CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKUSANI  144/22

This

Clinical Trial Agreement (“Agreement”)

is made by and among:

Branislav Motovsky, MD, PhD.,

Fakultna nemocnica Trenéin, Psychiatricka
klinika, Legionarska 28, 911 71 Trencin, Slovak
Republic (the “Investigator”), and

Fakultnhd nemocnica Trencin,  Psychiatricka
klinika, Legionarska 28, 911 71 Trencin, Slovak
Republic, state contributory  organization
registered in the Trade Register kept by the
District Office in Trencin, Trade register number:
309-8525, represented by the statutory body
Tomas Janik, MBA (the “Institution”),

and

IQVIA RDS Slovakia, s.r.0. Vajnorska 100/B, 831
04 Bratislava- New Town, Slovak Republic
Company Filed in the Business register of the
District court Bratislava I, Section Sro, File No
69023/B, represented by Jarmila Wagnerova,
MVDr pursuant to the Power of Attorney dated
February 9, 2022 (hereinafter referred to as the
“IQVIA Company”),

Neurocrine Biosciences, Inc., a Delaware
corporation, having a place of business at 12780
El Camino Real San Diego, CA 92130 United
States (“Study Sponsor”),

Each of them, hereinafter referred to as the
"Contracting Party" and collectively as the
"Contracting Parties":

Tato zmluvu o klinickom skuSani (dalej ,zmluva”)
uzatvaraju:

MUDr. Branislav Motovsky, PhD.,
s pracoviskom Fakultna nemocnica Trengin,
Psychiatricka klinika, Legionarska 28, 911 71

Trencin, Slovenska republika (dalej len
~Sskusajuci‘) a

Fakultna nemocnica Trencin, Psychiatricka
klinika, Legionarska 28, 911 71 Trencin,
Slovenska republika, Statna prispevkova

organizacia zapisana v Zivnostenskom registri
vedenom Okresnym uradom v Trencine, cislo
zivnostenského registra: 309-8525, v zastupeni
Statutarneho organu Ing. Tomasa Janika, MBA
(dalej ,zdravotnicke zariadenie”),

a

IQVIA RDS Slovakia, s.r.o. Vajnorska 100/B, 831
04 Bratislava-mestska ¢&ast Nové mesto,
Slovenska republika, Spolo¢nost zapisana
v Obchodnom registri  vedenom Okresnym
sudom Bratislava |, oddiel Sro, vl.&. 69023/B
v zastupeni  MVDr. Jarmila  Wagnerova,
na zaklade Plnej moci zo dfia 09.02.2022 (dalej
~Spoloénost’ IQVIA”),

Neurocrine Biosciences, Inc., Kkorporacia
z Delaware, so sidlom na adrese 12780
El Camino Real San Diego, CA 92130

Spojené Staty (dalej len ,Zadavatel studie”),

Kazda z nich dalej ako ,zmluvna strana”
a spolo¢ne ako ,zmluvné strany”:

Protocol
Number:

NBI-1065845-MDD2024

Cislo protokolu:

NBI-1065845-MDD2024

Protocol Title:

A Randomized, Double-Blind,
Placebo-Controlled Study to Assess
the Efficacy and Safety of Adjunctive
NBI-1065845 in Adult Subjects With
Major Depressive Disorder (MDD)

Nazov protokolu:

Randomizovang, dvojito
zaslepena, placebom
kontrolovana $tudia na posudenie
ucinnosti a bezpec€nosti
doplnkove;j latky NBI-1065845 u
dospelych pacientov s velkou
depresivnou poruchou (MDD)

Protocol Date:

14 July 2021

Datum protokolu:

14 jul 2021

CONFIDENTIAL

Page 1 of 42

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

Study Sponsor: | Neurocrine Biosciences, Inc. Zadszatelyll Neurocrine Biosciences, Inc
Zadavatel:
gi(t)g?stry where Krajina , v ktorej
. Slovak Republic sa realizuje Studia | Slovenské republika
Conducting A
/skusania

Study
Investigator: Branislav Motovsky, MD, PhD. Skusajuci: MUDr. Branislav Motovsky, PHD.
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https://www.orsr.sk/hladaj_osoba.asp?PR=Shinwari&MENO=Abdul

. Psychiatricka klinika, Legionarska . Psychiatricka klinika, Legionarska
Location where 28 Miesto 28
E:P:)erlgtjucc:g(;w” be 911 71 Trencin, g’{l;(cci)ire]?\s/iggania' 911 71 Trencin,
' Slovak Republic ’ Slovenska republika
Study team: Mikulas Kuzmiak, MD Clenovia timu: MUDr. Mikulas Kuzmiak
Eticka komisia Fakultnej nemocnici Eticka komisia Fakultnej
Trendin, Nezavisla eticka nemocnici Trendin,
IEC: Legionarska 28, Komisia: Legionarska 28,
911 71 Trendin, ' 911 71 Trendin,
Slovak Republic Slovenska republika
RECITALS: UVODNE VYHLASENIE:

WHEREAS, the Institution and Investigator, who is
employed by Institution, are each experienced in the
conduct of clinical studies in humans, and are willing
to conduct the Study in accordance with the terms of
this Agreement and the Protocol (as defined below);
and

WHEREAS, the Multi-Center Clinical Trial, as
defined below, is being financed by the Study
Sponsor in connection with the commercial
development of the Investigational Product; and

WHEREAS, the Study Sponsor has contracted with
IQVIA, as an independent contractor, to act on behalf
of the Study Sponsor with respect to the
management of the Study, including, but not limited
to, negotiation of this Agreement and payment
administration of the amounts described hereunder;
and

NOW THEREFORE, in consideration of the mutual
promises and covenants contained herein, the
receipt and sufficiency of which are hereby
acknowledged, the following is agreed:

1. DEFINITIONS

The following additional definitions shall apply to this
Agreement:

1.1 “Agreement” shall have the meaning set
forth in the preamble of this Agreement.

1.2 “Applicable Laws” means applicable
federal, state and local laws, rules, regulations,
orders and guidance relevant to the conduct of
the Study.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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KEDZE Zdravotnicke zariadenia a skus$ajuci, ktori
su zamestnancami zdravotnickeho zariadenia, maiju
skusenosti s vykonavanim  klinickych  studii
na ludoch a su ochotni vykonat’ skuSanie v sulade
s podmienkami tejto Zmluvy a protokolu (ako je
definované nizSie); a

KEDZE, Multicentrické klinické sku$anie, ako je
definované nizSie, je financované zadavatelom

Studie v suvislosti s komerénym vyvojom
skusobného produktu; a
KEDZE, zadavatel &tadie uzavrel zmluvu

so spolo¢nostou IQVIA, ako nezavislym zmluvnym
partnerom, ze bude konat' v mene zadavatela studie
s ohladom na riadenie Studie, vratane, ale nie
vylu€ne, vyjednavania tejto zmluvy a spravy platieb
opisanych sum nizZ8ie; a

PRETO TERAZ, s prihliadnutim na tu uvedené
vzajomné prisfuby a zmluvy, ktorych prijatie
a dostato¢nost sa tymto potvrdzuje, sa dohodlo
nasledovné:

1. DEFINICIE

Na tato zmluvu sa vztahuju tieto dodatocné
definicie:

1.1 “Zmluva “ ma vyznam uvedeny v preambule
tejto zmluvy.

1.2 “Aplikovatelné zakony“ znamenaju platné
federalne, Statne a miestne zakony, pravidla,
nariadenia, prikazy a usmernenia relevantné
pre vykonavanie Studie.

DOVERNE Strana 2 z 42

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



1.3 “Biological Samples” means blood, fluid
and/or tissue samples collected from Study
Subjects as forth in the Protocol, and tangible
materials including, but not limited to,
biomolecules, viruses, bacteria and/or progeny
thereof, directly or indirectly derived from such
samples.

1.4 “Budget” means the budget set forth in
Attachment A of this Agreement.

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

1.6 “Claim” shall have the meaning set forth in
Section 9.1 of this Agreement.

1.7 “Confidential Information” means any and
all non-public information of Study Sponsor and
includes, without limitation, (i) all information
disclosed by or on behalf of Study Sponsor,
including by IQVIA, to Institution, Investigator or
Study Staff, including, without limitation, the
Investigational Product, technical information
relating to the Investigational Product, all Pre-
Existing Intellectual Property (as defined below)
of Study Sponsor, and the Study Protocol; (ii)
Study enrollment information, information
pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the regulatory
status of the Investigational Product, and (i)
Study Data and Inventions (as defined below).

1.8 “Government Official” means 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
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1.3 “Biologické vzorky“ znamenaju vzorky krvi,
tekutiny a/alebo tkaniva odobraté od subjektov
Studie, ako je uvedené v protokole, a hmotné
materialy vratane, ale nie vylu¢ne, bio molekul,
virusov, baktérii a/alebo ich potomstva, priamo
alebo nepriamo odvodenych od takejto vzorky.

1.4 “Rozpocet” znamena rozpocet uvedeny v
Prilohe A tejto Zmluvy.

1.5. “Pacientsky zaznamovy harok“ (Case
Report Form, ,,CRF”): pacientsky zaznamovy
harok (papierovy alebo elektronicky), ktory ma
pracovisko skuSania pouzivat
na zaznamenavanie vsSetkych protokolom
pozadovanych informacii, ktoré sa maju hlasit
zadavatelovi o kazdom subjekte skuSania
(definovanom nizsie).

1.6 “Narok® ma vyznam uvedeny v Ccasti
9.1 tejto Zmluvy.

1.7 “Doverné informacie® znamenaju
akékolvek a vSetky neverejné informacie
zadavatela Studie a zahffaju, bez obmedzenia,
(i) vSetky informacie poskytnuté zadavatelom
Studie alebo v jeho mene, vratane spolo¢nosti
IQVIA, zdravotnickeho zariadenia,
skusajucemu alebo personalu Studie, vratane,
bez obmedzenia, skisobny produkt, technické
informacie tykajuce
sa skusobného produktu, vSetko uz existujice
du8evné vlastnictvo (ako je definované niZ3ie)
zadavatela  Studie a  Protokol Studie;
(i) informacie o zapise do S&tudie, informacie
tykajuce sa stavu Studie, komunikacia
s regulaénymi organmi a od nich, informacie
tykajuce sa reguladného stavu skusSaného
produktu a (iii) udaje a vynalezy Studie
(ako su definované nizsie).

1.8. "Statny predstavitel”: znamena, Ze kazdy
funkcionar alebo zamestnanec viady a kazdého
ministerstva, odboru, agentury alebo iného
organu vlady; kazdd osoba konajuca
s oficialnymi pradvomocami v mene vlady alebo
ministerstva, odboru, agentury alebo iného
organu vlady; kazdy funkcionar alebo
zamestnanec spolo¢nosti alebo podniku
v Ciasto&nom alebo uplnom Statnom vlastnictve;
kazdy  funkcionar alebo  zamestnanec
medzinarodnej verejnej organizacie,
napr. Svetovej banky alebo Spojenych narodov;
kazdy funkcionar alebo zamestnanec politickej
strany alebo osoba konajuca s oficialnou
pravomocou v mene politickej strany a kandidat

Project code: ZZA 65599, Protocol No: NBI-1065845-MDD2024
PI: B. Motovsky, MD, PhD.
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healthcare professional who works for or in any
hospital, pharmacy or other healthcare facility
owned or operated by a government agency,
ministry or department.

1.9 “Institution” has the meaning set forth in the
preamble of this Agreement.

1.10 “Institution Indemnitees” has the
meaning set forth in Section 9.1 of this
Agreement.

111 “Inventions” means all inventions,
discoveries, developments and any
improvements of the foregoing resulting, related
or arising from the performance of the Study or
related to the Biological Samples, the
Investigational Product or the Confidential
Information.

112 “Investigational Product” means
the Study Sponsor’'s investigational drug,
NBI-1065845, that is being tested in the Study.

1.13 “Investigator” means the clinical
investigator set forth above.

1.14 “Investigator’s Brochure” means a
document containing a summary of relevant
clinical and non-clinical data on the
Investigational Product.

1.15 "lItem(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.qg., close family members).

1.16 “Medical Records” mean 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.

1.17 “Multi-Center Clinical Trial” means
the performance of the Protocol at all
participating sites.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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na politicku funkciu a kazdy lekar, lekarnik alebo
iny zdravotnicky pracovnik, ktory pracuje pre
nemocnicu, lekaren alebo iné zdravotnicke
zariadenie, ktoré vlastni alebo prevadzkuje
vladny urad, ministerstvo alebo odbor viady.

1.9 “Zdravotnicke zariadenie® ma vyznam
uvedeny v preambule tejto zmluvy.

1.10 “Odskodnenie zdravotnickeho
zariadenia“® ma vyznam uvedeny v cCasti 9.1
tejto zmluvy.

1.11 “Vynalezy“ znamenaju vsetky vynalezy,
objavy, vyvoj a akékolvek vylepSenia vysSie
uvedeného vyplyvajuce, suvisiace alebo
vyplyvajice z vykonavania Studie alebo
suvisiace s biologickymi vzorkami, skuSobnym
produktom alebo dévernymi informaciami.

1.12 “Skasany produkt‘ znamena skusany liek
zadavatela  Studie, NBI-1065845,  ktory
sa testuje v ramci Studie.

1.13  “Skasajuci® znamena
skuSajuceho uvedeného vyssie.

klinického

1.14 “Brozura pre skusajuceho“ znamena
dokument obsahujuci suhrn relevantnych
klinickych a neklinickych udajov o sku$anom
produkte.

1.15. ” Hodnotna vec”: tento pojem sa ma
interpretovat' v ¢o najSirSom zmysle a zahffa
najma peniaze, platby alebo ich ekvivalenty
(napr. darCekové poukazky), dary alebo
bezplatny tovar, stravovanie, z&bavu alebo
pohostenie, cestovanie alebo preplatenie
vydavkov; poskytovanie sluZieb; zakupovanie
nehnutelnosti alebo sluZieb za umelo navy3ené
ceny; predpokladana zaviazanost (zadlZenost)
alebo odpustenie zaviazanosti (zadlZzenosti);
nehmotné vyhody, napriklad zlepSenie
spoloCenského alebo obchodného postavenia
(napr.  poskytovanie darov  dobrocinnej
organizacii podporovanej Statnym
predstavitefom), alebo poskytovanie vyhod
tretim osobam so vztahom ku S$tatnym
predstavitelom (napr. blizkym pribuznym).

1.16. » Zdravotné zaznamy”: primarne
zdravotné zadznamy  subjektu  skudSania,
uchovavané zdravotnickym zariadenim pre
skudajuceho, najma zapisy o lieCbe, réntgenové
snimky, spravy z biopsii, snimky
Z ultrazvukovych vySetreni a dalSich
zobrazovacich vySetreni.

1.17 ”Multicentrické klinické skusanie“
znamena vykonavanie Protokolu na vSetkych
zucCastnenych miestach.

Project code: ZZA 65599, Protocol No: NBI-1065845-MDD2024
PI: B. Motovsky, MD, PhD.
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1.18 “Party” means each of Study
Sponsor, IQVIA, Investigator and Institution
(collectively, the “Parties”).

1.19 “Payee” has the meaning set forth in
Attachment A.
1.20 “Pre-Existing Intellectual

Property” means any inventions, discoveries,
works of authorship and other developments
existing as of the Effective Date and all patents,
copyrights, trade secret rights, know-how and
other intellectual property rights therein.

1.21 “Protocol” means the clinical protocol
referenced above as it may be modified from
time to time by the Study Sponsor (defined
below).

1.22 “Site” means Investigator and Institution
together.

1.23 “Study” means the conduct of the Multi-
Center Clinical Trial by the Institution and
Investigator that is to be performed solely at
Institution in accordance with this Agreement
and the Protocol.

1.24“Study Data” all data generated in the
conduct of the Study, including but not limited to
CRFs, X-rays, MRIs or other types of medical
images, ECGs, EEGs or other types of tracings
or printouts, data summaries, and reports
required to be delivered to Study Sponsor
pursuant to the Protocol, and all records
regarding inventories and dispositions of all
Investigational Product.

1.25*Study Sponsor” has the meaning set forth
in the preamble of this Agreement.

1.26“Study Staff” means the medical, technical,

laboratory, clerical, and other personnel,
including sub-investigators and permitted
subcontractors pursuant to Section 16

“Miscellaneous” involved in conducting the
Study under the direction of the Institution or the
Investigator.

1.27 “Study Subject” means an individual who
participates in the Study, either as a recipient of
the Investigational Product or as a control. For
clarity, Study Subjects shall not include any
Study Staff.

1.28"Unpublished Data” shall have the
meaning set forth in Section 6.3 of this
Agreement.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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1.18 ”Strana“ znamena kazdého
zo zadavatela Studie, IQVIA, skuSajuceho
a zdravotnickeho zariadenia (spolocne
LZmluvné strany®).

1.19 “Prijemca“ vyznam uvedeny v prilohe A.

1.20 “Predchadzajice dusevné vlastnictvo"
znamena akékolvek vynalezy, objavy, autorské
diela a iny vyvoj existujuci k datumu ucinnosti
a vSetky patenty, autorské prava, prava
na obchodné tajomstvo, know-how a iné prava
duSevného vlastnictva v nich obsiahnuté.

1.21 ”Protokol”: protokol klinického skusania,
na ktory sa odvolava tato zmluva a ktory moze
zadavatel (definovany nizSie) priebezne menit
a dopifiat dodatkami.

1.22 “Strana“ znamena skusajuci
a zdravotnicke zariadenie spolu.

1.23  “Stadia“ znamena  vykonavanie
multicentrického klinického skusania

zdravotnickym zariadenim a sku$ajucim, ktoré
sa ma vykonat' vyluéne
v zdravotnickom zariadeni v sulade s touto
zmluvou a protokolom.

1.24“Udaje zo sStadie“ vSetky udaje
vygenerované pri vykonavani Studie, vratane,
ale nie vylu¢ne, CRF, rontgenovych snimok,
MRI alebo inych typov lekarskych snimok, EKG,
EEG alebo inych typov z&znamov alebo
vytlaCkov, suhrnov Udajov a sprav potrebné
dorucit  zadavatelovi Studie v  sulade
s protokolom a v3etky zdznamy tykajuce sa
inventarov a dispozicii v3etkych skumanych
produktov.

1.25“Zadavatel stadie“ vyznam uvedeny
v preambule tejto zmluvy.

1.26“Personal skusania“ znamena lekarsky,
technicky, laboratérny, administrativny a iny
personal, vratane subskuSajucich a povolenych
subdodavatelov podla ¢asti 16 ,Rézne®, ktori
sa podielaju na vykonavani studie pod vedenim
zdravotnickeho zariadenia alebo skusajuceho.

1.27”Subjekt skasania”: znamena jednotlivca,
ktory sa zucastniuje Studie, bud ako prijemca
skudobného produktu (definovany niZsie), alebo
ako kontrola. Pre jasnost, medzi subjektmi
Studie nie je zahrnuty Ziadny personal Studie.

1.28 “Nezverejnené udaje“maju vyznam
uvedeny v Casti 6.3 tejto zmluvy.

Project code: ZZA 65599, Protocol No: NBI-1065845-MDD2024
PI: B. Motovsky, MD, PhD.
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2. CONDUCT OF THE STUDY

2.1. Compliance with Laws,

Regulations,

and Good Clinical Practices

Site will carry out the Study, exercising due care,
in a competent manner and in compliance with
(a) the Protocol; (b) this Agreement; and (c)
applicable standards of the International
Conference on Harmonization of Technical
Requirements for Registration of
Pharmaceuticals for Human Use, including Good

Clinical Practice (GCP); and (d) all Applicable

Laws.

