CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

This

Clinical Triai Agreement (‘Agreement’)

is made by and among

Neurocrine Biosciences, Inc., a Delaware
corporation, having a place of business at 12780
El Caminoc Real San Diego, CA 82130 United
States of America, VAT ID: 33-0525145,
{hereinafter referred to as the “Study Sponsor”),

and

IQVIA RDS Slovakia, s.r.o., having a place
of business at Vajnorska 100/B, 831 04
Bratislava- New Town, Slovak Republic,

ID Number: 459 422 69,

Tax ID Number;202 315 4133,

VAT Number: SK 202 315 4133,

Company Filed in the Business register of the
Municipal court Bratislava lll, 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
Company”),

the IQVIA

and

Nemocnica s poliklinikou Prievidza so sidlom
v Bojniciach, having a place of business at
Nemocniéna 2, 972 01 Bojnice, Slovak Republic,
ID Number: 173 357 95,

Tax ID Number: 202 1163 276,

VAT Number: SK 2021163276,

Founder: Trenéin self-governing region,
Statutory representative:  Mgr. Peter
director of the hospital,

thereinafter referred to as the “Institution”),

Glatz,

and

Martin Garaj, MD, employee of Nemocnica
s poliklinikou Prievidza so sidlom v Bojniciach,
having a place of business at Psychiatrické
oddelenie, Nemocnicna 2, 972 01 Bojnice,
Slovak Republic,

(hereinafter referred to as the “Investigator”},

Each of them, hereinafter referred to as the
"Contracting Party" and collectively as the
"Contracting Parties".
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Tito zmluvu o klinickom skigani {dalej ,zmluva”)
uzatvaraja

Neurocmie Biosciences, Inc, korpora cia
z Delawlare, s0 sidlom na adrese 12780
El Camino Real San Diego, CA 92130
Spojené Staty americke, DIC:33-0525145,
{dalej len ,zadavatef &tidie"),

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

na adreselz‘ Vajnorska 100/B, 831 04 Bratislava
- mestsk: i

¢ast Nové mesto, Slovenska
republika.!
ICO: 4594 22 69,

DIC: 20231 5 4133,

I€ DPH: BK 202 315 4133,

Spoloénost’ zapisana v Obchodnom registri
vedenomMestskym sidom Bratislava Ill, oddiel
Sro, vlé. 16i9023IB v zastipeni MVDr. Jarmila
Wagnerova, na zaklade Plhej moci zo dfa
09 022 02?,

(«fialej,;spoloénost’ IQVIA™),

a

Nemocnlqa s poliklinikou Prievidza so sidlom
v Bojniciach s.r.o., na adrese Nemocnicna 2,
972 01 Bojnice, Slovenska republika,

ICO: 173 357 95,

DIC: 202 1163 276,

IC DPH: SK 20211632786,

Zriadovatel: Trenciansky samospravny kraj,
Statutarny zéstupca: Mgr. Peter Glatz, riaditefl
NemMocnice,

(dalej ,zd ravotnicke zariaderie"),

a
MUDr. Mar tin Garaj, zamestnanec Nemocnice

5 poliklinil{ou Prievidza so sidlom v Bojniciach,
S0 sidlom‘ pracoviska Psychiatrické oddelenie,

Nemocnbha 2872 01 Bojnice, Slovenska
republika,
(dalej len skuasajaci ),
Kazda z nch dalej ako ,zmluvna strana”
a spoloéne ako ,zmluvné strany”.
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Protocol
Number:

NBI-98854-ATS3019

Cislo protokolu:

NBI-98854-ATS3019

A Phase 3, Randomized,
Double-Blind, Placebo-
Controlled Study to Evaluate the

Randomizavané, dvojita
zaslepené, placebom
kontrolovanég klinické skusanie

e g Nazov fazy 3 na vyhodnotenie
Protocal Tie: Efﬁ{?:&niz;c:g;fdzzf&sz'hty protokolu; acinnosti, bezpecnosti
Tres et e Subiket SJ’ With a znasanlivosti valbenazinu
S e el J ako podpornej lieCby
P : u pacientov so schizofréniou.
Protocol Date: | 26 September 2023 ;?réot’?cryzolu 26. september 2023
g:)lfr%lsor' Neurocrine Biosciences, Inc. Zadavatel: Neurocrine Biosciences, Inc.

Country where

Krajina, v ktorej

gléerzulisucting Slovak Republic g.?a;?aahzu;e Slovenska republika
Study: skusania:
Investigator: Martin Garaj, MD Skasajuct: MUDr. Martin Garaj
Nemocnica s poliklinikou | Nemocnica s poliklinikou
— Prievidza so sidlom v Prievidza so sidlom v
W?]Ce?éﬁ':le Bojniciach, Miesto Bojniciach,
study will be Psychiat_rick'é oddelenie, Yykqnéva'nuia _ Psychiat_riclﬁé oddelenie,
e s Nemocnlcr)a! 2 Studie skusania: Nemocnlcng 2
) 972 01 Bojnice 972 01 Bojnice
Slovak Republic Slovenska republika
Ethics Committee of Bratislava Eticka komisia Bratislavského
Self-governing region samospravneho kraja
Bratislava self-governing region Neoaits whitied Bratislavsky samaospravny kraj
IEC: Sabinovska 16 T Sabinovska 16
P.O. Box 106 : P.O. Box 106
820 05 Bratislava 25 820 (05 Bratislava 25
Slovak Republic Slovenska republika =
RECITALS: UVODNE VYHLASENIE:
WHEREAS, the Multi-Center Clinical Trial as

defined below, s 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 t© 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
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KEDZE, Multicentrické klinicke skusanie, ako je
definované niZsie, je finanhcované zadavatelom

Stadie v suvislosti s komerénym  vyvojom
skisobného produktu; a
KEDZE, =zadavatel 3tudie uzavrel zmluvu

so spoloénostou IQVIA, ako nezavislym zmluvnym
partnerom, Ze hude konaf v mene zadavatela &tadie
s ohfladom na riadenie Studie, vratane, ale nie
vyluéne, vyjednavania tejto zmluvy a spravy platieb
opisanych sum nizsie; a

PRETO TERAZ, s prihliadnutim na tu uvedene
vzajomné prisluby a zmiuvy, ktorych prijatie
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receipt and sufficiency of which are hereby adostatoénat’ sa tymto pobvrdzuje, sa dohodlo

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.

12 “Applicable Laws" means applicable
federal, state and local laws, rules, regulations,
orders and guidance relevant © the conduct of
the Study.

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 o record al 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 fimitation,

(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 B  the
investigational  Product, all  Pre-Existing
Intellectual Property (as defined below) of Study
Sponsor, and the Study Protocot

Slovakia Clinicai Trial Agreement {emplate-INSTITUTION &
INVESTIGATOR
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nasledovné:

1. DEFINICIE

Na tito zmluvu sa vztahuju tieto dodatoéné
definicie:

1.1"Zmluva” ma vyznam uvedeny v preambule
tejto zmluvy.

1.2 “Apliovatefné zakony" znamenaji platne
federaim, statne a miestne zakony, pravidia,
nariadenia’, prikazy a usmernenia relevantné
pre vykTvanie Studie.

1.3 "Blobglcke vzorky” znamenaja vzorky krvi,
tekutiny ala[ebo tkaniva odobraté od subjektov
Stadie, ako je uvedené v protokcle, a hmotne
materidly| vratane, ale nie vyluéne, bio molekd,
virusov, baktéri a/alebo ich potomstva, priamo
alebo neplriamo odvedenych od takéto vzorky.

1.4 "Rogpocet’ znamena rozpodet uvedeny
v Prilohe A tejto zmluvy.

1.5. "Pacientsky zaznamovy harok“ {Case
Report Form, »CRF”) pacientsky zaznamovy
harok (p@plerovy alebo elektronicky), ktory ma

pracowslko skuSania pouZivat
rna zaznamenavanie vsetkych protokolom
poZ - 1ch informacii, ktoré sa maju hlasit

zadavaelow 0 kazdom subjekte skdsania
(definoanom nizsie).

16 “Narok' ma vyznam uvedeny v d&asti
9.1 tejto Zmluvy.

1.7  “Doverné informacie® znamenaju
akeékolvelk a vSetky neverejné informéacie

zadavateﬁa Studie a zahffajl, bez obmedzenia,

(i) vietky informacie poskytnuté zadavatefom
studie alebo v jeho mene, vratane spolo&nosti
IQVIA, zdravotnickeho Zariadenia,
skisajocemu alebo persondlu stiudie, wa tare,
bez obmedzenia, skaSobny produkt, technické
informacie tykajuce sa skusobného produktu,
vietko uz existujice dusevné viastnictvo (ako je
definovae nizsie) zadavatela 3tidie a Protokol
Studie;
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(i) Study enrollment information, information
pertaining o the status of the Study,
communications to and from regulatory
authorities, information relating to the regulatory
status of the Investigational Product, and

(iiiy 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 poltical party or any person
acting in an official capacity on behalf of a
political party; and/or any candidate for political
office; any doctor, pharmacist, or other
healthcare professional who works for or in any
hospital, pharmacy or other healthcare facility
owned or operated by a government agency,
ministry or department.

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

1.10%nstitution 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.

112Investigational Product” means the
Study  Sponsor's  investigational  drug,
Valbenazine (valbenazine tosylafe NBI-98854)
that is being tested in the Study.

113“Investigator” means  the  clinical
investigator set forth above.
114%Investigator’s Brochure” means a

document containing a summary of relevant
clinical and non-clnical data on the
Investigational Product.

1.15 "ltem(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,
Slavakia Clinical Triai Agreement templata-INSTITUTION &
INVESTIGATOR
_ based on KQVIA Global template —1 May 201%
Protocol No: NBI-98854.ATS2019
Project code: ZZA41578
Pl Martin Garaj, MD
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(i) informacie o zapise do Studie, informacie
tykajuoce sa staw  Stadie, komunikacia
s regulaénymi orga'nmi a od nich, informacie
tykajice sa regulaéného stavu skdSaného
produktu a

(i) Udaje a vynalezy studie (ako su definované
nizsie).

1.8. "Statny predstavitel” znamena, ze kazdy
funkcionar alebo zamestnanec vlady a kazdého
ministerstva, odboru, agentary alebo iného
organu viady; kazda oscba konajica
s oficialnymi pravomocami v mene viady alebo
ministerstva, odboru, agentiry alebo iného
organu  vlady; kaZdy funkcionar alebo
zamestnanec spoloCnosti  alebo  podniku
v Ciastonom alebo Uplnom Statnom viastnictve;
kazdy  funkcionar alebc  zamestnanec
medzinarodnej vergjnej organizacie,
napr. Svetovej banky alebo Spojenych néarodov;
kazdy funkcionar alebo zamestnanec politickej
strany alebo oscba konajica s oficialnou
pravomocou v mene politickej strany a kandidat
na politick( funkeiu a kazdy lekar, lekarnik alebo
iny zdravotnicky pracovnik, ktory pracuje pre
nemochicu, lekarefl alebo né zdravotnicke
zariadenie, ktoré vlastni alebo prevadzkuje
vladny drad, ministerstvo alebo odbor viady.

1.9 “2dravotnicke zariadenie® ma vyznam
uvedeny v preambule tejto zmiuvy.

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

1.11 “Vynalezy" znamenaju vsetky vynalezy,
objavy, vyvo] a akékolvek vylepSenia vySsie
uvedeneho  vyplyvajice, sdvisiace alebo
vyplyvajuce z vykondvaria Stidie alebo
stvisiace s biologickymi vzorkami, skdSobnym
produktom alebo ddévernymi informaciami.

1.12 “Skidsany produkt’ znamena skusany liek
zadavatela &tude Valbenazin (valbenazin
fosyldt, NBI-98854), ktory sa testuje v ramci
Studie.

113"Skdasajuci” znamena
skusajiceho uvedengho vyssie.

klinického

1.14 “Brozira pre skisajiceho” znamena
dokument obsahujici sthrn  relevantnych
klinickych a neldinickych Gdajov o sk(GSanom
produkte.

1.15 "Hodnotna vec" tento pojem sa ma
interpretovat’ v ¢o najdirom zmysle a zahffa
najma peniaze, platby alebo ich ekvivalenty
fnapr. dartekové poukazky) dary alebo
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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); andfor
benefits fo third persons related to government
officials (e.g., 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.

1.18 “Party” means each of Study Sponsar,
IQVIA, Investigator and Institution (collectively,
the “Parties”).

119 “Payee” has the meaning set forth in
Attachment A.

