CLINICAL TRIAL AGREEMENT

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

Hedviga Mikova, MD with a working place at
Univerzitna nemocnica Nemocnica svateho
Michala, a. s., Oftalmologicka ambulancia
Satinskeho 1.7770/1, 811 08 Bratislava, Slovak
Republic (the “Investigator”)

and
Univerzitha nemocnica-Nemocnica svateho
Michala, a.s., with a registered address at

Satinskeho 1.7770/1 Bratislava 811 08,, Slovak
Republic, Company Filed in the Business Register
of the District Court Bratislava I, Section: Sa, File No:
4677/B, Org No: 44 570 783, Represented by: Doc.
Branislav Delej, MD, PhD., MPH - Chairman of the
Board and Chief Executive Officer (the
“Institution”),

and

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

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

ZMLUVA O KLINICKOM SKUSANI

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

MUDr. Hedviga Mikova s miestom pracoviska na
adrese Univerzitna nemocnica - Nemocnica svatého
Michala, a. s., Oftalmologickd ambulancia
Satinského 1.7770/1, 811 08 Bratislava, Slovenska
republika, (dalej ,,skusajici”)

a

Univerzitnd nemocnica - Nemocnica svatého
Michala, a. s., so sidlom spolo¢nosti na adrese
Satinského 1.7770/1 Bratislava, 811 08, Slovenska
republika, Spolo¢nost zapisana v Obchodnom
registri Okresného sudu Bratisiava 1, Oddiel Sa,
VI.&.: 4677/B, ICO: 44 570 783, V zastipeni: Doc.
MUDr. Branislav Delej, PhD., MPH - predseda
predstavenstva  ageneralny  riaditel (dalej
,Zdravotnicke zariadenie”)

a

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

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

Protocol

Number: LRP/LUBT010/2016/008

A Global, Phase Ill, Double Blind,

LRP/LUBT010/2016/008

Globalne, dvojito zaslepené,
randomizované, kontrolované

| Cislo protokolu:
T :

Maharashtra, India

Randomized Controlled Study to skuSanie fazy lll na porovnanie
Compare the Efficacy, Safety & Niszey ucinnosti,  bezpecnosti  a
Protocol Title: | Immunogenicity of LUBT010 with rotolcalin: imunogenicity produktu
Lucentis® in Patients with | P ’ LUBTO010 s liekom Lucentis® u
Neovascular Age-Related pacientov s neovaskularnou,
Macular Degeneration vekom podmienenou
- makularnou degeneraciou
Protocol Date: | 18 July 2017 Dctum 18 Jal 2017
" o protokolu:
| Lupin Limited (Biotechnology Lupin Limited (Biotechnology
1 Division) Gat No: 1156, Village- Division) Gat No: 1156,
Sponsor: Ghotawade, Taluka-Mulshi, Zadavatel Village-Ghotawade,  Taluka-
Pune. Pin: 412115, Mulshi, Pune. Pin: 412115,

Maharashtra, India

Country where

Site is .
Conducting Slovak Republic
Study B
Investigator: Hedviga Mikova MD

Krajina vedenia
skdsania

Slovenska republika

Skusajaci:

MUDr. Hedviga Mikova \

|
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Miesto vedenia
skdsania:

Oftalmologicka ambulancia
ktoré je oddelenim/suéastou
zdravotnickeho zariadenia

\I/_v?)c;?'gotﬂe Oftglmqlogickg_ _ ambulancia
study will be whlgh is a division/part of the
eanduEiag: Institution

100 Calendar Days after Site

Initiation Visit (being the date by

which Site must enrol at least
Key one (1) subject as more
e — specifically set out in section 1.7
Date: “Key Enroliment Date” below)

Kracovy datum
zaradovania:

Agreement:

The following additional definitions shall apply to this

100 kalendarnych  dni  od

zahajovacej navstevy
pracoviska  skU8ania (ide
o datum, do ktorého
pracovisko skUSania  musi

zaradit najmenej jeden (1)
subjekt, podrobnejsie
definovany v Clanku 1.7
,Klicovy datum zaradovania"
nizsie)

V tejto zmluve platia nasledujlce dalSie definicie:

Applicable Law: means any statute, law,
regulation, ordinance, rule, judgment,
injunction, order, decreg, ruling, licence, permit,
consent, approval, directive, agreement,
guideline, policy or restriction, or any
requirement or decision or interpretative,
legislative or administrative action of, or
determination by, any Authority having
jurisdiction over ithe matter in question, or
otherwise applicable to the Parties, whether in
effect as of the date of this Agreement or at any
time thereafter.

Authority: means any constitutional, judicial,
governmental, quasi-governmental, legislative,
statutory, quasi-judicial, departmental,
regulatory or public body constituted by any
statute or ordinance or by a court of competent
jurisdiction, or any authority within the Territory
or elsewhere, having jurisdiction over the
Parties.

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

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

Study: the clinical trial that is to be performed in
accordance with this Agreement and the
Protocol for purposes of gathering information

Platné pravne predpisy: znamenaju akykolvek
zakon, smernicu, predpis, pravidlo, rozsudok,
sudny prikaz, nariadenie, vynos, rozhodnutie,
licenciu, povolenie, suhlas, schvalenie, pokyn,

dohodu, usmernenie, zasadu alebo
obmedzenie, alebo akikolvek poZiadavku
alebo rozhodnutie, alebo vykladové,

legislativne alebo administrativne opatrenie €i
rozhodnutie akéhokolvek dUradu, Kktory ma
pravomoc v danej veci, alebo inak sa
vztahujuce na zmluvné strany, &i uZ udinné k
datumu tejto zmluvy, alebo kedykolvek neskor.

Urad: znamena akykolvek Ustavny, sadny,
Statny, kvazi Statny, legislativny, Statutarny,
kvazi stdny, rezortny, kontrolny alebo verejny
organ zriadeny akymkolvek zakonom alebo
vyhladkou & sudom prislusnej pravomoci,
alebo akykolvek drad na prisludnom uzemi
alebo inde, ktory ma pravomoc nad zmluvnymi
stranami.

Protokol: protokol klinického skdsania, na ktory
sa odvolava tato zmluva a ktory méze zadavatel
(definovany nizsie) priebezne menit a doplnat
dodatkami.

Pacientsky zaznamovy harok (Case Report
Form, ,CRF*): pacienisky zaznamovy harok

(papierovy alebo elektronicky), ktory ma
pracovisko skusania pouzivat na
zaznamenavanie vSetkych protokolom

poZadovanych informacii, ktoré sa maja hlasit
zadavatefovi o kazdom subjekte skusania
(definovanom nizsie).

Skusanie: klinické skiSanie, ktoré sa ma
vykonat podla tejto zmluvy a protokolu, s ciefom
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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: 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, coliected or created pursuant
to or prepared in connection with the Study
including, without limitation, reports (e.g., CRFs,
data summaries, interim reports and the final
report) required to be delivered to Sponsor
pursuant to the Protocol and all records
regarding inventories and dispositions of all
Investigational Product.

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

ziskat' informacie o chemickej zlt¢enine alebo
zdravotnickej pomdcke, uvedenej v protokole.

Subjekt skiSania: osoba, ktord sa zucéastiiuje
na skudani a ktorej sa bud podava skusany
produkt (definovany nizsie), alebo je v
kontrolnej skupine.

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

SkdSany produki: chemicka zlucenina alebo
zdravotnicka pomécka, uvedené v protokole,
ktora sa skisa v klinickom skasani.

Spravna  klinickd  prax: Harmonizovana
trojstranna smernica pre spravnu klinickd prax
Medzindrodnej rady pre  harmonizaciu
technickych poziadaviek na lieky na humanne
pouzitie (ICH), ktora sa méze priebezne menit a
dopinat a zasady definované v Helsinskej

deklaracii, ktore mézu byt priebezne
revidované.

Zadavatel: zadavatel skusania.

Zdravotné zaznamy: primarne zdravotné
zaznamy subjektu skdOSania, uchovavané

zdravotnickym zariadenim pre ski$ajlceho,
najma zapisy o lieCbe, réntgenové snimky,
spravy z biopsii, snimky z ultrazvukovych
vySetreni a dalsich zobrazovacich vysetreni.

Udaje ska$ania: vSetky zaznamy a spravy,
okrem zdravotnych zaznamov, zozbierané
alebo vytvorené podla poziadaviek skusania
alebo vypracované v spojitosti so skuSanim,
najma spravy (napr. CRF, suhrny (dajov,
predbezné spravy a =zaveretna sprava z
klinického skusania), ktorych odovzdanie
zadavatelovi je pozadované podla protokolu a
vSetky zaznamy tykajlce sa evidencie a vydaja
skisaného produktu.

Statny predstavitel: kazdy funkcionar alebo
zamestnanec vilady a kazdého ministerstva,
odboru, agentury alebo iného organu viady;
kazda osoba konajuca s  oficialnymi
pravomocami v mene vlady alebo ministerstva,
odboru, agentury alebo iného organu vilady;
kazdy  funkcionar alebo  zamestnanec
spolo€nosti alebo podniku v ¢iastoénom alebo
Uplnom Statnom vlastnictve; kazdy funkcionar
alebo zamestnanec medzinarodnej verejnej
organizacie, napr. Svetovej banky alebo
Spojenych narodov; kazdy funkcionar alebo
zamestnanec politickej strany alebo osoba
konajica s oficidlnou pravomocou v mene
politickej strany a kandidat na politick( funkciu
a kazdy lekar, lekarnik alebo iny zdravotnicky
pracovnik, ktory pracuje pre nemocnicu, lekaref
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owned or operated by a government agency,
ministry or department.

Iltem(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).

RECITALS:

WHEREAS, IQVIA is providing ciinical research
organisation services to Sponsor under a separate
Agreement between IQVIA and Sponsor (‘Service
Agreement’). Under the said Service Agreement
IQVIA’s services inter alia include monitoring of the
Study and contracting with clinical research sites;

WHEREAS, DrugDev. an IQVIA affiliate, will
administer payments from an IQVIA RDS Inc. bank
account to the Payee (as defined below) on this
Study;

WHEREAS, the Instituton and Investigator
(hereinafter jointly the “Site”) are willing to conduct
the Study and IQVIA requests the Site to undertake
such Study subject to terms and conditions as stated
in the Agreement, the Protocol and the Applicable
Law.

NOW THEREFORE, it is hereby agreed by and
between the parties as follow:
1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Reqgulations, and

alebo iné zdravotnicke zariadenie, ktoré vlastni
alebo prevadzkuje vladny Urad, ministerstvo
alebo odbor viady.

Hodnotna vec: tento pojem sa ma interpretovat
v €o najsirsom zmysle a zahffla najma peniaze,
platby alebo ich ekvivalenty (napr. dartekové

poukazky), dary alebo bezplatny tovar,
stravovanie, zabavu alebo pohostenie,
cestovanie alebo preplatenie  vydavkov;
poskytovanie sluzieb; zakupovanie

nehnutelnosti alebo sluzieb za umelo navysené
ceny, predpokladana zaviazanost’ (zadlZzenost)
alebo odpustenie zaviazanosti (zadlZzenosti);
nehmotné vyhody, napriklad zlep3enie
spologenského alebo obchodného postavenia

(napr. poskytovanie darov  dobroc¢inne;
organizacii podporovanej statnym
predstavitelom), alebo poskytovanie vyhod
tretim osobam so vztahom ku Statnym

predstavitelom (napr. blizkym pribuznym).

UVODNE VYHLASENIA:

Spolo¢nost IQVIA poskytuje zadavatelovi siuzby
klinickej vyskumnej organizacie podla samostatnej
zmluvy medzi spolo¢nostou IQVIA a zadavatefom
{(dalej ,zmiuva o sluzbach®). Podla uvedenej zmluvy
o sluzbach medzi sluzby poskytované spolo¢nostou
IQVIA patri okrem iného monitorovanie skusania a
uzatvaranie zmliv s pracoviskami ski$ania.

DrugDev, dcérska spolo¢nost spolo¢nosti IQVIA,
bude spracovavat platby za toto sku3anie a
poukazovat ich z bankového Uctu spoloénosti IQVIA
RDS Inc. prijemcovi platieb (definovanému nizsie).

Zdravotnicke zariadenie a sku$ajuci (dalej spoloéne
ako ,pracovisko sku$ania®) su ochotni vykonat' toto
skuSanie a spolocnost [QVIA Ziada pracovisko
skusania o vykonanie tohto skuSania s ohfadom na
podmienky uvedené v zmluve, protokole a platnych
pravnych predpisoch.

Zmluvné strany sa tymto dohodli na nasledujicom:

1. VEDENIE SKUSANIA

1.1.  Dodrziavanie  pravnych  predpisov,

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
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IQVIA and Sponsor, and their respective
affiliates, need to adhere to the provisions of (i)
the Bribery Act 2010 of the United Kingdom
(Bribery Act); (ii) the Foreign Corrupt Practices
Act 1977 of the United States of America
(FCPA) and (ii) any other applicable anti-
corruption legislation.

114 Amendments. The Protocol may be
modified only by a written
Amendment, signed by both
Sponsor and the Investigator. The
Parties acknowledge that Protocol
Amendments are also subject to
approval by the responsible
Independent Ethics Committee
(“IEC").