Without limiting the generality of the

foregoing, Institution and Investigator will obtain

and

maintain all certifications, authorizations,

permits and licenses required in connection with
the conduct of the Study.

2.2. Informed Consent Form

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

2.3.

Medical Records and Study Data

2.3.1. Collection, Storage and Destruction: Site shall

ensure
collection,

the prompt, complete, and accurate

recording and classification of the

Medical Records and Study Data.

Site shall:

i. maintain and store Medical Records and
Study Data in a secure manner with
physical and electronic  access
restrictions, as applicable and
environmental controls appropriate to
the applicable data type and in
accordance with Applicable Laws, and
industry standards and for a minimum
period of the longer of: (i) two (2) years
after the last approval of a marketing
application in an ICH region-European
Union (EV) for the indication that is the
subject of the Study and until there are
no pending or contemplated marketing
applications in an ICH region EU, or (ii)
at least two (2) years after the formal
discontinuation of clinical development
of the Investigational Product; and

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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2. VEDENIE SKUSANIA

2.1. Dodrziavanie pravnych predpisov,
nariadeni a spravnej klinickej praxe
Pracovisko skuSania sa zavazuje, Zze spolu
s personalom skuSania vykona skusanie
v zdravotnickom zariadeni v prisnom sulade
s touto zmluvou, protokolom a vSetkymi
platnymi miestnymi, narodnymi a nadnarodnymi
pravnymi predpismi, nariadeniami
a smernicami, najma v sulade so zasadami
spravnej klinickej praxe. Zdravotnicke
zariadenie a personal skiSania beri na
vedomie, ze spolo¢nost IQVIA, zadavatel a
vSetky ich dcérske spoloCnosti musia
dodrziavat ustanovenia (i) Protikorupéného
zakona Velkej Britanie z r. 2010 (Protikorup&ny
zakon); (ii) Zadkona o zahrani¢nych korup&nych
praktikach Spojenych Statov americkych z r.
1977 (FCPA) a (iii) vSetky dalSie platné
protikorup&né pravne predpisy.

2.2. Informovany suhlas

Pracovisko skuSania sa zavazuje pouzit
dokument informovaného suhlasu, ktory bol
schvaleny zadavatefom a spifia vSetky platné
nariadenia a poziadavky nezavislej etickej
komisie, ktora je zodpovedna za posudenie
skuSania. Pracovisko skuSania najprv ziska
od kazdého subjektu skuSania pisomny
informovany suhlas.

2.3. Zdravotné zaznamy a udaje skuSania

2.3.1. Zber, uchovavanie a likvid4cia:

Pracovisko skuSania zabezpe€i urychleny,

kompletny a presny zber, zaznamenavanie a

triedenie zdravotnych zaznamov a Uudajov
skuSania.

Povinnostou pracoviska skusania je:

i. uchovavat a viest lekarske zaznamy a

Studijné uddaje bezpelnym spdsobom

S fyzickymi a elektronickymi

obmedzeniami pristupu, ako je to

mozné a environmentalnymi kontrolami

vhodnymi pre prisludny typ udajov a v

sulade s platnymi zakonmi a

priemyselnymi Standardmi na

minimalne obdobie, podla toho ktoré je

dihSie ako: (i) dva (2) roky po poslednom

schvaleni ziadosti o uvedenie na trh v

ICH regiéne — Eurépskej Unie (EU) pre

indikaciu, ktora je predmetom S$tudie, a

kym v ICH regidone nebudu ziadne

nevybavené alebo neuvazované

Ziadosti o uvedenie na trh alebo (ii) pri

najmenej dvoch (2) rokoch po
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ii. protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. If directed
by Study Sponsor or IQVIA, Site will
submit Study Data using the electronic
system provided by Study Sponsor or
IQVIA or their designated representative
and in accordance with Study Sponsor’s
instructions for electronic data entry.
Site shall prevent unauthorized access
to the Study Data by maintaining
physical security of the electronic
system and ensuring that Study Staff
maintain the confidentiality of their
passwords. Investigator agrees to
collect all Study Data in Medical
Records prior to entering it into the CRF
and Site shall submit the Study Data into
the CRFs within five (5) days of the
event giving rise to generation of such
Study Data, such as the Study Subject
visit; and

iii. take measures to prevent accidental or
premature destruction or damage of
Medical Records and Study Data, for as
long as required by Applicable Laws,
such measures to include at least a
validated archival system and quarterly
electronic backup. Institution shall not
destroy or permit the destruction of any
Medical Records or Study Data without
prior written notification to the Study
Sponsor, and Institution shall continue to
store Medical Records and Study Data,
at the Study Sponsor’s expense, for any
period that the Study Sponsor may
request in writing after retention is no
longer required by any Applicable Law.

2.3.2. Ownership. Institution shall retain ownership
of Medical Records. All Investigational Product
provided to the Institution and all Study Data (except
Medical Records) shall be, are and will, in each
case, remain Study Sponsor's property and
Confidential Information. The Institution and the
Investigator hereby assign, and to the extent such
present assignment is not possible, agree to assign
to Study Sponsor all of their rights, title and interest,
including intellectual property rights, to all
Confidential Information and any other Study Data.
This Only applies to information and data generated
during or in connection with the product of the
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formalnom preruseni klinického vyvoja
skusobného produktu; a

ii. chranit zdravotné zaznamy a udaje
Studie pred neopravnenym pouzitim,
pristupom, duplikaciou a zverejnenim.
Ak to nariadi Sponzor Studie alebo
IQVIA, zdravotnicke zariadenie odoSle
Udaje Studie pomocou elektronického
systému  poskytnutého  sponzorom
Studie alebo spoloénostou IQVIA alebo
ich urCenym zastupcom a v sulade s
pokynmi sponzora Studie na
elektronické zadavanie udajov. Stranka
musi zabranit neopravnenému pristupu
k udajom Studie udrziavanim fyzického
zabezpecenia elektronického systému a
zabezpec€enim dbévernosti svojich hesiel
zamestnancom studie. SkuSajuci
suhlasi so zhromazdenim vSetkych
udajov Studie v lekarskych zaznamoch
pred ich  vlozenim do CRF
a zdravotnicke zariadenie odovzda
Udaje Studie do CRF do piatich (5) dni
od udalosti, ktora viedla k
vygenerovaniu takychto udajov Studie,
ako je napriklad navsteva subjektu
Studie; a

iii. podniknut opatrenia proti ndhodnému
alebo pred€asnému zniCeniu alebo
poskodeniu tychto dokumentov na taku
dlhda dobu, aku pozaduju platné pravne
predpisy. Zdravotnicke zariadenie
nesmie zlikvidovat ani povolit’ likvidaciu
Ziadnych zdravotnych z&znamov ani
Udajov skudania bez toho, aby o tom
vopred pisomne informovalo
zadavatela, a bude zdravotné zaznamy
a udaje skusania dalej uchovavat na
naklady zadavatela na taku dlhu dobu,
aku bude  zadavatel  pisomne
pozadovat potom, €o ich uchovavanie
uz nebude poZadované platnymi
pravnymi predpismi.

2.3.2. Vlastnictvo. Vlastnikom zdravotnych
zadznamov zostava zdravotnicke zariadenie.
Zdravotnicke zariadenie a sku$ajuci tymto
postupuju zadavatelovi vSetky svoje prava,
naroky a podiely, vratane vSetkych prav

duSevného vlastnictva, vo  vSetkych
dévernych informéaciach  (definovanych
nizSie) a vsSetkych ostatnych udajoch

skuSania. Tyka sa to len informacii a udajov,
ktoré vzniknu v ramci realizacie klinického
sklSania alebo v suvislosti s nim.
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clinical trial. Study Sponsor shall, without an
accounting to Institution, have the right to use the
Study Data, including results of the Study, in any
manner it desires, including, but not limited to,
disclosing the Study Data in any regulatory or patent
filing.

2.3.3. Access, Use, Monitoring and Inspection.

0] Site shall provide oral or written reports
on the progress of the Study upon Study Sponsor’s
or IQVIA’s request. Site shall promptly notify Study
Sponsor, IQVIA, and the IEC in writing of any
deviations from the Protocol.

(ii) Site shall provide original or copies of all original
(as the case may be) Study Data to IQVIA and Study
Sponsor for Study Sponsor’s use. Site shall afford
Study Sponsor and IQVIA and their representatives
and designees reasonable access to Site’s facilities
at which the Study is conducted and to Medical
Records and Study Data so as to permit Study
Sponsor and IQVIA and their representatives and
designees to monitor the Study or otherwise comply
with applicable legal and regulatory requirements.
Given the current COVID-19 pandemic, Institution
hereby acknowledges and agrees that the Study
monitoring may occur remotely at the discretion of
Study Sponsor and/or IQVIA, and Institution shall
use reasonable efforts to accommodate such
remote monitoring.

(i) Site shall afford regulatory authorities (domestic
and foreign) reasonable access to Site’s facilities at
which the Study is conducted and to Medical
Records and Study Data, and the right to copy
Medical Records and Study Data.

(iv) The Site agrees to cooperate with the
representatives of IQVIA and Study 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.

(v) The Site shall immediately notify Study Sponsor
and IQVIA of, and provide Study Sponsor and IQVIA
copies of, any inquiries, correspondence or
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Zdravotnicke zariadenie a skuSajuci tymto
postupuju  a pokial takéto suCasné
postupenie nie je mozné, suhlasia s tym, ze
pridelia Studii zadavatelovi vSetky svoje
prava, naroky a podiely, vratane prav
duSsevného  vlastnictva, ku  vSetkym
doévernym informaciam (ako je definované
niz8ie) a akymkolvek vysledkom Stuadie.
Zadavatel Studie bude mat bez uctovnictva
zdravotnickeho zariadenia pravo pouzit
Udaje Studie vratane vysledkov Studie
akymkolvek spésobom, ktory si Zela,
vratane, ale nie vylu¢ne, zverejnenia udajov
Studie v akejkolvek regulacnej alebo
patentovej prihlaske.

2.3.3.Pristup, pouzitie, monitorovanie a
inSpekcia.

(i) Pracovisko poskytne Uustne alebo
pisomné spravy o postupe Studie na ziadost
zadavatela Studie alebo spolo¢nosti IQVIA.
Pracovisko bezodkladne pisomne informuje
zadavatela  Studie, IQVIA a IEC
o akychkolvek odchylkach od protokolu.

(i) Pracovisko skuSania poskytne
zadavatelovi, spolo¢nosti IQVIA a ich
zastupcom a predstavitefom primerany
pristup do priestorov pracoviska skuSania
a k zdravotnym zdznamom a udajom
skusSania, aby umoznilo zadavatelovi,
spolo€nosti IQVIA a ich zastupcom a
predstavitefom vykonavat monitorovanie
skusania alebo inak spinat prislusné pravne
a regulané poZiadavky. Vzhfadom na
su¢asnu pandémiu COVID-19 zdravotnicke
zariadenie tymto berie na vedomie a suhlasi
stym, Ze monitorovanie S3tadie mdze
prebiehat na dialku podla uvazenia
zadavatela Studie a/alebo spolocnosti IQVIA
a zdravotnicke zariadenie vynalozi
primerané Usilie na prispbsobenie sa
takémuto monitorovaniu na dialku.

(iiiyPracovisko skusania poskytne
kontrolnym dradom primerany pristup
do priestorov pracoviska skuSania a k
zdravotnym zaznamom a Udajom skusania a
umozni im robit’ si z nich kopie.
(iv)Pracovisko skuSania sa zavazuje
spolupracovat so zastupcami spoloénosti
IQVIA; zadavatel zabezpeci, aby jeho
zamestnanci, zastupcovia a predstavitelia
pracoviska skusSania nerusili ani inak pre
nich nevytvarali nepriaznivé pracovné
prostredie.

(v)Pracovisko skuSania bude spolo¢nost
IQVIA okamzite informovat o v8etkych
poziadavkach, koreSpondencii
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communications to or from any governmental or
regulatory authority relating to the Study, including,
but not limited to, requests for inspection of the Site’s
facilities at which the Study is conducted. To the
extent not prohibited by the inspecting governmental
or regulatory authority, Site shall permit IQVIA and
Study Sponsor to attend any such inspections and
Study Sponsor may review and comment on any
communication with the authority. The Site shall
separate, and not disclose, all Confidential
Information that is not required to be disclosed during
such inspections.

2.3.4. Use of Study Data. Institution will have the
non-exclusive, right to use Study Data (i) subject to
the non-disclosure obligations set forth in section 4
“Confidentiality”, in connection with Study Subject
care and for internal, non-commercial research and
for educational purposes, and (ii) for preparation of
publications in accordance with Section 6
“Publication Rights”.

2.4. Duties of Investigator

2.4.1 Institution hereby certifies that Investigator is
an employee of Institution. Institution shall ensure
that the Investigator performs the Study in a
professional and competent manner in accordance
with the Protocol and the terms of this Agreement
and with the standard of care reasonably expected
of investigators by sponsors of clinical studies. In
particular, but without limitation, it is the
Investigator's duty to review and understand the
information in the Investigator’s Brochure, to ensure
that all informed consent requirements are met, to
ensure that all required reviews and approvals by
applicable regulatory authorities and IRBs or IECs
are obtained, and to review all CRFs to ensure their
accuracy and completeness. At the request of Study
Sponsor or IQVIA, Investigator shall promptly correct
any errors and/or omissions to the CRFs and shall
make available to Study Sponsor and IQVIA the
corrected CRFs and supporting records for further
verification.

2.4.2 Prior to the commencement of the Study,
Site shall review the Protocol and notify Study
Sponsor if it cannot comply with any of the terms
contained therein. If in the course of performing the
Study, generally accepted standards of clinical
research and medical practice relating to the benefit,
well-being and safety of the Study Subjects require
a deviation from the Protocol, such standards will be
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a komunikacii tykajucej sa skuSania
(a poskytne z nich spolo¢nosti IQVIA kopie)
so vSetkymi Statnymi alebo kontrolnymi
uradmi, najma poziadavkach na inSpekciu
priestorov pracoviska skuSania, a umozni
zastupcom spolo¢nosti IQVIA a zadavatela,
aby sa na takychto inSpekciach zuc&astnili.
Pracovisko skuSania vynalozi primerané
usilie na to, aby oddelilo a neodovzdalo
Ziadne také doverné informacie, ktorych
odovzdanie po€as tychto inSpekcii nie je
pozadované.

2.3.4. Vyuzitie Studie. Zdravotnicke
zariadenie bude mat nevyhradné pravo
pouzivat udaje Stuadie (i) s vyhradou
povinnosti mi€anlivosti uvedenej v Casti 4
,2D0verne*, v suvislosti
so starostlivostou o subjekt Studie a na
interny, nekomerény vyskum a na
vzdelavacie Ucely a (ii) na pripravu publikacii
v sulade s bodom 6 ,Pravidla na publikaciu®.

2.4. Povinnosti sku8ajuceho

2.4.1 Zdravotnicke zariadenie tymto potvrdzuje,
ze skuSajuci je zamestnancom daného
zdravotnickeho zariadenia, ktoré zabezpedi,
aby skuSajuci vykonal Studiu profesionalnym
a kompetentnym spésobom v sulade
s protokolom a podmienkami tejto zmluvy a so
Standardom starostlivosti, ktory od skusajucich
rozumne oCakavaju sponzori klinickych stadii.
PredovSetkym, ale bez obmedzenia,
je  povinnostou skuSajuceho  preskumat
a porozumiet informaciam v  brozure
skudajuceho, zabezpedit, aby boli splnené
vSetky poZiadavky na informovany suhlas,
zabezpedit, aby boli v3etky poZadované
kontroly a schvalenia prisluSnymi regulaénymi
organmi a IRB alebo IEC a preskumat vSetky
CRF, aby sa =zabezpeila ich presnost
a Uplnost. Na ziadost zadavatela Studie alebo
IQVIA, skusajuci okamzite opravi vSetky chyby
a/alebo vynechané CRF a da k dispozicii
sponzorovi Studie a IQVIA opravené CRF
a podporné zaznamy na dalSie overenie.

242 Pred zaCatim Studie, pracovisko
skontroluje protokol a upozorni zadavatela
Studie, ak nemdze splnit niektord z podmienok
v nom uvedenu. Ak si v priebehu vykonavania
Studie  vSeobecne uznavané Standardy
klinického vyskumu a lekarskej praxe tykajuce
sa prospechu, dusSevnej pohody a bezpecnosti
ucastnikov Studie vyZaduju odchylku
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followed. In such case, Institution shall promptly
notify Study Sponsor and IQVIA of the facts
supporting such deviation as soon as the facts are
known to Institution. Said notification shall be
followed by written confirmation of same within
twenty-four (24) hours and shall be fully documented
in such Study Subject’'s CRF.

2.4.3 Site agrees to provide prompt advance notice
to Study Sponsor and IQVIA if Investigator will be
leaving the Institution, will be unavailable for any
extended period or is otherwise no longer able to
perform the Study. The appointment of a new
Investigator must have the prior written approval of
Study Sponsor and IQVIA. Any replacement
Investigator must be an employee of Institution. In
the event Study Sponsor does not approve a
replacement Investigator, Study Sponsor may
terminate this Agreement in accordance with Section
15 (Term & Termination).

2.5. Adverse Events

2.5.1 The Site shall report adverse events and
serious adverse events as directed in the Protocol in
accordance with Applicable Laws. The Site shall
cooperate with Study Sponsor and IQVIA in their
efforts to follow-up on any adverse events. The Site
shall comply with its IRB/IEC reporting obligations.

2.5.2 Study Sponsor will report to the Site, the Site’s
IRB/IEC, and IQVIA, any information that, in Study
Sponsor’s sole judgment, could affect the safety of
Study Subjects 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.

2.6. Use and Return of Investigational Product and
Equipment

2.6.1 Study Sponsor, IQVIA or a duly authorized
agent of Study Sponsor, shall supply Institution or
Investigator with sufficient amounts of Investigational
Product to perform the Study in accordance with the
Protocol.

2.6.2 The Site shall use the Investigational Product
provided in connection with the Study, solely for the
purpose of properly completing the Study and shall
maintain the Investigational Product as specified by
Study Sponsor and according to Applicable Laws,
including holding and storage in a locked, secured
area at all times.
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od protokolu, tieto S&tandardy sa budu
dodrziavat. V takom pripade zdravotnicke
zariadenie bezodkladne informuje zadavatela
Studie a spolo€nost IQVIA o skuto€nostiach,
ktoré podporuju takuto odchylku, hned ako
budu tieto skuto€nosti zname. Po uvedenom
oznameni bude nasledovat pisomné potvrdenie
do dvadsiatich Styroch (24) hodin a bude plne
zdokumentované v CRF daného subjektu
Studie.

2.4.3 Pracovisko suhlasi s tym, ze v¢as vopred
oznami sponzorovi $tudie a spolo¢nosti IQVIA,
ak skusSajuci opusti zdravotnicke zariadenie,
bude nedostupny pocas dihSieho obdobia alebo
z iného dévodu nebude mdct vykonavat studiu.
Vymenovanie nového sku$ajuceho musi mat
predchadzajuci pisomny suhlas sponzora
Studie a spolo¢nosti IQVIA. Kazdy nahradny
skusajuci musi byt zamestnancom
zdravotnickeho =zariadenia. V pripade, zZe
zadavatel  Studie neschvali nahradného
skuSajuceho, zadavatel Studie méze ukon it
tuto zmluvu v sulade s bodom 15 (Obdobie
a ukoncenie).

2.5. NeZiaduce udalosti

2.5.1 Pracovisko skuSania bude neziaduce
udalosti a zavazné neziaduce udalosti hlasit
podla poziadaviek protokolu a platnych
pravnych predpisov. Pracovisko skisania bude
so zadavatelfom spolupracovat v jeho Usili dalej
sledovat priebeh vSetkych neziaducich udalosti.
Pracovisko sku$ania dodrzi svoju oznamovaciu
povinnost voéi nezavislej etickej komisii.

