazov
prijemcu platieb MUDr. Marek
Payee Kacerik
Address - -
Adresa prijemcu
Bank Name platieb :
i‘:‘il(lik Street Nazov banky
ress . - .
Bank ID Adresa banky




Bank
Account #/
IBAN #

Identifikac¢né cislo

banky

Payee
Remittance
Email
Address

Cislo G&tu/IBAN

SWIFT
Code

E-mailova adresa
prijemcu platieb na
oznamenie o uhrade

SWIFT kod

Payee Name

Jan Mihala, MD

Payee
Address

Meno/nazov
prijemcu platieb

Jan Mihala, MD

Bank Name

Adresa
platieb

prijemcu

Bank Street
Address

Bank ID

Bank
Account #/
IBAN #

Payee
Remittance
Email
Address

SWIFT
Code

Nazov banky

Adresa banky

Identifikacéné cislo

banky

Cislo G&tu/IBAN

E-mailova  adresa
prijemcu platieb na
oznamenie o uhrade

Payee Name

Dana Sedlackova MD

SWIFT kéd

Payee
Address

Bank Name

Bank Street
Address

Meno/nazov
prijemcu platieb

MUDr.
Sedlackova

Dana
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Adresa
platieb

prijemcu




Bank ID

Bank
Account #/
IBAN #

Payee
Remittance
Email
Address

SWIFT
Code

Nazov banky

Adresa banky

Identifikaéné ¢islo

banky

Cislo G&tu/IBAN

E-mailova adresa
prijemcu platieb na
oznamenie o uhrade

SWIFT kéd

Payee Name

Zuzana Sustykevicova, MD

Payee
Address

Bank Name

Bank Street
Address

Bank ID

Bank
Account #/
IBAN #

- 17 r o1 A

Meno/nazov
prijemcu platieb

MUDr. Zuzana
Sustykevicova

Adresa
platieb

prijemcu

Nazov banky

Adresa banky

Identifikaéné Cislo

banky

Payee
Remittance
Email
Address

SWIFT
Code

Cislo G&tu/IBAN

E-mailova  adresa
prijemcu platieb na
oznamenie o uhrade

Payee Name

Martina Hanicova

SWIFT kéd

Payee
Address

Bank Name

Meno/nazov
prijemcu platieb

Martina Hanicova
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Adresa
platieb

prijemcu
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Bank Street
Address

Bank ID

Bank
Account #/
IBAN #
Payee
Remittance
Email
Address
SWIFT
Code

Meno/nazov
prijemcu platieb

MUDr.
Kafkova

Karolina

Adresa
platieb

prijemcu

Nazov banky

Adresa banky

Identifikaéné Cislo

banky

Cislo G¢tu/IBAN

E-mailova  adresa
prijemcu platieb na
oznamenie o uhrade

SWIFT kod

Payee Name

Tulpikova Martina PhDr.

Nazov banky
Adresa banky
Identifikaéné Cislo
banky

Cislo u¢tu/IBAN
E-mailova adresa

prijemcu platieb na
oznamenie o ihrade

SWIFT kéd

Meno/nazov
prijemcu platieb

MUDr. Karolina

Kafkova

Adresa
platieb

prijemcu

Nazov banky

Adresa banky

Identifikaéné Cislo

banky

Cislo G&tu/IBAN

E-mailova adresa
prijemcu platieb na
oznamenie o uhrade

SWIFT kéd
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Payee
Address

Bank Name

Bank Street
Address

Bank ID

Bank
Account #/
IBAN #

Payee
Remittance
Email
Address

SWIFT
Code

Meno/nazov
prijemcu platieb

Tulpikova Martina
PhDr.

Adresa
platieb

prijemcu

Nazov banky

Adresa banky

Identifikaéné Cislo
banky

Cislo G&tu/IBAN

E-mailova adresa
prijemcu platieb na
oznamenie o uhrade

xr P T4 A

SWIFT kéd

Payee Name

Zuzana Galajdova MD

Payee Name

Zuzana Galajdova MD

Payee
Address

Bank Name

Bank Street
Address

Bank ID

Bank
Account #/
IBAN #

Payee
Remittance
Email
Address

Payee
Address

Bank Name

Bank Street
Address

Bank ID

Bank
Account #/
IBAN #

Payee
Remittance
Email
Address
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SWIFT
Code

SWIFT
Code

In case of changes in the Payee’s bank details,
Site is obliged to inform IQVIA in writing by
sending an email to:
emea(@ctp.solutions.igvia.com