1.1.2 No Additional Research. Institution
confirms that no additional research
will be conducted on Study Subjects
during the conduct of the Study,
unless it is approved by Sponsor
and documented as a companion
protocol or an Amendment to the
original Protocol. Such prohibited
research activities include analyses
of biological samples from Study
Subjects for any non-therapeutic
purpose.

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”y 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
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:

i maintain and store Medical Records
and Study Data in a secure manner with
physical and electronic  access
restrictions, as  applicable and
environmental controls appropriate to

spravnej klinickej praxe. Pracovisko ski$ania a
personal skd$ania beri na vedomie, zZe
spolo€nost |QVIA, zadavatel a v8etky ich
dcérske  spoloénosti  musia  dodrziavat
ustanovenia (i) Protikorupéného zakona
Spojeného kralovstva z r. 2010 (Protikorupény
zéakon); (ii) Zakona o zahrani¢nych korupénych
praktikach Spojenych $tatov americkych z r.
1977 (FCPA) a (i) vSetky daldie platné
protikorup&né pravne predpisy.

1.1 Dodatky. Protokol sa méze menit a
doplhat len pisomnym dodatkom
podpisanym zadavatelom a
skusajucim. Zmluvné strany
akceptuju, Ze dodatky protokolu tiez
podliehajl schvaleniu zodpovednou
nezavislou etickou komisiou.

11.2  Ziadny dal$i vyskum. Zdravotnicke
zariadenie potvrdzuje, Ze pocas
vykonavania ski8ania sa u subjektov
skusania nevykona ziadny daisi
vyskum, pokial ho neschvali zadavatel
a . nebude zdokumentovany ako
sprievodny protokol alebo dodatok
pévodného protokolu. Medzi takéto
zakazané vyskumné c&innosti patria
analyzy biologickych vzoriek od
subjektov ski$ania na akékolvek
nelieCebne ucely.

1.2. Informovany suhlas

Pracovisko sku$ania sa zavazuje pouzit
dokument informovaného suhlasu, ktory bol
schvéleny zadavatelom a spliia véetky platné
nariadenia a poZiadavky nezavislej etickej
komisie, ktord je zodpovedna za posUdenie
sku8ania. Pracovisko ski$ania najprv ziska od
kazdého subjektu skusania pisomny
informovany suhlas.

1.3. Zdravotné zdznamy a Udaje skusania
1.3.1. Zber, uchovavanie a likvidacia:
Pracovisko skusania zabezpedi urychleny,
kompletny a presny zber, zaznamenavanie
a triedenie zdravotnych zaznamov a udajov
skisania.

Povinnostou pracoviska skisania je:

i.  viest' auchovavat zdravotné zdznamy a
udaje skusania zabezpe€enym
sposobom, s fyzicky a elektronicky
obmedzenym pristupom (podla
potreby), s pouzitim mechanizmov na

the applicable data type and
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accordance with Applicable Laws, vhodnych pre dany druh Gdajov a v

regulations and industry standards; and sUlade s pravnymi predpismi,
nariadeniami a normami platnymi v
tomto priemyselnom odvetvi;

i protect the Medical Records and Study i, chranit zdravotné zaznamy a (daje
Data from unauthorized use, access, skd8ania pred neopravnenym
duplication, and disclosure. If directed pristupom, pouzitim, kopirovanim a
by Sponsor or IQVIA, Site will submit odovzdavanim. Ak to zadavatel alebo
Study Data using the electronic system spoloénost’ IQVIA budl pozadovat),
provided by Sponsor or IQVIA or their pracovisko skd3ania zaSle udaje
designated representative and in ski8ania s pouzitim elektronického
accordance with Sponsor’s instructions systemu poskytnutého zadavatefom,
for electronic data entry. Site shall spolo¢nostou  IQVIA  alebo ich
prevent unauthorized access to the - poverenym zastupcom a dodrzi pri tom
Study Data by maintaining physical pokyny zadavatela pre vkladanie
security of the electronic system and (zapis) (dajov do elektronického
ensuring that Study Staff maintain the systému. Pracovisko skiSania zabrani
confidentiality of their passwords. neopravnenému pristupu k UGdajom
Investigator agrees to collect all Study skudania tak, 2e bude zachovavat
Data in Medical Records prior to fyzicku  bezpetnost elektronického
entering it into the CRF. Site shall systému a zabezpeli, aby personal
ensure the prompt submission of CRFs; skuSania uchovaval svoje pristupové
and hesla v tajnosti. Skusajlci sa zavazuje

zhromazdit vsetky udaje sku$ania a
zdravotné zaznamy pred ich zapisanim
do CRF. Pracovisko  skuSania
zabezpeci urychlené odosielanie CRF;

iii. take measures to prevent accidental or iii. podniknut opatrenia proti nahodnému
premature destruction” or damage of alebo pred¢asnému zni¢eniu alebo
these documents, for as long as poskodeniu tychto dokumentov na taku
required by Applicable Laws and diht dobu, aku poZaduju platné pravne
regulations. Institution shall not destroy predpisy. Zdravotnicke zariadenie
or permit the destruction of any Medical nesmie zlikvidovat ani povolit’ likvidaciu
Records or Study Data without prior Ziadnych zdravotnych zaznamov ani
written notification to the Sponsor, and Udajov sku3ania bez toho, aby o tom
Institution shall continue to store vopred pisomne informovalo
Medical Records and Study Data, at the zadavatefa, a bude zdravotné zaznamy
Sponsor’s expense, for any period that a udaje skusania dalej uchovavat na
the Sponsor may request in writing after naklady zadavatela na taku dlhu dobu,
retention is no longer required by any aku bude  zadavatel  pisomne
Applicable Law. poZadovat’ potom, €o ich uchovavanie

uz nebude pozadované platnymi
pravnymi predpismi.

If the Investigator leaves the Institution, then Ak skuSajaci zo zdravotnickeho zariadenia
responsibility for maintaining Medical Records odide, zodpovednost za  uchovavanie
and Study Data shall be determined in zdravotnych zaznamov a ddajov ski3ania sa
accordance with applicable regulations but uréi v sulade s platnymi pravnymi predpismi, v
Institution will not in any case be relieved of its ziadnom pripade to v8ak zdravotnicke
obligations under this Agreement for zariadenie nezbavuje  jeho povinnosti
maintaining the Medical Records and Study uchovavat zdravotné zaznamy a Uudaje
Data. skusania podla tejto zmluvy.
1.3.2. Ownership. Institution shall retain 1.3.2. Vlastnictvo. Vlastnikom zdravotnych
ownership of Medical Records. The zdznamov zostava zdravotnicke zariadenie.
Institution and the Investigator hereby Zdravotnicke zariadenie a skusajuci tymto
assign to Sponsor all of their rights, title and postupuji zadavatelovi vSetky svoje prava,
interest, including intellectual property rights, naroky a podiely, vratane vsetkych prav

duSevného vlastnictva, vo  vSetkych
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to all Confidential Information (as defined
below) and any other Study Data.

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

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

The Site agrees to cooperate with the
representatives of 1QVIA 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. Site will promptly resolve
any discrepancies that are identified
between the Study Data and the Study
Subject’'s medical records.

Site will promptly forward to Sponsor or
IQVIA copies of any inspection findings
that Site receives from a regulatory agency
in relation to the Study. Whenever
feasible, Site will also provide Sponsor
with an opportunity to prospectively review
and comment on any Site responses to
regulatory agency inspections in regard to
the Study.

Site will inform Sponsor within twenty-four
(24) hours of, and provide |QVIA copies of,
any effort, inquiries, correspondence or
communications to or from any
governmental or regulatory authority or other
persons to inspect or contact the Site or
Study Staff relating to the Study, including,
but not limited to, requests for inspection of
the Site’s facilities, and the Site shall permit

dévernych informaciach  (definovanych
nizsie) a vsSetkych ostatnych Gdajoch
skusania.

1.3.3. Pristup. pouZitie, monitorovanie a
inSpekcia. Na zaklade oddvodnenej ziadosti
pracovisko skuSania poskytne originaly
alebo kopie (od pripadu k pripadu) vSetkych
Udajov  skusania  spolognosti  IQVIA
a zadavatelovi na ich pouzitie zadavatefom.
Pracovisko skuSania poskytne zadavatelovi,

spolo¢nosti IQVIA a ich zastupcom a
predstavitelom primerany pristup do
priestorov  pracoviska skiSania a k

zdravotnym zaznamom a Udajom skuSania,
aby umoznilo zadavatelovi, spolo¢nosti
IQVIA a ich zastupcom a predstavitelom
monitorovat’ a sledovat’ vykonavanie
skusania.

Pracovisko skU$ania poskytne kontrolnym
uradom primerany pristup do priestorov
pracoviska skuSania a k zdravotnym
zaznamom a Udajom skusania a umozni im
robit’ si z nich képie.

Pracovisko skiSania sa zavazuje
spolupracovat’ so zastupcami spolocnosti
IQVIA a zadavatefa a zabezpeéi, aby ich
zamestnanci, zastupcovia a predstavitelia
pracoviska skusania nerusili ani inak pre
nich nevytvarali nepriaznivé pracovné
prostredie. Pracovisko skdsania
bezodkladne vyrieSi vSetky nezrovnalosti,
ktoré sa zistia medzi Udajmi skdSania a
zdravotnymi zaznamami subjektu
skugania.

Pracovisko sku8ania bezodkladne zasle
zadavatelovi alebo spolo¢nosti [QVIA
képie vSetkych nalezov z inSpekcie, ktoré
pracovisko  skuSania  dostane  od
kontrolného Uradu v suvislosti  so
skusanim. Kedykolvek to bude mozné,

pracovisko  skuSania tiez  umozZni
zadavatelovi  pripadnd  kontrolu a
pripomienkovanie vS8etkych odpovedi

pracoviska skiSania na nalezy in3pekcii
vykonanych  kontrolnymi  dradmi v
sUvislosti so skiSanim.

Pracovisko skusania bude zadavatela do
dvadsiatichstyroch (24) hodin informovat
o vSetkom asili, poziadavkach,
koreSpondencii a komunikacii tykajlcej sa
skuSania (a poskytne z nich spolo¢nosti
IQVIA kopie) so vSetkymi Statnymi alebo
kontrolnymi Uradmi, alebo daldimi osobami
vykonavajucimi kontrolu alebo
kontaktujucimi pracovisko skidSania alebo
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IQVIA and Sponsor to attend any such
inspections; and will provide Sponsor and
Quintiles the opportunity to participate in any
proposed or actual responses by Site to
such communications. 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
non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in section
non-
commercial research and for educational
preparation of
publications in accordance with Section 5

Institution a perpetual,

3 “Confidentiality”, for internal,

purposes, and (i) for

“Publication Rights”.

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

1.4. Duties of Investigator

Investigator will ensure that only individuals
who are appropriately trained and qualified
in the conduct of the Study as

assist
subinvestigators or Study Staff.

Investigator shall be responsible and liable for
performance of the obligations under this
Agreement by the Study Staff. Any breach
committed by the Study Staff shall be deemed
to be a breach committed by the Investigator.

Investigator is responsible for the conduct of the
Study at Institution and for supervising any
individual or party to whom the Investigator
delegates Study-related duties and functions. In
is the
Investigator’s duty to review and understand the
information in the Investigator’'s Brochure or
device labeling instructions, to ensure that all
informed consent requirements are met, to
ensure that all required reviews and approvals
by applicable regulatory authorities and IRBs or
IECs are obtained, and to review all CRFs to

particular, but without limitation, it

ensure their accuracy and completeness.

personal skusania, najma o poziadavkach
na inspekciu  priestorov  pracoviska
skusania, a umozni zastupcom spolo¢nosti
IQVIA azadavatela, aby sa na takychto
in§pekciach  zGcgastnili; a  poskyine
zadavatelovi a spolo¢nosti IQVIA moznost
podielat sa na véetkych navrhovanych alebo
skutoénych odpovediach pracoviska
sku$ania na takuto komunikaciu. Pracovisko
skudania vynalozi primerané Usilie na to,
aby oddelilo a neodovzdalo Ziadne také
doverné informacie, ktorych odovzdanie
pocas tychto indpekcii nie je poZzadované.

1.3.4. Licencia. Zadavatel tymto udeluje
zdravotnickemu zariadeniu trvald,
nevyhradnu, neprenosnu, vyplateni
licenciu, bez prava udelovat' sublicencie, na
pouzitie Udajov skusania (i) pod podmienkou
splnenia povinnosti uvedenych v &lanku 3
.Dovernost, na interny, nekomerény
vyskum a na vzdeldvacie Géely a (ii) na
pripravu publikacii v sulade s &lankom 5
JPrava na publikovanie®.

1.3.5. Pretrvanie. Platnost' tohto &lanku 1.3
Zdravotné zaznamy a Udaje skusania®
pretrva vypovedanie alebo vypranie tejto
zmluvy.

1.4. Povinnosti skuSajliceho

Skusajuci zabezpeti, aby sa na vykonavani
sk(iSania v Ulohe spolusku3ajicich alebo
persondlu skdsania podielali len osoby, ktoré
su nalezite vyskolené a kvalifikované.