2.5.2 Sponzor §&tudie oznami pracovisku,
IRB/IEC a IQVIA v8etky informécie, ktoré by
podla vyhradného uUsudku sponzora Studie
mohli ovplyvnit bezpeénost subjektov Studie,
alebo ich ochotu pokradovat v ucCasti na
Studii,resp. ovplyvnit priebeh Stadie, alebo
zmenit suhlas IRB/IEC na pracovisku, aby mohli
pokraCovat v studii.

2.6. Pouzitie a vratenie skuSaného produktu
a vybavenia

2.6.1 Zadavatel alebo  jeho riadne
splnomocneny zastupca doda zdravotnickemu
zariadeniu alebo skuSajucemu dostatocné
mnozstvo sku$aného produktu, v sulade
s protokolom.

2.6.2 Pracovisko bude pouzivat skuSobny
produkt poskytnuty v suvislosti so Studiou
vylu¢ne na ucely riadneho dokoncenia Studie
a bude skusobny produkt udrziavat tak, ako to
ur€il sponzor Studie a v sulade s platnymi
zakonmi, vratane uchovavania a skladovania
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2.6.3 Site shall maintain records of the dates and
amounts of Investigational Product received; the
dates, amounts and Study Subjects to whom the
Investigational Product have been dispensed or
administered; the dates and amounts of
Investigational Product disposed of, damaged or
lost; and the dates and amounts of Investigational
Product being returned. Upon completion or
termination of the Study, the Site shall, at Study
Sponsor’s option, return or certify the destruction of
the Investigational Product at Study Sponsor’s sole
expense.

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

2.6.5 Upon request by Study Sponsor or IQVIA, the
Site shall return any equipment or materials provided
by or on behalf of Study Sponsor for use in the Study
(“Study Supplies”), unless otherwise agreed in
writing by Study Sponsor and Site. Access to the
Study Supplies shall be limited to only those persons
who will be using the Study Supplies for the Study.
The Study Supplies shall not be used for any
purpose other than as described in the Protocol or
transferred to any third party without the prior written
consent of the Study Sponsor.

2.7. Study Subject Enroliment

Site will use best efforts to diligently enroll Study
Subjects within a reasonable time after
commencement of the Study. If Site fails to adhere
to this principle, Study Sponsor may reconsider
Site’s suitability to continue participation in the
Study.

2.8 Study Staff

Institution will ensure that all Study Staff have
appropriate qualifications and the medical, technical
and/or laboratory expertise to conduct the Study and
are available to support and carry out Institution’s
obligations under this Agreement. Further,
Institution will ensure that before commencing any
work on the Study, all Study Staff are subject to
written obligations to Institution under which they (a)
are bound to obligations of confidentiality and non-
use with respect to Confidential Information that are
consistent with the terms of this Agreement; and (b)
assign and otherwise effectively vest in Institution
any and all rights that such Study Staff might
otherwise have in the results of their work without

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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v uzamknutom, zabezpecenom priestore po
celu dobu.

2.6.3 Pracovisko bude uchovavat zaznamy
o datumoch a mnozstvach prijatych skuSobnych
produktov; datumy, mnozstva a subjekty Stadie,
ktorym bol vydany alebo podany skusany
produkt; datumy a mnozstva vyhodnocovaného,
poskodeného alebo strateného skuSobného
produktu; a datumy a vrateného skuSobného
produktu. Po dokon&eni alebo ukonceni Studie
pracovisko podla volby sponzora Studie vrati
alebo potvrdi zni€¢enie skusobného produktu na
vyhradné naklady sponzora Studie.

2.6.4 Zdravotnicke zariadenia a skusajuci budu
dodrziavat vSetky prisluSné zakony upravujuce
likvidaciu alebo zni¢enie skuSaného produktu a
vSetky pokyny od sponzora Studie a spolo¢nosti
IQVIA, ktoré nie su v rozpore s tymito zakonmi
a nariadeniami.

2.6.5 Na Ziadost zadavatela Studie alebo
IQVIA, pracovisko skuSania vrati vSetko
vybavenie a vSetky materialy poskytnuté
zadavatelom na pouzitie v skuSani, pokial
zadavatel a pracovisko skuSania neuzatvoria
pisomnd zmluvu o nadobudnuti vybavenia
pracoviskom skuSania. Ak zadavatel alebo
spolo¢nost  IQVIA  poskytnd v suvislosti
so skuSanim nejaké Upravy priestorov na
skuSanie, uzatvori pracovisko skuSania
so spolo¢nostou IQVIA alebo zadavatelom
samostatnu zmluvu, tykajucu sa takychto
vylepSeni priestorov pracoviska skuSania.

2.7. Klaéovy datum zaradovania

Dana strana vynaloZi maximalne Usilie
na dbésledné zapisanie subjektov Studie v
primeranom Case po zacati  Studie.
Ak dana strana nedodrzi tito zasadu, sponzor
Studie méze prehodnotit vhodnost danej strany
pokraCovat v Ucasti v studii.

2.8 Studijiny personal

Zdravotnicke zariadenie zabezpeci, aby vSetci
zamestnanci Studie mali primeranu kvalifikaciu
a to lekarsku, technicku a/alebo laboratérnu
odbornost na vykonavanie Stuadie a aby boli
k dispozicii na podporu a plnenie zavazkov
zdravotnickeho zariadenia podla tejto zmluvy.
Zdravotnicke zariadenie zabezpedi, ze pred
zaCatim akejkolvek prace na Studii sa na
vSetkych ~ zamestnancov  Studie  vztahuju
pisomné zavazky voci zdravotnickemu
zariadeniu, podlfa ktorého (a) su viazani
povinnostou micanlivosti  a nepouzivania
dévernych informacii, ktoré su v sulade s
podmienky tejto zmluvy; a (b) postupit a inak

Project code: ZZA 65599, Protocol No: NBI-1065845-MDD2024
PI: B. Motovsky, MD, PhD.

DOVERNE Strana 11 z 42
CONFIDENTIAL Page 11 of 42

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



any obligation of the Study Sponsor to pay any
royalties or other consideration to such Study Staff.
Institution and Investigator shall ensure that Study
Staff comply with the terms of this Agreement.

2.9 Biological Samples

Institution and Investigator will collect, retain and/or
use Biological Samples solely as set forth in the
Protocol. Institution and/or Investigator will provide
Study Sponsor or its designee with quantities of
Biological Samples as required by the Protocol.
Study Sponsor may use such Biological Samples as
specified in the Protocol, and as permitted in the
informed consent form signed by the Study Subjects
and by Applicable Laws. Upon completion or
termination of the Study, the Institution shall, at
Study Sponsor's option, return or certify the
destruction of the Biological Samples at Study
Sponsor’s sole expense.

2.10 Required Documents

Institution and Investigator will provide the following
documents to Study Sponsor before the enroliment
of any Study Subject (original should be kept by the
Investigator in the Investigator's study regulatory
document binder):

2.10.1 Signed copy of the protocol signature page;

2.10.2 Investigator's Brochure acknowledgement
page;

2.10.3 Completed and
investigator;

signed statement of

2.10.4 Curriculum vitae and current medical license
of the Investigator and sub-investigators;

2.10.5 Letter of approval from the IRB/IEC for both
the Protocol and the informed consent form;

2.10.6 Copy of the IRB/IEC-approved informed
consent form to be used for the Study; and

2.10.7 Laboratory documents
(certifications/accreditations, normal ranges) if not
provided by a central laboratory.

2.11 No Conflicts

Institution and Investigator agree that they do not
and will not, at any time during the term of this
Agreement, participate in any other study which, by

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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uc¢inne udelit zdravotnickemu zariadeniu
akékolvek a vSetky prava, ktoré by takyto
Studijny persondl inak mohol mat’ na vysledky
svojej prace, bez akejkolvek povinnosti
sponzora Studie zaplatit takémuto personalu
Studie  akékolvek honorare alebo iné
protihodnoty.  Zdravotnicke zariadenie a
skusajuci zabezpeci, aby Studijny personal
dodrziaval podmienky tejto zmluvy.

2.9 Biologické vzorky

Zdravotnicke zariadenie a sku$ajuci budu
zbierat, uchovavat a/alebo pouzivat biologické
vzorky vylu€ne tak, ako je uvedené v protokole.
Zdravotnicke zariadenie a/alebo skusajuci
poskytne zadavatelovi Studie alebo jeho
zastupcovi mnozstvo biologickych vzoriek, ako
to vyzaduje protokol. Zadavatel Studie méze
pouzit takéto biologické vzorky, ako je uvedené
v protokole a ako je povolené vo formulari
informovaného suhlasu podpisaného
U€astnikmi Studie a platnymi zakonmi. Po
dokonceni alebo ukonCeni Studie zdravotnicke
zariadenie podla volby zadavatela Stadie vrati
alebo potvrdi zni¢enie biologickych vzoriek na
vyhradné naklady zadavatela Studie.

2.10 Pozadované dokumenty

Zdravotnicke zariadenie a skusajuci poskytnu
zadavatelovi Stadie pred zaradenim
akéhokolvek subjektu do Studie (original by mal
skuSajuci  uschovat v dokumentacii pre
skusajuci v dokumentacii k stuadii):

2.10.1 Podpisanu kopiu strany s podpisom
protokolu;

2.10.2 Stranu s
skusajuceho;

potvrdenim  brozZury
2.10.3 Vyplnené a podpisané vyhlasenie
skusajuceho;

2.10.4 Zivotopis a aktualnu lekarsku licenciu
skuSajuceho a dalSich skuSajucich;

2.10.5 Schvalujuci list od IRB/IEC pre protokol
a formular informovaného suhlasu;

2.10.6 Koépiu formulara informovaného suhlasu
schvaleného IRB/IEC na pouzitie v Studii; a

2.10.7 Laboratérne dokumenty
(certifikacie/akreditacie, normalny rozsah), ak
ich neposkytuje centralne laboratérium.

2.11 Ziadne konflikty

Zdravotnicke zariadenie a Sku$ajuci suhlasia s
tym, Ze sa nezucastfiuju a ani sa nikdy pocas
trvania tejto Zmluvy nezucastnia na ziadnej inej
Studii, ktora im svojou povahou alebo jej
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its nature or its terms, will prevent them from fulfilling
any of the obligations hereunder.

2.12 Recruitment

Institution and Investigator shall use only those
recruitment materials (e.g., advertisements, Study
subject letters, pre-arranged press stories, etc.),
informed consent forms, and patient health
information authorizations that have been reviewed
and approved by Study Sponsor (in addition to
review and approval by the CEC). Any revisions
made to recruitment materials, informed consent
forms, and patient health information authorizations
require Study Sponsor’s prior review and written
approval.

2.13 The Institution and Investigator
acknowledge the possibility for the Study Sponsor to
engage vendors to provide off-site research nursing
services, as described in the Protocol (such as the
administration of the Investigational Product at an
off-site location).

2.14 Survival

This Section 2 (Conduct of the Study) shall survive
termination or expiration of this Agreement.

3. PAYMENT

3.1 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 by IQVIA 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 Study Sponsor and IQVIA have
received all properly completed CRFs and, if
requested, all other Confidential Information. For
clarity, Institution and Investigator acknowledge and
agree that, except for the specific costs designated
to be paid prior to enrollment (e.g., start-up costs
identified in the Budget), Study Sponsor, through
IQVIA, will only be responsible for payments to the
Institution for Study Subject visits as described in
Attachment A. No other benefits or compensation,
beyond those expressly provided in the Budget will
be provided to Institution or Investigator.

podmienkami brani v plneni ktorejkolvek
z povinnosti vyplyvajucich z tejto zmluvy.

2.12 Nabor

Zdravotnicke zariadenie
a sku$ajuci pouzije len tie naborové materialy
(napr. inzeraty, listy s predmetom Studie, vopred
pripravené tlacové spravy atd.), formulare
informovaného suhlasu a opravnenia na
informacie o zdravotnom stave pacienta, ktoré
boli skontrolované a schvélené zadavatelom
Studie (okrem preskiumanie a schvalenie CEC).
Akékolvek revizie naborovych materialov,
formularov informovaného suhlasu a opravneni
na informacie o zdravotnom stave pacienta si
vyzaduju predchadzajice posudenie a pisomny
suhlas zadavatela Studie.

2.13 Zdravotnicke zariadenie a skusSajuci
uznavaju, Ze zadavatel Studie ma moznost
angazovat tretie strany, aby poskytovali
vyskumné  oSetrovatelské  sluzby mimo
pracoviska, ako je napisané v protokole (ako je
napriklad sprava skusobného produktu na
mieste/ mimo pracoviska).

2.14 Pretrvanie

Tento bod 2 (Vykonanie $tudie) zostane v
platnosti aj po ukonceni alebo uplynuti platnosti
tejto zmluvy.

3. PLATBA

3.1 Ako protiplnenie za riadne vykonanie skuSania
zdravotnickym zariadenim a sku$ajucim v sulade s
podmienkami tejto zmluvy sa budu poukazovat
platby podla ustanoveni uvedenych v Prilohe A,
priCom posledna platba sa poukaze potom, Co
pracovisko skuSania spini vSetky svoje povinnosti
podla tejto zmluvy a spolo¢nost IQVIA dostane
vSetky riadne vyplnené CRF, a ak to bude
pozadovat, aj vSetky ostatné dbéverné informacie
(definované nizSie).

Pre  prehladnost, zdravotnicke  zariadenie
a skuSajuci beru na vedomie a suhlasia s tym,
Ze okrem S3pecifickych nakladov, ktoré sa maju
zaplatit pred registraciou (napr. pociatocné naklady
uvedené v rozpocte) bude =zadavatel Studie
prostrednictvom IQVIA zodpovedny iba za platby
zdravotnickemu zariadeniu a skuSajucemu pre
navstevy subjektov Studie, ako je opisané v Prilohe
A. Ziadne iné vyhody alebo kompenzécie nad ramec
tych, ktoré su vyslovne uvedené v rozpocte, nebudu

poskytnuté  zdravotnickemu zariadeniu resp.
skusajucemu.
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The Budget may be modified only upon the prior
written consent of the Parties. Institution and
Investigator represent and warrant that they will not
seek payment or accept reimbursement from any
third party for costs and/or expenses paid for by
Study Sponsor or IQVIA, including, but not limited to,
treatment/evaluation, procedures and/or
drug/supplies.

3.2 If this Agreement is terminated, the total sums
payable by Study Sponsor pursuant to this
Agreement shall be equitably prorated for actual
work performed prior to the date of termination. Upon
completion of the Study or early termination of this
Agreement, the Institution and Investigator shall
within sixty (60) days refund Study Sponsor for any
amounts paid in excess of payments to which the
Institution and Investigator were entitled under this
Agreement.

3.3 Study Sponsor will not pay Institution and
Investigator for any Study Subject whose enrollment
in the Study materially deviates from the Protocol’s
eligibility criteria or from whom data cannot be
analyzed because of material Protocol deviations,
lack of proper records or incomplete, uncorrected or
unverifiable CRFs. Non-emergency additional tests
or services (i.e., those tests or services not required
by the Protocol or performed in excess of Protocol
requirements) shall not be compensable hereunder
without the prior written consent of Study Sponsor.

3.4 The Institution and Investigator acknowledge
and agree that the amounts payable under this
Agreement represent the fair market value of the
covered costs associated with the Study at
Institution and no part of any consideration paid
hereunder is a prohibited payment for the
recommending or arranging for the referral of
business or the ordering of items or services; nor
are the payments intended to induce illegal referrals
of business.

4. CONFIDENTIALITY

4.1 Obligations and Exclusions

4.1.1 During the term of this Agreement,
Institution, Investigator and Study Staff may develop,
become aware of or have access to Confidential
Information. Institution and Investigator agree that,
as between the Parties, Study Sponsor is and shall
at all times remain the sole and exclusive owner of

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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RozpoCet méze byt upraveny len po
predchadzajucom pisomnom suhlase zmluvnych
stran. Zdravotnicke zariadenie a skusajuci vyhlasuju
a zaru€uju, Ze nebudu Ziadat platbu alebo
akceptovat nahradu od akejkolvek tretej strany za
naklady a/alebo vydavky zaplatené zadavatefom
Studie alebo spolo¢nostou IQVIA, vratane, ale nie
vyluéne, liecby/vyhodnotenia, procedur a/alebo
lieku/ zasoby.

3.2 Ak déjde k ukonceniu tejto zmluvy, celkové
sumy, ktoré ma zaplatit zadavatel studie podfa tejto
zmluvy, budu spravodlivo rozdelené za skutoCne
vykonanu pracu pred datumom ukonlenia. Po
dokongeni Studie alebo pred€asnom ukonceni tejto
zmluvy zdravotnicke zariadenie a skuSajuci vratia
zadavatelovi Studie do Sestdesiatich (60) dni vSetky
sumy zaplatené nad ramec platieb, na ktoré mali
zdravotnicke zariadenie a skusSajuci narok podla
tejto zmluvy.

3.3 Zadavatel Studie nezaplati zdravotnickemu
zariadeniu a sku$ajucemu za ziadny subjekt Studie,
ktorého zapisanie do $tudie sa podstatne odchyluje
od kritérii opravnenosti protokolu alebo od ktorych
nemozno analyzovat udaje z dovodu zavaznych
odchylok od protokolu, chybajucich riadnych
zaznamov alebo neuplnych, neopravenych alebo
neoveritelnych CRF. Dodatocné testy alebo sluzby,
ktoré nie su naliehavé, (t. j. tie testy alebo sluzby,
ktoré protokol nevyzaduje alebo su vykonavané nad
ramec poziadaviek protokolu), nebudi podfa tohto
dokumentu kompenzované bez predchadzajuceho
pisomného suhlasu zadavatela Studie.

3.4 Zdravotnicke =zariadenie a sku$ajuci beru
na vedomie a suhlasia s tym, Ze sumy splatné podla
tejto zmluvy predstavuju spravodlivu trhovd hodnotu
krytych  nakladov  spojenych  so  Studiom
v zdravotnickom zariadeni a ziadna Cast akejkolvek
odmeny zaplatenej podla tejto zmluvy nie je
zakazanou platbou za odporucanie alebo
sprostredkovanie odporu€ania obchodu alebo
objednavania poloziek alebo sluzieb; ani platby nie
si urCené na podnecovanie nezakonného
sprostredkovania obchodu.

4. DOVERNE INFORMACIE

4.1. Povinnosti a zavazky

4.1.1 Pocas platnosti tejto zmluvy moze
zdravotnicke zariadenie, skuSajuci a Studijny
personal rozvijat, zoznamit sa s dbévernymi

informaciami alebo mat k nim pristup. Zdravotnicke
zariadenie a skuSajuci suhlasia s tym, ze medzi
zmluvnymi stranami, zadavatel Studie je a vzdy
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Confidential Information. Site and Site’'s personnel,
including Study Staff shall not:

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

(i) disclose Confidential Information to any third
party, except as permitted by this Section 4 or by
Section 6 “Publication Rights”, or as authorized
in writing by the Study Sponsor.

To the extent Institution discloses Confidential
Information to a third party, Institution shall ensure
that such third party complies with the confidentiality
obligations described in this Section 4. To protect
Confidential Information, Site agrees to:

limit dissemination of Confidential Information to
only those Study Staff having a need to know
for purposes of performing the Study and who
are bound by written obligation under this
Agreement ;

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

(i) use reasonable measures to protect

Confidential Information from disclosure.

@

4.1.2 Nothing herein shall limit the right of Institution
to disclose Study Data as permitted by Section 6
“Publication Rights”.