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

INSTITUTION SHALL BE PERFORMED LAB
SERVICES AS WELL IN THEIR OWN LABORATORY,
PROCEDURES SHALL BE AS FOLLOWS:

Total
cost
(Euro) :

Procedure

Hematology:
includes  the
measurement
of erythrocytes
(red blood cells
or RBO),
leukocytes
(white  blood
cells or WBC),
hemoglobin,
hematocrit
(volume of
packed red
blood cells or
VPRC),
platelet
thrombocyte
count, and
indices (mean
corpuscular
hemoglobin or

18
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V pripade zmien v bankovom spojeni prijemcu
platieb je pracovisko sktSania povinné
informovat’ o nich IQVIA pisomne zaslanim e-
mailu na adresu: emea(@ctp.solutions.igvia.com.

Pracovisko skuSania je povinné kontaktovat
svojho ¢lena timu skuSania u spolo¢nosti IQVIA
a poskytnut mu podpisani dokumentaciu o
zmendch v bankovom spojeni prijemcu platieb.
Zmluvné strany sa dohodli, ze v pripade zmien v
udajoch o bankovom spojeni, ktoré sa netykaji
zmeny prijemcu platieb alebo zmeny krajiny, v
ktorej je vedeny bankovy ucet, sa nepozaduji
ziadne d’alSie pisomné dodatky tejto zmluvy.
ZDRAVOTNICKE ZARIADENIE BUDE PRE TOTO
KLINICKE ~ SKUSANIE  POUZIVAT  VLASTNE
LABORATORIUM, KTOREMU BUDU VYSETRENIA
UHRADZANE NASLEDOVNE.

Cena v mene
€:

VySetrenie

Hematologia:
zahfia meranie
erytrocytov
(¢ervenych krviniek
alebo RBO),
leukocytov (bielych
krviniek alebo
WBC),
hemoglobinu,
hematokritu (objem
zhustenych
cervenych krviniek
alebo VPRC), poctu
krvnych  dosticiek
alebo trombocytov a
indexov (priemerny
korpuskularny
hemoglobin alebo
MCH, stredny
korpuskularny
objem alebo MCV).

18
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MCH, mean
corpuscular
volume or
MCV).
Includes
automated
differential of
the white blood
cells:
neutrophils or
granulocytes,
lymphocytes,
monocytes,
eosinophils,
and basophils
(local lab) - in
case laboratory
samples cannot
be shipped to
central
laboratory due
to  pandemic
related
restrictions

Zahfna
automatizovany
diferencial bielych
krviniek: neutrofily
alebo granulocyty,

Hematology:
Blood count;
reticulocyte
count, manual
(local lab) - in
case laboratory
samples cannot
be shipped to
central
laboratory due
to  pandemic
related
restrictions

11

lymfocyty,
monocyty,
eozinofily a
bazofily  (miestne
laboratérium) — v
pripade, ze
laboratorne vzorky
nemozu byt’
odoslané do
centralneho
laboratoria z
doévodu obmedzeni
suvisiacich S
pandémiou
Hematologia:
Krvny obraz; pocet
retikulocytov,
manualny (miestne
laboratorium) - v
pripade, ze
laboratéorne vzorky 1
nemozu byt
odoslané do
centralneho
laboratoéria z
dovodu obmedzeni
suvisiacich S
pandémiou
Klinickd  chémia:
Zahina albumin;
Bilirubin, celkovy;
vapnik; oxid
uhlicity 45
(bikarbonat);

chlorid; kreatinin;
glukéza; Fosfataza,
alkalicka; draslik;
Bielkoviny,

Slovakia Clinical Trial Agreement template-INST_INV based on
IQVIA Global template 1 May 2019

CONFIDENTIAL Strana 7 z 20
DOVERNE

SVK_en_ Slovakia_CTA Attach A_Institution_Translated on 16-
Jul-2019-1
Pl Mare Kacerik MD, WZA97198 AVT06-GL-C01