120 ‘Pre-Existing Intellectual Property"
means any inventions, discoveries, works of
authorship and other developments existing as
of the Effective Date and all patents, copyrights,
frade secret rights, know-how and other
intellectual property rights therein.

121 “Protocol’ means the clinical protecal
referenced above as it may be medified from
time to time by the Study Sponsor (defined
below).

122 "“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.

124 “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 fo be delivered to Study Sponsor
pursuant to the Protocol and all records

Slovakia Clinical Trial Agreement template-INSTITUTION &
INVESTIGATOR
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bezplatny tovar, stravovanie, zabavu alebo
pohostenje, cestovanie alebo preplatenie
vydavkov poskytovanie sluzieb, zakupovanie
nehnutel’nostl alebo sluzieb za umelo navysené
ceny; prédpokladana zaviazanost (zadlzenost)
alebo odpustenie zaviazanosti {zadlzenosti);
nehmotné  vyhody, napriklad  zlepsenie
spolocenskeho alebo obchodnéhe postavenia

{napr. poskytovanle darov  dobrodinne;j
organizaii podporavane] Statnym
predstaw{erom alebo poskytovanie vyhod

tretim olsobam so  vzfahom ku Statnym

predstavitelom (napr. blizkym pribuznym).

116"Zdravotné zaznamy” primarne zdravotné
zaznamy| subjektu sk(iSania, uchovavané
zdravotnickym zariadenim pre sku$ajiceho,
najma Zé‘pisy o liecbe, rontgenové snimky,
spravy z biopsii, snimky z ultrazvukovych
vySetrenia dalich zobrazovacich vysetren.

1.17 “Muiticentrické klinické skaSanie“
znamena| vykonavanie Protokolu na vs ekych
zuéastneTych miestach.

1.18”Strana” znamena kazdého
Zo zadavatel‘a Stadie, QVIA, skiSajiceho
a zdravotiickeho zariadenia (spolocne

LZmluvné srany”).

1.19 “Prigmca" vyznam uvedeny v prilohe A.

1.20 "Prdchadzajice dusSevné vlastnictvo"
znamenaakékolvek vynédlezy, objavy, autorské
diela a ny vyvoj existujici k datumu oéinnosti
a vsetky patenty, autorské prava, prava
na obchodné tajomstvo, know-how a iné prava
dusevného vlastnictva v nich obsiahnuté.

1.21 ”Protokol” protokol klinickeho sku%ania,
na ktory sa odvolava tato zmluva a ktory moze
zadavate | (definovany nizsie) priebezne menit

a doplitat|dodatkami.

1.22“StrJna“ Znamena skisajuci
a zdravotnicke zariadenie spolu.

1.23"Stadia“ znamena vykonavanie
Multicentrického klinického skudania

zdravotmckym zariadenim a skdsajucim, ktoré
sa m a vykonat vyluéne
vzdravotnickom zariadeni v sdlade s touto
zmiuvou a protokolom.

124“Udaje 20 Stadie” vietky Udaje
vygenerovane pri vykonavani $tudie, vratane,
ale nie vylucne CRF, réntgenovych snimok,
MRI alebo inych typov lekarskych snimok, EKG,
EEG aHyo inych typov zaznamov alebo
vytlatkov, suhrnov (dajov a sprév potrebne
dorugit | zadavatelovi Stadie v  sllade
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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 subcontraciors pursuant fo Section 16
“Miscelianeous® 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.
128"Unpublished Data® shal have

meaning set forth in Section 6.3 of this

Agreement.

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 comgliance with
(@) the Protocol,

(b) this Agreement; and

(c} applicable standards of the International
Conference on Harmonization of Technical
Requirements for Registration of
Pharmaceduticals for Human Use, including Good
Clinical Practice (GCPY); and

{d) al Applicable Laws. Without limiting the
generality of the foregeing, Institution and
Investigator will obtain and maintain  all
certifications, authorizations, permits and
licenses required in connection with the conduct
of the Study.

The Institution and Study staff acknowledge that
[QVIA, the Sponsor and all of their subsidiaries
must comply with the provisions of

{0 the Anti-Corruption Act of Great
Britain of 2010 (Anti-Corruption Act);

(ii) United States Foreign Corrupt
Practices Act of 1977 (FCPA); and

Slovakia Clinical Trial Agreement tempiate-INSTITUTION &
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s protokclom a vsetky zaznamy tykajuce
sa inventarov a dispozicit vSetkych skumanych
produktov.

125 “Zadavatel sStudie” vyznam uvedeny
v preambule tejto zmluvy.

1.26 “Personal skis$ania® znamena lekarsky,
technicky, laboratérny, administrativny a iny
persondl, vratane subskusajlcich a povolenych
subdodavatelov podia ¢asti 16 ,Rdzne', kiori
sa podielajl na vykonavani studie pod vedenim
zdravotnickeho zariadenia alebo skt 3ajliceho.

127”Subjekt skiasania” znamena jednotlivca,
ktory sa zuCastiuje Studie, bud ako prijemeca
sku3obneho produktu {definovany nizsie}, alebo
ako kontrola. Pre jasnost, medzi subjekimi
Stadie nie je zahrnuty Ziadny personal studie.

128 “Nezverejnené uadaje“maji vyznam
uvedeny v Casti 6.3 tefto zmiuvy,

2. VEDENIE SKUSANIA

2.1 Dodrziavanie pravnyich predpisov,
nariadenia spravnej klinickej praxe.

Pracovisko sktiSania sa zavadzuje, Ze Sspolu
s persondlom skusSania vykona skasanie
v zdravotnickom zariadeni v prisnom su kede
(&) s protokolom,

(b} s toute zmluvou; a

{€) platnymi normanmi Medzinarodnej
konferencie o harmonizaci  technickych
poZiadaviek na registraciu liekov na humanne
pouZitie vratane spravnej klinickej praxe (GCPY);
a

(d) vSetkymi platnymi zakonmi. Bez toho, aby
bola obmedzena vSeohecnost' vyssie
uvedeného, zdravotnicke zariadenie
a skusajici ziskaji a wudrzia si vSetky
certifkacie, opravnenia, povolenia a licencie
pozadovane v sdvislosti s vykonavanim Studie.

Zdravotnicke zariadenie a personal sk(Sania
berd na vedomie, Ze spolognost IQVIA,
zadavatel a vseky ich dcérske spoloCnosti
musia dodriavat ustanovenia

(i) Protikorupéného zakona Velkej Britanie z r.
2010 (Protikoruptny zakon);
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any other applicable anti-corruption laws. (i) Zdona ozahraniénych  korupénych
praktikach Spojenych Statov americkych z r.
1977 (FCPA) a

véeky dalSie platné protikorupéné pravne
predpisy.

2.2 Informed Consent Form. 2.2Informovany su has,

Site shall obtain the prior written informed consent of
each Study Subject prior fo 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 Insfitutional Review Board
{(“IRB”) or Independent Ethics Committee ("IEC") that
is responsible for reviewing the Study.

Pracovisko skusania sa zavazuje pouszif
dokument informovaného sthlasu, ktory bol
schvaleny zadavatefom a spiia vietky platné
narladenla a poziadavky indtitucionéinej
hodnotizej j rady (IRB) alebo nezavislej etickej
komisie | (IEC), ktora je zodpovedna
Za posu denie skusania. Pracovisko skisania
najprv z15ka od kazdého subjektu skusania
pisomny informovany suhlas.

2.3. Medical Records and Study Data 2.3.Zdrantné zaznamy a udaje sk $ania.

2.3.1 Collection, Storage and Destruction:

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

2.3.1 Zber, uchovavanie a likvidacia: Pracovisko
skusania = zabezpe¢i urychleny, kompletny
apresny zber, zaznamenavanie a triedenie

Site shal:

i maintain and store Medical Records and
Study Data in a secure manner with
physical and electronic  access
resfrictions, as applicable and
environmental controls appropriate o
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
for the indication that is the subject of
the Study and until there are no pending
or contemplated  marketing applications
in an ICH region, or

(i) at least two (2) years after the formal
discontinuation of clinical development
of the Investigational Product; and

iL. protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. f 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
fo the Study Data by maintaining
physical security of the electronic

Slovakia Clinical Trial Agreement template-INSTITUTION &
INVESTIGATOR
based on IQVIA Giobal template- 1 May 2019
Protocol No: NBI-88854-ATS3018
Proect code: ZZA41578
PI: Martin Garaj, M
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zdravotnych zdznamov a Gdajov ska3ania.
Povinnstou pracoviska skusania je:
i Lchovavat a viest lekarske zaznamy
a$ tudijné udaje bezpetnym spasobom
s fyzickymi a elektronickymi
medzeniami pristupy, ako je to
mpzné a environmentélnymi kontrolami
vhodnymi pre prisiudny typ udajov a v
quade s platnymi zakonmi a
pqemyselnymi standardmi na
mijnimaine cbdobie, kioré je dhsie z

(i), dva (2) roky po poslednom schvaleni
znadostl 0 uvedenie na trh v regione ICH
pre indikaciu, ktord je predmetom
Stldie, 2 kym v regéne ICH nebudd
Ziadne nevybavené alebo neuvazované
Zi'? dosti o uvedenie na trh, alebo

(iQ pri najmenej dva (2) roky po
formalnom prerudeni klinického vyvoja
skugobneho produktu; a

il. chranit zdravotné zéznamy a udaje
studle pred neopravnenym pouzitim,
prrstupom duplikdciou a zverejnenim,
AK to nariadi zadavatel studie alebo
IQVIA lokalita ododle udaje studie
pomocou  elektronického systému
poskytnutého sponzorom Stidie atebo
spolocnostou IQVIA alebo ich uréenym
zastupcom a v sllade s pokynmi
zadavatel’a Studie na elekironicke

zadavanle udajov. Stranka musi
zbranit neopravnenému  pristupu
DOVERNE Strema 72 34
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system and ensuring that Study Staff
maintain the confidentiality of their
passwords. Investigator agrees to
collect all Study Data in  Medical
Records prior fo 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

fii. take measures lo prevent accidental or
premature destruction or damage of
Medical Records and Study Data, for as
long as required by Applicable Laws,
such measurgs 1o include at least a
validated archival system and quarterly
electronic backup. Institution shall net
destroy or permit the destruction of any
Medical Records or Study Data without
prior written nofification fo 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 Qwnership.

Institution shall retan 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 io assign to Study Sponsor all of their
rights, ftitle and interest, including intellectual
property rights, to all Confidential Information and
any other Study Data.

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 o patent filing.

Siovakia Clinical Trizl Agreement template-INSTITUTION &
INVESTIGATOR

_ based on JQVIA Global template—1 May 2019
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Project code: ZZA41578

PI: Martin Garaj, MD
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iii.

DOVERNE

k udajom Studie udrziavanim fyzického
zabezpec”enia elektronického systému a
zahezpedtenim dévernosti svojich hesiel
Zamestnancom studie. Sku sajici
sthlasi so zhromazdenim vSetkych
Udajov Studie v lekarskych zaznamoch
pred ich viozenim do CRF a miesto
odovzda udaje Studie do CRF do piatich
{5) dni od wudalosti ktora viedla
k vygenerovaniu takychto Gdajov Studie,
ako je napriklad subjekt Studie
navsteva, a

podniknif opatrenia proti nahodnému
alebo predé:asnému  zniCeniu alebo
poskodeniu tychto dokumentov na taka
dlha dobu, aki pozaduju platné pravne
predpisy. Zdravotnicke  zariadenie
nesmie zlikvidovat ani povolit likvidaciu
Zladnych zdravotnych zaznamov ani
Udajov skusania bez toho, aby o tom
vopred pisomne informovalo
zadavatela, a bude zdravotné zaznamy
a (daje skiSania dalej uchovavat na
naklady zadavatela na taku dihG dobuy,
aku bude  zadavatel pisomne
pozadovat’ potom, ¢o ich uchovavanie
uw> nebude pozadované platnymi
pravnymi predpismi.

2.3.2 Vlastnictvo.

Viastnikom zdravotnych zaznamov zostava
zdravotnicke  zariadenie.  Zdravotnicke
zariadenie a sko3ajici tymto postupuju
zadavatelovi vdetky svoje prava, naroky
a podiely, vratane vs etkych prav dusevného
viastnictva, wo  vdetkych  dévernych
informaciach (definovanych nizsie)
a vietkych ostatnych Udajoch skiSania.