4.1.3 The obligations of non-disclosure and non-
use under this Agreement will not apply to any
portion of Confidential Information that Institution or
Investigator can demonstrate by competent proof:

0] are or become generally known to the public
at the time of or after disclosure by or on behalf of
Study Sponsor other than through wrongful acts or
omissions attributable to Institution, Investigator, or
the Study Staff;

(ii) are in the possession of Institution,
Investigator or the Study Staff prior to disclosure by
or on behalf of Study Sponsor from sources other
than Study Sponsor that did not have an obligation
of confidentiality to Study Sponsor; or

(iii) have been independently developed by
Institution, Investigator or the Study Staff without

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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zostane jedinym a vyhradnym vlastnikom dévernych
informacii. Pracovisko sku$ania ajeho personal,
vratane personalu skusania nesmu:

@
(ii)

pouzivat déverné informacie na iné ucely, nez je
vykonanie skusania alebo

odovzdavat dbverné informacie akejkolvek tretej
strane, okrem pripadov povolenych v tomto
Clanku 3 alebo v ¢lanku 6 ,Prava na
publikovanie”, ak je to pozadované pravnymi
predpismi alebo kontrolnymi Uradmi alebo na
zaklade pisomného povolenia odovzdavajucej
zmluvnej strany.

V rozsahu, v akom zdravotnicke zariadenie zverejni
doéverné informacie tretej strane, zabezpedi, aby
takato tretia strana dodrziavala zavazky dévernosti
opisané v tejto Casti 4. Na ochranu ddvernych
informacii pracovisko suhlasi s tym, ze aby chranilo
doverné informacie, zavazuje sa pocas skusania:
(i) obmedzit Sirenie doévernych informacii len na
ten personal skuSania, ktory ich potrebuje
poznat na ucely vykonania sku$ania; a ktory je
viazany pisomnym zavazkom vyplyvajucim z
tejto zmluvy;

(i) informovat personal skusania, ktory dostane
doéverné informacie, o dévernej povahe tychto
informacii a

(i) pouzit primerané opatrenia na ochranu

dbévernych informacii pred odhalenim.

4.1.2 Ni¢ z toho, ¢o je uvedené v tomto odseku
neobmedzuje pravo zdravotnickeho zariadenia
odovzdavat udaje skuSania spésobom, povolenym
podla ¢lanku 6 ,Prava na publikovanie®.

4.1.3 Povinnosti nezverejfiovania
a nepouzivania podfa tejto zmluvy sa nebudu
vztahovat na Ziadnu &ast ddévernych informacii,
ktoré méze zdravotnicke zariadenie alebo skusajuci
preukazat kompetentnym dokazom:

(i) su alebo sa stanu vSeobecne znamymi verejnosti
v Case alebo po zverejneni zo strany zadavatela
Studie alebo v jeho mene, inak ako prostrednictvom
protipravnych ¢inov alebo opomenuti, ktoré mozno
pripisat zdravotnickemu zariadeniu, skusajucemu
alebo personalu Studie;

(i) su vo vlastnictve zdravotnickeho zariadenia,
skudajuceho alebo personalu Studie pred ich
zverejnenim zadavatelom Studie alebo v jeho mene
zinych zdrojov, nez je zadavatel Studie, ktory nemal
povinnost’ zachovavat dévernost voci zadavatelovi
Studie; alebo

(i)  boli nezavisle vyvinuté zdravotnickym
zariadenim, skuSajucim alebo personalom Studie
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use, reference to or reliance upon Confidential
Information.

4.2 Compelled Disclosure

In the event that Institution or Investigator receives
an order or requirement of a court, administrative
agency, or other government body seeking to
compel disclosure of any Confidential Information,
then Institution and/or Investigator shall provide
Study Sponsor with prompt written notice so that
Study Sponsor may seek a protective order or other
appropriate remedy and Institution and Investigator
shall cooperate with Study Sponsor in connection
therewith. In the event that such protective order or
other remedy is not obtained, the Institution and
Investigator 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.

4.3 Return or Destruction

Upon termination or expiration of this Agreement or
upon any earlier written request by Study Sponsor
at any time, Site shall return to Study Sponsor, or
destroy, at Study Sponsor’s option, all Confidential
Information other than Medical Records and Study
Data.

4.4 Survival

This Section 4 “Confidentiality” shall survive
termination or expiration of this Agreement for ten
(10) years.

5. INTELLECTUAL PROPERTY

5.1. Pre-Existing Intellectual Property

Pre-Existing Intellectual Property are, and shall
remain, the separate property of Study Sponsor and
the Institution and are not affected by this
Agreement. No Party shall have any claims to or
rights in any Pre-existing Intellectual Property of
another, except as may be otherwise expressly
provided in any other written agreement between
them.

5.2. Assignment of Inventions
Study Sponsor shall own all Inventions.

5.3. Assignment of inventions

Site shall, and shall cause Study Staff to, disclose
all Inventions promptly and fully to Study Sponsor in
writing, and Institution, on behalf of itself and Study
Staff, hereby assigns, and to the extent such present
assignment is not possible, agree to assign, to Study
Sponsor all of their rights, title and interest in and to

bez pouzitia, odkazu alebo spoliehania sa na
doverné informacie.

4.2 . Vynutené odovzdanie

V pripade, Ze =zdravotnicke zariadenie alebo
skusajuci dostane od tretej strany vyrozumenie,
ktorym sa bude snazit vynutit si odovzdanie
akejkolvek dovernej informacie, prijemca
vyrozumenia bude o tom zadavatefa okamzite
pisomne informovat, aby mohol zadavatel poziadat
0 ochranny sudny prikaz alebo iny vhodny opravny
prostriedok. V pripade, Ze sa takyto ochranny sudny
prikaz alebo iny vhodny opravny prostriedok ziskat
nepodari, musi prijemca vyrozumenia poskytnut len
ta Cast dovernych informacii, ktorej odovzdanie je
pozadované podfa pravnych predpisov a musi
poZadovat, aby sa s tymito informaciami
zaobchadzalo ako s dévernymi.

4.3. Vrétenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skorSej
pisomnej poziadavke zadavatela, pracovisko
skuSania podfa rozhodnutia zadavatela vrati
zadavatelovi alebo zlikviduje vSetky dbéverné
informacie, okrem Udajov skisania.

4.4 Pretrvanie

Platnost tohto ¢&lanku 4 ,Dbéverné informacie”
pretrva desat (10) rokov po vypovedani alebo
vyprsani tejto zmluvy.

5. DUSEVNE VLASTNIiCTVO

5.1 Existujuce dudevné vlastnictvo

Vopred existujuce duSevné vlastnictvo je a zostane
samostatnym  vlastnictvom  sponzora  Studie
a zdravotnickeho zariadenia a tato zmluva ho nijako
neovplyviuje. Ziadna zmluvna strana nebude mat
Ziadne naroky ani prava na akékolvek uz existujuce
duSevné vlastnictvo inej strany, pokial nie je
vyslovne uvedené inak v akejkolvek inej pisomnej
dohode medzi nimi.

5.2. Zadanie vynalezov
Zadavatel je vlastnikom v8etkych vynalezov.

5.3. Postupenie vynalezov

Pracovisko skuSania odovzda a zabezpedi, aby aj
jeho  personal odovzdal vSetky vynalezy
zadavatelovi urychlene, v plnej miere
a v pisomnej forme a zdravotnicke zariadenie vo
svojom mene aVv mene svojho personalu tymto
postupuje zadavatelovi vSetky svoje prava, naroky

Inventions, including all patents, and other a podiely na vSetkych vynalezoch, vratane vSetkych
intellectual property rights therein and all rights of patentov, autorskych prav alebo inych prav
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action and claims for damages and benefits arising
due to past and present infringement of said rights.
Upon the request, and at the expense, of Study
Sponsor, Site shall cooperate and assist Study
Sponsor by executing, and causing Study Staff to
execute, all documents reasonably necessary for
Study Sponsor to secure and maintain Study
Sponsor’s ownership rights in Inventions.

5.3 License

Study 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 4 “Confidentiality”, for internal, non-
commercial research and for educational purposes.

5.4 Patent Prosecution

Study Sponsor shall have the sole right to prepare,
file, prosecute, maintain, enforce and defend all
patent applications and patents that claim or disclose
the Inventions. Site shall cooperate, at Study
Sponsor’s request and expense, with Study Sponsor
in such activities.

5.5 Survival
This Section 5 “Intellectual Property” shall survive
termination or expiration of this Agreement.

6. PUBLICATION RIGHTS

6.1. 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 6
(Publication Rights). Subject to the terms of Section
6.2 (Multi-Center Clinical Trial Publications),.
Institution and Investigator agree to submit any
proposed publication or presentation to Study
Sponsor for review at least forty-five (45) days prior
to submitting any such proposed publication to a
publisher or proceeding with such proposed
presentation. Within thirty (30) days of its receipt,
Study 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. Study 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 Study Sponsor to

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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duSevneého vlastnictva v nich obsiahnutych a vSetky
prava na sudne stihanie a Zalovanie vSetkych skéd
a vSetkého prospechu, ktory vznikne na zaklade
minulého alebo su€asného porusenia tychto prav.
Pracovisko skuSania bude so zadavatefom
spolupracovat tym, Zze podpiSe a zabezpeci, aby aj
jeho personal podpisal vsetky dokumenty
primerane  potrebné pre zadavatefa na
zabezpecenie a udrzanie si vlastnickych prav na
vSetky vynalezy.

5.3. Licencia

Zadavatel tymto zdravotnickemu zariadeniu
udeluje trvall, nevyhradnu, neprenosnu, vyplatenu

licenciu, bez prava udelovat sublicencie, na
pouzitie vynalezov, pod podmienkou splnenia
povinnosti uvedenych v ¢lanku 4 ,Dbéverné

informacie”, na interny nekomerény vyskum a na
vzdelavacie ucely.

5.4 Pravna ochrana patentov

Pracovisko skuSania bude so zadavatelom
na jeho poziadavku a naklady spolupracovat’ pri
priprave, podavani, sudnom stihani a udrziavani
vSetkych Ziadosti o patent a patentov na vynalezy.
Pracovisko bude na zZiadost a naklady zadavatela
Studie pri takychto &innostiach spolupracovat so
zadavatelom Studie.

5.5 Pretrvanie

Platnost tohto ¢lanku 4 ,DuSevné vlastnictvo®
pretrva vypovedanie alebo vyprSanie tejto zmluvy.

6. PRAVA NA PUBLIKOVANIE

6.1. Publikovanie a odovzdavanie

Zdravotnicke zariadenie a skuSajuci maju pravo
zverejnit  alebo prezentovat vysledky ¢&innosti
zdravotnickeho zariadenia a skusajuceho,
vykonavanych podfa tejto zmluvy, vratane udajov
zo Studie, len v sulade s poZiadavkami tejto Casti 6
(Prava na publikovanie). V sulade s podmienkami
Casti 6.2 (Publikacie o multicentrickych klinickych
Studiach). Zdravotnicke zariadenie a skusSajuci
suhlasia s tym, ze kazdu navrhovanu publikaciu
alebo prezentaciu predlozia zadavatelovi Studie na
posudenie najmenej Styridsatpat (45) dni pred
predloZzenim akejkolvek navrhovanej publikacie
vydavatelovi alebo pred pokraCovanim v
navrhovanej prezentécii. Do tridsiatich (30) dni od
ich prijatia zadavatel Studie pisomne informuje
zdravotnicke zariadenie a/alebo skusajuceho podla
okolnosti, o akychkolvek informéaciach v nich
obsiahnutych, ktoré su dévernymi informaciami
(inymi ako udaje Studie) alebo ktoré mézu zhorsit
dostupnost  patentovej ochrany  vynalezov.
Zadavatel Studie ma pravo poziadat zdravotnicke
zariadenie alalebo skuSajuceho, aby odstranil
konkrétne identifikované déverné informacie (iné
ako Uudaje Studie) a/alebo odloZit navrhovanu
publikaciu alebo prezentaciu o dalSich Sestdesiat
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seek patent protection for Inventions, and Institution
and Investigator shall comply.

6.2. Multi-Center Publications

As the Study is part of the Multi-Center Clinical Trial,
Institution and Investigator shall not, without the
Study Sponsor’s prior  written consent,
independently publish, present or otherwise
disclose any results, or portions thereof, or
information  pertaining to Institution's and
Investigator’s activities conducted under this
Agreement until the Multi-Center Clinical Trial
publication is published; provided, however, that if
the Multi-Center Clinical Trial publication is not
published within eighteen (18) months after
completion of the Multi-Center Clinical Trial and
receipt by Study Sponsor of the data from all sites or
any earlier termination of the Multi-Center Clinical
Trial, 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 6.1
“Publication and Disclosure”.

6.3. Confidentiality of Unpublished Data

Institution and Investigator acknowledge and agree
that Study Data that is not published, presented or
otherwise disclosed in accordance with Section 6.1
(Publication and Disclosure) or Section 6.2 (Multi-
Center Clinical Trial Publications) (“Unpublished
Data”) remains within the definition of Confidential
Information, and Institution and Investigator shall
not, and shall ensure that Study Staff does not,
disclose Unpublished Data in whole or in part to any
third party or in any form.

6.4. Media Contacts

Institution and Investigator shall not and shall ensure
that Study Staff and other personnel do not engage
in public presentations, news releases, articles,
interviews, other contacts with the media, or other
method of communication with the general public
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 Study Sponsor.
This provision does not prohibit publication or
presentation of Study Data in accordance with this
Section 6 (Publication Rights).

6.5. Use of Name, Registry and Reporting

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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(60) dni, aby umoznil Sponzorovi §tudie poziadat o
patentovu ochranu pre vynalezy
a zaroven zdravotnicke zariadenie a skusajuci
musia danej poziadavke vyhoviet.

6.2. Multicentrické publikacie

Kedze Studia je su€astou multicentrického
klinického skuSania, zdravotnicke zariadenie a
skusajuci nesmu bez predchadzajuceho
pisomného suhlasu sponzora $tudie nezavisle
publikovat, prezentovat ani inak zverejfiovat Ziadne
vysledky alebo ich Casti alebo informacie tykajuce
sa Cinnosti  zdravotnickeho  zariadenia a
skuSajuceho. Podla tejto zmluvy, kym nebude
zverejnena publikacia  Multicentrické  Kklinické
skuSanie ; avSak za predpokladu, ze ak publikacia
Multicentrického  klinického skuSania nebude
zverejnena do osemnastich (18) mesiacov po
ukon&eni multicentrického klinického skusSania a
prijati Udajov zo vSetkych pracovisk sponzorom
Studie alebo po akomkolvek skorSom ukonceni
multicentrického  klinického skuSania centra,
zdravotnicke zariadenie a sku$ajuci majua pravo
zverejnit a prezentovat vysledky Cinnosti
zdravotnickeho  zariadenia a  skuSajuceho
vykonavanych podla tejto zmluvy, vratane udajov
zo Studie, vyluéne v sulade s ustanoveniami Casti
6.1 ,Publikovanie a odovzdavanie®.

6.3. Dévernost nepublikovanych udajov
Zdravotnicke zariadenie a skuSajaci  beru
na vedomie a suhlasia s tym, ze daje Studie, ktoré
nie su zverejnené, prezentované alebo inak
zverejnené v sulade s bodom 6.1 (Publikovanie a
odovzdavanie) alebo vsulade s bodom 6.2
(Multicentrické publikacie) (,nepublikované udaje ),
zostavaju v ramci definicie Doverné informacie.
Zdravotnicke zariadenie a skuSajuci zabezpedia,
aby pracovnici Studie nezverejnili nezverejnené
Udaje uplne alebo CiastoCne ziadnej tretej strane
alebo v akejkolvek forme.

6.4. Kontakt s médiami

Zdravotnicke zariadenie a skuSajuci sa nebudu
zaoberat a zabezpedia, aby sa Studijny personal a
daldi jeho pracovnici nezapajali do verejnych
prezentacii, tlaovych sprav, ¢lankov, rozhovorov
alebo inych kontaktov s médiami alebo inym
spésobom komunikacie so Sirokou verejnostou
vratane, ale nie vyluéne, do novin, radia, televizie a
internetu, tykajuce sa Studie, vyskumného produktu,
vynalezov alebo udajov Studie bez
predchadzajuceho pisomného suhlasu zadavatela
Studie. Toto ustanovenie nezakazuje zverejfiovanie
alebo prezentaciu udajov o $tudii v sulade s danym
bodom 6 (Prava na publikovanie).

6.5. Pouzitie mien a nazvov, reqistracia a spravy zo
skuUSania
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No Party hereto shall use any other Party’s name in
connection with any advertising, publication or
promotion without prior written permission, except
that the Study Sponsor and its representatives and
designees, including IQVIA may use the Site’s name
in Study or Multi-Center Clinical Trial publications
and communications, including clinical trial websites
and Study and Multi-Center Clinical Trial
newsletters. Study Sponsor will register the Study
with a public clinical trials registry in accordance with
Applicable Laws and will report the results of the
Multi-Center Clinical Trial publicly when and to the
extent required by Applicable Laws.

6.6. Survival
This Section 6 “Publication Rights” shall survive
termination or expiration of this Agreement.

7. PERSONAL DATA

The Parties 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.

8. INSURANCE

Study Sponsor represents, warrants and covenants
that it has, or will obtain, and will maintain, products
liability/clinical trials insurance coverage sufficient to
cover its obligations in this Agreement. Study
Sponsor will provide written evidence of such
insurance to Institution upon request.

9. INDEMNITY

9.1 Indemnification by Study Sponsor

Study Sponsor agrees to indemnify, defend and hold
harmless Institution, its directors, officers,
employees, Study Staff (including Investigator) and
agents (collectively, the “Institution Indemnitees”)
against any third party claims, including reasonable
attorney’s fees for defending those claims (each, a
“Claim”), to the extent a Claim arises out of or relates
to (a) any theory of product liability concerning the
Investigational Product; or (b) any side-effect or
adverse reaction, illness or injury directly resulting
from (i) use of the Investigational Product in the
Study, or (i) a properly performed procedure
specified in the Protocol that the Study Subject would
not have undergone but for such Study Subject’s
participation in the Study. The foregoing indemnity
will not apply to the extent a Claim arises out of or

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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Ziadna zo zmluvnych stran nepouzije nazov druhej
zmluvnej strany ani nazov zadavatela v suvislosti s
reklamou, publikovanim alebo propagaciou bez
predchadzajuceho pisomného povolenia; zadavatel
a spoloCnost IQVIA v8ak mézu pouzivat nazov
pracoviska skuSania v publikaciach zo skuSania

av medialnej komunikacii, vratane webovych
stranok  venovanych  klinickym  skuSaniam
atlaovych oznameni o sku$ani. Zadavatel

zaregistruje skusanie vo verejnom registri klinickych
skusani v sulade s platnymi pravnymi predpismi
a zverejni spravu z vysledkov sku$ania v takom
termine arozsahu, vakom to pozaduju platné
pravne predpisy.

6.6. Pretrvanie
Platnost’ tohto ¢lanku 6 ,Pravo na publikovanie”
pretrva vypovedanie alebo vypr3anie tejto zmluvy.

7. OSOBNE UDAJE

Pri spracovavani osobnych udajov v tom zmysle,
vakom su definované v platnych pravnych
predpisoch o0 ochrane sukromia alebo osobnych
Udajov, sa pracovisko skusania a spolo¢nost IQVIA
zavazuju dodrziavat vSetky takéto platné pravne
predpisy o0 ochrane sukromia alebo osobnych
udajov.

8. POISTENIE

Zadavatel Studie vyhlasuje, zaruCuje a zavazuje sa,
Zze ma alebo ziska a bude udrziavat poistenie
zodpovednosti za  produkty/klinické  skusky
dostato€né na pokrytie jeho zavazkov v tejto
dohode. Zadavatel Studie poskytne zdravotnickemu
zariadeniu na poziadanie pisomny dbkaz o takomto
poisteni.