Clinical celkové; sodik;
Chemistry: transferdza, alanin
Includes amino (ALT);
Albumin,; transferaza,
Bilirubin, total; aspartatamino
Calcium; (AST); Urea
Carbon Nitrogen  (BUN)
Dioxide (miestne
(bicarbonate); laboratorium) — v
Chloride; pripade, ze
Creatinine; laboratorne vzorky
Glucose; nemozu byt
Phosphatase, odoslané do
alkaline; centralneho
Potassium; laboratoéria z
Protein, total; dovodu obmedzeni
Sodium,; suvisiacich S
45 e
Transferase, pandémiou
alanine amino Klinickd  chémia:
(ALT); Glutamyltransferaz
Transferase, a, gama (GGT)
aspartate amino (miestne
(AST);  Urea laboratérium) — v
Nitrogen pripade, ze
(BUN) (local laboratérne vzorky
. A , | 17
lab) - in case nemozu byt
laboratory odoslané do
samples cannot centralneho
be shipped to laboratoéria Z
central dovodu obmedzeni
laboratory due suvisiacich S
to  pandemic pandémiou
related Klinickd  chémia:
restrictions Hemoglobin,
Clinical hemoglobin
Chemistry: (HBalC) (Hgba Ic);
Glutamyl glykované,
transferase, glykozylované 47
gamma (GGT) 17 (miestne
(local lab) - in laboratéorium) - v
case laboratory pripade, ze
samples cannot laboratorne vzorky
be shipped to nemozu byt
central odoslané do
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laboratory due
to  pandemic
related
restrictions

Clinical
Chemistry:
Hemoglobin,
haemoglobin
(HBalC)
(Hgba Ic);
glycated,
glycosylated
(local lab) - in | 47
case laboratory
samples cannot
be shipped to
central
laboratory due
to  pandemic
related
restrictions
Clinical
Chemistry:
Bilirubin;
direct  (local
lab) - in case
laboratory
samples cannot | 12
be shipped to
central
laboratory due
to  pandemic
related
restrictions
Coagulation:
Prothrombin
time (PT) (local
lab) - in case
laboratory
samples cannot
be shipped to
central

19
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centralneho
laboratoria z
dovodu obmedzeni
suvisiacich S
pandémiou

Klinickd  chémia:
Bilirubin;  priame
(miestne

laboratorium) - v
pripade, ze
laboratorne vzorky
nemozZu byt | 12
odoslané do
centralneho
laboratoria z
dovodu obmedzeni
suvisiacich S
pandémiou
Koagulacia:
Protrombinovy cas
(PT) (miestne
laboratérium) - v
pripade, ze
laboratorne vzorky
nemozu byt | 19
odoslané do
centralneho
laboratoria z
dévodu obmedzeni
suvisiacich s
pandémiou
Koagulacia:
Tromboplastinovy
cas, Ciastocny
(aPTT); plazma
alebo cela krv,
sérum (miestne
laboratéorium) - v | 19
pripade, ze
laboratérne vzorky
nemozu byt
odoslané do
centralneho
laboratoria z




laboratory due dovodu obmedzeni
to  pandemic suvisiacich S
related pandémiou
restrictions '
Koagulacia:
Coagulation: Medzinarodny
Thromboplasti nOl’r;nE;llZOVan}ZINR)
n time, partial 1(30‘ et
(aPTT); plasma mies n’e .
or whole blood laboratorium) — v
serum  (local prlpade: ze
lab) - in case laboratérne vzorky | 97
laboratory 19 anC;ZU , b(}llt
samples cannot 0 OtS fllﬂeh 0
be shipped to centralneno
central laboratoria z
laboratory due df)Vf)fiu . (;lbmedzenl
to  pandemic suvisiacic S
related pandémiou
restrictions Tehotenstvo v sére,
Coagulation: choriovy ’
International gonadotropin (hCG)
Normalized (BetahCQG);
Ratio (INR) kvantitativne
(local lab) - in {ngleSt??'
case laboratory a (ﬁfa 0r11:m])3 -
samples cannot | 97 podia polreby  pre
be shipped to Zzeny, v pripade, ze | 35
central laboratérne vzorky
laboratory due n(elm(izu’ b(}ilt
to  pandemic 0dos ,ane 0
related centralneho
restrictions laPoratona ‘
Serum dovodu obmedzeni
reenanc suvisiacich s
> gd . pandémiou
gonadotropin —
chorionic gonadotropin;
(hCG) folikuly stimulujtci
(BetahCG); | > hormon  (FSH)
quantitative (mlestnF . 61
(local lab) - as laboratorium) —
needed for podl'a pptreby na
women, in_case potvrdenie stavu po
, menopauze, v
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laboratory
samples cannot
be shipped to
central
laboratory due
to  pandemic

related
restrictions
Gonadotropin;
follicle
stimulating
hormone (FSH)
(local lab) - as
needed to
confirm  post
menopausal
status, in case | 61
laboratory