Zdravotnicke zariadenie a skasajici tymio
posfupuju  a pokial takéto  sufasné
postlipenie nie je mozZné, slhlasia s tym, Ze
pridelia stadii zadavatelovi vietky svoje
prava, naroky a podiely, vratane prav
dusevného  vlasinictva, ku  v3etkym
dévernym informaciam (ako je definované
nizdie) a akékolvek dalsie udaje Studie.
Zadavatel §tidie bude mat' bez uctovniciva
zdravotnickeho =zariadenia pravo pouzit
udaje Stidie vratane vysiedkov Stidie
akymkolvek spbsobom, Kkory s Zela,
vratane, ale nmie vyluCne, zverejnenia Udajov
Stidie v akejkolvek regulacnej alebo
patentove] prihlaske.
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2.33Access. Use, Monitoring and Inspection.

{)Site shall provide oral or written reports on the
progress of the Study upon Study Sponsor’s o
IQVIA's reguest. Site shall promptly notify Study
Sponsor, IQVIA, and the IEC in writing of any
deviations from the Protacol.

(i) 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
a 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.

(ili) Site shall afford regulatory authorities (domestic
and foreign) reasonable access fo 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 enviranment for
such representatives.

(v) The Site shall immediately notify Study Sponsor
and IQVIA of, and provide Study Sponsar and IQVIA
copies of, any inquiries, correspondence, or
comimunications fo 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.

Slovakia Clinical Trial Agreement template-INSTITUTION &
INVESTIGATOR

_ based on [QVIA Global template — 1 May 2019

Protocol No: NBI-98854-AT 53019

Project code: ZZA 41578

Pl: Martin Garaj, MD
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2.3.3 | Pristup, pouZitie. monitorovanie
a inSpekcia.

(i) nPooovisko poskytne Gstne  alebo
pisominé spravy o postupe §tudie na Ziadost
zadavdela $tudie alebo spolognosti IQVIA.
Pracovisko bezodkladne pisomne informuje
zadév]; tefa  stodie, 1QVIA a  IEC
0 akychkolvek odchylkach od protokolu.

(il  Pracoviskc  sku3ania poskytne
Zadavatefovi, spoloénosti IQVIA a ich
zastupcom a predstavitefom primerany
pristup do priestorov pracoviska skugania
a k |zdravotnym zéznamom a Gdajom
skiSanra, aby umoznilo zadavatelovi,
spoldnosti IQVIA a kh zéstupcom
a prestavitefom vykonaval' monitorovanie
ski$ania alebo inak spliat prisiuiné pravne
a regulaéné poZiadavky. Vzhlfadom na
sﬂc“:asqu pandémiu COVID-19 zdravotnicke
zariadenie tymto berie na vedomie a suhlasi
stym, ze monitorovanie studie moZe
prebiefet’ na dialku podla uvazenia
zadéva{él’a &t0die a/alebo spolocnosti IQVIA
azdravotnicke  zariadenie  vynalozi
primerané usiie na prispdsobenie sa
takémlfto menitorovaniu na dialku.

(ii)Pracovisko skasania poskytne
kontrqinym Uradom primerany pristup
do priestorov pracoviska skiSania a k
zcirav:#tnym zaznamom a Gdajom skusania a
umoirll' im robit’ si z nich kdpie.
(iv)Pra;c:ovisko skiania sa zavazuje
spolugracovat’ so zastupcami spoloénosti
IQVIAI zadavatef zabezpedi, aby jeho
zames‘tnanci, zastupcovia a predstavitelia
pracoviska skisania nerugiii ani inak pre
nich |nevytvarali nepriaznivé pracovneé
prostredie.

(v)Pracovisko sklOSania bude spoloénost
IQVIA| okamzite informovat o véetkych
poZiadavkach, koregpondencit
a  komunikacii tykajicej sa skdsania
(@ postytne z nich spolognosti IQVIA kdpie)
so vs'ekymi Statnymi alebo kontrolnymi
uradmi, najmé@ poZiadavkéch na inSpekciu
priestc?rov pracoviska sku8ania, a umozni
zéshplcom spoloénosti IQVIA a zadavatela,
aby sa na takychto inSpekciach zu&astnili.
PracoVisko skUSania vynaloZi primerané
usilie |na to, aby oddelic a neodovzdalo
Ziadne také doverné informacie, ktorych
odovzdanie pocas tychto inSpekcii nie je
pozadovane,

2.3.4 Vyuzitie stadie.
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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

{iiy for preparation of publications in accordance with
Section 6 “Publication Rights'.

2.4. Duties of Investigator.

241 |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 Iimitation, it is the
Investigator's duty o review and understand the
information in the Investigator's Brochure, to ensure
that all informed consent reguirements are met, to
ensure that al required reviews and approvals by
applicable regulatory authorities and IRBs or [ECs
are obtained, and to review all CRFs fo 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 o Study Sponsor and IQVIA the
corrected CRFs and supporting records for further
verification.

242 Prior fo the commencement of the Study,
Site shall review the Protocol and notify Study
Sponsor f 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
followed. In such case, Institution shall promptly
notify Study Sponsor and IQVIA of the facts
supporting such deviation as scon as the facts are
known fo Institution. Said notification shali be
followed by written confirmation of same within
twenty-four (24) hours and shall be fully documented
in such Study Subject's CRF.
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INVESTIGATOR
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Zdravotnicke  zariadenie  bude  mat
nevyhradné pravo pouzivat' udaje Stidie

() s wvyhradou povinnosti miCaniivost
uvedenej v casti 4 Doverné', v suvislosti
s0 starostivostou o subjekt Stadie a na

interny, nekomerény vyskum a na
vzdelavacie Ucely a

(i) na pripravu publikacii v sulade s bodom
6,Pravidla na publikaciu®.

2.4.Povinnosti skasai uceho.

2.41 Zdravetnicke zariadenie tymto potvrdzuje,
Ze  dd%gud e zamestnancom daného
zdravotnickeho zariadenia, ktoré zabezpedi,
aby skuSajiici vykonal Stadiu profesionainym
a kompetentnym spdsobom v  stlade
s protokolom a podmienkami tejto zmluvy a so
Standardom starostlivosti, ktory od skuSajlicich
rozumne oc¢akavajl sponzori Klinickych Stadii.
Predovietkym, ale bez obmedzenia,
je  povinnostou  skiSajiceho  preskimat
a porozumiet informaciam v  broZire
skisajlceho, zabezpe€it, aby boli splnené
vietky poziadavky na informovany slhias,
zabezpetit, aby boli vsetky pozadovaneé
kontroly a schvalenia prislugnymi reguladnymi
organmi a IRB alebo IEC a preskumat vSetky
CRF, aby sa zabezpelila ich presnost
a uplnost. Na Ziadost zadavatela stidie alebo
IQVIA, skusajici okamzite opravi vsetky chyby
afalebo vynechané CRF a d& k dispozicii
sponzorovi Stadie a IQVIA opravené CRF
a padporné zaznamy na dalSie overenie.

242 Pred =zacatim 3tide  pracovisko
skontroluje protokol a upozorni zadavatela
Studie, ak nemdzZe spinit’ niektorl z podmienok
v nom uvedenu. Ak si v priebehu vykonavania
Studie  vSeobecne  uzndvané  &tandardy
klinického vyskumu a lekarskej praxe tykajlce
sa prospechu, dusevnej pohody a bezpelnosii
aCastnikov  Stadie  vyzaduju  odchylku
od protokolu, fieto Standardy sa budd
dodrziavat. V takom pripade zdravotnicke
zariadenie bezodkladne informuje zadavatela
stidie a spolo€nost IQVIA o skutoénostiach,
ktoré podporuji takato odchylku, hned ako
budu tieto skutofnosti zname. Po uvedenom
oznameni bude nasledovat pisomné potvrdenie
do dvadsiatich styroch (24) hodin a bude pine
zdokumentovane v CRF daného subjektu
Stidie.
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243 Site agrees fo provide prompt advance notice
to Study Sponseor and IQVIA i Investigator will be
eaving 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 Spornsor 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.

2,51 The Site shall report adverse events and
serious adverse events as directed in the Protocal in
accordance with Applicable Laws. The Site shall
cooperate with Study Sponsor and IQVIA in their
efforts o 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 fo
continue the Study.

26 Use and Return of Investigational Product and
Equipment.

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

2.68.2 The Site shall use the Investigational Product
provided in connection with the Study, saolely 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.

26.3 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

Slovakia Clinical Trial Agreement template-INSTITUTION &
INVESTIGATOR

_ based on IQVIA Giobal template— 1 May 2019
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DOVERNE

243 Prapvisko suhlasi s tym, Ze véas vopred
oznami sponzorovi 3tudie a spolotnosti IQVIA,
ak skusdjuci opusti zdravotnicke zariadenie,
bude nedostupny pocas dih$ieho obdobia alebo
z ineho dovodu nebude méct vykonavat' stidiu.
Vymenmﬂanie nového skud Sajiceho musi mat’
predchadzajici pisomny sthlas zadavatela
Studie a spoloCnosti IQVIA. Kazdy nahradny
skiigajuci musi byt zamestnancom
zdravotnickeho zariadenia V pripade, Ze
zadavate] Studie  neschvaii na hradného
skagajiczho, zadavatel &tldie méze ukondit
titoc zmiuvu v silade s bodom 15 (Obdobie
a ukoncaie).

2.5 Nezigduce udalosti.

251 Pr.]acovisko skusania bude neZiaduce
udalosti a zavaZné neziaduce udalosti hiasit
podla p'c YZiadaviek protokolu a platnych
pravhych|predpisov. Pracovisko skdSania bude
so zadavaelom spolupracovat v jeho Usili dalej
sledovat priebeh v8etkych neZiaducich udalosti.
Pracovisko skiSania dodrZi svoju oznamovaciu
povinnos{ voli nezavisle| etickej komisii.

252 Zddavatel Studie oznami pracovisku,
IRB/IEC a IQVIA vsetky informacie, ktoré by
podla vyhradného usudku zadavatela stadie
mohii ovplyvnit bezpeénost subjektov Stidie,
alebo ich{ochotu pokragovat v t€asti na stadi,
resp. ovplyvnif priebeh Studie, alebo zmenit
sthlas IREVIEC na pracovisku, aby mohli

pokradovat-v stidii,

26 Pouzitie a vratenie skudaného produktu

a vibavenia.

2861 adavatel alebo  jeho riadne
spinomocneny zastupca doda zdravotnickemu
zariadenit alebo sk(Sajlicemu dostatoné
mnozstvo  ski$aného produktu, v sulade
s protokeiom.

282 Pr‘acovisko bude powlivat skisobny
produkt poskytnuty v sivislosti so 3t diou
vylutne na ucely riadneho dokongenia $tadie
a bude skusobny produkt udrziavat tak, ako to
urCil zadavatel 3tddie a v sllade s platnymi
zakonmi, | vratane uchovavania a skladovania
v uzamknutom, zabezpecenom priestore po

celd dob ‘.

263 Pralcow'sko bude uchovavat zaznamy
o datumoch a suméach prijatych skasobnych
produktow: datumy, mnozstva a subjekty $tadie,
ktorym bol wvydany alebo podany skigany
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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
hot 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 Enrollment.

Site will use best efforts to diligently enroll Study
Subjects  within  a reasonable time  after
commencement of the Study. If Site fails to adhere
fo 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. Institution will be
solely responsible for paying Study Staff and
Investigator. 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
any obligation of the Study Sponsor to pay any
royalties or other consideration to such Study Staff.
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produkt; datumy a mnoZstva vyhodnocovaneho,
poskodeného alebo strateného skdsobného
produktu; a datumy a sumy vrateneho
skusobneho produktu. Po dokonéeni alebo
ukonéeni Stidie pracovisko podia volby
zadavatela Studie vrati alebo potvrdi zni¢enie
skusobneho produktu na vyhradné na kady
zadavatela studie.

2.6.4 Zdravotnicke zariadenia a skusajici budu
dodrziavat vetky prislusné zakony upravujace
likvidaciu atebo zni¢enie skisaného produktu a
vietky pokyny od zadavatela Stidie a
spoloénosti IQVIA, ktoré nie s0 v rozpore s
tymito zakonmi a nariadeniami.

285 Na Ziadost zadavatela Studie alebo
IQVIA, pracovisko sklasania wrati  vsetko
vybavenie a vdetky materialy poskytnuté
zadavatelom na pouzitie vskusani, pokial
zadavatel a pracovisko skU3ania neuzatvoria
pisomnl zmiuvu o nadobudnuti vybavenia
pracoviskom sklsania. Ak zadavatel alebo
spolocnost  IQVIA  poskytnld v stvislosti
so skusanim nejaké Opravy priestorov na
skusanie, uzatvori pracovisko  skiSania
30 spolocnostou IQVIA alebo zadavatelom
samostatnd  zmiuvu, tykajicue sa takychto
vylepZeni priestorov pracoviska skdsania.