9. ODSKODNENIE

9.1 OdSkodnenie zo strany zadavatefa S$tudie
Zadavatel Studie suhlasi s tym, Zze odSkodni, bude
branit a chranit zdravotnicke =zariadenie, jej
riaditefov, uradnikov, zamestnancov, zamestnancov
Studie (vratane skuSajuceho) a agentov (spolocne
,od8kodnovanie zdravotnickeho zariadenia®) voci
akymkolvek narokom tretich stran, vratane
primeranych poplatkov za pravne sluzby za
obhajobu tychto narokov. (kazdy, ,Narok®), v
rozsahu, v akom Narok vznika z alebo sa tyka (a)
akejkolvek tedrie zodpovednosti za vyrobok tykajuci
sa skudobného produktu; alebo (b) akykolvek
vedlajsi ucinok alebo neziaduca reakcia, choroba
alebo zranenie priamo vyplyvajice z (i) pouzitia
skuSobného produktu v Stadii alebo (ii) riadne
vykonaného postupu Specifikovaného v protokole,
ktory by subjekt Studie nepodstupil, ak by sa takyto
ucastnik Studie zucastnil na Studii. VysSie uvedené
odSkodnenie sa nebude uplathovat v rozsahu,
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relates to an Institution Indemnitee’s (A) negligence
or willful misconduct; (B) failure to adhere to the
terms of the Protocol or any written instructions from
Study Sponsor or IQVIA; or (C) failure to adhere to
the terms of this Agreement.

9.2 Indemnification by Institution

To the extent not prohibited by Applicable Law,
Institution agrees to indemnify, defend and hold
harmless Study Sponsor, its collaborators, affiliates
and its directors, officers, employees and agents
(collectively, the “Study Sponsor Indemnitees”)
against any Claim to the extent such Claim arises out
of or relates to an Institution Indemnitee’s (a)
negligence or willful misconduct of the Institution; (b)
failure to adhere to the terms of the Protocol, or any
written instructions from Study Sponsor or IQVIA; or
(c) failure to adhere to the terms of the Agreement.

9.3 Indemnification Procedure

A Party must notify the indemnifying Party within
thirty (30) days of receipt of any Claim made for
which the other Party might be liable under Section
9.1 ,above, as the case may be. The indemnifying
Party will have the sole right to defend, negotiate,
and settle such Claim. The indemnified Party will be
entitled to participate in the defense of such matter
and to employ counsel at its expense to assist in
such defense; provided, however, that the
indemnifying Party will have final decision-making
authority regarding all aspects of the defense of the
Claim. The Party seeking indemnification will provide
the indemnifying Party with such information and
assistance as the indemnifying Party may
reasonably request, at the expense of the
indemnifying Party. Neither Party will be responsible
or bound by any settlement of any claim or suit made
without its prior written consent; provided, however,
that the indemnified Party will not unreasonably
withhold or delay such consent.

9.4 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, wilful
misconduct or breach of this Agreement by IQVIA.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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v akom narok vznikne z (A) nedbanlivosti alebo
umyselného nespravneho konania odSkodfovanej
osoby v ramci zdravotnickeho =zariadenia; (B)
nedodrzanie podmienok Protokolu alebo
akychkolvek pisomnych pokynov od zadavatela
Studie alebo IQVIA; alebo (C) nedodrzanie
podmienok tejto zmluvy.

9.2 Odskodnenie zo
zariadenia

strany _ zdravotnickeho

V rozsahu, ktory nie je zakazany prisluSsnym
zakonom, zdravotnicke zariadenie suhlasi s tym, ze
od8kodni, bude branit’ a chranit zadavatela Studie,
jeho spolupracovnikov, pridruzené spolo¢nosti a
jeho riaditelov, dradnikov, zamestnancov a agentov
(spoloCne ,odSkodhovanie zadavatela Studie®) vocCi
akémukolvek naroku, ktory vznikol €))
nedbanlivostou alebo Umyselnym nespravnym
konanim zdravotnickeho zariadenia; (b)
nedodrzanie podmienok protokolu alebo
akychkolvek pisomnych pokynov od zadavatela
Studie alebo IQVIA; alebo (c) nedodrzanie
podmienok zmluvy.

9.3 Postup odSkodnenia

Dana zmluvna strana musi do tridsiatich (30) dni od
prijatia akéhokolvek naroku, za ktory by mohla byt
druha strana zodpovedna podla Casti 9.1 podfa
okolnosti informovat’ odSkodriujicu zmluvnu stranu.
OdSkodnujuca strana bude mat vyhradné pravo
obhajovat, rokovat a urovnat takyto narok.
Odskodnovana strana bude opravnena zucastnit sa
na obhajobe takejto veci a na svoje naklady si na
pomoc pri takejto obhajobe zamestnat obhajcu;
avSak za predpokladu, Ze odsSkodriujuca strana
bude mat pravomoc kone¢ného rozhodnutia o
vSetkych aspektoch obhajoby naroku. Strana, ktora
Ziada o odSkodnenie, poskytne odSkodnujucej
strane také informacie a pomoc, aké mébze
odsSkodnujuca strana primerane pozadovat, na
naklady od$kodfujlcej strany. Ziadna zo zmluvnych
stran nebude zodpovedna ani viazana Zziadnym
urovnanim akéhokolvek naroku alebo sporu bez jej
predchadzajuceho pisomného suhlasu; avSak za

predpokladu, Ze odSkodnena strana nebude
bezdbvodne odopierat alebo odkladat takyto
suhlas.

9.4 Spoloc¢nost IQVIA

IQVIA sa vyslovne zrieka akejkolvek zodpovednosti
v suvislosti so skuSobnym produktom, vratane
akejkolvek zodpovednosti za akykolvek narok
vyplyvajuci zo stavu spdsobeného alebo udajne
spOsobeného akymikolvek Studijnymi postupmi
spojenymi s takymto produktom, okrem pripadov,
ked je takato zodpovednost  spdsobena

DOVERNE
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10. REIMBURSEMENT FOR STUDY SUBJECT INJURY.

nedbalostou, Umyselnym nespravnym konanim
alebo porusenim tejto zmluvy zo strany IQVIA.

10. NAHRADA ZA URAZ TYKAJUCA SA

Study Sponsor will reimburse Institution, at usual
and customary rates, for the reasonable and
necessary medical expenses that are incurred by
Institution for the diagnosis and treatment of (i)
adverse reactions directly resulting from use of the
Investigational Product in accordance with the
Protocol; and (ii) injuries arising directly from a Study
procedure that is required by the Protocol; provided,
that such adverse reactions or injuries are not
attributable to (A) an Institution Indemnitee’s
negligence, willful misconduct or failure to adhere to
the Protocol, any written instructions from Study
Sponsor or IQVIA; or (B) a pre-existing medical
condition of the Study Subject or his/her underlying
condition or underlying disease.

11. DEBARMENT

The Site represents and warrants that neither
Institution, Investigator, nor any Study Staff, has
been debarred, disqualified or banned from
conducting clinical trials or are under investigation by
any regulatory authority for debarment or any similar
regulatory action in any country, and the Site shall
notify Study Sponsor and IQVIA immediately if any
such investigation, disqualification, debarment, or
ban occurs.

This Section 11 “Debarment” shall survive

termination or expiration of this Agreement.

12. FINANCIAL DISCLOSURE AND CONFLICT OF

PREDMETU STUDIA.

Zadavatel Studie uhradi zdravotnickemu zariadeniu
pri obvyklych sadzbach primerané a nevyhnutné
lekarske vydavky, ktoré zdravotnickemu zariadeniu
vzniknu pri diagnostike a liecbe (i) neziaducich
reakcii priamo vyplyvajucich z pouzitia skusobného
produktu v sulade s protokolom; a (ii) zranenia
vyplyvajuce priamo z postupu Studie, ktory vyZzaduje
protokol; za predpokladu, Ze takéto neziaduce
reakcie alebo zranenia nemozno pripisat (A)

nedbalosti, Umyselnému nespravnemu konaniu
alebo  nedodrzaniu  protokolu zo  strany
odskodriovaného zdravotnickeho zariadenia,

akychkolvek pisomnych pokynov od zadavatela
Studie alebo IQVIA; alebo (B) uz existujuci zdravotny
stav subjektu Studie alebo jeholjej zakladny stav
alebo zakladné ochorenie.

11. VYLUCENIE

Pracovisko prehlasuje a zaruCuje sa, Ze Ziadne
zdravotnicke zariadenie, sku$ajuci ani Ziadny
Studijny personal neboli vylugeni, diskvalifikovani
alebo zakazani vykonavat klinické skusky, ani nie su
predmetom vySetrovania zo strany akéhokolvek
regulatného organu z dbvodu vylucenia alebo
akéhokolvek podobného regulaéného opatrenia v
akejkolvek krajine, a dané pracovisko bude
okamzite informovat’ sponzora Studie a spolo¢nost
IQVIA, ak doéjde k takémuto vySetrovaniu,
diskvalifikacii, vylu€eniu alebo zakazu €innosti.
Platnost tohto d&lanku 11 ,Vyla€enie” pretrva
vypovedanie alebo vyprdanie tejto zmluvy.

12. FINANCNE PRIZNANIA A KONFLIKT ZAUJMOV

INTEREST

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

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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12.1 Na poziadanie zadavatela alebo spolo¢nosti
IQVIA sa pracovisko skuSania zavazuje urychlene
odovzdat spolo¢nosti IQVIA financné priznanie
a prehlasenie o konflikte zaujmov za kazdého
uvedeného alebo identifikovaného skuSajuceho
alebo spoluskusajuceho, priamo zapojeného do
lie€by alebo vyhodnocovania subjektov skuSania,
vyplnené a podpisané tymito skuSajucimi alebo
spoluskusajucimi, kde budu uvedené vSetky
relevantné finanéné zaujmy tychto skuSajucich
alebo spoluskus$ajucich ako aj ich
manzelov/manzeliek a vyzivovanych deti.
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12.2 IQVIA may withhold payments due under this
Agreement if it does not receive a completed form
from each of Investigator and any sub-investigator.

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

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

12.5 The Site further consents to the transfer of its
financial disclosure data to the United States, even
though data protection may not exist or be as
developed as in the Site’s own country.

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

13. ANTI-KICKBACK AND ANTI FRAUD

13.1 The Parties agree that Institution’s and
Investigator’s 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.

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

13.3 Institution and Investigator shall 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 Study Sponsor, and that neither
Institution nor Investigator will pay another physician
to refer subjects to the Study.

13.4 In the event that Institution or Investigator
makes any payments or transfers of value to

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

12.2 Ak spolo¢nost IQVIA nedostane vyplnené
finanéné priznania za kazdého skusSajuceho
a spoluskusajuceho, méze odmietnut poukazat
platby za skuSanie.

12.3 Pracovisko skusania zabezpeci, aby boli takéto
financné priznania podla potreby  vé&as
aktualizované tak, aby bola zachovana ich
spravnost a uplnost po€as celého skusania a jeden
(1) rok po jeho dokongeni.

12.4 Pracovisko skuSania berie na vedomie, ze
vyplnené finanéné priznania mozu podliehat
kontrolam zo strany Statnych a kontrolnych uradov,
zadavatela, spolocnosti IQVIA a ich zastupcov a s
takouto kontrolou suhlasi.

12.5 Pracovisko skuSania dalej suhlasi s prenosom
udajov finan€nych priznani do krajiny pévodu
zadavatela a do Spojenych Statov americkych, aj
ked v tychto krajinach nie je zabezpecena ochrana
osobnych udajov alebo je na nizSej urovni, nez v
domacej krajine pracoviska skusania.

12.6 Platnost tohto ¢lanku 12 ,Finanéné priznania
a konflikt zaujmov” pretrva vypovedanim alebo
vyprdanim tejto zmluvy.

13. USTANOVENIA NAMIERENE PROTI PROVizZIAM
A PODVODOM
13.1 Zdravotnicke zariadenie a skuSajuci

potvrdzuji, ze odmena, ktoru dostanu podla tejto
zmluvy, neovplyvni ich Usudok v suvislosti
s poradenstvom a starostlivostou poskytovanou
kazdému subjektu skuSania, ze tato odmena
nepresahuje spravodlivi trhovd hodnotu sluZieb,
ktoré poskytuju, aze Ziadne platby sa im
neposkytni na uéely nabadania na nakup alebo
predpisovanie akychkolvek liekov, pomécok alebo
produktov.

13.2 Ak zadavatel alebo spoloénost [QVIA
bezplatne poskytne akykolvek produkt alebo
polozku na pouzitie v skuSani, zdravotnicke
zariadenie a skusajuci sa zavazuju neuctovat tieto
bezplatné produkty alebo polozky ziadnemu
subjektu skusania, poistovni, Statnemu uradu ani
akejkolvek inej tretej strane.

13.3 Zdravotnicke zariadenie a sku$ajuci nebudu
uctovat’ Ziadnemu subjektu Studie, poistovatelovi
ani vladnej agenture za Ziadne navstevy, sluzby
alebo vydavky vzniknuté polas Studie, za ktoré
dostali kompenzaciu od IQVIA alebo sponzora
Studie, a ze ani zdravotnicke =zariadenie, ani
skusajuci nezaplatia inému lekarovi za odporucanie
subjektov do Studie.

13.4 V pripade, ze zdravotnicke zariadenie alebo
skusajuci uskutocni akékolvek platby alebo prevody
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healthcare providers or healthcare organizations in
connection with this Agreement, Institution and
Investigator will track such payment information and
report it to Study Sponsor and/or IQVIA in the
timeframe and format as reasonably requested by
Study Sponsor and/or IQVIA. Study Sponsor has the
option to reasonably modify the scope of information
requested to ensure that it is compliant with all
reporting laws and other governmental reporting
obligations. In the event that Institution makes any
payments to a healthcare provider or healthcare
organization in connection with this Agreement,
Institution shall notify such healthcare provider or
healthcare  organization of such required
disclosures.

13.5 Institution and Investigator acknowledge and
agree that this Agreement and any related
information, including payments and other transfers
of value made hereunder to physicians, teaching

hospitals and/or other applicable healthcare
providers and the identities of said physicians,
teaching hospitals and/or other applicable

healthcare providers, may be disclosed by Study
Sponsor to third parties as required by applicable
payment disclosure laws (the "Sunshine Laws").
Under the Sunshine Laws, governmental or ethical
authorities will publish such payments and other
transfers of value and such identities on a public
website. Payments include, but are not limited to,
any and all cash and non-cash payments or
reimbursements for fees, meals and expenses. Any
disclosure made in good faith in an effort to comply
with any Sunshine Law shall not be considered a
breach of any confidentiality obligation hereunder
nor of any applicable privacy law or regulation.

13.6 The terms of this Section 13 shall survive
expiration or termination of this Agreement.

14. ANTI-BRIBERY

14.1 Institution and Investigator agree that the fees
to be paid pursuant to this Agreement represent fair
compensation for the services to be provided by
Site. Institution and Investigator represent and
warrant that payments or Items of Value received
pursuant to this Agreement or in relation to the Study
will not influence any decision that Institution, its
trustees, officers or directors, Investigator or any
Payee under this Agreement may make, as a
Government Official or otherwise, in order to assist

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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pefiazi poskytovatefom zdravotnej starostlivosti
alebo zdravotnickym organizaciam v suvislosti
s touto dohodou, zdravotnicke =zariadenie a
skusajuci budu tieto platobné informacie sledovat a
oznamia ich sponzorovi Studie a/alebo spolo¢nosti
IQVIA v Easovom ramci a vo formate ako primerane
pozaduje sponzor Studie a/alebo IQVIA. Sponzor
Studie ma moznost primerane upravit rozsah
pozadovanych informacii, aby sa zabezpecilo, ze
budu v sulade so vSetkymi zakonmi o podavani
sprav a inymi vladnymi povinnostami tykajucimi sa
podavania sprav. V pripade, Ze zdravotnicke

zariadenie uskutocni akékolvek platby
poskytovatelovi zdravotnej starostlivosti alebo
zdravotnickej organizacii v suvislosti s touto

zmluvou mal by nasledne informovat poskytovatela
zdravotnej  starostlivosti  alebo  zdravotnicku
organizaciu o] takychto pozadovanych
zverejneniach.

13.5 Zdravotnicke zariadenie a skuSajuci beru na
vedomie a suhlasia s tym, Ze tato zmluva a
akékolvek suvisiace informacie vratane platieb a
inych prevodov hodnoty uskuto¢nenych podla tejto
zmluvy lekarom, fakultnym nemocniciam a/alebo
inym  prislusnym  poskytovatefom zdravotnej
starostlivosti a totoznost uvedenych lekarov,
fakultnych nemocnic a/alebo inych prislusnych
poskytovatelov zdravotnej starostlivosti, mdbze
zadavatel Studie zverejnit tretim stranam, ako to
vyzaduju platné zakony o zverejfiovani platieb (dalej
len ,zakony Sunshine®). Podla zakonov Sunshine
budu vliadne alebo etické organy zverejfiovat takéto
platby a iné prevody hodnoty a takéto identity na
verejnej webovej stranke. Platby zahffaja, ale nie su
obmedzené na, v8etky hotovostné a bezhotovostné
platby alebo nahrady poplatkov, stravy a vydavkov.
Akékolvek zverejnenie vykonané v dobrej viere v
snahe dodrzat akykolvek zakon Sunshine sa
nebude povazovat za poruSenie Ziadnej povinnosti
zachovavat dbévernost podfa tejto zmluvy ani
akéhokolvek platného zakona alebo nariadenia o
ochrane sukromia.

13.6 Podmienky tejto €asti 13 zostanu v platnosti aj
po skonéeni platnosti alebo ukon&eni tejto zmluvy.

14. USTANOVENIA NAMIERENE PROTI UPLATKARSTVU

14.1  Zdravotnicke zariadenie a skuS3ajuci
potvrdzuju, Ze poplatky, ktoré maju byt vyplatené
podla tejto zmluvy, predstavuju spravodlivi odmenu
za sluzby, ktoré ma poskytnut’ pracovisko skusania.
Zdravotnicke zariadenie a skuSajuci vyhlasuju
a zaruCuju sa, ze platby a hodnotné veci, ktoré
dostanu podra tejto zmluvy v stvislosti so skusanim,
neovplyvnia ziadne rozhodnutie, ktoré zdravotnicke
zariadenie, skusajuci a ktorykolvek z ich vlastnikov,
riaditelov, zamestnancov, zastupcov, poradcov
alebo prijemcov platieb podfa tejto zmluvy médze
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Study Sponsor or IQVIA to secure an improper
advantage or obtain or retain business.

14.2 Institution and Investigator shall comply with all
applicable anti-corruption laws, rules, regulations
and decrees. Institution and Investigator agree to
fully cooperate with all efforts of the Study Sponsor
and IQVIA inquiring into the Institution’s and
Investigator’s operations in order to satisfy the Study
Sponsor’s and IQVIA’s obligations under the United
States Foreign Corrupt Practices Act, as amended,
the UK Bribery Act and any implementing legislation
under the OECD Convention Against Bribery of
Foreign Government Officials in International
Business Transactions. Institution and Investigator
agree not to solicit, request, or agree to receive or
accept, either directly or indirectly, anything of value,
including any financial or other advantage, that is
intended to or designed in any way to induce or
reward the improper performance by the Institution
or Investigator of any function or activity in
connection with the Study. Institution and
Investigator further agree not to accept or pay, give,
offer or promise to pay or give, directly or indirectly,
any money or anything of value to any government
official or employee thereby inducing that person to
do or omit doing any act in violation of his or her
lawful duty, securing an improper advantage, or
influencing such official to use his influence with the
government to effect or influence the decision of
such government, in order to assist the Study
Sponsor and IQVIA in obtaining or retaining
business.