samples cannot
be shipped to
central
laboratory due
to  pandemic
related
restrictions
Urinalysis, by
dip stick or
tablet reagent
for  bilirubin,
glucose,
hemoglobin,
ketones,
leukocytes,
nitrite, pH,
protein, 15
specific
gravity,
urobilinogen,
any number of
these
constituents;
automated,
with
microscopy
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pripade, ze
laboratorne vzorky
nemozno odoslat’ do

centralneho
laboratoria z
dovodu obmedzeni
suvisiacich S
pandémiou
Analyza mocu

pomocou  ty€inky
alebo tabletového
¢inidla na zistenie
bilirubinu, glukézy,

hemoglobinu,
keténov,
leukocytov,
dusitanov, pH,
bielkovin,
Specificke;j
hmotnosti,
urobilinogénu,
akéhokol'vek poctu
, .. 15
tychto zloziek;
automatizované, s
mikroskopom
(miestne
laboratorium) - v
pripade, ze
laboratorne vzorky
nemozu byt
odoslané do
centralneho
laboratéria z
dovodu obmedzeni
suvisiacich S
pandémiou
Analyza mocu; len
mikroskopické
(miestne
laboratorium) - ak je 9
krv alebo bielkovina
abnormalna, \%
pripade, ze

laboratérne vzorky




(local lab) - in
case laboratory
samples cannot
be shipped to
central
laboratory due
to  pandemic
related
restrictions
Urinalysis;
microscopic
only (local lab)
- if blood or
protein Is
abnormal, in
case laboratory

9
samples cannot
be shipped to
central
laboratory due
to  pandemic
related
restrictions
Urine
pregnancy;
qualitative
(local lab) - for | 20
women of
childbearing
potential only
Infectious
agent detection
by nucleic acid
(DNA or
RNA); severe
acute
respiratory

73
syndrome

coronavirus 2
(SARS-CoV-2)
(Coronavirus
disease
[COVID-19)),
amplified
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nemozu byt’
odoslané do
centralneho

laboratoria z
dovodu obmedzeni
suvisiacich S
pandémiou

Tehotenstvo v moci;
kvalitativne
(miestne
laboratorium) - len
pre zeny VO
fertilnom veku

20

Detekcia pomocou
nukleovej kyseliny
(DNA alebo RNA);
tazky akutny
respiraény syndrom
koronavirus 2
(SARS-CoV-2)
(koronavirusové
ochorenie [COVID-
19)), technika
amplifikovanej
sondy (miestne
laboratérium) — na
testovanie RT-PCR

73




probe
technique
(local Iab) - for
RT-PCR testing

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

B. MINIMUM ENROLLMENT GOAL

Site acknowledges that Site’s minimum
enrollment goal is three (3) Subjects and that
Site will use its best efforts to reach the
enrollment 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 biannually, on a
completed visit per subject basis in accordance
with the attached budget. Ninety percent (90%)
of each payment due, including any Screening
Failure that may be payable under the terms of
this Agreement, will be made based upon prior 6
months’_enrollment data received from the Site
supporting subject visitation.
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Zmluvné strany potvrdzuji, ze menovany
prijemca platieb je opravneny prijimat’ vsetky
platby za sluzby vykonané podl'a tejto zmluvy.

B.  MINIMALNY NABOROVY CIEL

Pracovisko skuSania potvrdzuje, ze jeho
minimalny néborovy ciel’ je tri (3) subjektov a
ze pracovisko skuSania vynalozi maximalne
usilie na dosiahnutie naborového ciela v
primeranom c¢ase po zacati skaSania na
pracovisku skusania. Ak pracovisko skuSania
tuto zasadu nedodrzi, spolo¢nost’ IQVIA moéze
prehodnotit’ vhodnost’ pracoviska skusania pre
dalsiu ucast’ na skasani.

C. PLATOBNE PODMIENKY
Spolo¢nost’” IQVIA bude poukazovat’ platby
prijemcovi platieb polrocne na zdklade poctu
absolvovanych navstev na jeden subjekt v stlade
s pripojenym rozpoctom. Devitdesiat percent
(90 %) kazdej splatnej sumy, vratane platieb za
netspeSné vstupné vysetrenia, ktoré mézu byt
splatné podla podmienok tejto zmluvy, sa
poukdze na zaklade udajov o zarad'ovani za
predchddzajicich 6 mesiacov prijatych od
pracoviska  skuSania, ktoré dokladaji
navstevnost’ subjektov.




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

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

All government taxes are the sole responsibility
of the Payee.