Za plnenie povinnosti podla tejto zmluvy zo
strany  personalu skG$ania  zodpoveda
skusajluci. Akékolvek porudenie zmluvy,
ktorého sa dopusti personal skisania, sa bude
povazovat za porusenie, ktorého sa dopustil
skusajuci.

Skusajuci zodpoveda za vedenie skuSania v
zdravotnickom zariadeni a za dozor nad kazdou
osobou alebo stranou, ktord skiSajuci poveri

povinnostami  a funkciami  sGvisiacimi  so
skiSanim. To zahfia najmad povinnost
skuSajuceho  precitat si a  porozumiet
informaciam uvedenym v priruCke pre

skusajuceho alebo v navode na pouZitie
zdravotnickej pomécky, zabezpedit, aby
informovany suhlas spifial vSetky poZiadavky,
zabezpetit ziskanie vietkych poZadovanych
posudkov a schvaleni od prislusnych
kontrolnych dradov a nezavislych etickych
komisii a skontrolovat vSetky CRF, aby zaistil
ich spravnost a uplnost.

If the Investigator and Institution retain the
services of any individual or party to perform
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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 writien
declaration revealing Investigator's possible
economic or other interests, if any, in connection
with the conduct of the Study or the
Investigational Product.

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

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

1.5. Adverse Events

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 Product

Ak si skudajuci a zdravotnicke zariadenie
zaobstaraju na plnenie povinnosti a funkcii
suvisiacich so sku$anim sluzby nejakej inej
osoby alebo strany, musia skusajuci a
zdravotnicke zariadenie zabezpeéit, aby tato
osoba alebo strana mala kvalifikaciu na plnenie
takychto povinnosti a funkcii sUvisiacich so
ski8anim, a zaviest postupy, ktorymi zaistia
integritu  vykonavanych povinnosti a funkcii
slvisiacich so  skiSanim a  v3etkych
vytvorenych Gdajov.

Skusajuci sa zavazuje poskytnat pisomné
vyhlasenie, v ktorom odhali svoje pripadné
ekonomické alebo iné zaujmy v suvislosti so
ski$anim alebo skusanym produktom

SklSajuci sa zavazuje poskytnut pisomné
vyhlasenie, v ktorom odhali svoje pripadné
oznamovacie povinnosti voci zdravotnickemu
zariadeniu v sUvislosti SO skdasanim
alebo skiSanym produktom.

Pracovisko  skuSania sa zavazuje v
dostatoénom predstihu pisomne informovat
zadavatela a spolocnost I[QVIA, ak bude
skuSajici zo  zdravotnickeho  zariadenia
odchédzat, alebo ak z inych dévodov uz nebude
schopny vykonavat skdSanie. Vymenovanie
nového skiSajuceho musi vopred schvalit
zadavatel a spolocnost' IQVIA.

1.5. Neziaduce udalosti

Pracovisko skusania bude neziaduce udalosti a
zavazné neziaduce udalosti hlasit podla
poZiadaviek protokolu a platnych pravnych
predpisov. Pracovisko sk(Sania bude so
zadavatelom spolupracovat’ v jeho usili dalej
sledovat priebeh vSetkych neziaducich udalosti.
Pracovisko ski8ania dodrzi svoju oznamovaciu
povinnost voci nezavislej etickej komisii.

Zadavatel bude pracovisko skuSania, etickl
komisiu pracoviska skuSania a spolo¢nost
IQVIA urychlene informovat’ o kazdom zisteni,
ktoré by mohlo mat dopad na bezpetnost
G¢astnikov alebo na ich ochotu pokracovat v
GCasti na skusdani, ovplyvnit priebeh skisania
alebo zmenit' sthlas etickej komisie pracoviska
sku$ania s pokra¢ovanim skisania.

1.6. Pouzitie a vratenie ski$aného produktu a

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

Slovakia Clinical Trial Agreement P| Hedviga Mikova, MD -INV
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vybavenia

Zadavatel alebo jeho riadne spinomocneny
zastupca dodéd zdravotnickemu zariadeniu
alebo skuSajucemu dostatodné mnoZstvo
skusaného produktu, v stlade s protokolom.

Pracovisko skusania pouzije skiSany produkt a
v8etky referentné produkty (komparatory),
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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
and will not administer or dispense it to anyone
who is not a Study subject, or provide access to
it to anyone except Investigator,
Subinvestigators, or Study Staff.

‘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  will use
Investigational Product or comparator products
only as specified in the Protocol. Any other use
of Investigational Product or comparator
products constitutes a material breach of this
Agreement. Institution and Investigator shall
comply with all laws and regulations governing
the disposition or destruction of Investigational
Product and any instructions from [QVIA 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.

Investigational Product is and remains the
property of Sponsor. Sponsor grants Institution
no express or implied intellectual property
rights in the Investigational Product or in any
methods of making or using the Investigational
Product.

1.7. Key Enroliment Date

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

poskytnuté v suvislosti so skuSanim, vyhradne
na ucely riadneho dokoncenia skuSania a za
kazdych okolnosti bude skuSany produkt
skladovat' podia pokynov zadavatela a podfa
platnych  pravnych  predpisov, vratane
skladovania v uzamknutych a zabezpeéenych
priestoroch, a nepoda ho ani nevyda nikomu,
kto nie je G€astnikom skisania, ani neposkytne
pristup k nemu nikomu okrem skds$ajlceho,
spoluskusajucich alebo personalu skd$ania.

Po dokonéeni alebo zastaveni skusania
pracovisko sklUSania podla rozhodnutia
zadavatela avyhradne na zadavatelove

naklady vrati alebo zlikviduje ski$any produkt,
referenéné produkty, materialy a vSetky
ddverné informacie (definované nizsie).

Zdravotnicke zariadenie a ska3ajuci budd
pouzivat skuSany produkt alebo referencné
produkty len v sulade s protokolom. Kazdeé iné
pouZitie skusaného produktu alebo
referenénych produktov predstavuje zavazné
porusenie tejto zmluvy. Zdravotnicke zariadenie
a skusajluci dodrzia vsetky pravne predpisy,
ktorymi sa riadi likvidacia skdSaného produktu a
vSetky pokyny spoloénosti IQVIA, ktoré nie s v
nesUlade s takymito pravnymi predpismi.

Pracovisko skuSania vrati vietko vybavenie a
vietky materialy poskytnuté zadavatefom na
pouZitie v skusani, pokial zadavatel a
pracovisko skU3ania neuzatvoria pisomnu
zmluvu o nadobudnuti vybavenia pracoviskom
skusania. Ak zadavate!l alebo spolo¢nost [QVIA
poskytnd v suvislosti so skGSanim nejaké
Upravy priestorov ski8ania, uzatvori pracovisko
ski8ania  so spolo¢nostou  IQVIA  alebo
zadavatelom samostatni zmluvu, tykajucu sa
takychto vylepSeni priestorov pracoviska
skusania.

Skusany produkt je a zostava vlastnictvom
zadavatela. Zadavatel ~  neudeluje
zdravotnickemu zariadeniu Ziadne vyslovné ani
predpokladane prava duSevného vlastnictva na
skusany produkt ani na ziadne metddy vyroby
alebo pouzivania skusaného produktu.

1.7. Klacovy datum zaradovania _
Pracovisko skusania berie na vedomie a
suhlasi, ze ak skusajuci do klfu€¢ového datumu
zaradovania nezaradi do skidania aspof jeden
(1) subjekt skuSania, spoloénost’ IQVIA mbze
tato zmluvu vypovedat podfa &lanku 15 ,Doba
platnosti a vypovedanie”. Zadavatel
a spoloénost IQVIA maju pravo kedykolvek
obmedzit zarad'ovanie pacientov.
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1.8 Biological Samples

If so specified in the Protocol, Investigator may
collect and provide to Sponsor or its designee
biological samples (e.g., blood, urine, tissue,
saliva, etc.) obtained from Study Subjects for
testing that is not directly related to patient care
or safety monitoring, including pharmacokinetic,

pharmacogenomic, or biomarker testing
(“Biological Samples”).
a) Use. Site will not use Biological

Samples collected under the Protocol in
any manner or for any purpose other
than that described in the Protocol.

b) Sample Data. Sponsor or its designees
will test Biological Samples as
described in the Protocol. Unless
otherwise specified in the Protocol,
Sponsor will not provide the results of
such tests (“Sample Data”) to the Site or
Study Subject. Sample Data will be
treated as Study Data; therefore, if
Sponsor provides Sample Data to the
Site, that data will be subject to the
permitted use of Study Data as outlined
in this Agreement.

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).

DrugDev will receive Site invoices and process
payments unless otherwise agreed. Any queries
regarding Site invoices or payments should be
directed to DrugDev at the contact details outlined in
Attachment A.
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1.8 Bioloaické vzorky

Ak to bude uvedené v protokole, skusajuci mézu
zbierat a poskytovat zadavatelovi alebo jeho
zastupcovi biologické vzorky (napr. krv, mocg,
tkanivo, sliny atd.) odobraté subjektom skusania
na vySetrenia, ktoré priamo neslvisia so
zdravotnou starostlivostou alebo sledovanim
bezpednosti pacienta, vratane
farmakokinetickych a  farmakogenomickych

analyz alebo vySetreni biomarkerov (dalej
L,hiologické vzorky").
a) Pouzivanie. Pracovisko skuSania

nebude pouzivat biologické vzorky
odobraté podla protokolu Ziadnym
inym sposobom ani na ziadny iny ucel,
nez je uvedené v protokole.

b) Udale zo vzoriek. Zadavatel alebo
jeho zastupcovia budld analyzovat
biologické vzorky, ako je uvedené v
protokole. Pokial nebude v protokole
uvedené inak, zadavatel neposkytne
vysledky takychto analyz (dalej ,udaje
zo vzoriek") pracovisku skuSania ani
subjektu skdSania. S udajmi zo vzoriek
sa bude zaobchadzat ako s udajmi
skusania; preto ak zadavatel poskytne
pracovisku ski8ania udaje zo vzoriek,
tieto Udaje budu podliehat
podmienkam povoleného pouzivania
Gdajov skiSania uvedenym v tejto
zmluve.

2. PLATBY

Ako protiplnenie za riadne vykonanie skisania
pracoviskom skusania v stlade s podmienkami tejto
zmluvy sa budld poukazovat platby podla
ustanoveni uvedenych v Prilohe A, pri€om posledna
platba sa poukaze potom, o pracovisko skisania
spini v3etky svoje povinnosti podfa tejto zmluvy
a IQVIA dostane v3etky riadne vyplnené CRF, a ak
to bude pozadovat, aj vSetky ostatné doverné
informacie (definované nizsie).

Pokial sa nedohodne inak, bude za preberanie
faktlr pracoviska sk($ania a spracovanie platieb
zodpovedat' spolo¢nost DrugDev. V3etky otazky
tykajuce sa faktur pracoviska skuSania alebo platieb
sa maju adresovat spolo¢nosti DrugDev na
kontaktné Udaje uvedené v Prilohe A.
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3. CONFIDENTIALITY 3. DOVERNE INFORMACIE

3.1. Definition 3.1. Definicia

"Confidential Information” means the .Doverné informacie® znamenaji dbverné a
confidential and proprietary information of vlastnickymi pravami chranené informacie
Sponsor and includes (i} all information zadavatela a zahfaju (i) vSetky informacie
disclosed by or on behalf of Sponsor to odovzdané zadavatefom alebo jeho zastupcami
Institution, Investigator or other Institution zdravotnickemu zariadeniu, skusajicemu alebo
personnel, including without limitation, the inému personalu zdravotnickeho zariadenia,
Investigational Product, technical information - najma skusany produkt, technické informacie
relating to the Investigational Product, all Pre- tykajuce sa skdSaného produktu, vSetko
Existing Intellectual Property (as defined in dovtedy existujice dusSevné vlastnictvo
Section 4) of Sponsor, and the Protocol; and (ii) zadavatela (definované v ¢lanku 4) a protokol;
Study enroliment information, information a (i) informacie o zaradovani do sklsania,
pertaining to the status of the Study, informacie o stave ské3ania, komunikaciu s
communications to and from regulatory kontrolnymi  dradmi, informacie o stave
authorities, information relating to the regulatory registracie skiSaného produktu, Udaje skisania
status of the Investigational Product, and Study a vynalezy (definované v ¢lanku 4).

Data and Inventions (as defined in Section 4).

Confidential Information shall not include Déverné informacie nezahffiaju informacie,
information that: ktoré:

i can be shown by documentation to i.ako mozno preukazat dokumentaciou, sa
have been public knowledge prior to or stali verejne zndmymi pred odovzdanim
after disclosure by Sponsor, other than zadavatelom alebo po rom, inak, nez
through wrongful acts or omissions protipravnym konanim alebo zanedbanim
attributable to Institution or any of its pripisatelnym zdravotnickemu zariadeniu
personnel; alebo jeho personalu;

ii. can be shown by documentation to i.ako mozno preukazat dokumentaciou,
have been in the possession of zdravotnicke zariadenie alebo jeho personal
Institution or any of its personnel prior to mal pred ich odovzdanim zadavatelom z
disclosure by Sponsor, from sources inych zdrojov, ktoré nemali vo&i zadavatelovi
other than Sponsor that did not have an povinnost zachovania ich utajenia;
obligation of confidentiality to Sponsor;

iii. can be shown by documentation to iii.,ako mozZzno preukazat dokumentaciou,
have been independently developed by - nezavisle vytvorilo zdravotnicke zariadenie
Institution or any of its personnel; or alebo jeho personal; alebo

iv. is permitted to be disclosed by written ivje povolené odovzdavat na zaklade
authorization from Sponsor. pisomného povolenia zadavatela.