14.3 Site further represents and warrants that Site,
its trustees, officers or directors, Investigator, Study
Staff or any Payee under this Agreement, will not
assist Study Sponsor or IQVIA to secure an improper
advantage or obtain or retain business, directly or
indirectly pay, offer or promise to pay, or give any
Items of Value to any person or entity for purposes
of (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.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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prijat ako Statny predstavitel alebo v inej funkcii, aby
pomohol zadavatelovi alebo spolo¢nosti IQVIA
zabezpedit si nenalezitd vyhodu alebo ziskat Ci
udrzat’ si obchodné prilezitosti.

14.2 Zdravotnicke zariadenie a skuSajuci musia
dodrziavat vSetky platné protikorupéné zakony,
pravidld, nariadenia a vyhladky. Zdravotnicke
zariadenie a skuSajuci suhlasia, Zze budu plne
spolupracovat so vsetkymi snahami zadavatela
Studie a IQVIA pri  vySetrovani operacii
zdravotnickeho zariadenia a skusajuceho, aby
splnili zavazky zadavatela Studie a IQVIA podla
zakona USA o zahraniénych korupénych praktikach
v zneni neskorSich predpisov, zakona o uplatkoch
Spojeného kralovstva a akékolvek vykonavacie
pravne predpisy podla Dohovoru OECD proti
podplacaniu zahrani¢nych vladnych dradnikov v
medzinarodnych obchodnych transakciach.
Zdravotnicke zariadenie a skusajuci suhlasia s tym,
ze nebudu ziadat, pozadovat alebo suhlasit s
prijimanim, &i uz priamo alebo nepriamo, ¢okolvek
hodnotného, vratane akejkolvek finanénej alebo inej

vyhody, ktora je urCena alebo navrhnuta
akymkolvek  spbsobom podnecovat  alebo
odmenovat  nespravny vykon zo  strany

zdravotnickeho zariadenia alebo sku$ajuceho,
akukolvek funkciu alebo cinnost v suvislosti so
Studiou. Zdravotnicke zariadenie a skuSajuci dalej
suhlasia s tym, Ze neprijmu ani nezaplatia,
neposkytnu, neponuknu ani neslubia, ze zaplatia
alebo neposkytnu, priamo ¢&i nepriamo, ziadne
peniaze alebo <&okolvek hodnotné Ziadnemu
vladnemu uradnikovi alebo zamestnancovi, &im
budu tuto osobu nutit, aby urobila alebo opomenula
vykonat akykolvek ¢&in v rozpore so svojou
zdkonnou povinnostou na zabezpec€enie nenaleZitej
vyhody alebo ovplyviiovanie takéhoto uradnika, aby
vyuzil svoj vplyv na vladu na uskuto€nenie alebo
ovplyvnenie rozhodnutia takejto vlady s cielom
poméct zadavatelovi Studie a spolo¢nosti IQVIA pri
ziskani alebo udrzani obchodu.

14.3 Zdravotnicke zariadenie a skusajuci vyhlasuju
a zarucuju sa, 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 spolo€nosti
IQVIA pomohol zabezpeit si nenaleZiti vyhodu
alebo ziskat ¢€i udrzat si obchodné prilezitosti,
priamo ani nepriamo platit, ponukat alebo slubovat
platbu, ani nedaruje ziadnu hodnotnu vec ziadnej
fyzickej alebo pravnickej osobe na ucely (i)
ovplyvnenia akéhokolvek ukonu alebo rozhodnutia,
(i) nabadania takejto fyzickej alebo pravnickej

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

vyhody alebo (iv) nabadania takejto fyzickej alebo
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14.4 In addition to other rights or remedies under this
Agreement or at law, Study Sponsor and/or IQVIA
may terminate this Agreement if Site breaches any
of the terms contained in this Section or if IQVIA or
Study Sponsor learns that improper payments are
being or have been made to or by Institution or
Investigator or any individual or entity acting on its or
their behalf.

15. TERM & TERMINATION

This Agreement will become effective on the date on
which it is last signed by the parties (the “Effective
Date”) and shall continue until completion or until
terminated in accordance with this Section 15 “Term
& Termination”. The Agreement shall enter into force
on the day following the day of its publication in the
Central Register of Contracts.

15.2. Termination

This Agreement may be terminated (a) by any Party
immediately upon written notice to the other Parties
if necessary to protect the safety, health or welfare
of Study Subjects; or (b) by Study Sponsor and
IQVIA, (i) immediately upon written notice to the
other Parties if a suitable replacement for the
Investigator is not found, as set forth under Section
2.4 (Duties of Investigator) or (ii) upon thirty (30)
days prior written notice to the Institution. In addition,
any Party (the “Non-Breaching Party”) may
terminate this Agreement for a material breach of a
provision of this Agreement by another Party (the
“Breaching Party”) if such breach is not cured within
thirty (30) days following the Breaching Party’s
receipt of written notice of such breach from the Non-
Breaching Party.

15.3 Termination by Study Sponsor

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

pravnickej osoby, aby ovplyvnila nejaky ukon alebo
rozhodnutie Statneho Uradu alebo iného organu
viady.

14.4 Okrem inych prav a opravnych prostriedkov
podla tejto zmluvy alebo podfa zakona, mbze
spolo€nost  IQVIA tuto zmluvu vypovedat, ak
pracovisko skuSania porusi niektoré z vyhlaseni a
zaruk obsiahnutych v tomto ¢&lanku, alebo ak sa
spolocnost IQVIA alebo zadavatel dozvie, Zze
zdravotnicke zariadenie alebo skuSajuci 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
spoloc¢nosti prijali.

15. DOBA PLATNOSTI A VYPOVEDANIE

Tato zmluva sa stava plathou od datumu
posledného podpisu zmluvnych stran (,datum
u€innosti’) a zostava platna a uc¢innd az do
splnenia alebo vypovedania podla tohto &lanku 15
,Doba platnosti a vypovedanie”. Zmluva nadobuda
ucinnost’ diilom nasledujucim po dni jej zverejnenia
v Centralnom registri zmluv.

15.2. Vypovedanie

Tdto zmluvu mbze vypovedat (a) ktorakolvek
zmluvna strana ihned po pisomnom oznameni
ostatnym zmluvnym stranam, ak je to potrebné na
ochranu bezpecnosti, zdravia alebo blaha subjektov
Studie; alebo (b) zadavatelom Studie a IQVIA, (i)
ihned po pisomnom upozorneni ostatnych
zmluvnych stran, ak sa nenajde vhodna nahrada za
skudajuceho, ako je uvedené v asti 2.4 (Povinnosti
skusajuceho) alebo (ii) tridsat' (30) dni vopred na
zaklade pisomného oznamenia zdravotnickemu
zariadeniu. Okrem toho moze ktorakolvek zmluvna
strana (dalej len ,strana, ktora neporusuje) tato
zmluvu vypovedat z dévodu zavazného poruSenia
ustanovenia tejto zmluvy inou zmluvnou stranou
(dalej len ,strana, ktora porusila“), ak takéto
poruSenie nebude napravené do tridsiatich (30) dni
po prijati pisomného oznamenia o takomto poruseni
zo strany neporu$ujucej strany.

15.3 Ukonéenie zo strany zadavatela Studie
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This Agreement may be terminated by Study
Sponsor effective immediately for any of the
following reasons:

0] authorization and approval to conduct the
Study is withdrawn by the relevant regulatory
authority.

(ii) the Study Data support termination of the
Study for any reason, including the safety and
welfare of Study Subjects.

(iii) Study Sponsor determines, in its sole and
absolute discretion, that Institution has failed to
recruit or enroll a sufficient number of subjects for
participation in the Study.

(iv) In the event that the Institution, Investigator,
or any Study Staff is debarred or disqualified.

15.4 Effects of termination

Upon an early termination of this Agreement: (a)
Investigator will immediately stop enrolling subjects
into the Study and cease administering the
Investigational Product to Study Subjects and
conducting Study procedures on Study Subjects, to
the extent medically advisable and in cooperation
with Study Sponsor; (b) IQVIA, on behalf of Study
Sponsor, 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 five percent (5%) of this
final payment will be withheld until final acceptance
by Study Sponsor of all CRF pages and all data
clarifications issued and satisfaction of all other
applicable conditions set forth herein; (c) any funds
not due under the foregoing calculation but already
paid by IQVIA to Institution or Investigator will be
promptly returned to IQVIA; and (d) Institution and
Investigator will (i) furnish to Study Sponsor or
IQVIA, within thirty (30) days of the effective date of
termination, all Study Data, including completed or
partially completed CRFs and (ii) return or destroy all
Investigational Product and Confidential Information
in accordance with the terms of this Agreement.
Within thirty (30) days of termination of this
Agreement, Investigator will submit final written
reports to Study Sponsor as specified in the Protocol.
This Section 15.4 shall survive expiration or
termination of this Agreement.

Studie ukonéit s
ktoréhokolvek z

Tato zmluvu mdze zadavatel
okamzitou  platnostou z
nasledujucich dévodov:

(i) prislusny regulaény organ odoberie opravnenie a
suhlas na vykonanie Studie.

(i) Udaje zo studie podporuju ukonéenie $tudie z
akéhokolvek dovodu, vratane bezpecénosti a
pohody subjektov Studie.

(iif) Zadavatel studie na zaklade svojho vyhradného
a absolutneho uvazenia uréi, Ze zdravotnicke
zariadenie neziskalo alebo nezapisalo dostato¢ny
pocet subjektov na ucasti v studii.

(iv) V pripade, ze zdravotnicke zariadenie,
skusajuci alebo akykolvek Studijny personal budu
vyluceni alebo diskvalifikovani.

15.4 Uginky ukondenia

Po pred€asnom ukonéeni tejto Zmluvy: (a)
skusajuci okamzite zastavi registraciu subjektov do
Studie a prestane podavat skusobny produkt
Studijnym subjektom a vykonavat' Studijné postupy
na Studijnych subjektoch v rozsahu, ktory je z
lekarskeho hladiska prijatelny a v spolupraci so
zadavatelom Studie; (b) IQVIA v mene zadavatela
Studie uhradi kone€nu platbu za navstevy alebo
milniky riadne vykonané podfa tejto dohody v
sumach uvedenych v prilohe A; avSak za
predpokladu, ze pat percent (5 %) z tejto poslednej
platby bude =zadrzanych az do konecného
schvalenia vSetkych stranok CRF a vSetkych
vydanych objasneni Udajov zadavatelom Studie a
splnenia v&etkych ostatnych platnych podmienok tu
uvedenych; (c) akékolvek finanéné prostriedky,
ktoré nie su splatné podla predchadzajuceho
vypocCtu, ale ktoré uz spolocnost IQVIA zaplatila
zdravotnickemu zariadeniu alebo skusajucemu,
budu okamzite vratené spolo¢nosti IQVIA; a (d)
zdravotnicke zariadenie a sku$ajuci (i) poskytnu
zadavatelovi Studie alebo IQVIA do tridsiatich (30)
dni od datumu ucinnosti ukoncenia vSetky udaje
Studie vratane dokonlenych alebo CiastoCne
vyplnenych CRF a (ii) vratia alebo zniia vSetky
skumané produkty a déverné informécie v sulade s
podmienkami tejto zmluvy. Do tridsiatich (30) dni od
ukonlenia tejto zmluvy, skuSajuci predlozZi
zavereCné pisomné spravy zadavatelovi Studie, ako
je uvedené v protokole. Tato Cast 15.4 zostane v
platnosti aj po skonéeni platnosti alebo ukon&eni
tejto zmluvy.

16. MISCELLANEAOUS 16. ROZNE
16.1 Notice 16.1 Zaznam
Slovakia Clinical Trial Agreement template-INV &(priv) INST
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Any notices required or permitted to be given
hereunder shall be given in writing, shall be effective
upon receipt (or a later date specified in the notice),
and shall be delivered:

a) in person,

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

¢) by e-mail receipt confirmed, or

d) by a commercial overnight courier that
guarantees next day delivery and provides a
receipt,

and such notices shall be addressed as follows:

VSetky oznamenia pozZadované alebo povolené
podla tejto zmluvy budu vyhotovené pisomne
a doru€ené, ucinné prevzatim (alebo neskorSim
drfiom uvedenym v oznameni) a doruéené:

a) osobne;

b) doporu€enou postou s uhradenym poStovnym

a doru€enkou;
c) e-mailom ako .pdf subor alebo skenovany

dokument, alebo v inom needitovatelnom
formate s pozadovanym potvrdenim
dorudenia;

d) komercénou kuriérskou sluzbou, ktora zarucuje
doru€enie na nasledujuci den a poskytuje
potvrdenie doru€enia, a takéto oznamenia
budiu adresované nasledovne:

To Study Sponsor:
Pre zadavatefla:

Name/Nazov: Neurocrine Biosciences, Inc.
Address/Adresa: 12780 El Camino Real

San Diego, CA 92130

USA

Attn: Chief Medical Officer
Email: eroberts@neurocrine.com

With a copy to: Chief Legal Officer
Email: legal@neurocrine.com

To IQVIA
Pre spolo¢nost’ IQVIA

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

To Institution
Pre zdravotnicke zariadenie

Name/Nazov:

Fakultna nemocnica Trencin,
Address/Adresa:

Legionarska 28, 911 71 Trencin
Slovak Republic

To Investigator
Pre skusajuceho

Name/Meno:

MUDr. Branislav Mot'ovsky, PhD.
Fakultha nemocnica Trendin,
Psychiatricka klinika,

Legionarska 28,

911 71 Trendin,

Slovak Republic

16.2. Entire Agreement

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

16.3 No Waiver
Failure to enforce any term of this Agreement shall
not constitute a waiver of such term.

16.4 Modifications

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

16.2 UPLNOST zmluvy

Tato zmluva vratane priloh predstavuje jediné
a uplné jednanie medzi zmluvnymi stranami v tejto
veci a nahradza vSetky dalSie pisomné alebo Ustne
dohody o tomto skusani.

16.3.Nezrieknutie sa/VymoZitefnost
Neuplatnenie ktorejkolvek podmienky tejto zmluvy
neznamena vzdanie sa tejto podmienky

16.4 Upravy
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This Agreement may only be extended or otherwise
amended by written agreement of the Parties.

16.5 Independent Contractors

The Institution and Investigator are acting as
independent contractors of Study Sponsor and
IQVIA and shall not be considered the agents of
Study Sponsor or IQVIA. Study Sponsor and IQVIA
shall not be responsible for any employee benefits,
pensions, workers’ compensation, withholding, or
employment-related taxes as to the Investigator,
Institution or Study Staff.

16.6 Assignment and Sub-Contracting
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 Study Sponsor.

With Study Sponsor’s prior written consent in each
instance, Institution may  subcontract the
performance of certain of its activities under this
Agreement to qualified third parties; provided, that
(@) such permitted third parties perform such
activities in a manner consistent with the terms and
conditions in this Agreement; (b) Institution causes
such permitted third parties to be bound by and
comply with the terms of this Agreement; (c)
Institution remains liable for such permitted third
parties’ performance; and (d) neither Investigator nor
any sub-investigator has any direct or indirect
financial interest in any such permitted third parties.
For the avoidance of doubt, all permitted third parties
used to perform the Study are included in the
definition of Study Staff. Upon Study Sponsor’'s
request, IQVIA may assign this Agreement to Study
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.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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Tato zmluvu mozno predizit alebo inak zmenit a
doplnit len pisomnou dohodou oboch zmluvnych
stran.

16.5 Nezavisli dodavatelia

Zdravotnicke zariadenie a skuSajuci konaju ako
nezavisli zmluvni partneri zadavatela Studie a
spolo¢nosti IQVIA, a nebudu sa povazovat za
zastupcov zadavatela Studie alebo spoloCnosti
IQVIA. Zadavatel studie a IQVIA nezodpovedaju za
Ziadne zamestnanecké vyhody, dochodky,
kompenzacie pracovnikov, zrazkové dane alebo
dane suvisiace so zamestnanim, pokial ide o
skuSajuceho, zdravotnicke zariadenie alebo
zamestnanca Studie.

16.6. Postupenie zmluvy a subdodavky
Tato zmluva je zavazna pre zmluvné strany a ich
naslednikov a nastupcov.

Pracovisko skusania nesmie postupit ani presunat
Ziadne zo svojich prav a povinnosti podla tejto
zmluvy bez predchadzajuceho pisomného suhlasu
spolo¢nosti IQVIA a zadavatela.

S predchadzajucim pisomnym suhlasom
zadavatela Studie v kazdom pripade moze
zdravotnicke zariadenie zadat vykon urCitych
svojich €innosti podfa tejto zmluvy kvalifikovanym
tretim stranam; za predpokladu, ze (a) takéto
povolené tretie strany vykonavaju takéto &innosti
spbsobom, ktory je v sulade s podmienkami tejto
zmluvy; (b) Zdravotnicke zariadenie sa zavazuje, ze
takéto povolené tretie strany budu viazané
podmienkami tejto zmluvy a budu ich dodrzZiavat’; (c)
zdravotnicke zariadenie zostava zodpovedné za
takéto povolené plnenie tretich stran; a (d) ani
skudajuci, ani Zziadny pod -vyskumnik nema Ziadny
priamy alebo nepriamy finanény zaujem v Ziadnej
takto povolenej tretej strane, tak aby sa predislo
pochybnostiam, vSetky povolené tretie strany
pouzité na vykonanie Studie su zahrnuté v definicii
zamestnancov Studie. Na ziadost zadavatela Studie
mdze spolocnost IQVIA postupit tuto zmluvu
zadavatelovi Studie alebo tretej strane a spolo&nost’
IQVIA nezodpoveda za Ziadne z&vazky alebo
zavazky vyplyvajuce z tejto zmluvy, ktoré vzniknu
po datume postupenia, a pracovisko tymto suhlasi
s takymto zadanim. Pracovisko bude o takomto
prideleni bezodkladne informovat zmluvnu stranu.
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16.7 Third Party Beneficiary

The Parties acknowledge and agree:

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

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

16.9 Trading in Securities

United States and other regional and federal
securities laws prohibit any person who is given
access to material, non-public information
concerning a company from purchasing or selling
securities in the company or from communicating the
information to any other person under circumstances
in which it is reasonably foreseeable that such
person is likely to purchase or sell securities of the
company. Institution agrees and acknowledges that
by virtue of its participation in the Study, it will access
to data and information arising out of the conduct of
the Study, which is material non-public information
related to Study Sponsor. Institution agrees not to
use, or cause or encourage any other person or
entity to use, any material non-public information
arising out of the Study to purchase or sell the
securities of Study Sponsor.

16.10 Severability; Reformation

Each provision in this Agreement is independent and
severable from the others, and no provision will be
rendered unenforceable because any other
provision is found by a proper authority to be invalid
or unenforceable in whole or in part. If any provision
of this Agreement is found by such an authority to be
invalid or unenforceable in whole or in part, such
provision will be changed and interpreted so as to
best accomplish the objectives of such
unenforceable or invalid provision and the intent of
the parties, within the limits of applicable law. Each
of the Parties agrees to negotiate in good faith any
changes to the Agreement, including the budget, if
and as required for the Parties to comply with
applicable federal, state and local laws or
regulations.

16.11 Survival

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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16.7. Opravnena tretia strana

Strany beru na vedomie a suhlasia, ze:

neexistuji ziadne opravnené ftretie strany s
akymikolvek pravami na uplatnenie ktoréhokolvek z
ustanoveni tejto zmluvy.