Major, disqualifying Protocol violations are
not payable under this Agreement

D. BUDGET TABLE
PLEASE SEE APPENDIX

E. STUDY START-UP FEE

A one-time, non-refundable payment will be
paid to Institution and Investigator in the amount
in accordance with budget table to cover Study
start-up activities upon
completion and receipt by IQVIA of all
contractual and regulatory documentation and
receipt of invoice after SIV.
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Zostatok splatnych finan¢nych prostriedkov az
do vysky desat percent (10 %) sa vyplati
pomernym spdsobom po overeni skuto¢nej
navstevnosti subjektov a spolocnost’ IQVIA
uhradi  platbu  spracovanu  spolo¢nostou
DrugDev prijemcovi platieb po zadavatelovom
kone¢nom prevzati vSetkych zaznamenanych
udajov, vsSetkych vydanych vysvetliviek k
udajom, po prevzati a schvaleni vSetkych
chybajicich dokumentov pre kontrolné trady
pozadovanych spolocnostou IQVIA alebo
zadavatelom, vrateni vSetkych nepouzitych
materidlov spolocnosti IQVIA a po splneni
d’al§ich podmienok uvedenych v zmluve.

Za akékol'vek vydavky alebo ndklady, ktoré
pracovisku skuSania vznikni pri plneni tejto
zmluvy a ktoré nie st vyslovne schvéilené na
preplacanie  spolocnostou  IQVIA  alebo
zadavatel'om podla tejto zmluvy (vratane tohto
Rozpoctu a rozpisu platieb), zodpoveda
vyhradne pracovisko skusania.

Za vsetky dane zodpoveda vyhradne prijemca

platieb.

Zavainé, diskvalifikujuce poruSenia
protokolu nie su podl’a tejto zmluvy splatné.

D. ROZPOCTOVA TABULKA
Vid’ priloha.

E.  PLATBA NA ROZBEH SKUSANIA

Po  skompletizovani  vSetkej  zmluvne;j
dokumenticie a dokumentacie pre kontrolné
urady, jej prevzati spoloCnostou IQVIA a
prevzati faktary spolocnostou po iniciacnej
nav§teve IQVIA, sa uhradi jednorazova,
nerefundovatelnd  platba  zdravotnickemu
zariadeniu a skuaSajucemu vo vyske podla




F. SCREENING FAILURE

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

To be eligible for reimbursement of a screening
visit, supporting data entry must be completed
and submitted to IQVIA along with any
additional information, which may be requested
by IQVIA to appropriately document the subject
screening procedures.

G. DISCONTINUED OR EARLY

tabulky, ktord& ma
na rozbeh slfﬁéani\g. ) .
F. NEUSPESNE VSTUPNE

VYSETRENIA

pokryt”  aktivity

Uhrada za netspe$né vstupné vysetrenia sa
uskuto¢ni vo vyske podla tabulky ako za
skriningova  ndvstevu, podla pomeru 1
netspesné  vstupné  vySetrenie  na 1
randomizovaného ucastnika,

Aby vznikol ndrok na uhradu za neuspesnu
vstupnll navstevu, musia sa spolo¢nosti IQVIA
zaslat’ podkladové udaje spolu s origindlom
faktary, s uvedenim vykonanych vstupnych
navstev a postupov, cCisla subjektu a datumu
(datumov) navstevy/postupov.

G.PREDCASNE VYRADENIE ALEBO

TERMINATION SUBJECTS

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

H. UNSCHEDULED VISIT AND CONDITIONAL

VYSTUPENIE SUBJEKTOV

Uhrady za subjekty, ktoré boli zo skusania
vyradené alebo z neho pred¢asne vystupili, sa
vyplatia pomernym spdsobom podla poctu
potvrdenych absolvovanych navstev.

H. NEPLANOVANE NAVSTEVY A

PROCEDURES (WITH INVOICE)

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

The unscheduled visit procedures can be
performed more than once for Subject, if
medically indicated.

I. CONDITIONAL PROCEDURES

INVOICE)

(WITH
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POSTUPY VYKONAVANE PODI’A
POTREBY (NA FAKTURU)

Néklady na nasledujuce postupy vykondvané
podrla potreby a postupy neplanovanych navstev
sa budu uhradzat’ priebezne po prevzati faktary
na sumu uvedenu v tabul’ke nizSie (ktora zahfiia
prevadzkové naklady). Aby sa mohla poukéazat’
platba, musi byt na faktire uvedené Ccislo
subjektu a datumy postupov nepldnovanych
navstev alebo postupov vykondvanych podla
potreby.

Ak to bude klincky indikované, mozu sa postupy
neplanovanych navstev vykonat' pre jeden
subjekt viackrat.