3.2. Obligations 3.2. Povinnosti
Site and Site’s personnel, including Study Staff Pracovisko ski$ania a jeho personal, vratane
shall not: personalu ski$ania nesmti:

(i) use Confidential Information for any (i) pouzivat doéverné informacie na iné
purpose other than the ucely, neZ je vykonanie skudania alebo
performance of the Study or

(i) disclose Confidential Information to (i) odovzdavat  doverné  informacie
any third party, except as permitted akejkolvek tretej strane, okrem
by this Section 3 or by Section 5 pripadov povolenych v tomto ¢lanku 3
“Publication Rights”, or as required alebo v ¢lanku 5 .Prava na
by law or by a regulatory authority publikovanie®, ak je to pozadované
or as authorized in writing by the pravnymi predpismi alebo kontrolnymi
disclosing party. uradmi alebo na zaklade pisomneho

povolenia odovzdavajucej zmluvnej
strany.
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To protect Confidential Information, Site agrees
to:

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

(i) advise all Study Staff who

receive Confidential

Information of the confidential

nature of such information; and

use reasonable measures to
protect Confidential Information
from disclosure.

Nothing herein shall limit the right of Institution

to disclose Study Data as permitted by Section

5 “Publication Rights”.

(iii)

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.

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-

Aby chranilo déverné informacie, zavazuje sa

pracovisko skisania:
(iy obmedzit’

poznat na Uuely vykonania
skusania;

(iiy informovat vSetok personal
skusania, ktory dostane

déverné informacie, o dévernej

povahe tychto informacii a

(i) pouzit' primerané opatrenia na
ochranu dbévernych informacii

pred odhalenim.

Ni¢ z toho, ¢o je uvedené v tomto odseku
neobmedzuje pravo zdravotnickeho zariadenia

odovzdavat udaje skiu3ania spdsobom,
povolenym podla ¢&lankub5 ,Prava
publikovanie”.

3.3. Vynutené odovzdanie

V pripade, Ze zdravotnicke zariadenie alebo
skusajuci dostane od tretej strany vyrozumenie,
ktorym sa tato bude snazit' vynutit si odovzdanie
prijemca
vyrozumenia bude o tom zadavatefa okamzite
aby mohol zadavatel
poziadat o ochranny sudny prikaz alebo iny
vhodny opravny prostriedok. V pripade, Ze sa
takyto ochranny sidny prikaz alebo iny vhodny
musi
prijemca vyrozumenia poskytnat len ta cast
ktorej odovzdanie je
pozadované podla pravnych predpisov a musi
aby sa s tymito informaciami

akejkolvek dbévernej informécie,

pisomne informovat,
opravny prostriedok ziskat nepodari,
dévernych informacii,

pozadovat,
zaobchadzalo ako s dévernymi.

3.4. Vratenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skor$ej
pisomnej poziadavke zadavatela pracovisko
skuSania podla rozhodnutia zadavatefa vrati
zadavatelovi alebo zlikviduje vietky doéverné

informacie, okrem Udajov ski3ania.

3.5. Pretrvanie

Platnost’ tohto ¢lanku 3 ,Ddverné informacie"
pretrva desat' (10) rokov po vypovedani alebo

vypriani tejto zmluvy.
4. DUSEVNE VLASTNICTVO

4.1. Existujuce duSevné viastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel
a dalSieho vyvoja existujuceho k datumu
patentov,
autorskych prav, prav na obchodné tajomstva a
dalSich prav duSevného vlastnictva v nich
Lexistujlice
dusevné vlastnictvo®) nie je ovplyvnené touto
zadavatel

ucinnosti  zmluvy a  v8etkych

obsiahnutych  (spolo¢ne ako

zmluvou azmluvna strana ani

Sirenie ddvernych
informacii len na ten personal
sku8ania, ktory ich potrebuje

Slovakia Clinical Trial Agreement Pl Hedviga Mikova, MD -INV
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existing Intellectual Property of another, except
as may be otherwise expressly provided in any
other written agreement between them.

4.2. Inventions

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

4.3. Assignment of Inventions

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

4.4. License

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

4.5. Patent Prosecution

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

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

nebudd mat Ziadny narok ani pravo na
existujuce dusSevné vlastnictvo inej zmluvnej
strany, okrem pripadov vyslovne uvedenych
v inych pisomnych zmluvach medzi nimi.

4.2. Vynalezy

Na ucely tejto zmluvy pojem ,vynalezy*
znamena vsetky vynalezy, objavy a vyvoj
sformulované, prvykrat uvedené do praxe alebo
inak objavené alebo vyvinuté zmluvnou stranou,
zadavatefom alebo personalom niektorého z
nich pri vykonavani skuSania. Zadavatel je
vlastnikom  v8etkych  vynalezov, ktoré
sformuluje, prvykrat uvedie do praxe alebo inak
objavi alebo vyvinie zdravotnicke zariadenie,
skusajuci alebo niekto zich personalu pri
vykonavani sku$ania.

4.3. Postipenie vynalezov

Pracovisko ski$ania odovzda a zabezpedi, aby
aj jeho personal odovzdal vSetky vynalezy
zadavatefovi urychlene, vplnej miere a
v pisomnej forme a zdravotnicke zariadenie vo
svojom mene a v mene svojho personalu tymto
postupuje zadavatelovi vSetky svoje prava,
naroky apodiely na vSetkych vynalezoch,
vratane vSetkych patentov, autorskych prav
alebo inych prav duSevného vlastnictva v nich
obsiahnutych a v3etky prava na sudne stihanie
a zalovanie  vSetkych  §kéd  a vSetkého
prospechu, ktory vznikne na zdklade minulého
alebo sucasného porudenia tychto prav.
Pracovisko skusania bude so zadavatefom
spolupracovat tym, Ze podpide a zabezpeéi,
aby aj jeho personal podpisal vSetky dokumenty
primerane potrebné pre zadavatela na
zabezpetenie a udrzanie si viastnickych prav
na vsetky vynalezy.

4.4 Licencia

Zadavatel tymto zdravotnickemu zariadeniu
udeluje trval, nevyhradnu, neprenosndy,
vyplatend licenciu, bez prava udelovat
sublicencie, na pouzZitie vynalezov, pod
podmienkou spinenia povinnosti uvedenych
v ¢lanku 3 ,Dovernost, na interny nekomerény
vyskum a na vzdelavacie ucely.

4.5. Pravna ochrana patentov

Pracovisko skusania bude so zadavatefom na
jeho poZiadavku a naklady spolupracovat pri
priprave, podavani, sudnom stihani a
udrziavani vsetkych ziadosti o patent a patentov
na vynalezy.

4.6. Pretrvanie

Platnost' tohto &lanku 4 ,Du3evné vlastnictvo”
pretrvd vypovedanie alebo vyprSanie tejto
zmluvy.
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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, 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” and 5.1
“Publication and Disclosure’.

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

5. PRAVA NA PUBLIKOVANIE

5.1. Publikovanie a odovzddvanie
Zdravotnicke zariadenie a ski$ajlci maju pravo
publikovat alebo prezentovat’ vysledky svojich
¢innosti vykonanych podla tejto zmluvy, vratane
udajov skusania, len v sulade s poziadavkami
tohto d&lanku. Zdravotnicke zariadenie a
sku$ajuci sa zavazuju zaslat kazdu navrhovanu
publikaciu alebo prezentaciu zadavatelovi na
posudenie najmenej tridsat (30) dni pred
podanim takejto publikacie do tlate alebo
uskutoCnenim takejto prezentacie. Zadavatel
bude do tridsiatich (30) dni od prevzatia
pisomne informovat zdravotnicke zariadenie
alebo skusajuceho (podla toho, o ktory pripad
pbjde) otom, ktoré obsiahnuté informacie su
dévernymi  informaciami  (okrem  Gdajov
skusania), alebo ktoré by monhli stazit ziskanie
patentovej ochrany pre vynalezy. Zadavatel ma
pravo pozadovat od zdravotnickeho zariadenia
alebo skusajuceho (podfa toho, o ktory pripad
péjde), aby odstranili konkrétne uréené déverné
informacie (okrem Udajov sk(Sania), alebo
odlozili navrhovanu publikaciu alebo
prezentaciu o dalSich Sestdesiat (60) dni, aby
zadavatefovi umoznili ziskal pre vynalezy
patentov( ochranu.

5.2. Multicentrické publikacie

Ak je skGSanie multicentrickym ska$anim,
zdravotnicke zariadenie a skusajuci sa
zavazuju, ze bez predchadzajuceho pisomného
stuhlasu  zadavatela nebudl  nezavisle
publikovat, prezentovat ani inak zverejrovat
ziadne wvysledky ani informacie o svojich
¢innostiach, vykonanych podla tejto zmluvy,
kym nebude publikovana multicentricka
publikacia; ak v3ak multicentricka publikacia
nebude publikovand do osemnastich (18)
mesiacov od  dokonéenia skOSania a
uzatvorenia databazy na vSetkych pracoviskach
skiSania alebo od predcasného zastavenia
alebo zrusenia skUS$ania, maju zdravotnicke
zariadenie a sku$ajuci pravo publikovat a
prezentovat  vysledky  svojich  &innosti
vykonanych podla tejto zmluvy, vratane udajov
skusania, vyhradne v sllade s ustanoveniami
¢lanku 5.3 ,Ddvernost’ nepublikovanych udajov”
a 5.1. ,Publikovanie a odovzdavanie*“.

5.3. Dovernost’ nepublikovanych udajov

Zdravotnicke zariadenie a skiSajuci berl na
vedomie a sUhlasia, Zze (daje skusania, ktoré
neboli publikované, prezentované alebo inak
zverejnené v sllade s ¢lankom 5.1. alebo
¢lankom 5.2.  ,Nepublikovane Udaje* stale
spadaju pod definiciu ddvernych informacii
a zdravotnicke zariadenie a skdsajlici nebudu
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personnel not to, disclose Unpublished Data to
any third party or disclose any Study Data to any
third party in greater detail than the same may
be disclosed in any publications, presentations
or disclosures made in accordance with Section
5.1. or Section 5.2.

5.4. Media Contacts

Institution and Investigator shall not, and shall
ensure that its personnel do not engage in
interviews or other contacts with the media,
including but not limited to newspapers, radio,
television and the Internet, related to the Study,
the Investigational Product, Inventions, or Study
Data without the prior written consent of
Sponsor. This provision does not prohibit
publication or presentation of Study Data in
accordance with this Section.

5.5. Use of Name, Registry and Reporting

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

“Ea

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.

nepublikované Udaje odovzdavat a zabezpedia,
aby ich ani ich personal neodovzdaval Ziadnym
tretim stranam a aby sa ani Ziadne udaje zo
sklsania neodovzdavali Ziadnej tretej strane

podrobnejsie, nez modzu byt zverejnené
v publikaciach, prezentaciach alebo
zverejneniach vykonanych v sUlade

s ¢lankom 5.1. alebo élankom 5.2.

5.4. Kontakt s médiami

Zdravotnicke zariadenie a ski3ajici sa nebudu
zapajat a zabezpetia, aby sa ani ich personal
nezapdjal do rozhovorov alebo inych kontaktov
s médiami, najm& s tlaéou, rozhlasom,
televiziou alebo internetom, v suvislosti so
ski8anim, sk(Sanym produktom, vynalezmi
alebo Udajmi skiSania bez predchadzajuceho
pisomného suhlasu zadavatela. Toto
ustanovenie nezakazuje publikovanie alebo
prezentovanie Udajov skiSania v stlade s tymto
¢lankom.

55. Pouzitie mien a nazvov, reqistracia
a spravy zo skusania

Ziadha zo zmluvnych stran nepouZije nazov
druhej zmluvnej strany ani nazov zadavatela
v sOvislosti s reklamou, publikovanim alebo
propagaciou bez predchadzajiceho pisomného
povolenia; zadavatel a spolo¢nost’ [QVIA v8ak
moézu pouzivat nazov pracoviska skuSania
v publikaciach zo skGSania a v medialnej
komunikacii, vratane webovych stranok
venovanych klinickym skaSaniam a tlacovych
oznameni o skdsani. Zadavatel zaregistruje
sku$anie vo verejnom registri klinickych skdsani .
vsulade splatnymi pravnymi predpismi
a zverejni spravu z vysledkov skd$ania v takom
termine arozsahu, v akom to poZaduju platne
pravne predpisy.

5.6. Pretrvanie

Platnost' tohto élanku 5 ,Prava na publikovanie®
pretrva vypovedanie alebo vyprSanie tejto
zmluvy.