2.7 Kll¢ovy datum zaradovania.

Dana strana wvynaloZi maximane usilie
na dbésledné =zapisanie subjektov Stide v
primeranom  ¢ase po zadall  Stidie
Ak dana strana nedodrzi tito zasadu, zadavatel
Studie mdZe prehodnotit’ vhodnost' danej strany
pokracovat v (éasti v $tadii.

2.8 Studiny personal.

Zdravotnicke zariadenie zabezpedi, aby vietdi
zamestnanci 3tudie mali primerant kvalifikaciu
a b lekarsku, technicka afalebo laboratornu
odbornost na vykonavanie Stidie a aby bol
k dispozicii na podporu a pinenie zavazkov
zdravotnickeho zariadenia podfa tejto zmluvy.
Zdravotnicke zariadenie bude vyhradne
zodpovedné za zaplatenie Studijného personalu
a skusajuceho. Zdravotnicke zariadenie
Zabezpedi, ze pred zafatim akejkolvek prace
na Studii sa na vsetkych zamestnancov Stadie
vztahuju pisomné zavazky vodi zdravotnickemu
zariadeniu, podra ktorého

(a) sU0 wviazani povinnostfou miéanlivestt a
nepouzivania v sdvislosti s Dovernymi
informaciami, kioré s v stlade s podmienky
tefto zmluvy; a
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Institution shall ensure that Study Staff comply with
the terms of this Agreement.

2.9 Bioclogical Sarnples.

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 Sfudy, the Instifution shall at
Study Sponsor's option, return or certify the
desfruction of the Biological Samples at Study
Sponsor's sole expense.

2.10 Required Documents.

Institution and Investigator wil 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):

2.10.1Signed copy of the protocol signature
page;

2.10.2 investigator’'s Brochure
acknowledgement page;

2.10.3 Completed and signed statement of

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

2105 Letter of approval from the IRB/IEC
for both the Protocol and the informed consent
form;

2.10.8 Copy of the IRB/IEC-approved
informed consent form fo 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.
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(b) postpit a inak Gcinne udelit zdravotnickemu
zariadeniul akekorvek a v3etky prava, kioré by
takyto #udijny personal inak mohol mat na
vysledkyi svojej prace, bez akejkolvek
povinnoti zadavatela $tidie zaplatit takémuto
personal stludie akékolvek honorare alebo iné
protihodnoty. Zdravotnicke zariadenie
zabezpeti, aby Studijny personal dodrziaval
podmienky tejto zmluvy.

2.9 Biologicke vzorky.

Zdravotr%icke zariadenie a skugajlci budu
zbierat, uchovavat a/alebo pouzivat biclogicke
vzorky vy ucCne tak, ako je uvedené v protokole.
Zdravotnicke zariadenie afalebo skddajuci
poskytne| zadavatelovi Stidie alebo jeho
za stupcovi mnozstvo biologickych vzoriek, ako
to vyzaduje protokol Zadavate! Studie méze
pouZit' takéto biologicke vzorky, ako je uvedena
v protokqle a ako je povolené vo formutari
informovaného sthlasu podpisangho
Gastnikmi Studie a platnymi  zakonmi. Po
dokonéer’i alebo ukondeni Studie zdravotnicke
zariadenicle podia volby zadavatela 3tudie vrati
alebo potvrdi znicenie biologickych vzoriek na
vyhradnélnaklady zadavatela stldie.

2.10Pozadované dokumenty.

Zdravotnflcke zariadenie a skl3ajlci poskytni
zadavatdovi Studie pred zaradenim
akéhokolek subjektu do Studie {original by mal
skbsajicil uschovat v dokumentéaci pre
skusajicilv dokumentacii k stadiiy:

2.101 PPdpisané képia strany s podpisom
profokolu;

2.10.2 ‘Strana s  potvrdenim  brozlry
skusajlicsio:

2103 Vyplnené a podpisané vyhlasenie
skOsajlceho;

2.10.4 Zivotopis a akiualna lekarska licencia
skusajliceho a dalsich skddajdcich;

2.10.5 Sctwalujuci list od IRB/AEC pre protokol
a formuldr informovanénho sthiasu;

2.10.6 Kgpia formula ra informovaného su”hlasu
schvalen¢ho IRB/IEC na pouzitie v studii; a

2.10.7 Laboratorne dokumenty
(certifikacie/akreditacie, normalny rozsah), ak
ich neposkytuje centraine laboratarium.

2 11 Ziadne konflikty.
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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 its nature or its terms, will prevent
them from fulfiling 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.

213 The Institution and  Investigator
acknowledge the possibility for the Study
Sponsor o engage vendors o 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, #
requested, all other Confidential Information {defined
below).

For clarity, Institution and Investigator acknowledge
and agree that, except for the specific costs
designated t© be paid prior to enroliment (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. Institution agrees that it wil be
responsible for making payments to any and all
personnel  (including without limitation  the

Slovakia Clinical Trial Agreement template-INSTITUTION &
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Zdravoinicke zariadenie a Skdsajuci suhlasia s
tym, Ze sa nezlcastiiujll a ani sa nikdy pocCas
trvania tejto Zmiuvy nezicastnia na Ziadnej inej
studii, ktora im svojou povahou alebo jgj
padmienkami  brani v pineni  ktorejkolvek
z povinnosti vyplyvajicich z tejto zmiluvy.

2.12 Nabor.

Zdravotnicke zariadenie a sku§ajlci pouZije len
tie naborové materidly {(napr. inzeraty, listy s
predmetom Stadie, vopred pripravené tlatove
spravy atd.), formulare informovaného suhlasu
a opravnenia na informacie o zdravotnom stave
pacienta, ktoré boli skontrolovangé a schvalene
zadavatelom Stiudie (okrem presklimanie a

schvalenie CEC). Akekolvek revizie
naborovych materidiov, formularov
informovaného sudhlasu a opravneni na

infformacie o zdravotnom stave pacienta si
vyZaduju predchadzajlce postidenie a pisomny
slihlas zadavatefa Studie.

213 Zdravotnicke zariadenie a skuasajuci
uznavaju, e zadavatel $tidie ma moZnost
angazoval fretie strany, aby poskytovali
vyskumne  oSetrovatelské  sluzby mimo
pracoviska, ako jg napisané v protokole (ako je
naprikiad sprava skdsobného produktu na
mieste/ mimo pracoviska).

2.14 Pretrvanie.

Tento bod 2 (Vykonanie &tidie) zostane v
platnosti aj po ukonéeni alebo uplynuti platnosti
tejto zmiluvy.

3. PLATBA

3.1 Ako protipinenie za riadne vykonanie skisania
zdravotnickym zariadenim sk(Sania v sulade
$ podmienkami tejto zmluvy sa budld poukazoval
platby podla ustanoveni uvedenych v Prilohe A
prifom posledna platba sa poukaze potom, &o
pracovisko skuSania spini vdetky svoje povinnosti
podia tejfo zmluvy a spolo¢nost IQVIA dostane
véetky riadne vyplnené CRF, a ak to bude
poZadovat, a vseky ostatné déverné informacie
(definované nizsie).

Pre prehladnost), zdravotnicke zariadenie
a skiBajluci beri na vedomie a su hiasia s tym,
Ze okrem Specifickych nakladov, ktoré sa maju
zaplatit' pred registraciou {napr. pociatoéné naklady
uvedené v rozpoc'te) bude zadavatel sStidie
prostrednictvom IQVIA zodpovedny iba za platby
zdravotnickemu zariadeniu pre navitevy subjektov
Studie, ako je opisané v Prilohe A Zdravotnicke
zariadenie sthlasi s tym, Ze bude zodpovedné

DOVERNE Strana 14 z 34

SVK_en_ Slovakia CTA Template — Institution and Investigator_Translated an 16-Jul-2013-1



Investigator) and third parties who provide services
hereunder for the conduct of the Study at Institution.
No other benefits or compensation, beyond those
expressly provided in the Budget will be provided to
Institution or Investigator.

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 fo  this
Agreament 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 incompiete, 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 illegai referrals
of business.
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za platby v3kym zamestnancom (vratane, bez
obmedzenia, skdsajiceho) a fretim stranam, ktoré
poskytuja s[uﬂby podla tejto zmluvy na vykonavanie
Studie v zdrwyotnickom zariadeni. Ziadne iné
vyhody alebo kompenza' cie nad ramec tych, ktoré su
vyslovne uvetiené v rozpoéte, nebudd poskytnuté
zdravotnickemu zariadeniu resp. skiSajlcemu.

Rozpotet moéze byt  upraveny len po
predchadzajucom pisomnom su Hase zmluvnych
stran. Zdravot nicke zariadenie a ski$aju i vyhlasujd
a zarucujg, r:':e nebudd ziadat platbu alebo
akceptovat’ nahradu od akejkolvek tretej sfrany za
naklady a/alebo vydavky zaplatené zadavatefom
Studie alebo spoloénostou IQVIA, vratane, ale nie
vyluéne, liedty/vyhodnotenia, procedir a/alebo
lieku/ zasoby.

32 Ak dode k ukonCeniu tejo zmluvy, celkové
sumy, ktoré ma zaplatit zadavate! Stadie podia tejto
zmiuvy, budal spravodlivo rozdelené za skutoéne
vykonanl pracu pred datumom ukonéenia. Po
dokonceni étu]die alebo pred€asnom ukongeni tejto
zmluvy zdrawvtnicke zariadenie a ski3ajlci vratia
zadavatelovi Studie do Sestdesiatich (60) dni vietky
sumy zaplat@é nad ramec platieb, na ktoré mali
zdravotnicke zariadenie a skuZajlici narok podla
tejto zmluvy.

3.3 Zadavadl Stidie nezaplati zdravotnickemu
zartadeniu a |skU3ajicemu za Ziadneho subjektu
studie, ktorého zapisanie do Stidie sa podstatne
adchyluje od lltritérii oprévnenosti protokolu alebo od
ktorych nem?ino analyzovat Udaje z dévodu
zavainych odchylok od protokoly, chybajlcich
riadnych zaznamov alebo neGplnych, neopravenych
alebo neoveritelnych CRF. Dodatoéné testy alebo
sluzby, ktoré ‘He s naliehave, (1. j. tie testy alebo
sluzby, ktore protokol nevyZaduje alebo s0
vykonavané nad ramec poziadaviek protokolu),
nebudi podia tohto dokumentu kompenzovane bez
predchadzajiweho pisomného suhlasu zadavatela
Studie.

34 Zdravoticke =zariadenie a ski3ajuci berd
na vedomie a suhlasia s tym, Ze sumy splatné podia
tejto zmluvy pedstavuji spravodiivi trhovl hodnotu
krytych nakadov  spojenych  so Studiom
v zdravotnickom zariadeni a Ziadna €ast' akejkolvek
odmeny zaplatenej podfa tejfo zmluvy nie je
Zakazanou |platbou za odporicanie alebo
sprostredkognie odpori¢ania obchodu alebo
cbjednavania poloziek alebo siuzZieb; ani platby nie
sl ur€ené | na podnecovanie nezakonného
sprostredkovania cbchodu.
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4. CONFIDENTIALITY

4.1 Obligations and Exclusions.

411 During the term of this Agreement,
Institution, Investigator and Study Staff may develop,
become aware of or have access fo 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
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:

(i} 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;

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

use reasonable measures to  protect
Confidential Infarmation from disclosure.

{iii)

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

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

{i) 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;
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4. DOVERNE INFORMACIE

4.1.Povinnostiazavazky.

411 Pofas platnosti tefo zmluvy moZe
zdravotnicke zanadenie, skU3ajici a Studijny
persondl rozvijaf, zoznamit sa s dovernymi

informaciami alebo mat’ k nim pristup. Zdravotnicke
zariadenie a skusajici sthlasia s tym, Ze medzi
zmluvnymi stranami, zadavatel Studie je a vzdy
zostane jedinym a vyhradnym vlastnikom dévernych
informacii. Pracovisko skugania ajeho personal,
vratane personalu skisania nesmu:

{i) pouzivat déverné informacie na iné ucely, nez je
vykonanie sk(Sania alebo

(i) odovzdavat déverné informdcie akejkolvek tretej
sfrane, okrem pripadov povolenych v tomto
Slanku 3 alebo v d&lanku 5 Prava na
publikovanie”, ak je to poZadované pravnymi
predpismi alebo keontralnymi dradmi alebo na
zéklade pisomného povolenia odovzdavajicej
zmiuvne]j strany.