I. POSTUPY VYKONAVANE PODIA
POTREBY (NA FAKTURU)




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

J.IEC FEES

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

K. EQUIPMENT

All  materials and equipment provided
(“Equipment”) by the Sponsor or IQVIA/vendor
contracted by the Sponsor shall remain the sole
property of the Sponsor/IQVIA/vendor, as the
case may be.

Therefore, it is
Equipment shall:
a) be subject to removal at any time upon
the Sponsor’s or, IQVIA’ demand provided that
such removal does not prevent the Site from
conducting the Study and carrying out their
obligations under this Agreement; and

b) be used only for the purposes of the
Study; and

c) be used in accordance with any manuals
or instructions while in possession of the Site;
and

d) shall remain in the same condition,
ordinary wear and tear excepted. As long as the
Equipment is in the possession of the Site, the
Site is liable for maintenance or any risk of loss
in connection with the Equipment during the
conduct of the Study; and

hereby agreed that such
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Nasledujuce postupy vykonévané podla potreby
sa budt uhradzat’ priebezne po prevzati faktury
na sumu uvedenu v tabulke nizsie (ktora zahfia
prevadzkové néklady). Aby sa mohla poukazat
platba, musi byt’ na faktare uvedené Cislo
subjektu a datumy postupov.

J.POPLATKY NEZAVISLYM ETICKYM
KOMISIAM

Naklady na nezavislé etické komisie (NEK) sa
budt uhradzat’ po prevzati faktiry od NEK a nie
su zahrnuté v pripojenom rozpocte. Platba sa
poukdze priamo NEK. Vsetky nasledujuce
podania alebo prediZzenia platnosti sa po
schvaleni spolo¢nostou IQVIA a zadavatel'om

budi  uhrddzat’ po prevzati  prislusnej
dokumentacie.
K.VYBAVENIE
Vsetky materidly a  vybavenie (dalej
,vVybavenie*) poskytnuté zadavatel'om,
spolo¢nostou  IQVIA, alebo zmluvnymi

dodéavatelmi zadéavatela zostavaju vyluénym
vlastnictvom zadavatela, spoloc¢nosti IQVIA,
alebo zmluvného dodévatela, podl'a toho, o
ktory pripad pojde.

Preto sa tymto povazuje za dohodnuté, Ze takéto
vybavenie:

a) sa na ziadost zadavatela alebo
spolo¢nosti IQVIA mdze z pracoviska skusania
kedykol'vek vyzdvihnut, za predpokladu, ze
takéto vyzdvihnutie nebude pracovisku skusania
branit’ vo vykonavani skuSania a plneni jeho
povinnosti podl'a tejto zmluvy;

b) sa bude pouZzivat’ len na ucely skuSania;
c) pokial’ bude v drzbe pracoviska skiiSania,
bude sa pouzivat v stlade so vSetkymi
priruckami alebo ndvodmi na pouzitie;

d) zostane v nezmenenom  stave, S
vynimkou bezného opotrebovania. Pokial’ bude
vybavenie v drzbe pracoviska skuSania,

pracovisko skusania zodpoveda za jeho udrzbu a



e) be clearly identified as the sole property
of the Sponsor/IQVIA/vendor, as applicable, by
clearly stating “BELONGS TO “Name of legal
owner” in order to notify any third parties,
including creditors, that the legal owner retains
title thereto; and
f) upon completion or termination of the
Study:
(1) be returned by the Site, with assistance
from IQVIA or Sponsor, within one (1)
month of a request to do so being received
from IQVIA or Sponsor; or
(i1) be disposed of by the Site, with assistance
from IQVIA or Sponsor, as soon as
reasonably practicable after such a request is
received from IQVIA or Sponsor; or
(iii)be acquired by or gifted (subject to all
applicable  laws, including  without
limitation, transparency reporting
requirements on transfers of items of value to
healthcare providers) to the Site as agreed in
writing between the Sponsor and the Site.