6. OSOBNE UDAJE

Pri spracovavani oscbnych UGdajov vtom
zmysle, vakom su definované v platnych
pravnych predpisoch o ochrane sukromia
alebo osobnych Udajov, sa pracovisko skusania
a spolocnost' IQVIA zavazuju dodrZiavat' vietky
takéto platné pravne predpisy o ochrane
sukromia alebo osobnych udajov.
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7. STUDY SUBJECT INJURY AND INSURANCE

7,1 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, iliness 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:

a) failure by Institution, Investigator or

any of their respective personnel to
comply with this Agreement, the

Protocol, any written instructions of
Sponsor concerning the Study, or

any Applicable Law, including
GCPs, issued by any regulatory
authority, or

b) or  willful
Institution,

of

negligence, fraud
misconduct by
Investigator or any

respective personnel, or

the reasonable instructions of the
Investigator relating to  the
requirements of the Study.

7,2 Site (which shall include its employees,
agents and representatives) shall have full
responsibility for all damages, losses,

liabilities, costs or expenses resulting or

arising from:

a) failure by the Institution and/or the

Investigator, and the Study Staff (which
shall include his/her employees, agents
and representatives) to comply with the
Applicable Law, Protocol, the terms of
this Agreement, ICH GCP and/or other
nationally established guidelines, the
approval of the IEC or Regulatory

Authority, Protocol or written
instructions from Sponsor and/or IQVIA,
b) failure by the Institution and/or

Investigator and the Study Staff to
comply with Applicable Law;
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their

failure of the Study Subject to follow

7. UJMA NA ZDRAVi SUBJEKTOV SKUSANIA A POISTENIE

Centrum skUSania bude [IQVIA a zadavatela

urychlene pisomne informovat o akejkolvek
poziadavke na odSkodnenie choroby alebo
poskodenia zdravia skutoCne alebo udajne

spbsobeného nezZiaducou reakciou na skusany
produkt a spolupracovat so zadavatelom pri rieSeni
tejto neZiaducej udalosti.

Zadavatel uhradi zdravotnickemu zariadeniu
priame, primerané a potrebné medicinske naklady,
ktoré zdravotnickemu zariadeniu vzniknu pri liecbe
neziaducej udalosti, choroby alebo ujmy na zdravi
subjektu skdSania, ktori spésobi liecba subjektu
skiiSania v suUlade s protokolom, s vynimkou
pripadov, kedy takiuto neZiaducu udalost, chorobu
alebo ujmu na zdravi spdsobi:

a) nedodrzanie tejto zmluvy,
protokolu, vSetkych pisomnych
pokynov zadavatela ku skusaniu a
vSetkych platnych pravnych
predpisov vydanych akymkolvek
kontrolnym  dradom  (vratane
spravnej kiinickej praxe) zo strany
zdravotnickeho zariadenia,
skusajuceho alebo ich personalu,

b) nedbanlivost, podvod alebo
umyselne  nespravne konanie
zdravotnickeho zariadenia,
skusajlceho a personalu kazdého

Z nich,

nedodrzanie primeranych pokynov
skiS$ajuceho tykajlcich sa
poZiadaviek skusania, zo strany
subjektu skusania.

7.2 Pracovisko skuSania (vratane jeho

zamestnancov, zastupcov a predstavitelov)

nesie plnu zodpovednost za vietky $kody,
straty, zavazky, naklady alebo vydavky

vyplyvajuce alebo prameniace z:

a) nedodrzania  platnych  pravnych
predpisov, protokolu, podmienok tejto
zmluvy, smernic Medzinarodného
vyboru pre harmonizaciu o spravne;
klinickej praxi alebo inych
vnutro§tatnych smernic, schvalenia
nezavislej etickej komisie alebo
kontrolného Uradu, protokolu alebo
pisomnych pokynov zadavatela &i
spolo¢nosti  IQVIA  zo  strany
zdravotnickeho  zariadenia  alebo
skusajuceho a personalu skisania
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c) any negligent act or omission or willful

misconduct by the Institution and/or

Investigator, and the Study Staff (which
shall include his/her employees, agents
and  representatives), fraud
misrepresentation.

7.3 INSURANCE. The Site will secure and maintain

in full force and effect throughout the performance of

the Study (and following termination of the Study to
cover any claims arising from the Study) insurance
coverage for medical professional liability with limits
in accordance with the Applicable Laws for all
medical professionals conducting the Study.

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

8. IQVIA DISCLAIMER

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

This Section & “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.

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

CONFIDENTIAL
Agreement Code:

Page 18 of 35

or

(vratane jeho zamestnancov,
zastupcov a predstavitelov),
nedodrzania  platnych  pravnych
predpisov zo strany zdravotnickeho
zariadenia alebo skd3ajuceho a
personalu skdsania,

akejkolvek nedbanlivosti alebo
opomenutia & Umyselne nespravneho
konania zo strany zdravotnickeho
zariadenia alebo skadajiceho a
personalu skdSania (vratane jeho
zamestnancov, zastupcov a
predstavitelov), podvodu alebo
nepravdivého tvrdenia.

b)

c)

7.3 POISTENIE. Pocas vykonavania skusania (a po
jeho ukonéeni na pokrytie akychkolvek narokov
vyplyvajlcich zo sk(i8ania) si pracovisko zaisti a
bude udrziavat' plne platné a ucinné poistné krytie
zodpovednosti za 3kodu spdsobeni pri vykone
povolania s limitmi v slUlade s platnymi pravnymi
predpismi v pripade v8etkych zdravotnickych
pracovnikov vykonavajucich skisanie.

Platnost tohto &lanku 7 ,Ujma na zdravi subjektu
skuSania a poistenie” pretrvd vypovedanie alebo
vyprianie tejto zmluvy.

8. VYHRADA SPOLOGNOSTI IQVIA

Spolo¢nost  IQVIA tymto vyslovne odmieta
aklkolvek zodpovednost v suvislosti so skuSanym
produktom, vratane zodpovednosti za vznesené
naroky na nahradu Skody, ktora vznikne na zaklade
zdravotného problému spdsobeného alebo (dajne
spdsobeného akymkolvek postupom skl3ania
spojenym s takymto produktom, okrem rozsahu, v
ktorom by takato zodpovednost bola odévodnena
zanedbanim, Umyselne nespravnym konanim alebo
porusenim tejto zmluvy zo strany spolo¢nosti IQVIA.

Platnost tohto ¢lanku 8 ,Vyhrada spolo¢nosti IQVIA®
pretrvd vypovedanie alebo vyprianie tejto zmluvy.

9. NASLEDNE SKODY

Spolo¢nost IQVIA ani zadavatel nerugia pracovisku
skusania za Ziadny usly zisk, stratu prileZitosti ani
iné nasledné Skody, ani pracovisko skusania neruci
spolo¢nosti IQVIA a zadavatelovi za Ziadny usly
zisk, stratu prileZitosti ani iné nasledné skody.

Ni¢ z toho, €o je uvedené v tejto zmluve, nema
vylucit ani obmedzit zodpovednost ktorejkolvek
zmluvnej strany za smrt alebo ujmu na zdravi,
spbsobenl nedbalostou tejto zmluvnej strany.
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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 shali
notify IQVIA immediately if any such investigation,
disqualification, debarment, or ban occurs. Site also
certifies that it is not excluded from any
governmental health care program, Site further
certifies that that it is not subject to a government
mandated corporate integrity agreement and has
not violated any applicable anti-kickback or false
claims laws or regulations. During the term of this
Agreement and for three years after its termination,
Site will notify Sponsor promptly in writing [to the
extent possible, within two (2) business days] if
either of these certifications needs to be amended in
light of new information or if Site becomes aware of
any material issues related to the medical licensure

of any associated Study Staff (including
Investigator)
This Section 10 “Debarment” shall survive

termination or expiration of this Agreement.
11. FINANCIAL DISCLOSURE _AND _CONFLICT OF

Platnost tohto clanku 9 ,Nasledné Skody“ pretrva
vypovedanie alebo vyprsanie tejto zmluvy.

10. VYLUGENIE

Pracovisko skO3ania vyhlasuje a zarucuje, Ze
zdravotnicke zariadenie, skusajuci, ani Ziadni ich
zamestnanci, zastupcovia alebo iné osoby
vykonavajlce sku$anie v zdravotnickom zariadeni,
neboli vylucené, diskvalifikované a nebol im udeleny
zakaz Cinnosti pri vykonavani klinickych skasani, ani
nie su predmetom vySetrovania akéhokolvek
Statneho alebo kontrolného tradu vo veci vyli¢enia
alebo podobného Uradného postihu v akejkolvek
krajine a pracovisko sku$ania bude spolo¢nost
IQVIA okamzite informovat, ak sa takéto
vySetrovanie, diskvalifikacia, vylu¢enie alebo zakaz
¢innosti  vyskytne. Pracovisko skUSania tiez
potvrdzuje, Ze nie je vylucené zo Ziadneho Statneho
programu zdravotnej starostlivosti, Ze nepodlieha
vladou nariadenej zmluve o integrite spolo¢nosti a
Ze neporusilo ziadne platné protikorupéné pravne
predpisy ani pravne predpisy namierené proti
neopravnenym narokom. Pocas platnosti tejto
zmluvy a ftroch rokov po jej ukonceni bude
pracovisko skuSania zadavatela bezodkladne
pisomne informovat [v maximalnej moznej miere, do
dvoch (2) pracovnych dni], ak vzhladom na nové
informacie bude ktorékolvek z tychto osvedéeni
potrebné zmenit' a doplnit' alebo ak sa pracovisko
skui$ania dozvie o akychkolvek zavaznych
problémoch sdvisiacich s povolenim na vykon
lekarskeho povolania akéhokolvek prislusného
personalu skGi$Sania (vratane skusajuceho).

Platnost tohto ¢&lanku 10 ,Vylacenie”
vypovedanie alebo vypr§anie tejto zmluvy.

pretrva

11. FINANENE PRIZNANIA A KONFLIKT ZAUJMOV

INTEREST

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

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

Site shall ensure that all such forms are promptly
updated as needed to maintain their accuracy and
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Na poziadanie zadavatela alebo spolo¢nosti IQVIA
sa pracovisko skiUSania zavazuje urychlene
odovzdat' spolocnosti IQVIA finanéné priznanie
a prehlasenie o konflikte zaujmov za kazdého
uvedeného alebo identifikovaného skuSajlceho
alebo spolusku8ajuceho, priamo zapojeného do
liecby alebo vyhodnocovania subjektov skisania,
vyplnené a podpisané tymito skuSajlcimi alebo
spoluskusajlicimi, kde budd uvedené vSetky
relevantné finanéné zaujmy tychto skusajucich
alebo spoluskisajucich ako aj ich
manzelov/manzeliek a vyZivovanych deti.

Ak spolo¢nost IQVIA nedostane vypinené finan¢né
priznania za kazdého skusajuceho
a spoluskusajuceho, modze odmietnut’ poukazat
platby za skiSanie.

Pracovisko sku$ania zabezpeci, aby boli takéto
finan¢né priznania  podfa  potreby  vcas
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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.

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 wili 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 payments or Items of Value received
pursuant to this Agreement or in relation to the Study
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aktualizované tak, aby bola zachovana ich
spravnost a uplnost pocas celého skisania a jeden
(1) rok po jeho dokonéeni.

Pracovisko skusania berie na vedomie, ze vyplnené
finanéné priznania mdézu podliehat kontrolam zo
strany Statnych a kontrolnych dradov, zadavatela,
spolo¢nosti IQVIA a ich zastupcov a s takouto
kontrolou sthlasi.

Pracovisko sku$ania dalej suhlasi s prenosom
Udajov finanénych priznani do krajiny povodu
zadavatela a do Spojenych statov americkych, aj
ked v tychto krajinach nie je zabezpetena ochrana
osobnych udajov alebo je na niz8ej Urovni, nez v
domacej krajine pracoviska skusania.

Platnost tohto ¢&lanku 11 ,Finanéné priznania

a konflikt zaujmov* pretrva vypovedanie alebo
vyprianie tejto zmluvy.

12. USTANOVENIA NAMIERENE PROTI PROVIZIAM A
PODVODOM

Zdravotnicke zariadenie a sku$ajlci potvrdzuja, ze
odmena, ktord dostanu podia tejto zmluvy,
neovplyvni ich Usudok v s(vislosti s poradenstvom a
starostlivostou poskytovanou kazdému subjekiu
skusania, Ze tato odmena nepresahuje spravodiivi
trhovl hodnotu sluzieb, ktoré poskytuju a 2Ze ziadne
platby sa im neposkytuju na ucely nabadania na
nakup alebo predpisovanie akychkolvek liekov,
pomdcok alebo produktov.

Ak zadavatel alebo spoloénost IQVIA bezplatne
poskytne akykolvek produkt alebo polozku na
pouzitie v skUSani, zdravotnicke zariadenie a
sku$ajlci sa zavazuju neudtovat' tieto bezplatné
produkty alebo polozky ziadnemu subjektu
skU$ania, poistovni, Statnemu dradu ani akejkolvek
ingj tretej strane.

Zdravotnicke zariadenie a ski(Sajlci sa zavazujl
neuctovat ziadnemu subjektu skusania, poistovni,
statnemu dradu ani akejkolvek inej tretej strane
Ziadne navstevy, sluzby alebo vydavky, ktoré im
vzniknu po&as skusania a za ktoré dostali uhradu od
spolo¢nosti IQVIA alebo zadavatela, alebo ktoré nie
sU sugastou beznej starostlivosti, ktort by subjektu
sk($ania za normalnych okolnosti poskytli a Ze ani
zdravotnicke zariadenie ani skusajlci nebudu platit
Ziadnemu inému lekarovi za poukazovanie
subjektov do skusania.