16.8. Nadriadené pravo

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

16.9 Obchodovanie s cennymi papiermi

Zakony Spojenych Statov americkych a iné
regionalne a federalne zakony o cennych papieroch
zakazuju akejkolvek osobe, ktora dostane pristup k
materialnym, neverejnym informaciam tykajucim sa
spolo¢nosti, kupovat alebo predavat cenné papiere
v spolo€nosti alebo oznamovat tieto informacie
akejkolvek inej osobe za okolnosti, za ktorych je to
odbévodnené predvidatelné, Zze takato osoba
pravdepodobne kupi alebo preda cenné papiere
spolo¢nosti. Zdravotnicke zariadenie suhlasi a berie
na vedomie, Ze na zaklade svojej uc€asti v Stadii
bude mat pristup k (dajom a informaciam
vyplyvajucim z vykonavania Studie, ¢o su podstatné
neverejné informacie tykajuce sa zadavatela Studie.
Zdravotnicke zariadenie suhlasi s tym, Ze nepouzije,
nespbsobi ani nenabada ziadnu inu osobu alebo
subjekt na pouzivanie akychkolvek materialnych
neverejnych informacii vyplyvajucich zo Stadie na
nakup alebo predaj cennych papierov zadavatela
Studie.

16.10 Oddelitelnost’; reformacia

Kazdé ustanovenie tejto zmluvy je nezavislé a
oddelitelné od ostatnych a Ziadne ustanovenie sa
nestane nevymahatelnym, pretoZze akékolvek iné
ustanovenie bude prislusnym organom uznané ako
neplatné alebo nevymahatefné ako celok alebo
CiastoCne. Ak takyto organ zisti, Ze niektoré
ustanovenie tejto zmluvy je uplne alebo Ciastocne
neplatné alebo nevymahatelné, takéto ustanovenie
sa zmeni a vylozi tak, aby ¢o najlepSie naplnilo ciele
takéhoto nevymahatelného alebo neplatného
ustanovenia a zamer zmluvnych stran, v medziach
platnych zakonov. Kazda zo zmluvnych stran sa
zavazuje v dobrej viere rokovat o akychkolvek
zmenach dohody vratane rozpoctu, ak a ako to
zmluvné strany vyzaduju, aby dodrziavali platné
federalne, Statne a miestne zakony alebo
nariadenia.

16.11 Pretrvanie
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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.

16.12 Electronic Signature

The Parties agree that this Agreement and any other
documents to be delivered in connection herewith
may be electronically signed, and that any electronic
signatures appearing on this Agreement or such
other documents are the same as original
handwritten signatures for the purposes of validity,
enforceability, and admissibility.

16.13 DATA INTEGRITY.

Institution and Investigator understand and
acknowledge that fabrication, falsification or
alteration by institution, investigator, or any

employees or agents of institution of any data or
other information provided by institution or
investigator pursuant to this agreement can result in
criminal actions and sanctions against institution
and investigator and in civil liability to study sponsor.

THIS SECTION IS INTENTIONALLY LEFT
BLANK.
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Podmienky tejto zmluvy obsahujuce povinnosti
alebo prava, ktoré pokracuju po dokonéeni skusania,
budu pretrvavat’ aj po vypovedani alebo splneni tejto
zmluvy, aj ked to v tejto zmluve nie je vyslovne
uvedené.

16.12 Elektronicky podpis

Zmluvné strany sa dohodli, Ze tuto zmluvu a
akékolvek iné dokumenty, ktoré maju byt v suvislosti
s fou dorucené, mbézu byt elektronicky podpisané a
ze akékolvek elektronické podpisy nachadzajuce sa
v tejto zmluve alebo takychto inych dokumentoch su
zhodné s originalnymi vlastnoruénymi podpismi na
ucely platnosti, vykonatelnosti a pripustnost.

16.13 INTEGRITA UDAJOV.

Zdravotnicke zariadenie a sku$ajuci rozumie
a berie na vedomie, Ze akakolvek falsifikacia udajov
alebo pozmenenie akycholvek udajov alebo inych
informacii poskytnutych zdravotnickym zariadenim,
skuSajucim alebo nejakym zamestnancom alebo
agentom zdravotnickeho zariadenia v sulade s touto
zmluvou mézu viest k trestnému ¢€inu a sankciam
voci zdravotnickemu zariadeniu a sku$ajucemu a k
obcianskej zodpovednosti sponzora Studie.

TATO CAST JE ZAMERNE PRAZDNA.
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ACKNOWLEDGED AND AGREED BY Neurocrine Biosciences, Inc.,

IQVIA RDS Slovakia, s.r.o. signs on his behalf:

Za Neurocrine Biosciences, Inc., podpisuje v jeho zastupeni IQVIA RDS Slovakia, s.r.o.,
ktora svojim podpisom potvrdzuje:

By/Meno a priezvisko:

Title/Funkcia:

Signature/Podpis:

Date/Datum:

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

By/Meno a priezvisko:

Title/Funkcia:

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Fakultna nemocnica Trencin,
Za Fakultnd nemocnicu Tren¢in, svojim podpisom potvrdzuje:

By/Meno a priezvisko:
Title/Funkcia:

(must be authorized to sign on Institution's behalf) /

(s opravnenim podpisovat za zdravotnicke zariadenie)

Signature/Podpis:

Date/Datum:

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

Name/Meno a priezvisko: MUDr. Branislav Motovsky, PhD.

Signature/Podpis:

Date/Datum:

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

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

PRILOHA A
ROZPOCET A ROZPIS PLATIEB

A. UDAJE O PRIJEMCOVI

Zmluvné strany potvrdzuju, Ze niz8ie uvedeny
prijemca platieb je riadnym prijemcom platieb podla
tejto zmluvy a platby podfa tejto zmluvy sa budu
poukazovat len nasledujucemu prijemcovi platieb
(dalej ,prijemca“):

Payee name

Fakultna nemocnica
Trenéin

Payee address

Legionarska 28
911 71 Trencin
Slovak Republic

Customer reference
number

N/A*

Contract number

N/A

Name of the bank

Statna pokladnica

Bank address

Radlinského 32, 810 05
Bratislava

Bank identification
number

8180

Account number /
IBAN

SK23 8180 0000 0070
0028 0438

Branch ID

N/A

The payee's email
address for the
payment notification

klinickestudie@fntn.sk

SWIFT code

SPSRSKBA

Meno/nazov
prijemcu platieb

Fakultna nemocnica
Trendéin

Adresa prijemcu
platieb

Legionarska 28
911 71 Tren€in
Slovenska republika

Referencné cislo
zakaznika

N/A*

Cislo zmluvy

N/A

Nazov banky

Statna pokladnica

Adresa banky

Radlinského 32, 810 05
Bratislava

Identifikacné cCislo
banky

8180

Cislo Gétu /IBAN

SK23 8180 0000 0070
0028 0438

Identifikacné cislo
pobocky

N/A

E-mailova adresa
prijemcu platieb na
oznamenie o Uhrade

klinickestudie@fntn.sk

VAT / VAT ID or other
tax identification
number VAT / VAT ID

VAT: 2021254631
VAT ID: SK 2021254631

*N/A — not applicable

SWIFT kéd SPSRSKBA
DIC/IC DPH alebo iné | DIC: 2021254631
daiové identifikaéné | IC DPH: SK
gislo DIC/IC DPH 2021254631

*N/A — nevztahuje sa
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Contract Payee:

Payee Name
(Must match name
in the contract)

Fakultna nemocnica
Trenéin

Zmluvny prijemca:

Payee Address

Legionarska 28, 911 71
Trencin, Slovak Republic

Meno prijemcu platby
(Musi sa zhodovat's
nazvom v zmluve)

Fakultna nemocnica
Trencin

VAT/Tax ID

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

VAT: 2021254631
VAT ID: SK 2021254631

Adresa prijemcu platby

Legionarska 28,
911 71 Trendin,
Slovenska republika

IC DPH/DIC

(DIC sa musi presne
zhodovat’ s menom
prijemcu platby
uvedenym vysSie,
pripadne musi byt’
oslobodené od dane)

DIC: 2021254631
IC DPH: SK

2021254631

Banking
Information:

Informacie o
banke:

Bank Name

Nazov banky

Bank Street

Ulica banky

Bank City

Mesto Banky

Bank State/Province

Bank - Stat /Provincia

Bank Postal Code

PSC banky

Bank Country

Krajina banky

Receiving Account
Currency

Mena uc¢tu prijemcu

IBAN

IBAN

Swift Code (8 or 11
Characters)

Swift Code (8 alebo 11
znakov)

instructions

If the contracted Payment Currency does not match your
bank account, you may need to provide an Intermediary
Bank. Please contact your Financial institution for details.
If an Intermediary bank is required, please provide Bank
Name, Account Number if applicable and SWIFT Code of
Intermediary Bank along with all other required Wire

Ak sa zmluvna mena platby nezhoduje s vasim
bankovym uétom, mozno budete musiet uviest
sprostredkovatelsku banku. Podrobnosti ziskate od
svojej finanénej intitucie. Ak sa vyzaduje
sprostredkovatelska banka, uvedte nazov banky,
pripadne Cislo uctu a kod SWIFT sprostredkovatelskej
banky spolu so vSetkymi ostatnymi pozadovanymi

bankovymi pokynmi

Contact Information:

Kontaktné informacie:

Name of recipient
sending invoices

Branislav Motovsky, MD, PhD.

Meno prijemcu
odosielajuceho faktury

MUDr.Branislav Motovsky, PhD.

Phone number & Email

Telefénne Cislo &
Email

Language Preference

Preferovany jazyk

Name of payment
recipient to receive
payment notification and
details

Meno prijemcu platby,
na ktory chcete
dostavat oznamenie o
platbe a podrobnosti

Phone number & Email

Tel.Cislo & Email

Language Preference Preferovany jazyk
Slovakia Clinical Trial Agreement template-INV &(priv) INST
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Banking Information:

Bank Name

Bank Street

Bank City

Bank State/Province

Bank Postal Code

Bank Country

Receiving Account
Currency

IBAN

Swift Code (8 or 11
Characters)

If the contracted Payment Currency does not match your
bank account, you may need to provide an Intermediary
Bank. Please contact your Financial institution for details.
If an Intermediary bank is required, please provide Bank
Name, Account Number if applicable and SWIFT Code of
Intermediary Bank along with all other required Wire
instructions

Contact Information:

Name of recipient

sending invoices Mikula$ Kuzmiak, MD

Phone number & Email

Informacie o banke:

Nazov banky

Ulica banky

Mesto Banky

Bank - Stat /Provincia

PSC banky

Krajina banky

Mena uctu prijemcu

IBAN

Swift Code (8 alebo 11
znakov)

Ak sa zmluvna mena platby nezhoduje s vasim
bankovym uc¢tom, mozno budete musiet uviest
sprostredkovatelsku banku. Podrobnosti ziskate od
svojej financnej indtitucie. Ak sa vyzaduje
sprostredkovatelska banka, uvedte nazov banky,
pripadne Cislo U¢tu a kod SWIFT sprostredkovatel'skej
banky spolu so v8etkymi ostatnymi poZzadovanymi
bankovymi pokynmi

Kontaktné informacie:

Meno prijemcu

odosielajuceho faktiry | MUDr.Mikula$ Kuzmiak

Telefonne ¢islo &
Email

Language Preference

Preferovany jazyk

Name of payment
recipient to receive
payment notification and
details

Meno prijemcu platby,
na ktory chcete
dostavat oznamenie o
platbe a podrobnosti

Phone number & Email

Tel.Cislo & Email

Language Preference

Preferovany jazyk

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

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

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

If the Investigator is not the Payee, then the Payee's
obligation to reimburse the Investigator, if any, is
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V pripade zmien bankovych udajov prijemcu platby
je prijemca platby povinny pisomne informovat
spolo¢nost’ IQVIA zaslanim e-mailu na adresu:
emea@ctp.solutions.igvia.com.

Prijemca platby kontaktuje svojich ¢lenov Studijného
timu IQVIA, aby im poskytol podpisanu
dokumentaciu o zmenach bankovych udajov
prijemcu platby. Zmluvné strany sa dohodli,

Ze v pripade zmien bankovych udajov, ktoré
nezahffiaju zmenu prijemcu platby alebo zmenu
krajiny umiestnenia bankového uctu, nie su potrebné
Ziadne dalSie zmeny.

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

Ak skuSajuci nie je prilemcom platieb, platobna
povinnost’ prijemcu platieb vo&i skusajucemu sa urci
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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. PAYMENT TERM

IQVIA will pay the Payee every six (6) months, on a
completed visit per Study Subject basis in accordance
with the attached budget. Ninety-five percent (95%) of
each payment due, including any Screening Failure that
may be payable under the terms of this Agreement, will
be made based upon prior six (6)_ months’ enrollment
data received from the Site supporting Study Subject
visitation.

The balance of monies earned, up to five percent (5%),
will be pro-rated upon verification of actual Study
Subject visits, and will be paid by IQVIA to the Payee
upon final acceptance by Study Sponsor of all data
entry, all data clarifications issued, the receipt and
approval of any outstanding regulatory documents as
required by IQVIA and/or Study Sponsor, the return of
all unused Study 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 Study 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.

Protocol deviations that affect the integrity of the
data are not payable under this Agreement.
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samostatnou zmluvou medzi skusajucim a
prijemcom platieb, ktora mdze obsahovat iné splatné
sumy a iné platobné intervaly, nez platia pre platby
poukazované spolo¢nostou IQVIA prijemcovi platieb.

SkuSajuci berie na vedomie, ze ak skusajuci nie je
prilemcom platby, spolo€nost IQVIA nezaplati

skusajucemu ani v pripade, ze
prijemca platby nezaplati skusajucemu.

B. PLATOBNE PODMIENKY

IQVIA vyplati prijemcovi platby kazdych 6
mesiacov na zaklade absolvovanej navstevy podla
predmetu Studie v sulade s prilozenym rozpo&tom.
Devatdesiatpat percent (95 %) kazdej splatne;
platby, vratane akéhokolvek zlyhania pri skriningu,
ktory méze byt splatny podla podmienok tejto
zmluvy, sa uskutoéni na zaklade
predchadzajucich Siestich (6) mesiacov na
zaklade udajov o registracii ziskanych z
pracoviska, ktoré podporuje navstevu subjektu
Studie.

Zostatok splatnych finanénych prostriedkov az do
vySky pat percent (5 %) sa vyplati pomernym
spbsobom po overeni skutocnej navstevnosti
subjektov a spolo¢nost’ IQVIA ho vyplati prijemcovi
platieb po zadavatefovom koneénom prevzati
vSetkych zaznamenanych udajov, vSetkych
vydanych vysvetliviek k udajom, po
prevzati a schvaleni vSetkych chybajucich
dokumentov pre kontrolné urady poZadovanych
spoloénostou IQVIA alebo zadavatefom, vrateni
vSetkych nepouzitych materialov spolo¢nosti IQVIA a
po splneni dalSich podmienok uvedenych v zmluve.

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

Za v8etky dane zodpoveda vyhradne prijemca
platieb.

Zavazné, diskvalifikujuce porusenia protokolu
nie su podrla tejto zmluvy splatné.
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C. BUDGET TABLE

STUDY NBI-1065845-MDD2024 — BUDGET TAB.
All payments are split at 30% for the Institution and
70% for the Study team.

Please see attached excel sheet (Annex 1: Budget
table, Distribution of payments for the Study team
member).

D. STUDY START-UP FEE

A one-time, non-refundable payment will be paid in
the total amount of eight hundred and eighty seven
Euros (written amount of payment and currency) 887
Euros (number amount and currency) to cover Study
start-up activities  upon completion and receipt by
IQVIA of all contractual and regulatory documentation
and receipt of invoice.
The amount will be distributed in the proportion of
30% of the total amount for the Institution which
represents the amount of 266,10 Euros and 70% of
the total amount for the Study team, which represents
the amount of 620,90 Euros.

E. SCREENING FAILURE

Reimbursement for screen failures will be at the total
amount 975 Euros indicated on the screening visit of
the attached budget table (Annex 1), not to exceed
four (4) screen failures.

The amount will be distributed in the proportion of
30% of the total amount for the Institution which
represents the amount of 292,50 Euros and 70% of
the total amount for the Study team, which represents
the amount of 682,50 Euros.

In the event that four (4) screen failures are met,
Study Sponsor may, at its sole discretion, approve
additional screen failures after receipt of Institution’s
written request. Study Sponsor shall not reimburse
Payee for any screen failures more than this number
or for any screen failures due to any inclusion and
exclusion criteria that could be reasonably identifiable
by the site prior the Screening visit.

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
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DOVERNE

C. ROZPOCTOVA TABULKA

SKUSANIE NBI-1065845-MDD2024 —
ROZPOCTOVA TABULKA.

VSetky platby su rozdelené v pomere 30 % pre
zdravotnicke zariadenie a 70 % pre Studijny tim.
Pozri pripojenu excelovsku tabulku (Priloha 1:
Rozpodctova tabulka, Rozdelenie platieb pre ¢lena
timu skusajuceho).

D. PLATBA NA ROZBEH SKUSANIA

Jednorazova nenavratna platba bude zaplatena v
celkovej sume osemsto osemdesiat sedem Eur
(pisomna suma platby a mena) 887 Eur (suma Cisla
a mena) na pokrytie €innosti spojenych so zacatim
Studia po vyplneni a prijati vSetkej zmluvnej
a regulaénej dokumentacie spolo¢nostou IQVIA a
prijati faktary. Dana suma bude rozdelena v pomere
30 % z celkovej sumy pre zdravotnicke zariadenie, ¢o
predstavuje sumu 266,10 Eur a 70 % z celkovej sumy
pre Studijny tim €o predstavuje sumu 620,90 Eur.

E. ZLYHANIE SKRININGU

Nahrada za zlyhanie skriningu bude v celkovej sume
975 Eur uvedena na skriningovej navsteve prilozenej
rozpoctovej tabulky (Priloha 1), nesmie prekrocit’ Styri

(4) zlyhania.

Dana suma bude rozdelena v pomere 30 % z
celkovej sumy pre zdravotnicke zariadenie, o
predstavuje sumu 292,50 Eur a 70 % z

celkovej sumy pre Studijny tim &o predstavuje sumu
682,50 Eur.

V pripade, Ze sa vyskytnu Styri (4) zlyhania, sponzor
Studie moze podla vlastného uvazenia schvalit dalSie
zlyhania po prijati pisomnej ziadosti daného
pracoviska. Sponzor Studie nepreplati prijemcovi
platby za akékolvek zlyhanie, ako je uvedeny pocet
vy8Sie, ani za akékolvek zlyhania v désledku
akychkolvek kritérii zaradenia a vylu€enia, ktoré by
pracovisko mohlo primerane identifikovat pred
navstevou kontroly.

Aby vznikol narok na uhradu za vstupnu navstevu,
musia sa skompletizovat podkladové zaznamenané
udaje a odoslat spolo€nosti IQVIA spolu so vSetkymi
dalSimi informaciami, ktoré méze spolo¢nost IQVIA
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appropriately document the Study Subject screening
procedures.

F. DISCONTINUED OR EARLY TERMINATION STUDY
SUBJECTS

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

G. UNSCHEDULED VISITS

Payment for unscheduled visits will be reimbursed in
the total amount of 196 Euros (which includes
overhead), as denoted in the Budget table (Annex 1).
The amount will be distributed in the proportion of
30% of the total amount for the Institution which
represents the amount of 58,80 Euros and 70% of the
total amount for the Study team, which represents the
amount of 137,20 Euros.

To be eligible for reimbursement for unscheduled
visits, supporting data entry must be completed and
submitted to IQVIA, along with any additional
information which may be requested by IQVIA, to
appropriately document the unscheduled visit.
Additional assessments can be invoiced, if performed,
as noted in the table with the conditional procedures
below.

H. 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). Study Subject number
and procedure dates must be included on the invoice
for payment to be issued (see budget table below,
Annex 1).

|. STUDY SUBJECT AND INFORMANT

pozadovat, aby dostato¢ne zdokumentovala vstupné
vySetrenia subjektu.