L. PAYMENT DISPUTES

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

M. INVOICES

Payments will be issued by IQVIA based on
Visit Budget, payment frequency and payment
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znasa vSetky riziké straty stvisiace s vybavenim
v priebehu vykonavania skuSania;
e) bude zreteI'ne oznaCené ako vyhradné
vlastnictvo zadavatel’a, spolo¢nosti IQVIA alebo
zmluvného dodavatela, podla toho, o ktory
pripad podjde, pricom takéto oznacenie bude
zreteI'ne uvadzat, ze ide o , MAJETOK ,,nazov
pravoplatného vlastnika““, aby boli vSetky tretie
osoby vratane veritelov informované, zZe
vlastnicky narok na toto vybavenie zostava u
pravoplatného vlastnika;
f) po ukonceni alebo zruseni skuSania:
(1) pracovisko sktSania vrati s pomocou
spolocnosti IQVIA alebo zadéavatela do
jedného (1) mesiaca od prijatia ziadosti o
jeho vratenie od spolo¢nosti IQVIA alebo
zadavatela; alebo
(ii) pracovisko  skusSania  zlikviduje s
pomocou  spolocnosti  IQVIA  alebo
zadévatel'a, to bude prakticky realizovatel'né
po prijati takejto ziadosti od spolocnosti
IQVIA alebo zadavatel’a; alebo
(ii1)pracovisko skusania nadobudne alebo
prijme ako dar (v sulade so vSetkymi
platnymi  prdvnymi predpismi, najmé
poziadavkami na transparentné hlasenie
prevodov hodnotnych veci poskytovatelom
zdravotnej starostlivosti), podla pisomne;j
dohody medzi zadavatelom a pracoviskom
skuSania.

L. PLATOBNE NEZROVNALOSTI

Proti akymkol'vek platobnym
nezrovnalostiam, ktoré sa vyskytni v
priebehu skuSania, moZze zdravotnicke
zariadenie namietat’ do tridsiatich (30) dni od
prijatia poslednej platby.

M. FAKTURY
Platby vykond IQVIA na zdklade rozpoctu
navstevy, frekvencie platieb a platobnych
podmienok, ako je opisané vysSie. Platby sa
uskuto¢nia az po prijati prisluSnych faktur,



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:

Invoices to be billed to:

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

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

Emailed invoices and backup are preferred.
In the event of invoices in hard copv need to
be sent, please send to the following address:

Att Clinical Trial Payments
IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

The following information should be included
on the invoice:
o Complete INVESTIGATOR name, address

and phone number

o Invoice Date

o Invoice Number

o Payee Name (must match Payee indicated in
CTA)

Slovakia Clinical Trial Agreement template-INST_INV based on
IQVIA Global template 1 May 2019

CONFIDENTIAL
DOVERNE

Strana 18 z 20

SVK_en_ Slovakia_CTA Attach A_Institution_Translated on 16-
Jul-2019-1
Pl Mare Kacerik MD, WZA97198 AVT06-GL-C01

vratane zéloznej dokumentécie,
v $pecifikovanej mene, ako je popisané nizsie.
Faktury budu splatné do tridsiatich (30) dni od
datumu prijatia faktiry spolo¢nostou IQVIA,
vratane  akejkol'vek  prislusnej  zéloznej
dokumentacie.

Faktury za akékol'vek dodatocné platby k tym,
ktoré st uvedené v tejto zmluve (t. j. dodato¢né
uhrady), musia byt tieZ odoslané spolocnosti
IQVIA a schvélené sponzorom Studie. Vsetky
faktury budu vystavené nasledujucim spésobom:

FaktOry sa maj vystavit':

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

Faktury na zaslanie:
Povodné faktiry vratane podkladov posielajte

e-mailom na adresu:
emea(@ctp.solutions.igvia.com.
Davame prednost faktiram uplatnenym

elektronicky vratane podkladov.V  pripade
zasielania rovnopisov faktr prosime zasielat’ na
adresu:

Clinical Trial Payments

IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Na faktire by mali byt’ uvedené tieto tidaje:

O Meno, adresa a telefonne ¢islo sktisajiiceho,

o Datum faktuary,

o Cislo faktury,

0 Meno prijemcu platby (musi sa zhodovat’ s
prijemcom platby uvedenym v CTA),

o Suma platby,


mailto:emea@ctp.solutions.iqvia.com

Payment Amount

Complete description of services rendered
Study Number:

Sponsor Name

Invoices should be printed on site/institution
letterhead

O O O O O

All invoice and payment related inquiries shall
be addressed directly to IQVIA Clinical Trial
Payments at emea@ctp.solutions.igvia.com.

Invoices and any accompanying
documentation must not include any
personally identifying information of any
Subject, including but not limited to Subject
first or last name, initials, date of birth,
address, telephone, passport number, email
address, or credit card information. If invoices
or any accompanying documentation do
contain this information IQVIA will notify
Payee. Payee will need to resubmit a redacted
invoice and accompanying documentation that
does not include any personally identifying
information of any Subject.