13. USTANOVENIA NAMIERENE PROTI UPLATKARSTVU

Zdravotnicke zariadenie a skusajuci potvrdzujl, Ze
poplatky, ktoré maju byt vyplatené podla tejto
zmluvy, predstavuju spravodlivi odmenu za sluzby,
ktoré ma poskytnit pracovisko skdSania.
Zdravotnicke zariadenie a skusajuci vyhlasuji
a zarucuju, ze platby a hodnotné veci, ktoré dostanu
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will not influence any decision that Institution,
Investigator or any of their respective owners,
directors, employees, agents, consultants, or any
payee under this Agreement may make, as a
Government Official or otherwise, in order to assist
Sponsor or IQVIA to secure an improper advantage
or obtain or retain business.

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 ltems of Value to any person or entity for
purposes of (i) influencing any act or decision; (ii)
inducing such person or entity to do or omit to do any
act in violation of their lawful duty; (iii} securing any
improper advantage; or (iv) inducing such person or
entity to use influence with the government or
instrumentality thereof to affect or influence any act
or decision of the government or instrumentality.

In addition to other rights or remedies under this
Agreement or at law, 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 on on the
day following its publication in the Central
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podla tejto zmluvy v suvislosti so skusanim,
neovplyvnia ziadne rozhodnutie, ktoré zdravotnicke
zariadenie, skuajuci a ktorykolvek z ich vlastnikov,
riaditelov, zamestnancov, zastupcov, poradcov
alebo prijemcov platieb podla tejto zmluvy moze
prijat' ako tatny predstavitel alebo v inej funkcii, aby
pomohol zadavatelovi alebo spoloénosti IQVIA
zabezpeCit si nenaleZitu vyhodu alebo ziskat' ¢&i
udrzat si obchodné prilezitosti.

Zdravotnicke =zariadenie a skd$ajdci vyhlasujo
a zarucuju, ze ani oni sami, ani ktorykolvek z ich
vlastnikov, riaditefov, zamestnancov, zastupcov,
poradcov alebo prijemcov platieb podla tejto zmluvy
nebude za to, aby zadavatelovi alebo spolocnosti
IQVIA pomohol zabezpedit' si nenaleziti vyhodu
alebo ziskat & udrzat si obchodné prileZitosti,
priamo ani nepriamo platit, ponukat alebo slubovat
platbu, ani nedaruje Ziadnu hodnotnu vec Ziadnej
fyzickej alebo pravnickej osobe na ucely (i)
ovplyvnenia akéhokolvek ukonu alebo rozhodnutia,
(i) nabadania takejto fyzickej alebo pravnickej

osoby na vykonanie alebo nevykonanie
akéhokolvek skutku v rozpore sjej zakonnymi
povinnostami; (iii) zabezpelenia si nenalezitej

vyhody alebo (iv) nabadania takejto fyzickej alebo
pravnickej osoby, aby ovplyvnila nejaky Ukon alebo
rozhodnutie Statneho Gradu alebo iného organu
vlady.

Okrem inych prav a opravnych prostriedkov podfa
tejto zmluvy alebo podia zakona, méze spolo¢nost
IQVIA tato zmluvu vypovedat, ak pracovisko
skiania porusi niektoré z vyhlaseni a zaruk
obsiahnutych v tomto ¢lanku, alebo ak sa
spolo¢nost 1QVIA alebo zadavatel dozvie, Ze
zdravotnicke =zariadenie alebo ski(Sajuci takéto
nenalezité platby vykonali bud osobne alebo
prostrednictvom inej osoby alebo spolo¢nosti
konajucej v ich mene, alebo takéto platby osobne
alebo prostrednictvom akejkolvek osoby alebo
spolo€nosti prijali.

14. NEZAVISLY ZMLUVNY DODAVATEL

Zdravotnicke =zariadenie, skdSajuci a personal
sku$ania konaju ako nezavisli zmluvni dodavatelia
spolo€nosti IQVIA a zadavatela anemaju sa
povazovat za zamestnancov alebo zastupcov
spolognosti IQVIA alebo zadavatela.

Spolo¢nost IQVIA ani zadavatel zdravotnickemu
zariadeniu, skuSajucemu a persondlu skusania
nezodpovedaju za ziadne zamestnanecké vyhody,
déchodky, Urazové poistenie, dafi z prijmu ani za
ziadne iné zamestnanecke dane a odvody.

15. DOBA PLATNOSTI A VYPOVEDANIE

15.1. Doba platnosti
Tato zmluva sa stava G¢innou v den nasledujici
po dni jeho zverejnenia v Centralnom registri
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INV &(priv) INST_ based on |IQVIA Global template — 1 May
2019

DOVERNE
Kéd zmluvy:

Strana 21z 35

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


zdenka.martinusova
Textový rámček

zdenka.martinusova
Textový rámček

zdenka.martinusova
Textový rámček


Register of Contracts maintained by the Office
of the Government of the Slovak Republic
pursuant to Section 47a par. 1 of Act no.
40/1964 Coll. (Civil Code), as amended, and in
relation to the provisions of Section 5a of Act no.
211/2000 Coll. on Free Access to Information
and on Amendments to Certain Acts, as
amended.) (the “Effective Date”) and shall
continue until completion or until terminated in
accordance with this Section 15 “Term &
Termination”.

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 Sile’s reasonable
control prevent completion of the Study, or if it
reasonably determines that it is unsafe to
continue the Study. Upon receipt of notice of
termination, the Site shall immediately cease
any subject recruitment, follow the specified
termination procedures, ensure that any
required subject follow-up procedures are
completed, and make all reasonable efforts to
minimize further costs, and IQVIA shall make a
final payment for visits or milestones properly
performed pursuant to this Agreement in the
amounts specified in Attachment A; provided,
however, that ten percent (10%) of this final
payment will be withheld until final acceptance
by Sponsor of all CRF pages and all data
clarifications issued and satisfaction of all other
applicable conditions set forth herein. If a
material breach of this Agreement appears to
have occurred and termination may be required,
then, except to the extent that Study Subject
safety may be jeopardized, IQVIA may suspend
performance of all or part of this Agreement,
including, but not limited to, subject enrollment.

zmlav vedenom Uradom viady SR podla § 47a
ods. 1 zakona & 40/1964 Zb. (Obd&ianskeho
zakonnika) v zneni neskor§ich predpisov a v
nadvéaznosti na ust. § 5a zakona ¢. 211/2000
Z.z. o slobodnom pristupe k informaciam a o
zmene a doplneni niektorych zakonov v zneni
neskorSich predpisov (,datum uaéinnosti*) a
zostava platna a ucinna az do splnenia alebo
vypovedania podfa tohto ¢&lanku 15 ,Doba
platnosti a vypovedanie®.

15.2. Vypovedanie

Spolo¢nost’ IQVIA méze tito zmluvu vypovedat
z akéhokolvek dovodu s okamzitou ucinnostou
pisomnou vypovedou.

Pracovisko ski$ania moéze tato zmluvu
vypovedat pisomnou vypovedou, ak mu
okolnosti mimo jeho primeranej kontroly
zabranuju v dokonceni sku3ania, alebo ak
dospeje k odévodnenému zaveru, ze
pokracovanie v skisani nie je bezpedné. Po
prevzati pisomnej vypovede pracovisko
skusania okamzZite zastavi zaradovanie
subjektov do skusania, dodrZzi postupy
definované pre vypovedanie zmluvy,
zabezpet€i, aby boli dokongené v3etky
pozadované kontrolné vySetrenia subjektov
a vynaloZi primerané usilie na minimalizovanie
dalsich nakladov. Spolo¢nost IQVIA poukaze
posledni platbu za navstevy alebo vykony
riadne vykonané v sulade s touto zmluvou vo
vyske stanovene] v prilohe A; desat percent
(10 %) tejto poslednej platby vSak bude
zadrzanych az do zadavatefovho koneé&ného
prevzatia vSetkych stranok pacientskych
zadznamov  (CRF) avsetkych vydanych
vysvetliviek k Udajom a do splnenia vSetkych
dalSich uplatnitefnych podmienok tu
stanovenych. V pripade podozrenia na
podstatné porusenie tejto zmluvy, ktoré by
vyzadovalo jej vypovedanie, mbéZe spoloénost
IQVIA diastoéne alebo Uplne pozastavit' plnenie
tejto zmluvy, vratane zaradovania subjektov do
skis$ania, s vynimkou rozsahu, v ktorom by bola
ohrozena bezpeénost subjektov skudania.

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 budd vyhotovené pisomne

delivered a dorudené

a) in person, a) osobne;

b) by certified mail, postage b) doporu¢enou postou s uhradenym
prepaid, return receipt poS$tovnym a doruéenkou;
requested, c) e-mailom ako .pdf subor alebo

c) by e-mail of .pdf/scan or other skenovany dokument, alebo v inom
non-editable format notice with needitovate/nom formate s
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confirmed transmission report,
or
d) by a commercial overnight
courier that guarantees next
day delivery and provides a
receipt,
and such notices shall be addressed as follows:

pozadovanym potvrdenim
dorucenia;

d) komercnou kuriérskou sluzbou,
ktora zaruCuje doru¢enie na
nasledujuci defi a poskytuje
potvrdenie doruc¢enia, a takéto
oznamenia  budld  adresované
nasledovne:

To Sponsor:
Pre zadavatela:

Name/Nazov: Lupin Limited
Address/Adresa: (Biotechnology Division)
Gat No: 1156, Village-Ghotawade,
Taluka-Mulshi, Pune. Pin: 412115
Maharashtra, India

To IQVIA
Pre spolo¢nost IQVIA

| Global Legal Department/Celosvetové pravne

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

And to/a
[QVIA Inc.

oddelenie

100 IMS Drive

Parsippany, NJ 07054

USA/Spojené Staty americké

Attention: General Counsel/Do pozornosti:
Hlavny pravny poradca

Email;

To Institution
Pre zdravotnicke zariadenie

Univerzitna nemocnica-Nemocnica svateho
Michala, a.s., with a registered address at
Satinskeho 1.7770/1 Bratislava 811 08, Slovak
Republic

To Investigator
Pre sku$ajuceho

Hedviga Mikova, MD with a working place at
Univerzitna nemocnica - Nemocnica svateho
Michala, a. s., Oftalmologicka ambulancia
Satinskeho 7770/1, 811 08 Bratislava, Slovak
Republic

17. FORCE MAJEURE

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

Zmluvné strany sO ospravedinené od plnenia
povinnosti, ktoré si maju plnit' podla tejto zmluvy,
v pripade povodne, poZiaru alebo inej Zivelneg
pohromy, havarie, vojny, vzbury, vytrznosti,
embarga, meskania prepravcov, nemoznosti ziskat
materidly, vypadku elektriny alebo prirodnych
zdrojov dodavok, Statneho Ukonu, vynosu alebo
obmedzenia alebo inej vy3§Sej moci, kiora zabraruje
takémuto plneniu, &i uz je podobného, alebo iného
charakteru, ako vy3Sie uvedené a je mimo
primeranej kontroly zmluvnej strany viazanej touto
povinnostou, postihnuta zmluvna strana vsSak
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causes and to resume performance of its obligations vynalozi primerané (Usilie na to, aby odstranila,
with all possible speed. napravila alebo prekonala takéto okolnosti a ¢o
najrychlejdie si znovu zacala plnit svoje povinnosti.

18. MISCELLANEOUS 18. OSTATNE DOJEDNANIA

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

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. Governing Law

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

18.6 Conflict with Attachments.

To the extent that terms or provisions of this
Agreement conflict with the terms and
provisions of the Protocol, the terms and
provisions of this Agreement will control as to
legal and business matters, and the terms and
provisions of the Protocol will control as to
technical research and scientific matters unless

18.1. Uplnost zmluvy

Tato zmluva vratane priloh predstavuje jediné
a uplné ujednanie medzi zmluvnymi stranami
v tejto veci a nahradza v3etky daldie pisomné
alebo Ustne dohody o tomto skasani.

18.2. Nezrieknutie sa/VymoZitelnost'
Nevymahanie akejkolvek podmienky tejto
zmluvy nema byt interpretované ako zrieknutie
sa tejto podmienky. Ak sa ktorakolvek ¢ast tejto
zmiuvy ukaze ako nevymahatelna, zostava
zvy3ok tejto zmluvy platny a ucinny.

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

Pracovisko skiSania nesmie postupit’ ani
presunut’ Ziadne zo svojich prav a povinnosti
podla tejto zmluvy bez predchadzajliceho
pisomného  sthlasu  spolo¢nosti  IQVIA
a zadavatela.

Na poziadanie zadavatela moze spoloénost
IQVIA postipit’ tato zmluvu zadavatelovi alebo
tretej strane a spoloénost IQVIA nebude
zodpovedat' za Ziadne povinnosti alebo zavazky
podla tejto zmluvy, ktoré vznikni po datume
takéhoto postlpenia a pracovisko skdSania s
takymto  postdpenim  sOhlasi.  Nastupca
spolognosti IQVIA bude pracovisko ski3ania o
takomto postupeni urychlene informovat.