V rozsahu, v akom zdravotnicke zariadenie zverejni

doverné informacie frete] strane, zabezpedi, aby

takato tretia sirana dodrziavala zavazky dévernosti

opisané v tejto &asti 4 Na ochranu dévernych

informacii pracovisko sthlasl s tym, ze aby chranilo

déverne informacie, zavézuje sa potas skisania:

(i} obmedzit Sirenie dévernych informacii len na
ten personal skdSania, ktory ich potrebuje
poznat na Ucely vykonania skudania; a ktory je
viazany pisomnym zavazkom vyplyvajlcim z
tejffo zmluvy;

(i) informovat persondl skdSania, ktory dostane
déverné informacie, o dévernej povahe
tychto informacii a

pouzit' primerané opatrenia na

dovernych informacii pred odhalenim.

ochranu

(i)

41.2 Ni¢ z toho, & je uvedené v tomto odseku
necbmedzuje pravo zdravotnickeho zariadenia
odovzdavat Udaje sktSania sposobom, povolenym
podia €lanku 6 ,Prava na publikovanie”.

413 Povinnosti nezverejiovania
a nepouzivania podla teffo zmluvy sa nebudd
vzt'ahovat na Ziadnu &ast dbvernych informaci,
ktoré méZe zdravotnicke zariadenie alebo skisajuci
preukazat kompetentnym ddkazom:

(i) st alebo sa stanul véecbecne 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, skisaju cemu
alebo personalu stidie;
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(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

(i have been independently developed by
Institution, Investigator or the Study Staff without
use, reference to or reliance upon Confidential
Information.

4.2 Compelled Disclosure.

In the event that Institution or Investigator receives
an order or requrement 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 i not obtained, the Institution and
Investigator shall furnish only that portion of the
Confidential Information which is legally reguired t
be disclosed and shall reguest 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 [ntellectual 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 o 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 Inventions.
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{i) si vo vistnictve zdravotnickeho zariadenia,
skusajuceho alebo persondlu §Stidie pred ich
zverejnenim Zadavatefom $tidie alebo v jeho mene
z inych zdrojov, nez je zadavatel $tidie, kiory nemal
povinnost zachovavat dovernost voti zadavatelovi
Studie; alebo

(i) boli nezavisle vyvinuté zdravotnickym
zariadenim, skuSajucim alebo persondlom 3Studie
bez pouZitia! odkazu alebo spoliehania sa na
déverné informacie.

42 Vnltené odovzdanie.

V pripade, ze zdravotnicke zariadenie alebo
skusajuci dogane od tretej strany vyrozumenie,
ktorym sa bude snazit vynatit s odovzdanie
akejkolvek | dovernej informacie, prijemeca
vyrozumenia | bude o© tom =zadavatefa okamzite
pisomne infor movat, aby mohol zadavatel poziadaf
o ochranny stidny prikaz alebo iny vhodny opravny
prostriedok. V pripade, Ze sa takyto ochranny su dny
prikaz alebo iny vhodny opravny prostriedok ziskat'
nepodari, musi prijemca vyrozumenia poskytnit’ len
i Gast dévernych informacii, ktorej odovzdanie je
pozadované podia pravnych predpiscv a musi
poZadovat, aby sa s tymito informaciami
zaobchadzalo ako s dévernymi.

]
4.3 Vratenie alebo likvidacia.

Po vypovedani teffo zmluvy alebo po skorSej
pisomnej poziadavke zadavatela, pracovisko
skasania podia rozhodnutia zadavatela vrati
zadavatefovi + alebo zlkviduje vSetky déverné
informacie, okfrem Udajov skasania.

I

|

4.4 Pretrvanie.

Platnost tohfo &lanku 4 _Déverné informéacie”
pretrvd desat’ (10) rokov po vypovedani alebo
vYPréani tejlo zmluvy.

5. DUSEVNE VLASTNICTVQ

5.1 Exisfujlice dusevne viastnictvo.
1

Vopred existujuce duSevné vlastnictvo je a zostane
samostatnym| vlasinicivom zadavatela Stidie
a zdravotnickeho zariadenia a tato zmluva ho nijako
neovplyviuje| Ziadna zmluvna strana nebude mat
Ziadne naroky ani prava na akékolvek uz existujuce
dusevné vlagnictve inej strany, pokial nie je
vyslovne uvedene inak v akejkolvek inej pisomnej
dohade medzi nimi.

5.2 Vinélezy.
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Study Spaonsor 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
Inventions, including all patents, and other
intellectual property rights therein and all rights of
action and claims for damages and benefits arising
due to past and present infringement of said rights.
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 fo secure and maintain  Study
Sponsar’s ownership rights in Inventions.

5.4 License.

Study Sponsor hereby grants fo Institution a
perpetual, non-exclusive, non-transferable, paid-up
license, without right to sublicense, t use
Inventions, subject to the obligations set forth in
Section 4 “Confidentiality”, for internal, non-
commercial research and for educational purposes.

5.5 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 reguest and expense, with Study Sponsor
in such activities.

5.8 Survival.

This Section 5 “Intelectual 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 resuts of Institution’s and
Investigator's  activities conducted under this

Slovekia Clinical Trial Agreement tempiate-INSTITUTION &
INVESTIGATOR

_ based cn IQVIA Global template — 1 May 2019
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Zadavatel je viastnikom vietkych vynalezov.

5. 3Postlpenie vynalezov.

Pracovisko skl$ania odovzda a zabezpedi, aby aj
jeho  personal odovzdal visetky wynalezy
zadavatelovi urychlene, v plnej miere
a v pisomnej forme a zdravotnicke zariadenie vo
svojom mene avmene svojho persondlu tymio
postupuje zadavatelovi vietky svoje prava, naroky
a podiely na vSetkych vyndlezoch, vratane vietkych
patentov, autorskych prav alebo inych prav
dusevného viastnictva v nich obsiahnutych a véetky
prava na sudne stihanie a Zalovanie vs elkych skod
a vSetkého prospechu, ktory vznikne na zaklade
minulého alebo sufasného poruSenia tychto prav.
Pracovisko skisania bude so zadavatelom
spolupracovat tym, Zze podpiSe a zabezpedi, aby g
jeho  personal podpisal vSetky dokumenty
primerane  potrebné pre  zadavatela na
zabezpetenie a udrzanie si viastnickych prav na
vietky vynalezy.

5.4 Licencia.

Zadavatel tymto zdravotnickemu  zariadeniu
udefuje trvail, nevyhradni, neprenosnd, vyplatenu

iicenciu, bez prava udefovat sublicencie, na
pouZitie vyndiezov, pod podmienkou spinenia
povinnosti uvedenych v élanky 4  Ddverné

informacie”, na interny nekomerny vyskum a na
vzdelavacie (cely.

5.5Pravna ochrana patentov.

Pracovisko skiiSania bude so zadavatelom
na jeho poZiadavku a naklady spolupracovat pri
priprave, podavani, stdnom stihani a udrziavani
vietkych Ziadosti o patent a patentov na vynalezy.
Pracovisko bude na Ziadost a naklady zadavatela
studie pri takychto ginnostiach spolupracovat so
zadavatelom 3tudie.

5.6 Pretrvanie.
Platnost tohto &lanku 5 _DuSevné viastnictvo®

pretrva vypovedanie alebo vyprianie tejto zmluvy.

6. PRAVA NA PUBLIKOVANIE

6.1 Publikovanie a odovzdavanie.

Zdravotnicke zariadenie a skusajici maju pravo
zverejnit alebo prezentovat wvysledky c&innosti
zdravotnickeho zariadenia a skusajuceho,
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Agreement, including Study Data, only in
accordance with the requirements of this Section 6
(Publication Rights). Subject to the terms of Section
62 (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 5 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,
o 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
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

Slovakia Clinical Trial Agreement template-INSTITUTION &
INVESTIGATCR
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vykonavanych podia tejto zmluvy, vratane Gdajov
zo Studie, len v stlade s pozZiadavkami tejto Casti 6
(Prava na pblikovanie). V stlade s podmienkami
casti 6.2 (Pblikacie o Multicentrickych klinickych
Studiach). Zdravotnicke zariadenie a skdsajici
stihlasia s tym, Ze kazdi navrhovani publikaciu
alebo prezentaciu predioZia zadavatelovi $tidie na
postdenie najmenej Styridsatpat (45) dni pred
predloZenim | akejkolvek navrhovanej publikacie
vydavatefovi! alebo pred pokragovanim v
navrhovanej prezentacii. Do tridsiatich (30) dni od
ich prijatia zadavatel studie pisomne informuje
zdravotnicke  zariadenie a/alebo ski3ajuci, podia
okolnostl, o akychkolvek informaciach v nich
obsiahnutych, ktoré su dévernymi informaciami
(inymi ako Udaje studie) alebo ktoré mézu zhorsit
dostupnost |patentova ochrana  vynalezov.
Zadavatel Studie ma pravo poZiadat zdravotnicke
zariadenie a/alebo skisajuceho, aby odstranil
konkrétne identifkované déverné informacie (iné
ako Udaje Studie) a/alebo odozit navrhovany
publikaciu alebo prezentaciu o dalSich Sestdesiat
(60) dni, aby umoznil 3tidiu. Zadavatel, ktory

Pozaduje pgatentovd ochranu pre vyndlezy,
zdravotnicke | zariadenie a skuSajuci mu musia
vyhoviet.

8.2 Multicentrické publikacie.

|

KedZe Studia je sGastou Multicentrického
klinického skuSania, zdravotnicke zariadenie a
skusajuci nesmil bez predchadzajiceho

pisomného suhlasu zadavatefa Stldie nezavisle
publikovat, przentovat ani inak zverejnovat’ Ziadne
vysledky aldo ich Casti alebo informacie tykajlce
sa ¢innosti  zdravotnickeho  zariadenia a
skusajuceho. Podla tejto zmiluvy, kym nebude
zverejnena publikacia Mufticentrické  klinické
skusanie | awsak za predpokladu, Ze ak publikaciz
Multicentrického  kiinického  skiSania nebude
zverejnend do osemndastich (18) mesiacov po
ukon¢eni Multicentrického klinického skusania a
prijati Udajov zo vsetkych pracovisk Sponzorom
stadie alebo| po akomkolvek skorSom ukonéeni
Multicentrického  Kklinického skisania  centra,
zdravotnicke | zariadenie a skUSajuci maju pravo
zverejnit a| prezentovat wvysledky &innosti
zdravotnickeho  zariadenia a  skdSajlceho
vykonavanych podia tefto zmluvy, vratane Gdajov
zo Studie, vyligne v silade s ustanoveniami &asti
6.1,,Pubi]kove]mie a ocdovzdavanie',

l

6.3 Dovernost nepublikovanych idajov.

Zdravotnicke  zariadenie a skSajici  bern
na vedomie a suhlasia s tym, Ze Udaje $tadie, ktore
me sU zveejnené, prezentované alebo inak
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{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 presentaticns, news releases, articles,
interviews, other contacts with the media, or other
method of communication with the general public
including but not limited t© newspapers, radig,
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.

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 & “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 o data protection
legislation.

Slovakiz Clinical Trial Agreement template-INSTITUTICN &
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zverejnené v sulade s bodom 6.1 (Publikovanie a
odovzdavanie) alebo vsllade s bodom 6.2
{Multicentrické publikacie) (,nepublikované adaje “),
zostavajl v ramci definicie Ddverné informéacie.
Zdravotnicke zariadenie a sklSajuci zabezpetia,
aby pracovnici Studie nezverejnii nezverejnené
Udaje Oplne alebo &iastoéne ziadnej trefej sirane
alebo v akejkolvek forme.

6.4 Kontakt s médiami.

Zdravotnicke zariadenie a skugajici sa nebudud
zaoberat' a zabezpedia, aby sa Studijny persondl a
dalsi jeho pracovnici nezapajali do verejnych
prezentacii, tlaCovych sprav, &lankov, rozhovorov
alebo inych kontakiov s médiami alebo inym
spdsobom komunikacie so Sirokou verejnostou
vratane, ale nie vyiuéne, do novin, radia, televizie a
internety, tykajlice sa stadie, vyskumného produktuy,
vynalezov alebo Udajov stadie bez
predchadzajuceho pisomného suhlasu zadavatefa
studie. Toto ustanovenie nezakazuje zvereifiovanie
alebo prezentaciu Udajov o Studii v sUlade s danym
bodom 6 (Prava na publikovanie).