N. NON-PROCEDURAL, STUDY SITE’S COSTS

(WITH INVOICE)

1/ Archiving Fee

A one-time record storage payment will be paid
in the amount in accordance with table upon the
completion of the Study and receipt of invoice.
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.

2/ Pharmacy Set up Fee
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o Kompletny popis poskytovanych sluzieb,

o Cislo studie,

0 Meno sponzora Studie,

o Faktury by mali byt’ vytlacené na hlavickovom
papieri pracoviska

Vsetky otazky tykajuce sa faktar a platieb buda
adresované priamo spolo¢nosti IQVIA Clinical
Trial Payments na adrese
emea(@ctp.solutions.iqvia.com.

Faktury ani ziadne sprievodné dokumenty nesmu
obsahovat’ osobn¢ identifikaéné udaje ziadneho
subjektu, najma meno alebo priezvisko, inicidly,
datum narodenia, adresu, teleféonne c¢islo, ¢islo
pasu, e-mailova adresu alebo udaje platobne;j
karty. Ak budu faktary alebo sprievodna
dokumentécia obsahovat tieto idaje, spolo¢nost’
IQVIA o tom bude informovat prijemcu
platieb. Prijemca platieb bude musiet zaslat’
opravenu fakturu a sprievodni dokumentéciu,
ktora nebude obsahovat' osobné identifikacné
udaje ziadneho subjektu.

NAKLADY PRACOVISKA SKUSANIA
NETYKAJUCE SA POSTUPOV (NA FAKTURU)

1/ Poplatok za archivaciu

Po ukonceni skuSania a prevzati faktiry sa
uhradi jednorazovd platba za uchovavanie
zdznamov vo vySke podla tabulky. V sulade s

poziadavkami  zadavatela  uvedenymi v
protokole  bude zdravotnicke zariadenie
uchovavat vSetky zaznamy sklSania na

bezpecnom a zaistenom mieste, aby ich v pripade
potreby bolo mozné jednoducho a vcas
vyhladat’.

2/ Poplatok za zriadenie lekdrne skuSania


mailto:emea@ctp.solutions.iqvia.com
mailto:emea@ctp.solutions.iqvia.com

A one-time, non-refundable Pharmacy Set-Up
payment will be paid in the amount in
accordance with table upon completion and
receipt by IQVIA of all original contractual and
regulatory documentation and receipt of an
invoice.

3/ Pharmacy Close-Out Fee

A one-time, non-refundable Pharmacy Close-out
payment will be made upon receipt of original
invoice at a cost of in accordance with table at
end of Study.

4. PHARMACY: STORE STUDY
(AVTO06/EU-EYLEA), REFRIGERATED
SHELF PER YEAR

5/ Study Close-Out Fee (including all activities
related to closing out the Site)

A one-time, non-refundable Study Close-Out
payment will be paid in the amount of in
accordance with table upon completion of the
Study and approval by IQVIA of any outstanding
data documentation (data entry completion and
data clarifications issued) and regulatory
documentation and upon receipt of invoice.

DRUG
PER

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

All amounts include all applicable taxes and
excludes VAT.

All payments for this Study in accordance with
the attached Budget will be paid by IQVIA
electronically.
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Po skompletizovani vSetkej origindlnej zmluvnej
dokumentacie a dokumenticie pre kontrolné
urady, jej prevzati spolocnostou IQVIA a po
prevzati faktiry spolo¢nostou IQVIA sa uhradi
jednorazova, nerefundovatelna platba za
zriadenie lekdrne skuSania vo vyske podPa
tabul’ky.

3/ Poplatok za uzatvorenie lekarne skusania
Na konci skusania a po prevzati originalu faktiry
sa uhradi jednorazova, nerefundovatelna platba
na uzatvorenie lekarne skisania vo vyske podPla
tabul’ky).

5/ Poplatok za ukondenie skuSania (vratane
vSetkych ¢innosti tykajucich sa uzatvorenia
pracoviska skiSania)

Po dokonceni skuSania a schvaleni vsetkej
zostavajucej dokumenticie s Udajmi (po
dokonceni zaddvania udajov a vydani objasnenia
k tdajom) a dokumentacie pre kontrolné urady
spolo¢nostou IQVIA a po prevzati faktiry sa
uhradi jednorazova, nerefundovatel'na platba za
ukoncenie skusania vo vyske podPla tabul’ky.

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU
ZOHLADNENE

Vsetky sumy zahfnaji vSetky platné dane,
okrem DPH.

Vsetky platby za skuSanie podl'a pripojeného
rozpoctu spolocnost’ IQVIA ich uhradi
elektronickym prevodom.