18.4. Opravnena tretia strana

Zmluvné strany sa dohodli, 2e zadavatel ma
pravo na vymahanie podmienok tejto zmiuvy
ako opravnena tretia strana.

Kazda zo zmluvnych strdn tejto zmluvy
potvrdzuje, ?e okrem zadavatefla nie su Ziadne
iné opravnené fretie strany, ktoré by mali pravo
vymahat ktorékolvek z ustanoveni tejto zmluvy.

18.5. Rozhodné pravo

Tato zmluva sa interpretuje podfa pravnych
predpisov krajiny, v ktorej pracovisko skusania
vykonava skusanie.

18.6 Konflikt s prilohami

V rozsahu, v akom si0 podmienky alebo
ustanovenia tejto zmluvy v rozpore s
podmienkami a ustanoveniami protokolu, sa
podmienkami a ustanoveniami tejto zmluvy
budu riadit pravne a obchodné zalezitosti a
podmienkami a ustanoveniami protokolu sa
budu riadit' technické vyskumné a vedecké
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expressly agreed in a writing between the
parties.

18.7. 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.

18.8 Each Party hereby represents, warrants and
undertakes as follows:

a. it has taken all necessary action on its
part required to execute, deliver and
perform its obligations under this
Agreement;

b. this Agreement constitutes a legal,
valid and binding obligation of the
Parties; and

c. neither the execution nor the delivery of
this Agreement nor its performance
would violate any agreement nor
constitute a default under any such
agreements to which the Parties are a

party.

18.9 Prevailing Language

This Agreement has been drafted in Slovakian
and in English languages. In case of a
discrepancy between the two versions, Parties
agree that the slovak language version shall
prevail.

THIS SECTION IS INTENTIONALLY
LEFT BLANK

zalezitosti, pokial sa zmluvné strany vyslovne
pisomne nedohodnu inak.

18.7. Pretrvanie

Podmienky tejto zmluvy obsahujuce povinnosti
alebo préva, ktoré pokracuji po dokonceni
skU$ania, budu pretrvavat aj po vypovedani
alebo splneni tejto zmluvy, aj ked to v tejto
zmluve nie je vyslovne uvedené.

18.8 Kazda zmluvna strana tymto vyhlasuje a
zarutuje, Ze:

a. zo svojej strany prijala vietky potrebne
opatrenia poZadované na plnenie
svojich povinnosti podla tejto zmluvy,

b. tato zmluva predstavuje pravoplatnu a
zavaznu povinnost zmluvnych stran,

c. plnenim tejto zmluvy nedéjde k
poruseniu ziadnej inej zmluvu ani to
nebude predstavovat nedodrzanie
akychkolvek takychto zmlayv, ktorych su
zmluvné strany zmluvnou stranou.

18.9 Nadradeny jazyk

Tato zmluva je vyhotovena v slovenskom a
anglickom jazyku. Zmluvné strany sa dohodli, ze
v pripade nezrovnalosti medzi tymito dvoma
verziami bude nadradena verzia v slovenskom
jazyku.

TATO CAST JE UMYSELNE
PONECHANA PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s.r.o.
Za IQVIA RDS Slovakia, s.r.o. svojim podpisom potvrdzuje:

By/Meno a priezvisko: _ JABM LA wWAcNERDA

Title/Funkcia: 7‘@ 2‘% . !
Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Univerzitna nemocnica-Nemocnica svateho Michala, a.s.
Za Univerzitn( nemocnicu - Nemocnica svatého Michala, a. s.svojim podpisom potvrdzuje:

By/Meno a priezvisko: doc. MUDr. Branislav Delej, PhD., MPH

Title/Funkcia: Chairman of the Board and Chief Executive Officer
(must be authorized to sign on Institutiop'sibehalf) /
(s opravnenim podpisovat za zdra

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR:
Skisajluci svojim podpisom potvrdzuje:

Name/Meno a priezvisko: MUDr. Hedviga Mikova

Signature/Podpis:

Date/Datum:
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ATTACHMENT A 3 PRILOHA A
BUDGET & PAYMENT SCHEDULE ROZPOCET A ROZPIS PLATIEB

A. PAYEE DETAILS A. UDAJE O PRIJEMCOVI PLATIEB

The Parties agree that the payee designated below is Zmluvné strany potvrdzuju, ze niZSie uvedeny prijemca
the proper payee for this Agreement, and that payments platieb je riadnym prijemcom platieb podfa tejto zmluvy a
under this Agreement will be made only to the following Ze platby podla tejto zmluvy sa budu poukazovat len

payee (“Payee): nasledujucemu prijemcovi platieb (dalej ,prijemca platieb*):
Payee Name | Univerzitna nemocnica -1 | I\Ill:tri‘l:l;nazov Prijemeu |y iverzitna nemocnica -
Nemocnica svateho Michala, a. P Nemocnica svatého
] S. Michala, a. s.
Payge ‘ Satinskeho [.7770/1, Bratislava Adresa prijemcu platieb Satmskeho 777011,
Address | 811 08, Slovak Republic Bratislava -811 08
; P | Slovenska republika
Bank Name | Nazov banky )
Bank Street
‘ Agr:iress € Adresa banky
Bank ID ldentifika¢né ¢islo banky
Bank Account Cislo uétu/IBAN
#/ IBAN # |
Payee
Remittance ' E-mailova adresa
Email prijemcu  platieb ha
Address oznamenie o Uhrade
\
SWIFT
Goidle SWIFT kod
\
J
i
| I
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and

Payee Name
Hedviga Mikova, MD |

| Payee f
Address Slovak Republic

|
| Bank Name

Bank  Street L,
Address |

[ Bank ID I

Bank Account
#/ IBAN #
Payee
Remittance
Email Address

Meno/nazov
platieb

prijemcu
MUDr. Hedviga Mikova

Adresa prijemcu platieb Slovenska republika

Nazov banky

Adresa banky

Identifikaéné Cislo banky

Cislo uétu/IBAN

E-mailova adresa
prijemcu platieb na
oznamenie o Uhrade

SWIFT Code

SWIFT kéd ]

In case of changes in the Payee’s bank details, Site is
obliged to inform DrugDev in writing by sending an email
to:

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

The Parties acknowledge that the designated Payee is
authorized to receive all of the payments for the services
performed under this Agreement.
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V pripade zmien v bankovom spojeni prijemcu platieb je
pracovisko sktsania povinné informovat’ o nich spoloénost’
DrugDev pisomne zaslanim e-mailu na adresu:

Pracovisko skusania je povinné kontaktovat' svojho &lena
timu skusania u spoloénosti 1QVIA a poskytnat’ mu
podpisanu dokumentaciu o zmenach v bankovom spojeni
prijemcu platieb. Zmluvné strany sa dohodli, Z2e v pripade
zmien v Udajoch o bankovom spojeni, ktoré sa netykaju
zmeny prijemcu platieb alebo zmeny krajiny, v ktorej je
vedeny bankovy G¢et, sa nepozZaduju Ziadne dalie
pisomné dodatky tejto zmluvy.

Zmluvné strany potvrdzujl, Ze menovany prijemca platieb
je opravneny prijimat vsetky platby za sluzby vykonané
podla tejto zmluvy.
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If the Investigator is not the Payee, then the Payee's
obligation to reimburse the Investigator, if any, is
determined by a separate agreement between
Investigator and Payee, which may involve different
payment amounts and different payment intervals than
the payments made by IQVIA to the Payee.

Investigator acknowledges that if Investigator is not the
Payee, IQVIA will not pay Investigator even if the Payee
fails to reimburse Investigator.

B. MiNIMUM ENROLLMENT GOAL

Site acknowledges that Site’s minimum enrollment goal
is 5 subjects and that Site will use its best efforts to
reach the enrolment goal within a reasonable timeframe
after commencement of the Study at Site. If Site fails to
adhere to this principle, IQVIA may reconsider Site’s
suitability to continue participation in theStudy.

C. PAYMENT TERM

DrugDev on behalf of IQVIA will administer payments to
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.

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.
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Ak skusajuci nie je prijemcom platieb, platobna povinnost
prijemcu platieb voéi skusajucemu sa uréi samostatnou
zmluvou medzi skuadajicim a prijemcom platieb, ktora
mdze obsahovat’ iné splatné sumy a iné platobné intervaly,
nez platia pre platby poukazované spoloénostou IQVIA
prijemcovi platieb.

Skasajuci akceptuje, ze ak nie je prijemcom platieb,
spoloénost’ IQVIA mu nebude poukazovat Ziadne platby
ani v pripade, Ze prijemca platieb si nesplni svoje platobné
povinnosti vo&i skiSajucemu.

B. MINIMALNY NABOROVY CIEL

Pracovisko skuSania potvrdzuje, Ze jeho minimalny
naborovy ciel su/je 5 subjekty/subjektov a Ze pracovisko
skusania vynalozi maximalne usilie na dosiahnutie
naborového ciela v primeranom ¢ase po zacati skusania
na pracovisku skd3ania. Ak pracovisko ski$ania tuto
zasadu nedodrzi, spoloénost IQVIA moéze prehodnotit
vhodnost pracoviska skusania pre dalSiu U¢ast na skusani.

C. PLATOBNE PODMIENKY

Spolo¢nost DrugDev v mene spoloc¢nosti IQVIA bude
poukazovat platby prijemcovi platieb ,pol roéne” na
zaklade poctu absolvovanych navatev na jeden subjekt v
sulade s pripojenym rozpo&tom. Devatdesiat percent (90
%) kazdej splatnej sumy, vratane platieb za neluspesné
vstupné vysSetrenia, ktoré moézu byt splatné podla
podmienaok tejto zmluvy, sa poukaze na zaklade udajov o
zaradovani za predchadzajuce ,6 mesiacov” prijatych od
pracoviska sku$ania, ktoré dokladaju navstevnost
subjektov.

Zostatok splatnych finanénych prostriedkov az do vysky
desat' percent (10 %) sa vyplati pomernym spdésobom po
overeni skutoCnej navstevnosti subjektov a spolo¢nost
IQVIA spracovany spolo¢nostou DrugDev  ho vyplati
prijemcovi platieb po zadavatelovom kone¢nom prevzati
vSetkych zaznamenanych U(dajov, vSetkych vydanych
vysvetliviek k Udajom, po prevzati a schvaleni vSetkych
chybajucich  dokumentov pre  Kontrolné  Udrady
pozadovanych spolognostou IQVIA alebo zadavatelom,
vrateni vSetkych nepouzitych materialov spolo¢nosti IQVIA
a po spineni daldich podmienok uvedenych v zmiuve.

Za akékolvek vydavky alebo naklady, ktoré pracovisku
skuSania vznikn( pri plneni tejto zmluvy a ktoré nie su
vyslovne schvalené na preplacanie spolo€nostou IQVIA
alebo zadavatelom podla tejto zmluvy (vratane tohto
Rozpo¢tu a rozpisu platieb), zodpoveda vyhradne
pracovisko skuSania.

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

Zavazné, diskvalifikujlice porusenia protokolu nie su
podla tejto zmluvy splatné.

D. BUDGET TABLE D. ROZPOCTOVA TABULKA
Budget in EURO
currency!
Rozpocet v mene EUR
Patient travel in | Study Team/
EURO/  CESTOVNE Institution /
Visit/ NAKLADY PACIENTOV | TiM SKUSANIA
Navsteva v MENE EUR Zdravotnicke
zariadenie
SCR 25 | 840 210
D1 25 854 213
D2-9 25 326 81
D31 25 794 198
D61 |25 772 193
D91 25 809 202
D121 25 772 193
D151 25 772 193
D181 [ 25 857 214
D211 25 | 772 193
D241 25 772. 193
D271 25 802 200
D301 25 772 193
D331 (EOT) 25 772 193
D360(EOS)/ED £ aes Lo
TOTAL COST PER 375 11312 2826
PATIENT

E. PATIENT TRAVEL COSTS
Each subject will receive a reimbursement for travel
expenses through the provision of meal vouchers in
the amount of 25 Euro per each visit.

Meal vouchers will be provided by the Sponsor
through CRO and will be handed to the subjects and
to the accompanying persons by the Investigator.
The Investigator will be required to keep a
completed Log showing adequate proof of the meal
vouchers/amount supplied to each subject and
accompanying person. Any meal vouchers which
have not been supplied to subjects and to
accompanying persons in accordance with the
foregoing will be promptly returned to CRO at the
end of the Study (or earlier termination).
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E. CESTOVNE NAKLADY PACIENTOV

Kazdy subjekt dostane uhradu cestovnych nakladov vo
forme stravnych poukazok v hodnote 25 eur za kazdu
navstevu.

Stravné poukazky poskytne zadavatel prostrednictvom
zmluvne] vyskumnej organizacie (CROQO), subjektom
a sprievodnej osobe ich bude vydavat skuasajici. Od
skuSajuceho sa bude pozadovat, aby viedol evidenciu
vydaja stravnych poukazok, v ktorej primerane
zdokumentuje pocet a hodnotu stravnych poukazok
vydanych kazdému subjektu a sprievodnej osobe. VSetky
stravné poukézky, ktoré neboli vydané subjektom
a sprievodnym osobam podla tohto ¢lanku, sa na konci
sku8ania (alebo pri jeho predéasnom ukonéeni) urychlene
vratia CRO
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F. STuDY START-UP FEE

A one-time, non-refundable payment will be paid to
Institution in the amount of 669 EUROS, to cover Study
start-up activities upon completion and receipt by IQVIA
of all contractual and regulatory documentation and
receipt of invoice.