6.5 Pouzitie mien anazvov, reqgistra’ ciaa spravy zo

Ziadna zo zmluvnych stran nepouzije nazov druhe;j
zmluvnej strany ani ndzov zadavatefa v suvislosti s
reklamou, publikovanim alebc propagaciou bez
predchadzajlceho pisomného povolenia; zadavatel
a spoloénost’ IQVIA viak mdzu pouzivat nazov
pracoviska skd3ania v publikacidch zo skl3ania

av medialnej komunikacii, vratane webovych
stranok  venovanych  klinickym  sku3aniam
atlaCovych oznameni o skG3ani. Zadavatel

zaregistruje skiSanie vo verejnom registri klinickych
skisani v sllade s platnymi pravnymi predpismi
azverejni spravu z vysledkov skiSania v takom
termine arozsahu, vakom fto poZaduji platné
pravne predpisy.

6.6 Pretrvanie.
Platnost tohto ¢lanku 6 Pravo na publikovanie”

pretrva vypovedanie alebo vyprsanie tefto zmiuvy.

7. OSOBNE UDAJE.

Pri spracova vani osobnych udajov vtom zmysle,
vakom si definované v platnych pravnych
predpisoch o ochrane sukromia alebo osobnych
Udajov, sa pracovisko skusania a spoloénost’ IQVIA
zavdzuju dodrziavat vietky takéto platné pravne

predpisy o ochrane sukromia alebo osobnych
Odajov.
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8. INSURANCE.

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

9. INDEMNITY.
9.1 Indemnification by Study Sponsor.

Study Sponsor agrees o 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

(@) 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 relates to an
Institution Indemnitee’s

(A) negligence or wiliful 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 fo 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 coliaborators, afffliates
and its drectors, officers, employees and agents
(collectively, the “Study Sponsor Indemnitees”)
against any Claim fo the extent such Claim arises out
of or relates o an Institution Indemnitee’s

(a) negligence or willful misconduct;

Slovakia Clinical Trial Agreement templaie-INSTITUTICN &
INVESTIGATOR
based on KQVIA Global template — 1 May 2019
Protocol No® NBI-98854-ATS3019
Project code: ZZA41578
Pl Martin Garaj, MD
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8. POISTENIE.

Zadavate! studle vyhlasuje, zaruuje a zavazuje sa,
e ma alebo ziska a bude udrziavat' poistenie
zodpovednosti  za  produkty/klinické  skusky
dostatoéné na pokrytie jeho zavazkov v tejto
dohode. Zad a ‘vatel tudie poskytne zdravotnickemu
zarfadeniu na poZiadanie pisomny dokaz o takomto
poisteni.

9. ODSKODENIE.

9.10dékodneniezo strany zadavatela $tudie.

Zadavatel ét&die suhlasi s tym, Ze odskodni, bude
branit a ciwénit zdravotnicke =zariadenie, jej
riaditefov, Gradnikov, zamestnancov, zamestnancov
Studie (vratane skisajuceho) a agentov (spoloéne
,0dskodhovanie zdravotnickeho zariadenia) vodi

akymkofvek | narckom tretich stran, vratane
primeranych | poplatkov za pravne sluzby za
obhajobu tychto narokov. (kazdy, Narok')v

rozsahu, v akom Narok vznika z alebo sa tyka

€} akejkol’vegk tedrie zodpovednosti za vyrobok
tykajuci sa skusobneho produktu; alebo

{b) akykorvek vedlaj§i (cinok alebo neziaduca
reakgia, choroba alebo zranenie priamo vyplyvajice
z |

(i) pouzitia skiiobného produktu v Studii alebo

(i) riadne Vg}konaného postupu  Specifikovaného
v protokole, ktory by subjekt st de nepodstupil na
uCast takéhoto subjektu Stadie v Studii Vyssie
uvedené odskodnenie sa nebude uplatiiovat
v rozsahu, v akom narok vznikne z

(A) nedbanliviosti alebo Umyselného nespravneho

konania od$ kodfiovanej osoby v ramci
zdravotnickeho zariadenia;
(B) nedodrz]anle podmienok Protokolu alebo

akychkolvek plsomnych pokynov od zadavatela
Studie alebo IQVIA: alebo

(C) nedodrzanie podmienck tejto zmiuvy.

9.2 0Ods koanenie zo
zariadenia.

strany _ zdravotnickeho

V' rozsahu, ktory nie je zakazany prislusnym
zékonom, zdravotnicke zariadenie sthlasis tym, Ze
odskodni, bude branit a chranit zadavatela Studie,
jeho spolupracovnlkov pridruzeng spoloénosti a
ieho rladlterov uradnikov, zamestnancov a agentov
(spologne ,,odskodnovame zadavatela studie") vodi
akemukolvek naroku, v rozsahu takyto narok vznika
alebo sivisi s
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(b) failure to adhere to the terms of the Protocol, or
any written instructions from Study Sponsor or
IQVIA; or

{c) failure fo adhere fo the terms of the Agreement.

93 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 or Section 9.2 above, as the case may be The
indemnifying Party will have the sole right o defend,
negotiate, and settle such Claim. The indemnified
Party will be entitled to participate in the defense of
such matter and o employ counsel at its expense fo
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 reguest, 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 unréasonably
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.

10. REIMBURSEMENT FOR STUDY SUBJECT INJURY.

(@) nedbanlivostou alebo Umyselnym nespravnym
konanim osoby odSkodneného zdravotnickeho
Zariadenia;

(b) nedodréianie podmienok protokolu alebo
akychkolvek pisomnych pokynov od zadavatefa
Studie alebo IQVIA; alebo

(c) nedodrzanie podmienok zmiuvy.

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 &asti 9.1 alebo &asti
8.2 vyssie, podra okolnosti informovat’
oddkodhujicu  zmiuvnd  stranu.  OdSkodiujluca
strana bude mat' vyhradné pravo obhajovat, rokovat
a urovnat' takyto narok. Oddkodfiovana strana bude
opravnena zucastnit sa na obhajobe takejfo veci a
na svoje naklady si na pomoc pri takejto obhajobe
zamestnat' obhajcu; avéak za predpokladu, Ze

odskodhujica strana bude mat pravomoc
kone€ného rozhodnutia o véietkych aspektoch
cbhajoby naroku. Strana, ktora Ziada o©

odikodnenie, poskytne odskodiiujlcej strane take
informacie a pomoc, aké mdZe odskodiujd ca strana
primerane pozadovat, na naklady odskodnujice]
strany. Ziadna =zo zmiuvnych stran nebude
Zodpovedna ani viazana Ziadnym urovnanim
akehokolvek naroku alebo sporu  bez  jgj
predchadzajuceho pisomného sdhlasu; aviak za
predpokladu, Ze od3kodnena strana nebude
bezdbvodne odopierat alebo odkladat takyto
sthlas.

9.45polotnost IQVIA.

IQVIA sa vyslovne zrieka akejkolvek zodpovednosti
v slvislosti so skdSobnym produktom, vratane
akejkofvek zodpovednosti za akykofvek narok
vyplyvajici zo stavu spdsobeného alebo Udajne
sposobeneho akymikolvek Studijnymi  postupmi
spajenymi s takymto produktom, okrem pripadov,
ked je takdto zodpovednost  spdsobend
nedbalost'ou, Umyselinym nespravrym 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
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PREDMETU STUDIA.

Zadavatel Studie uhradi zdravotnickemu zariadeniu
pri obvyklych sadzbach primerané a nevyhnutné
lekarske vydavky, ktore zdravotnickemu zari adeniu
vzniknd pri diagnostike a lieche
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(iy adverse reactions directly resulting from use of the
Investigational Product in accordance with the
Protocol; and

(i) injuries arising directly from a Study procedure
that is required by the Protocol, provided, that such
adverse reacfions or injuries are not attributable to
(A) an Institution Indemnitee’s negligence, willful
misconduct or failure o adhere to the Protocal, any
written instructions from Study Sponsor or IQVIA; or
{B) a pre-existing medical condition of the Study
Subject or hisfher 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

(i} neZiadwich reakei priamo vyplyvajlcich
Z pouZifa skosobného produktuv sdade s
profokolom; a

(i) zranenia Lyplyvajuce priamo z postupu studie,
ktory vyzadUJe protokol za predpokladu, Ze takeéto
neziaduce reakcie alebo zranenia nemozno pripisat
(A) nedbalosti, tmyseinému nespravnemu konaniu
alebo  nedodrzaniu  protokolu  zo  strany
odskodnovaného zdravotnickeho zariadenia,
akychkolvek |pisomnych pokynov od zadavatela
studie alebo IQVIA; alebo

(B) @z existujici zdravotny stav subjektu studie
aleho jehol/jej zakladny stav alebo zakladné
ochorenie.

11. VYLUCEM.

Pracovisko prehlasuje a zaruduje sa, Ze Ziadne
zdravotnicke | zariadenie, skddajici ani  Ziadny
studijny personal neboli vyliceni, diskvalifikovani
alebo zakazam vykanavat klinické skusky, ani nie su
predmetom vysetrovanla 2o strany akéhokolvek
regulacného |organu z dobvodu vyluéenia alebo
akéhokolvek podobného regulaéného opatrenia v
ake kolvek krajine, a dané pracovisko bude
okamZite informovat zadavatefa $tudie a spoloénost
IQVIA, ak dbjde k takémuto vySetrovaniu,
diskvalifikacii, vyli&eniu alebo zakazu &innosti.
Platnost tohto &lanku 11 Vylidenie® pretrva
vypovedan ie alebo vyprsanie tejto zmluvy.

12. FINANGNE LRIZNANIA 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 shail
promptly return fo 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.

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
prompily updated as needed fo maintain their
accuracy and completeness during the Study and for
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12.1 Na poziadanie zadavatela alebo spolocnosti
IQVIA sa pracovisko sku$ania zavazuje urychlene
odovzdat spolotnosti IQVIA finanéne priznanie
a prehlaseniel o konflkte zaumov za kazdeho
uvedeného alebo identifikovaného skusajuceho
alebo spoluskiSajiceho, priamo zapojeného do
lietby alebo vyhodnocovanla subjektov skusania,
vyplnené a podpasane tymite skusajucimi alebo
spoluskaSajicimi, kde budd uvedené vSetky
relevantné finanéné zaujmy tychto skdgajucich
alebo quluskusajumch ako a ich
manzelov/manzeliek a vyzivovanych deti.

12.2 Ak spolo¢nost IQVIA nedostane vyplnené
finanéné priznania za kazdého skuSaju ceho
a spolusklsajliceho, mdZe odmietnut poukazat
ptatby za skianie.

12.3 Pracowsl](o skusania zabezpedi, aby boli takéto
finanéné piiznania podla potreby véas
aktualizované| tak, aby bola zachovana ich
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one (1) year after Study completion or early
termination.

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

12.5 The Site further consents o the fransfer 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
Confict 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 fo 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 fo purchase
or prescribe any drugs, devices or products.

13.2 If the Study Sponser 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, of 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 fo the Study.

13.4 In the event that Institution or Investigator
makes any paymenis o transfers of value fo
healthcare providers or healthcare organizations in
connection with this Agreement, Institution and
Investigator will track such payment information and
report it o Study Sponsor andfor IQVIA in the
timeframe and format as reasonably requested by
Study Sponsor and/or IQVIA. Study Sponsor has the
option 1o reasonably modify the scope of information
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spravnost’ a (plnost pogas celého skusania a jeden
{1) rok po jeho dokonceni.

12.4 Pracovisko sku3ania berie na vedomie, ze
vyplnené finanéné priznania mbézu podiehat
kentrolam zo strany Statnych a kentrolnych Oradov,
zadavatela, spolonosti IQVIA a ich zastupcov a s
takouto kontrolou suhlasi.

12.5 Pracovisko sklUsania dalej suhlasi s prenosom
Udajov finanénych priznani do krajiny pévodu
zadavatela a do Spojenych Statov americkych, g
ked v tychto krajinach nie je zabezpedena ochrana
oscbnych Udajov alebo je na niZ¢Sej Grovni, nez
v domace] krajine pracoviska skisania.

12.6 Platnost tohto &lanku 12 Finanéné priznania
a konflikt zaujmov” pretrvd vypovedanim alebo
vypréanim tejto zmluvy.

13. USTANOVENIA NAMIERENE PROTI _PROVIZIAM
A PODVODOM.
131 Zdravotnicke zariadenie a  skuSajuci

potvrdzuju, Zze odmena, ktord dostand podia fejto
zmiuvy, neovplyvni ich Gsudok v sivislosti
s poradenstvom a starostlivostou poskytovanou
kazdému subjektu sk(3ania, 2e tato odmena
nepresahuje spravoediva trhovd hodnotu sfuZieb,
ktoré poskytuji, aze Ziadne plathy sa im
neposkytnd na ucely nabadania na nakup alebo
predpisovanie akychkolvek liekov, pomdcok alebo
produkiov.