F. PREDCASNE VYRADENIE
VYSTUPENIE STUDIJNYCH SUBJEKTOV

ALEBO

Uhrady za $tudijné subjekty, ktoré boli zo skusania
vyradené alebo z neho predCasne vystupili, sa
vyplatia pomernym spésobom podfa poctu
potvrdenych absolvovanych navstev.

G. NEPLANOVANE NAVSTEVY

Platby za neplanované navstevy sa budu uhradzat v
celkovej sume 196 Eur (vratane prevadzkovych
nékladov), ako sa uvadza v rozpoctovej
tabulke (Priloha 1).

Dana suma bude rozdelena v pomere 30 % z
celkovej sumy pre zdravotnicke zariadenie, ¢o
predstavuje sumu 58,80 Eur a 70 % z

celkovej sumy pre Studijny tim €o predstavuje sumu
137,20 Eur.

Aby vznikol narok na uhradu za neplanované
navstevy, musia sa skompletizovat podkladové
zaznamenané Udaje a odoslat spolo€nosti IQVIA
spolu so v8etkymi dalSimi informaciami, ktoré mbze
spolo¢nost  IQVIA pozadovat, aby dostatoCne
zdokumentovala neplanovanu navstevu subjektu.
Dodato¢né hodnotenia mézu byt fakturované, ak su
vykonané, ako je uvedené v tabulke s danymi
postupmi nizSie.

H. POSTUPY _VYKONAVANE
POTREBY (NA FAKTURU)

Nasledujuce postupy vykonavané podfa potreby sa
budu uhradzat’ priebezne po prevzati faktury na sumu
uvedenu v tabulke nizSie (ktora zahffia prevadzkové
naklady). Aby sa mohla poukazat platba, musi byt na
fakture uvedené dislo subjektu a datumy postupov
(pozri tabulku rozpoctu nizSie, Priloha 1).

PODLA

|. PREDMET STUDIE A UHRADA

REIMBURSEMENT

The Parties acknowledge that Study Sponsor
has contracted a vendor (Greenphire) that will
arrange travel or will provide visit stipend due
to the Study Subjects, travel costs
reimbursement, AiCure Mobile Application
data usage reimbursement and AiCure daily
usage (“micro-reimbusement”), as applicable.
The Investigator and Institution shall provide
Greenphire with the information necessary to
enable Greenphire to make the travel cost
reimbursement and stipend payments to the
Study Subjects.
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DOVERNE

Zmluvné strany potvrdzuju, Ze Sponzor Studie
uzavrel zmluvu s predajcom (Greenphire),
ktory zariadi cestu alebo poskytne &tipendium
na navstevu kvoli Subjektom Studie, nahradu
cestovnych nakladov, nahradu za pouzZivanie
dat mobilnej aplikacie AiCure a denné
pouzivanie AiCure (,mikrorefundacia“ ), podla
potreby. Skusajuci a Institcia poskytnu
spolo¢nosti Greenphire informacie potrebné
na to, aby umoznili spolo¢nosti Greenphire
uhradit cestovné naklady a platby Stipendii
Subjektom Studie.

Strana 37 z 42

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



J. IEC FEES

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

K. STUDY SUPPLIES

The Institution’s use and disposition of
equipment provided during the term of the
Study following its participation in the Study
shall be in strict accordance with the terms of
Section 2.6.5 of the Agreement. The following
equipment will be provided to Institution in
accordance with conditions agreed in Section
2.6. of the Agreement:

No | Name of item Number of
pieces per
site

1 Apple iPad 11” Pro Model 2
# A2377, 3" generation,
including accessories

2 OUS outlet charging 1
adapter

3 Mobile phone — Samsung 4
Al12

4 SIM card for data access 4

5 Laptop Lenovo, MODEL: 1
V14 lIL-14” —has
preinstalled software for
ClinSpark and Rscribe,
including accessories

6 ECG: Welch Allyn, RScribe 1
Lite Devices

The quantity and details of the Study Supplies
will be verified and maintained by IQVIA in a
central log.

L. PAYMENT DISPUTES

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

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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J. POPLATKY NEZAVISLYM ETICKYM
KOMISIAM

Naklady na nezavislé etické komisie (NEK)
sa budu uhradzat’ po prevzati faktiury od NEK
a nie su zahrnuté v pripojenom rozpocte.
Platba sa poukéze priamo NEK. V3etky
nasledujuce podania alebo predizenia
platnosti sa po schvaleni spolo¢nostou IQVIA
a zadavatelom budu uhradzat po prevzati
prislusnej dokumentacie.

K. POTREBY STUDIE

Pouzivanie a disponovanie zariadenim
poskytnutym zdravotnickym zariadeniam
pocas trvania Studie, po jej uc€asti na stadii
bude prisne v sulade s podmienkami Casti
2.6.5. Nasledujuce vybavenie bude
poskytnuté zdravotnickemu zariadeniu v
sulade s podmienkami dohodnutymi v sekcii
2.6.5 danej zmluvy:

P.c. Nazov polozky Pocet
kusov na
pracovisko
1 Apple iPad 11”7 Pro Model 2
# A2377, 31 generation,
vratane prislusenstva
2 OUS vystupny nabijaci 1
adaptér
3 | Mobilny telefon — Samsung 4
Al12
4 SIM karta pre pristup k 4
datam
5 Prenosny pocita¢ Lenovo, 1
MODEL: V14 lIL-14” —ma
predin$talovany softvér pre
ClinSpark a Rscribe,
vratane prislusenstva
6 ECG: Welch Allyn, RScribe 1
Lite Devices

MnoZstvo a podrobnosti Studijného materialu
budu overené a uchovavané spolo¢nostou
IQVIA v centralnom denniku.

L. PLATOBNE NEZROVNALOSTI

Proti platobnym nezrovnalostiam, ktoré sa
vyskytnu v priebehu skdsania, méze

I?’roject code: ZZA 65599, Protocol No: NBI-1065845-MDD2024

PI: B. Motovsky, MD, PhD.
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M. INVOICES

Payments will be issued by IQVIA based on
Visit Budget, payment frequency and payment
terms as described above. Payments will be
made only upon receipt of corresponding
invoices, including back-up documentation, in
the specified currency, as described below.
Invoices will be payable within thirty (30) days
from the date of receipt by IQVIA of the
invoice, including any applicable back-up
documentation.

Invoices for any additional payments to those
stated in this agreement (i.e., additional
reimbursements) must also be sent to IQVIA
and approved by Study Sponsor. All invoices
shall be raised in the following manner:

Invoices to be billed to:

In case IQVIA is contracting party and
payer keep following:

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

Invoices to be sent to:

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

The following information should be included
on the invoice:

o Complete INVESTIGATOR
name, address and phone
number,

o Invoice Date,

o Invoice Number,

o Payee Name (must match
Payee indicated in CTA),

o Payment Amount,

o Complete description of
services rendered,

o Study Number,

o Study Sponsor Name,

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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pracovisko sku$ania namietat do tridsiatich
(30) dni od pripisania poslednej platby.

M. FAKTURY

Platby vykona IQVIA na zaklade rozpoctu
navstevy, frekvencie platieb a platobnych
podmienok, ako je opisané vysSie. Platby sa
uskutoc€nia az po prijati prisluSnych faktur,
vratane zaloznej dokumentacie,

v Specifikovanej mene, ako je popisané
nizSie. Faktary budu splatné do tridsiatich (30)
dni od datumu prijatia faktury spolo¢nostou
IQVIA, vratane akejkolvek prisluSnej zaloznej
dokumentacie.

Faktury za akékolvek dodatocné platby k tym,
ktoré su uvedené v tejto zmluve (. j.
dodatoc¢né uhrady), musia byt tiez odoslané
spolocnosti IQVIA a schvalené Sponzorom
Studie. VSetky faktury budu vystavené
nasledujucim spésobom:

Faktury, ktoré sa maju fakturovat:

V pripade, Ze IQVIA je zmluvnou stranou
a platitelom, dodrzujte nasledovné:

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

Faktury na zaslanie:

Pbvodné faktury vratane zalohy posielajte
e-mailom na adresu:
emea@ctp.solutions.igvia.com.

Na fakture by mali byt uvedené tieto udaje:
0 Meno, adresa a telefénne €islo
skusajuceho,

o Datum faktury,

o Cislo faktury,

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

0 Suma platby,

o Kompletny popis poskytovanych sluzieb,
o Cislo studie,

0 Meno sponzora Studie,

o Faktuary by mali byt vytlaCené na
hlaviCkovom papieri
pracoviska/zdravotnickeho zariadenia.

I?’roject code: ZZA 65599, Protocol No: NBI-1065845-MDD2024
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o Invoices should be printed on
site/institution letterhead.

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

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

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED.

All amounts include all applicable taxes and
excludes VAT.

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

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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VSetky otazky tykajuce sa faktur a platieb
budu adresované priamo spolo¢nosti IQVIA
Clinical Trial Payments na adrese
emea@ctp.solutions.igvia.com .

Faktury ani Ziadne sprievodné dokumenty
nesmu obsahovat osobné identifikacné udaje
Ziadneho subjektu, najma meno alebo
priezvisko, inicialy, datum narodenia, adresu,
telefénne Cislo, €islo pasu, e-mailovu adresu
alebo Udaje platobnej karty. Ak budu faktury
alebo sprievodna dokumentacia obsahovat
tieto udaje, spolo¢nost IQVIA o tom bude

informovat prijemcu platieb. Prijemca platieb
bude musiet zaslat opravenu fakturu a
sprievodnu dokumentaciu, ktora nebude
obsahovat osobné identifikacné Udaje
Ziadneho subjektu.

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU ZOHL’ADNENE.

VSetky sumy zahffiaju v8etky platné dane,
okrem DPH.

VSetky platby za skuSanie podla pripojeného
rozpoCtu uhradi
spolo¢nost IQVIA elektronickym prevodom.

I?’roject code: ZZA 65599, Protocol No: NBI-1065845-MDD2024
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ANNEX 1: BUDGET TABLE, DISTRIBUTION OF PAYMENTS FOR THE STUDY TEAM MEMBER

PRILOHA 1 : ROZPOCTOVA TABULKA, ROZDELENIE PLATIEB PRE CLENA TiMU SKUSAJUCEHO

Pl name / Meno skusajuceho:

Branislav Motovsky, MD., PhD.

timu :

Study team member /Clen $tudijného

Mikulas Kuzmiak,MD

Percent distribution / Percentuaine Patient completed by / Pacient osetreny
rozdelenie
Patient travel &
Visit | Novsteva Budget in Euros (€) / Ce;’:sj;i’e a '”Szt:r::/';’:ﬂ?c’g:/"’ Study team 70% / M.Kuzmiak, MD |  B.Motovsky, MD,
& A iV til o 0 0
Rozpocet v Eurach(€) stravovanie Zzariadenie 30 % Studijny tim 70 % (52.5%) PhD.(17.5%)
pacienta

VCT Check / VCT Kontrola 157.00 € 50.00 € 4710 € 109.90 €
Screening Visit (SV) / Navsteva (SV) 975.00 € 50.00 € 292.50 € 682.50 € i
Day 1 (D1) / Deri 1 (D1) 1,163.00 € 50.00 € 348.90 € 814.10 € i
Day 7 (D7) / Deri 7 (D7) 498.00 € 50.00 € 149.40 € 348.60 € i
Day 14 Virtual Visit (D14 | Deri 14 Virtual

ay 14 Virtual Visit (D14 W) / Dol 14 Virtuéina 354.00 € 50.00 € 106.20 € 247.80 €
néavsteva (D14 V) il
Day 28 (D28) / Deri 28 (D28) 1,045.00 € 50.00 € 313.50 € 731.50 € i
Day 42 Virtual Visit (D42 VV) / Deri 42 Virtualna
névsteva (D42 W) 354.00 € 50.00 € 106.20 € 247.80 € |
Day 56 Early Termination (DS6/ET) / Deri 56 Pred¢asné
ukondenie (D56/ET) 1,024.00 € 50.00 € 307.20 € 716.80 € )
Safety Follow-Up (SFU) / Sledovanie bezpe&nosti (SFU) 728.00 € 50.00 € 218.40 € 509.60 € i
Total / Celkom 6,298.00 € 450.00 € 1,889.40 € 4,408.60 €
Unscheduled Visit / Neplénované navsteva 196.00 € 50.00€ | | 58.80 € 137.20 € [
Site Costs / Naklady na pracovisko Budget in Euros (€) / lnszt(;::cg{:ﬂiﬁ?l Study team 70% / M.Kuzmiak, MD B.Motovsky,MD,PhD.

G 2] Studijny til 9 52.5%) 17.5%
Rozpodéet v Eurdch(€) R DT Studijny tim 70 % ( ) ( )

?t\'Jd.y Start-Up Fee/Site Set-Up Fee / Poplatok za zacatie 887.00 € 266.10 € 620.90 €
Stadie
Pharmacy: Set-Up Fee / Lekéreri: Zriadovaci poplatok 999.00 € 999.00 € 0.00 €
Pharmacy: Close-Out Fee / Lekareri: Poplatok za uzavretie 354.00 € 354.00 € 0.00 €
Pharmacy: Storage Costs (NBI-1065845/Placebo) / Lekéreri:
Naklady na skladovanie (NBI-1065845/Placebo) 446.00€ 446.00€ 0.00€
Document Storage, A'\rcr)iving Total Covst'/ $k|adovame 876.00 € 876.00 € 0.00€
dokumentov, celkové naklady na archivaciu
Study Close out: including all activities related to closing out
the site / Ukoncenie $tudie: vratane vSetkych cinnosti 1,014.00 € 304.20 € 709.80 €
suvisiacich s uzavretim pracoviska
Subject Identification Activities (hourly rate, invoiced based on
work performed; includes chart reviews and pre-screening) -
max. 40 hours per site / Identifikacné aktivity subjektu € 4 € €
(hodinova sadzba, fakturovana na zaklade vykonanej prace; 35.00 0.50 24.50
zahrria prehlad grafov a predbezZné preverenie) - max. 40
hodin na stranku
Additional Fiass Through Costs (up to) / Dodatocné néklady na 2524.00 € 757.20 € 1,766.80 €
prechod (az do)
Physician — Per Hour - study-specific training (e.g. scales,
EDC), max. 5 hours per site / Lekar — za hodinu — $kolenie
$pecifické pre Studium (napr. vahy, EDC), max. 5 hodin na 99.00€ 29.70€ 69.30€
stranku
Study Coordinator — Per Hour - study-specific training (e.g.
scales, EDC), max. 5 hours per site / Koordinator tudie — za
hodinu — $kolenie $pecifické pre Studium (napr. vahy, EDC), 35.00€ 10.50€ 24.50€
max. 5 hodin na stranku
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No/ P.¢.

Conditional procedures / Postupy vykonané na faktaru

Budget in Euros (€) /
Rozpocet v Eurach(€)

Pharmacogenomic informed consent / Farmakogenomicky
informovany sthlas

32.00 €

Complete physical ination includes: A P
medical history; A comprehensive physical examination; one
set of vital signs; weight; height at screening - for follow-up of
abnormal findings if needed and unscheduled visit /

P 6 fyzické vyse ie zahrna: P 0
komplexné fyzické vySetrenie; jeden stbor vitalnych znakov;
hmotnost; vyska pri skriningu - na sledovanie abnormalnych
nélezov v pripade potreby a neplanovanej navstevy

142.00 €

Triplicate 12 Lead ECG: Includes tracing, interpretation and
report - for follow-up of abnormal findings if needed and
unscheduled visit/ Triplikované 12 Lead EKG: Zahffia
sledovanie, interpretaciu a spravu — na sledovanie
abnormélnych nalezov v pripade potreby a neplanovanej
néavstevy

109.00 €

Vital signs - for follow-up of abnormal findings if needed and
unscheduled visit / Vitalne funkcie — na sledovanie
abnormélnych nalezov v pripade potreby a neplanovanej
navstevy

42.00 €

Blood draw, phlebotomy, routine venipuncture for collection of

for central , clinical chemistry, TSH,
free T4 if applicable, HbAlc, serology, serum pregnancy test if
if

H if

pharmacogenomics if applicable) laboratory simple: Includes
preparation of specimen - for repeat analysis and
unscheduled visit/ Odber krvi, flebotémia, rutinna
'venepunkcia na odber vzorky (vzoriek) na centralny odber
(hematolégia, klinicka chémia, TSH, volny T4, ak je to
vhodné, HbAlc, sérolégia, sérovy tehotensky test, ak je to
vhodné, FSH ak je to vhodné, koagulacia ak je to vhodné,
farmakogenomika ak je to relevantné ) jednoduché
laboratérium: Zahina pripravu vzorky - na opakovant analyzu
a neplanovant navstevu

19.00 €

Lab handling and/or shipping of specimen(s) to central
laboratory, simple / Manipulacia v laboratériu a/alebo
odoslanie vzorky (vzoriek) do centrélneho laboratéria

14.00 €

Urine collection for local (urine drug screen) and central
laboratory (urinalysis, urine drug screen, urine pregnancy if
applicable) - for repeat analysis and unscheduled visit /
Odber moc¢u na miestne (skrining liekov v moci) a centralne
laboratérium (analyza mocu, skrining liekov v moci,
tehotenstvo v modi, ak je to vhodné) — na opakovanu analyzu
a nepléanovanu navstevu

9.00€

Drug screen (local lab) - for repeat analysis and unscheduled
visit / Skrining liekov (miestne laboratérium) — pre opakovant
analyzu a neplanovant navstevu

46.00 €

Alcohol (ethanol); breath - for repeat analysis and
unscheduled visit /

Alkohol (etanol); dych - na opakovany rozbor a neplanovani
navstevu

16.00 €

Saliva collection - for drug screen for patients with little or no
urine / Odber slin — na vySetrenie liekov u pacientov s malym
alebo Ziadnym mocom

32.00 €

Psychiatric diagnostic evaluation with medical services - in
case of treatment-emergent suicidal behavior or clinically
significant suicidal ideation / Psychiatrické diagnostické
hodnotenie s lekérskymi sluzbami - v pripade
samovrazedného spravania alebo klinicky vyznamnych
samovrazZednych myslienok

128.00 €

Dry Ice - Per Sample - for shipment of PK samples to central
laboratory / Suchy lad — na vzorku — na odoslanie vzoriek PK
do centralneho laboratéria

25.00 €

Study Coordinator - Per Hour - coordination and scheduling of
the SAFER Interview / Koordinétor $tudie — za hodinu —
koordinacia a planovanie pohovoru SAFER

35.00 €

Patient Reimbursement, Expenses, Patient Travel and meals -
Per Visit / Uhrada pacientov, vydavky, cestovanie a
stravovanie pacienta — za navstevu

50.00 €

Re-consent, Informed consent performed again with the same
patient / Opatovny suhlas, informovany suhlas vykonany
znova s rovnakym pacientom

44.00 €

Serious adverse events (SAE) / Zavazné nezZiaduce ucinky
(SAE)

69.00 €
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Institution 30% /
TavEiiEe Study team 70% / M.Kuzmiak, MD | B.Motovsky,MD,PhD.
ijny tii % 52.5% 17.5%
zariadenie 30 % Studiiny tim 70 % (¢ ) (17.5%)
9.60 € 2240 €
4260 € 99.40 €
3270 € 76.30 €
12.60 € 29.40€
570€ 13.30€
420 € 9.80 €
270€ 6.30 €
13.80 € 32.20€
480€ 1120 €
9.60 € 2240 €
3840 € 89.60 €
t
750€ 17.50 €
10.50 € 24.50 €
Paid to b
patient
15.00 € 35.00 € through
Greenp
hite
ClinCar |
11.40€ 30.80 €
20.70 € 48.30 €
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