G. RECORD STORAGE FEE/ARCHIVING FEE

A record storage payment of 276 EUR will be made
upon receipt of an 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. Payment shall be made after close out visit as
a last payment

I SCREENING FAILURE
Reimbursement for screen failures to the Institution will
be at the amount of 129 EUROS.

Reimbursement for screen failures to the Investigator
will be at the amount of 517 EUROS.

not to exceed two (2) screen failure(s) paid per five (5)
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.

J. DISCONTINUED EARLY  TERMINATION
SUBJECTS

Reimbursement for discontinued or early termination
subjects will be prorated based on the number of

confirmed completed visits.

OR

L. UNSCHEDULED VISITS

Payment for unscheduled visits will be reimbursed in the
amount of 52 EUROS to the Institution and in the
amount of 209 EUROS to the Investigator. To be eligible
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F. PLATBA NA ROZBEH SKUSANIA

Po skompletizovani vSetkej zmluvnej dokumentacie a
dokumentacie pre kontrolné Urady, jej prevzati
spolo¢nostou IQVIA a prevzati faktiry spoloénostou IQVIA
sa uhradi zdravotnickemu zariadeniu jednorazova,
nerefundovatelna platba vo vyske 669 EUR ktorda ma
pokryt aktivity na rozbeh skisania.

G. PLATBA ZA USCHOVANIE A ARCHIVACIU DOKUMENTOV
Platba za uchovavanie dokumentacie v sume 276 EUR sa
uskuto¢ni po prijati originalnej faktiry. V sllade s
pozZiadavkami protokolu, zdravotnicke zariadenie bude
uchovavat vsetky zaznamy sklUSania na bezpetnom a
zabezpelenom mieste tak, aby ich bolo mozné jednoducho
a v&as vyhladat v pripade potreby. Platba sa uskutoéni ako
poslednd platba po uzatvoreni centra skiSania

I, NEUSPESNE VSTUPNE VYSETRENIA
Uhrady za neulspedné vstupné vySetrenia sa budu
poukazovat zdravotnickemu zariadeniu vo vyske 129 EUR.

Uhrady za nelspe$né vstupné vySetrenia sa budu
poukazovat skudajucemu vo vyske 517 EUR.

pricom nepresiahnu pocet dvoch
neuspesnych  vstupnych  vySetreni
randomizovanych subjektov.

(2) uhradenych
na pat (5

Aby vznikol narok na Uhradu za vstupni navstevu, musia
sa skompletizovat podkladové zaznamenané U(daje a
odoslat’ spolo¢nosti IQVIA spolu so vsetkymi dal$imi
informaciami, ktoré modze spolocnost IQVIA pozZadovat),
aby dostatoéne zdokumentovala vstupné vys3etrenia
subjektu.

J. PREDCASNE
VYSTUPENIE SUBJEKTOV
Uhrady za subjekty, ktoré boli zo ski$ania vyradené alebo
z neho pred€asne vystupil, sa vyplatia pomernym
spbsobom podfa poétu potvrdenych absolvovanych
navstev.

VYRADENIE ALEBO

L. NEPLANOVANE NAVSTEVY

Platby za neplanované navstevy sa budd uhradzat v sume
52 EUR pre zdravotnicke zariadenie a v sume 209 EUR
pre skuSajuceho. Aby vznikol narok na Uhradu za
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for reimbursement for unscheduled visits, completed
CRF pages must be submitted to IQVIA along with any
additional information which may be requested by IQVIA
to appropriately document the unscheduled visit.

M. CONDITIONAL PROCEDURES (WITH INVOICE)

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.

neplanovanu navstevu, je potrebné zaslat spolo¢nosti
IQVIA vypinené stranky CRF a vsetky dalSie informacie,
ktoré mdze spolog¢nost IQVIA pozadovat, aby dostato¢ne
zdokumentovala neplanovani navstevu subjektu.

M. POSTUPY VYKONAVANE PODLUA POTREBY
(NA FAKTURU)

Nasledujuce postupy vykonavané podla potreby sa budu
uhrédzat' priebezne po prevzati faktlry na sumu uvedenu
v tabulke nizsie (ktora zahfia prevadzkove naklady). Aby
sa mohla poukazat platba, musi byt na faktire uvedené
¢islo subjektu a datumy postupov.

chorionic (hCG) (BetahCG); qualitative
- pregnancy testing can be done
anytime. / Tehotensky test z mocu,
choriovy gonadotropin (hCG) (beta
hCG); kvalitativny test — tehotensky test
sa mOze vykonat kedykolvek.

Budget in EURO currency/
Rozpodet v mene EUR

Institution / Study Team/
Conditional Procedure Zdravotnicke zariadenie | Tim skis$ania
Urine pregnancy, gonadotropin | 3 11

Serum pregnancy, gonadotropin | 4
chorionic (hCG) (BetahCG);
quantitative - pregnancy testing can be
done anytime / Tehotensky test zo séra,
choriovy gonadotropin (hCG) (beta
hCG); kvantitativny test — tehotensky
test sa mdze vykonat' kedykolvek

18

Blood draw, phlebotomy, routine | 2
venipuncture  for  collection  of
specimen(s) for central [aboratory
(hematology, biochemistry, serology if
applicable, serum pregnancy if
applicable, FSH if applicable and
immunogenicity)  simple:  Includes
preparation of specimen for repeated
tests if needed / Odber krvi, flebotomia,
bezna venepunkcia na ucely odberu
vzoriek pre centralne laboratérium
(hematoldgia, biochémia, séroldgia v
relevantnych pripadoch, tehotensky
test zo séra v relevantnych pripadoch, |
FSH v relevantnych pripadoch a
imunogenita), jednoduché: zahfha
pripravu  vzorky na  opakované
vySetrenia, ak budul potrebné
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| Urine collection for central or local | 1 4
laboratory if analyzed centrally or
‘ locally and for repeated tests if needed
/ Odber mocu pre centralne alebo
miestne laboratdérium, ak sa bude \
analyzovat' centralne alebo lokalne, a
na opakované vySetrenia, ak budu
potrebné -

Lab handling and/or shipping of |
specimen(s) to central laboratory,
simple if analyzed centrally /
Laboratérne spracovanie a preprava
vzoriek do centralneho laboratoria, |
jednoduché — ak sa budu analyzovat
centralne

Single 12-lead ECG: Includes tracing, | 8 32
interpretation and report if unscheduled
measurement needed / 12-zvodové
EKG (jeden zaznam): zahffha zaznam,
interpretaciu  a spravu, ak bude
potrebné neplanované meranie i
Nurse - Per Hour for longer observation | 4 14
after IP administration / Zdravotna
sestra — hodinova sadzba, v pripade ‘
dlhS§ieho  sledovania po  podani '
skiddaného lieku N

Daily Facility Charge - Per Day inpatient | 6 23
stay on days of IP administration /
Platba za denny pabyt v zdravotnickom
zariadeni — na jeden den, hospitalizacia
v diioch podavania skusaného lieku
Copies of Diagnostic Films, Simple - | 4 14
| Per Copy for OCT, FA [/ Kopie
diagnostickych filmov, jednoduché — na
jednu képiu, v pripade OCT, FA
Scanning computerized ophthalmic | 8 32
diagnostic imaging, optical coherence
tomography (OCT), to be done in study
eye after every injection within a month
unless not considered necessary by Pl
as decided by clinical examination /
Skenovacie pocitaCové ocné
diagnostické zobrazovacie vySetrenie,
opticka koherentna tomografia (OCT),
ma sa vykonat na skimanom oku po
kazdej injekcii v priebehu jedného
mesiaca okrem pripadov, ked ho
zodpovedny skuSajuci lekar na zaklade
klinického vySetrenia nepovazuje za
potrebné

Re-consent, Informed consent | 5 22
performed again with the same patient
/  Opakovany informovany suhlas,
opakované vykonanie postupu
informovaného sdhlasu s tym istym
pacientom

Serious adverse events (SAE) /| 7 27
Zavazné neziaduce udalosti (SAE)

N
©
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Telephone Assessment (TSA) /| 20 79
Vy8etrenie formou telefonatu (TSA) 1
Patient Travel - Per Visit / NA 25
Cestovné naklady pacienta na jednu

navstevu

RE-SCR / Opakovana VN 125 498

N. 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.

0. PAYMENT DISPUTES

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

P. INVOICES

Payments will be issued by DrugDev based on Visit
Budget, payment frequency and payment terms as
described above. Payments will be made only upon
receipt of corresponding invoices issued by the Institution,
including back-up documentation, in the specified
currency, as described below. Invoices will be payable
within 30 days from the date of receipt by DrugDev 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 DrugDev and approved by sponsor. All invoices
shall be raised in the following manner:

invoices to be billed to:

IQVIA RDS Slovakia, s.r.o. .
Care of: DrugDev
Vajnorska 100/B, 831 04 Bratislava, Slovak Republic

invoices to be sent to:
DrugDev Payments

IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom
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POPLATKY NEZAVISLYM ETICKYM KOMISIAM

Naklady na nezavislé etické komisie (NEK) sa budu
uhradzat po prevzati faktury od NEK a nie su zahrnuté v
pripojenom rozpoéte.
V3etky nasledujuce podania alebo prediZenia platnosti sa
po schvaleni spolo¢nostou IQVIA a zadavatelom budu
uhradzat po prevzati prislusnej

Platba sa poukaze priamo NEK.

PLATOBNE NEZROVNALOSTI

Proti platobnym nezrovnalostiam, ktoré sa vyskytna v
priebehu skisania, mdéze pracovisko skudania namietat do
tridsiatich (30) dni od pripisania poslednej platby

FAKTURY

Spolo¢nost DrugDev bude poukazovat platby na zaklad
rozpo¢tu navstev, platobnych terminov a platobnycl
podmienok uvedenych vys8ie. Platby sa poukazu az p
prevzati zodpovedajlcich faktar vystavenymi zdravotnickyr
zariadenim, vratane sprievodnej dokumentacie, v uréene
mene, ako je uvedené nizsie. Faktury budu splatné do 30 dr
od prevzatia fakiury spolo¢nostou DrugDev, vratane vietke
prisludne] sprievodnej dokumentacie.

Faktury na vsetky dalSie platby okrem platieb uvedenych
tejto zmluve (t. j. dalSie uhrady) sa taktieZz musia odosla
spolo¢nosti DrugDev a musi ich schvalit zadavatel. Vetk
faktiry sa musia vystavit' nasledujicim spdsobom:

Faktary sa majt vystavit na nasiedujtcu
fakturadénii adresu:

IQVIA RDS Slovakia, s.r.o.
Na adresu: DrugDeyv, Vajnorska 100/B, 831 04
Bratislava, Slovenska republika

Faktdry sa majd odosiat na nasiedujicu
dorudovaciu adresu:

DrugDev Payments

IQVIA, 5th floor
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Email:

The following information should be included
on the invoice:

o Complete INVESTIGATOR name,
address and phone number

o Invoice Date

0 Invoice Number

o Payee Name (must match Payee
indicated in CTA)

o Payment Amount

o Complete description of services
rendered

o Study Number:

o Sponsor Name

o Invoices should be printed on
site/institution letterhead

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

Any expense or cost incurred by Investigator 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 Institution’s sole responsibility.

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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210 Pentonville Rd, King Cross
London N1 9JY

Spojené kralovstvo

E-mail: ¢

Faktira musi obsahovat nasledujice nalezitost
o celé meno, adresa a teleféonne &islo

SKUSAJUCEHO
o datum faktlry
o cCislo faktury

0 meno/nazov prijemcu platieb (musi sa
zhodovat s prijemcom platieb uvedenym v
zmiuve o klinickom skusani)

suma na thradu

Upiny opis poskytnutych sluzieb

¢islo skusania

nazov zadavatela

faktiry maju byt vytlatené na hlavi¢kovom
papieri pracoviska sku$ania/zdravotnickeho
zariadenia

Q0 O 0 0O

VSetky otazky tykajuce sa faktur a Uhrad sa maju adresova
priamo platobnému oddeleniu spolo¢nosti DrugDev n:
adresu T I telefonicky na ¢isl

Za akékolvek vydavky alebo naklady, ktoré vznikn
skusajucemu pri plneni tejto zmluvy a ktoré nie st vyslovni
schvalené na preplatenie spolo¢nostou IQVIA aleb
zadavatelom podla tejto zmluvy (vratane Rozpoctu a Rozpis
platieb), zodpoveda vyhradne zdravotnicke zariadenie.

ZIADNE DALSIE POZIADAVKY NA FINANCOVANIE
NEBUDU ZOHLADNENE

V&etky sumy zahfnaju vSetky platné dane, okrem DPH.

Vsetky platby za ski8anie podfa pripojeného rozpodtu
uhradi
spolo¢nost IQVIA elektronickym prevodom.
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INV &(priv) INST__based on IQVIA Global template — 1 May
2019
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