13.2 Ak zadavatel alebo spoloénost IQVIA
bezplaine poskytne akykolvek produkt alebo
poloZku na pouZitie v sk(GSani, zdravotnicke
zariadenie a skiSajici sa zavazuji neuctovat tieto
bezplatné produkty alebo polozky Ziadnemu
subjektu skiSania, poistovni, Statnemu dradu ani
akejkolvek inej tretej strane.

13.3 Zdravotnicke zariadenie a skigaju ci nebudl
Uétovat Ziadnemu subjektu 3tudie, poistovatelovi
ani vladnej agenture za Ziadne navstevy, sluZby
alebo wvydavky vzniknute pocas Stidie, za ktoré
dostali kompenzaciu od [QVIA alebo zadavatela
sStudie, a Ze ani zdravotnicke zariadenie, ani
skusajlci nezaplatia inému lekarovi za odporucanie
subjektov do Stddie.

13.4 V pripade, Ze zdravotnicke zariadenie alebo
sklgajlici uskutoéni akékolvek platby alebo prevody
pefiazi poskytovatelom zdravotne] starostlivosti
alebo zdravotnickym organizaciam v stvislosti
s touto dohodou, zdravotnicke =zariadenie a
sklsajici budd tieto platobné informacie sledovat’ a
oznamia ich sponzorovi Stldie a/alebo spoioénosii
IQVIA v €asovom ramci a vo formate ako primerane
pozZaduje zadavatel stldie a/alebo IQVIA. Zadavatel
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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 vaiue 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 compiy
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 ltems of Value received
pursuant to this Agreement or in relation fo the Study
will not influence any decision that Institution, its
trustees, officers or drectors, Investigator or any
Payee under this Agreement may make, as a
Government Official or otherwise, in order to assist
Study Sponsor or IQVIA to Secure an improper
advantage or obtain or retain business.
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INVESTIGATOR
based on IQVIA Global template — 1 May 2019
Protorol No: NBI-98854-ATS3019
Project code: ZZA41578
Pt Martin Garaj, MD

CONFIDENTIAL Page 25 of 34

Studie ma& moznost primerane upravit rozsah
pozadovanych informéacii, aby sa zabezpecio, ze
budi v sulbde so v3etkymi zakonmi o podavani
sprav a rnyml vladnymi povinnostami tykajucimi sa
podavania sprav V pripade, Ze zdravotnicke

zariadenie  |uskutoénl akékolvek platby
poskytovatelovi zdravotnej starostiivosti alebo
zdravotnicke] organizacii v sivislosti s touto

zmiluvou mal by nasledne informovat poskytovatela

zdravotne]  starostivosti  alebo  zdravotnicku
organizaciu o] takychto poZadovanych
zverejneniach.

13.6 Zdravoticke zariadenie a skdSajuci berl na
vedomie a sthlasia s tym, Ze ta&o zmluva a
akékolvek slivisiace informacie vratane platieb a
inych prevodev hodnoty uskutognenych podia tejto
zmluvy Iekarom fakulthym nemocniciam afalebo
inym  prisluSnym  poskytovatefom zdravotnej
starostlivosti | a fotoZznost uvedenych lekarov,
fakultnych nemocnic afalebo inych prislusnych
poskytovateldv  zdravoinej starostiivost, moze
zadavatel Stidie zverejnit’ tretim stranam, ako to
vyZaduju platn'é zakony ozverejiovani platieb (dalej
len ,z&kony Sunshine‘). Podla zdkonov Sunshine
budu vladne alebo etické organy zverejiovat takéto
platby a iné prevody hodnoty a takéto identity na
verejnej webovej stranke. Platby zahffiaj, ale nie st
obmedzené Tia, véetky hotovostné a bezhotovostne
platby alebo néhrady poplatkov, stravy a vydavkov.
Akékalvek zvere;nenle vykonané v dobrej viere v
snahe dodrzat akykolvek zdkon Sunshine sa
nebude povaZovat za porusenie Ziadnej povinnosti
zachovavat dévernost podla tejto zmluvy ani
akehokolvek platného 2dkona alebo nariadenia o
ochrane stkromia.

13.6 Podmierky tejto Casti 13 zostanu v platnosti &
po skonCeni platnosti alebo ukongeni tejto zmiuvy.

14, USTANOVENIA NAMIERENE PROTI UPLATKARSTVU,

14 1 Zdrav?tnicke zariadenie a  skigajlci
potvrdzuji, ze poplatky, ktoré majli byt vyplatené
podla tejto zmiuvy, predstavuju spravodlivii odmenu
za sluzby, ktoré ma poskytnlt pracovisko skugania.
Zdravotnicke = zariadenie a skusajici vyhlasujd
azarucuju sa, Ze platby a hodnotné veci kioré
dostan( pod'a tejto zmiuvy v suvislosti so skidanim,
neovplyvnia Ziadne rozhodnutie, ktoré zdravotnicke
zariadenie, skisajuci a ktorykolvek z ich viastnikov,
riaditelov, zamestnancov, zastupcov, poradcov
alebo prijemcov platieb podla tejto zmluvy méze
prijat ako Stathy predstavitel alebo v inej funkeii, aby
pomohol zadvatefovi alebo spolognosti 1QVIA
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14 2 Institution and Investigator shall comply with all
applicable anti-corruption laws, rules, regulations
and decrees. Institution and Investigator agree o
fully cooperate with all efforts of the Study Sponsor
and IQVIA inquiring into the Institution's and
Investigator's operations in order fo 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 cother advantage, that is
intended to or designed in any way fo 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 fo 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 o secure an improper
advantage or obtain or retain business, directly or
indirectly pay, offer or promise fo pay, or give any
ltems of Value to any person or entity for purposes
of

(i) influencing any act or decision;

(i} inducing such person or entity to do or omit fo do
any act in violation of their lawful duty;

(iii} securing any improper advantage; or

(iv} inducing such person or entity o use influence
with the government or instrumentality thereof o
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zabezpelit' si nendlezitd vyhodu alebo ziskaf &
udrzat' si obchodné prilezitosti.

14.2 Zdravotnicke zariadenie a skusajici musia
dodrziavat vseky platné protikorupéné zakony,
pravidid, nariadenia a vyhlasky. Zdravotnicke
zariadenie a skuasajuci suhlasia, Zze budd plne
spolupracovat’ so vietkymi snahami zadavatefa
Studie a IQVIA pri vySetrovani  operdcii
zdravotnickeho =zariadenia a ski$ agiceho, aby
splnili zavazky zadavatela Studie a IQVIA podla
zakona USA o zahraniénych korupénych praktikach
v zneni neskordich predpisov, zakona o uplatkoch
Spojeného krdlovstva a akékolvek vykonavacie
pravne predpisy podla Dohovoru OECD proti
podplacaniu zahraniénych vladnych dradnikov v
medzinarednych cbchodnych transakciach.
Zdravotnicke zariadenie a skusajuci sthlasia s tym,
ze nebudl Ziadat, poZadovat alebo sdhlasit s
prijimanim, & uZ priamo alebo nepriamo, Cokolvek
hodnotného, vratane ake koivek finanéne| alebo ingj
vyhody, kiora je wuréena alebo navrhnuta
akymkolvek  spdésobom  podnecovat  alebo
odmefiovat  nespravny vykon zo  strany
zdravotnickeho zariadenia alebo skuéiajiceho,
akukolvek funkciu alebo cinnost v suvislosti so
stldiou. Zdravotnicke zariadenie a skisajuci dalej
suhlasia s tym, Ze neprimi ani nezaplatia,
neposkytnl, nepontknu ani neslubia, Ze zaplatia
alebo neposkytnu, priamo i nepriamo, Ziadne
peniaze alebo ¢okolvek hodnotné Ziadnemu
viddnemu dradnikovi alebo zamestnancovi, &im
budi tito osobu nutit', aby urobila alebo opomenula
vykonat akykolvek &n v rozpore s svojej zakonnej
povinnosti, zabezpelenie nenalezitej vyhody alebo
ovplyviiovanie takéhoto Uradnika, aby vyuzil svoj
vplyv na vladu na uskuto¢nenie alebo ovplyvnenie
rozhodnutia takejto wvlady s ciefom pomdct
zadavatelovi Studie a spolocnosti IQVIA pri ziskani
alebo udrzani obchodu.

14.3 Zdravotnicke zariadenie a skusajuci vyhlasujd
a zaru€uju sa, Ze ani oni sami, ani ktorykolvek z ich
vlastnikov, riaditelov, zamestnancov, za stupcov,
poradcov alebo prijemcov platieb podra tejto zmiuvy
nebude za to, aby zadavatefovi alebo spoiocnosti
[QVIA pomohol zabezpecit' s nendlezZitd vyhodu
alebo ziskat & udrzat' si obchodné prileZitosti,
priamo ani nepriamo platit, pondkat alebo sfubovat
platbu, ani nedaruje ziadnu hodnotnu vec Ziadnej
fyzickej alebo pravnickej osobe na ugely

(i ovplyvnenia akéhokolvek Ukonu  alebo
rozhodnutia,
(i) nabadania takejto fyzickej alebo prawvnickej
oschy na vykonanie alebo nevykonanie
akehokolvek skutku vrozpore sijej zakonnymi
povinnost'ami
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affect or influence any act or decision of the
government or instrumentality.

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 i IQVIA or
Study Sponsor learns that improper payments are
being or have been made t or by Institution or
Investigator or any individual or entity acting on its or
their behalf.

15. TERM & TERMINATION.

15.1 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”,

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

(i) 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.
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(i) zabezpednia si nenaleZitej vyhody alebo

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

14.4 Okrem inych prév a opravnych prostriedkov
poda tejo zmluvy alebo podla zakona, moze
spoloénost IQVIA tito zmiuvu vypovedat, ak
pracovisko skii3ania porusi niektoré z vyhlaseni a
zaruk obsiahnutych vtomto &l&nku, alebo ak sa
spoloCnost’ IQVIA alebo zadavatel dozvie, 2ze
Zdravotnicke | zariadenie alebo skuSajlci takéto
nenalezité patby vykonali bud osobne alebo
prostrednictvom inej osoby alebo spoloénosti
konajlucej v ich mene, alebo takéto platby osobne
alebo prostr]ednictvom akejkolvek osoby alebo
spolocnosti prijali.

15. DOBA PLATNOST! A VYPOVEDANIE.

15.1 Tato zmluva sa stava platnou a udinnou od
datumu posledného podpisu zmluvnych stran
(.datum G€innosti’) a zosta va platna a uginna az
do spinenia alebo vypovedania podla tohto &lanku
15 .Doba plag‘nosti a vypovedanie”.

15.2. Vypiovedanie.
Tato zmiuvu méZe vypovedat

(a) ktorakolvek zmluvna strana ihned po pisomnom
oznameni ostatnym zmluvnym stranam, ak je to
potrebné na ochranu bezpeénosti zdravia alebo
blaha subjektov Studie; alebo

(b) zadavatelom $tidie a IQVIA,

() ihned po pisomnom upozorneni ostatnych
Zmluvnych stran ak sa nendjde vhodna nahrada za
skdéajﬂceho”iako Je uvedené v Casti 2.4 (Povinnosti

skusajuceho’)alebo

(i) po tridiatich (30) dni vopred pisomné
oznamenie zdravotnickemu zariadeniu. Okrem tohg
mbze ktorakolvek zmluvna strana (dalej len
.strana, ktor'él neporusuje”) tito zmluvu vypovedat
z dovodu zéyainého porusenia ustanovenia tejto
zmluvy inou zmiuvnou stranou (dalej len ,strana,
ktora porusila”), ak takéto porusenie nebude
napravené do tridsiatich (30) dni po prijati
pisomneho Gznamenia o takomto poruSeni zo
strany nepongujucej strany.

DOVERNE Strana 27 z 34

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



15.3 Termination by Study Sponsor.

This Agreement may be terminated by Study
Sponsor effective immediately for any of the
following reasons:

(Yauthorization and approval to conduct the Study is
withdrawn by the relevant regulatory authority.

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

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

(iviin 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:

(@ 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 orf 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 aready 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

(i) 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.
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15.3 Ukoncenie zo strany zadavatela Stidie.

stadie  ukondif’
ktoréhokolvek

Tute zmiuvu mdze zadavatel
s okamitou platnostou z
z nasledujucich dovodov:

(i) prisluény regulacny organ odoberie opravnenie
a suhlas na vykonanie Studie.

(iy Udaje zo stadie podporujd ukondenie Studie
Z akéhokofvek dbvodu, vratane bezpednost
a pohody subjektov Stidie.

(i) Zadavatel Studie na zaklade svojho vyhradného
a absolitneho uvazenia urli, Ze zdravotnicke
zariadenie neziskalo alebc nezapisalo dostatoc ny
pocet subjektov na (¢asti v Stddi.

(v) V pripade, Ze zdravolnicke =zariadenig,
skigajuci alebo akykolvek Studijny personal buda
vylugenl alebo diskvalifikovani.

15.4U¢&inky ukondéenia.

Po predéasnom ukondeni tejto Zmluvy:

(a) skusajuci okamzite zastavi registraciu subjektov
do stadie a prestane podavat sklsobny produkt
Studijnym subjekiom a vykonavat Studijné postupy
na Studijnych subjektoch v rozsahu, ktory je z
lekérskeho hladiska prijatelny a v spolupraci
so zadavatefom stldie;

{b) IQVIA v mene zadavatela $tadie uhradi koneénl(
platbu za navstevy alebo milniky riadne vykonane
podia tefto dohody v sumach uvedenych v prilche
A, avSak za predpokladu, Ze paf percent (5 %)
z tefo poslednej platby bude zadrZzanych aZ do
kone¢ného schvalenia vSetkych stranok CRF
a vsetkych  vydanych  objasneni  Udajov
zadavatefom Stadie a splnenia vietkych ostatnych
platnych podmienok tu uvedenych;

{c) akékolvek finanéné prostriedky, kioré nie su
splatné podra predchadzajuceho vypodiu, ale ktoré
wz spoloénost’ IQVIA zaplatia zdravotnickemu
zariadeniu alebo skasaju cemu, budl okamzite
vratené spoloénosti IQVIA; a

{d} zdravotnicke zariadenie a sklsajlci

(i) poskytni zadavatelovi Studie alebc IQVIA do
tridsiatich (30) dni od datumu Géinnosti ukonéenia
vietky U(daje &tudie vratane dokenéenych alebo
giastotne vyplnenych CRF a

(i) vratia alebo zni¢ia vdetky skimané produkty a
doverné informéacie v sllade s podmienkami tejto
zmiuvy. Do fridsiatich (30} dni od ukonéenia tejto
zmluvy, skiSajuci predoZi zaverefné pisomné
spravy zadavatelovi Stidie, ako je uvedené v
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16. MISCELLANEAQUS.

16.1 Notice.

Any notices required or permifted 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 ceriified mail, postage prepaid, return receipt
reguested,

¢} 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:

protokole. Tato Cast' 15.4 zostane v platnosti g po
skonc¢eni planosti alebo ukonéeni tejto zmiuvy.

16.1 Zaznam,

Vsetky oznamenia pozadované alebo povolené
podla tejto zmluvy budl vyhotovené pisomne
adoruéené, 0O¢inné prevzatim (alebo neskorsim
ditom uvedenym v oznameni) a doruéené:

a) osobne;

b}  doporu¢enou postou s uhradenym podtovrym

a dorugenkou,
€) e-mailom ako .pdf sibor alebo skenovany

dokument, alebo v inom needitovatenom
formate, s pozZzadovanym potvrdenim
doruceriia;

d) komerénou kuriérskou sluzbou, ktora zaruéuje
dorucenie na nasledujuci defi a poskytuje
potvrdene dorucenia, a takéto oznamenia
budli adesované nasledovne:

To Study Sponsor/
Pre zadavatela stadie:

Name/Nazov:

Neu rOcrnine Biosdaices, Inc.
Add re ss/Adresa:

12780 El Camirio Real

San Diego, CA 92130

USA / Spojené Staty americké

1
Attn: Chief Medical Officer
Email: eroberts@neurocrine. com
|
With a copy to: Chief Legal Officer |
Email: Iegal@ineurocrine.com

To IQVIA/
I Pre spofoinast IQVIA:

Name/Nazov:

IQVIA RDS Slovakia, s.r.o.

Address/.Adresa:

Vajnorska 100/B

831 04 Bratislava — New Town / mestska ¢ast
Nové Mesto

Slovak Republic / Slovenska republika

To Institution/
Pre zdravotnicke zarfadenie:

Name/Nazov:

Nemocnica s poliklinikou Prievidza so
sidlom v Bojniciach

Address/Adresa:

Nemocnicna 2

972 01 Bojnice

Slovak Republic / Slovenska republika

To Investigator /
Pre skiisaji ceho

Name/Meno:

Martin Garaj,MD / MUDr. Martin Garaj
Address/, Adresa:

Nemocnica s poliklinikou Prievidza so sidiom
v Bojniciach,

Psychiatrické oddelenie,

Slovakia Clinical Triai Agreement template-INSTITUTION &
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Nemocniéna 2
972 01 Bojnice
Slovak Republic / Slovenska republika

16.2 Entire Agreement.

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

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

16.4 Modifications.

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 Sponser 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, Instfitution may  subcontract the
performance of certain of its activities under this
Agreement fo 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 hound by and comply with the terms of this
Agreement;
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16.2 Uplnost zmluvy.

Tato zmluva vratane priloh predstavuje jedine
a uplné jednanie medzi zmluvnymi stranami v tejto
veci a nahradza vsetky daldie pisomné alebo Ostne
dohody o tomio skuasani.

16.3Nezrieknutie sa/VymoZitelnost.
Neuplatnenie ktorejkolvek podmienky tejto zmiuvy
neznamena vzdanie sa tejto podmienky

16.4 Upravy.

Tato zmluvu mo2no predizit alebo inak zmenit a
doplnit' len pisomnou dohodou obech zmiuvnych
stran.

16.5 Nezavisli dodavatelia.

Zdravotnicke zariadenie a skuSajici konaju ako
nezavisli zmluvni partneri zadavatela Studie a
spolocnostt IQVIA, a nebudi sa povaZovat za
zastupcov zadavatela Stadie alebo spolocnosti
IQVIA. Zadavatel stadie a IQVIA nezodpovedaji za
Ziadne  zamestnanecké  vyhody, ddchodky,
kompenzacie pracovnikov, zraZkové dane alebo
dane slvisiace so zamestnhanim, pekial ide o
skudajuceho, zdravetnicke zariadenie alebo
Zamestnanca studie.

16.6Postupenie zmiuvy a subdodavky.

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

Pracovisko sklSania nesmie postipit' ani presunat
Ziadne zo svojich prav a povinnosti podla tejto
zmluvy bez predchadzajiceho pisomného sthlasu
spolocnosti IQVIA a zadavatela.

S  predchadzajicim pisomnym  suhlasom
zadavatela Stadie v kazdom pripade moze
zdravotnicke zariadenie zadat wvykon urcitych
svojich &innosti pedia tejto zmluvy kvalifikovanym
tretim stranam; za predpokladu, ze

(a) takéto povolené ftretie strany vykonavaju takéto
tinnosti spdsobom, ktory je v stlade s podmienkami
teo zmluvy;

{b) Zdravotnicke zariadenie sa zavazuje, Ze takéto
povolené tretie strany bud( viazané podmienkami
tejto zmluvy a budd ich dodrziavat’

DOVERNE Strana 30 z 34

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



(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 o Study Sponsor or fo 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 i such an assignment. Site will be given
prompt notice of such assignment by the assignee.

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 fo 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 i material non-public information
related o Study Sponsor. Institution agrees not o
use, or cause or encourage any other person or
entity o 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 ng provision will be
rendered unenforceable because any other
provision 8 found by a proper authority to be inyalid
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{c) zdravotnicke zariadenie zostava zodpovedné za
takéto povolené plnenie tretich stran; a

(d) ani skidaidci, ani Ziadny pod -vyskumnik nema
Ziadny priamy alebo nepriamy finanény zaujem
v Ziadne] takto povolene] tretej strane, tak aby sa
predidlo pocnybnostiam, vietky povolené fretie
strany pouZité na vykonanie $tudie si zahrnuté
v definicii zamestnancov S$tadie. Na Ziadost
zadavatefa $iidie méze spoloc™nost IQVIA postupit
tito zmluvu zadavatelovi Studie alebo tretej strane
a spolognost IQVIA nezodpoveda za Ziadne
zavazky alebo zavazky vyplyvajlce z tejto zmiuvy,
ktoré vzniknu po datume postipenia, a pracovisko
tymto sihlasi s takymto zadanim. Pracovisko bude
0 takomto prldelem bezodkladne informovat’ stranu.

16.7 Opravnena tretia strana.

Strany berd na vedomie a sthlasia:

neexistujll  Zziadne opravnené tretie strany
s akymikolvek pravami na uplatnenie ktoréhokolvek
z ustanoveni tejto zmluvy.

16.8Nadriadené pravo.
Tato zmluv' sa interpretuje podia pravnych
predpisov krajiny, v ktorej pracovisko sktania
vykonava skiisanie.

16.90bchod?vaniescennvﬂg@giermi.

Zékony Spojenych &tatov americkych a iné
regionaine a federaine zakony o cennych papieroch
zakazuju akefofvek osobe, ktora dostane pristup k
materialnym, neverejnym informaciam tykajlicim sa
spolognosti, kupoval alebo predavat cenné papiere
v spofocnostl alebo oznamovat' tieto informacie
akefkolvek inej osobe za okolnosti, za ktorych je to
oddvodnene predvidatelné, Ze takato osoba
pravdepodobne kipi alebo preda cenné papiere
spoloénosti. Zdravotnicke zariadenie sthlasi a berie
na vedomie, Ze na zaklade svojej G&asti v Studii
bude maf pristup k u(dajom a informaciam
vyplyvajlicim z vykonavania $tudie, ¢o si podstatné
neverejné informécie tykajlce sa zadavatela stidie.
Zdravotnicke zariadenie suhlasi s tym, Ze nepouzije,
nespdsobl ani nenabada Ziadnu G osobu alebo
subjekt na ppuzZivanie akychkofvek materiainych
neverejnych informacii vyplyvajicich zo tudie na
nakup alebo predaj cennych papierov zadavatela
Studie.

16.10 Oddelitelnost: Reformacia.

KazZ'd ustanovenie tejo zmluvy je nezavislé a
oddelitelné od ostatnych a Ziadne ustanovenie sa
nestane nevymahatelnym, pretoZe akékolvek iné
ustanovenie bude prisluSnym orga nom uznané ako
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or unenforceable in whole or in part. If any provision
of this Agreement is found by such an authority ©© be
invalid or unenforceable in whole or in part, such
provision will be changed and interpreted so as ©
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 fo the Agreement, including the budget, if
and as required for the Parties to comply with
applicable federal state and local laws or
reguiations.

neplatné alebo nevymahatelné ako celok alebo
Ciastotne. Ak takyto organ zisti, Ze niektoré
ustanovenie tejto zmluvy je UGplne alebo Eiastotne
neplatné alebo nevymahatelng, taketo ustanovenie
sa zmeni a vyloZi tak, aby ¢o najlepsie naplnilo ciele
takéhoto nevymahatelneho alebo neplatného
ustanovenia a zamer zmluvnych stran, v medziach
platnych zakonov. Kazda zo zmluvnych stran sa
zavazuje v dobrej viere rokoval © akychkolvek
zmenach dohody vrétane rozpoétu, ak a ako to
zmluvné strany vyzadujl, aby dodrziavali plainé
federaine, S&tatne a miestne zakony alebo
nariadenia.

16.11 Survival.

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

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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16.11 Pretrvanie.

Podmienky fteffo zmluvy obsahujdce povinnosti
alebo prava, ktore pokracuju pe dokonceni skiiSania,
bud( pretrvavat g po vypovedani alebo splneni tejto
zmluvy, g ked to vtejto zmluve nie je vyslovne
uvedene.

16.12 Elektronicky podpis.

Zmluvné strany sa dohodl, Ze tito zmiuvu a
akékolvek iné dokumenty, ktoré maji byt v stivislosti
s fiou dorucené, moZu byt elektronicky podpisané a
7e akekolvek elektronické podpisy nachadzajoce sa
v tejto zmluve alebo takychto inych dokumentoch s
zhodné s originalnymi viastnoruénymi podpismi na
Ucely platnosti, vykonatefnosti a pripustnost’.

16.13 INTEGRITA UDAJOV.

Zdravotnicke zariadenie a skoSajuci rozumie
a berie na vedomie, Ze akakofvek falsifikacia ddajov
alebo pozmenenie akycholvek udajov alebo inych
informacii poskytnutych zdravotnickym zartadenim,
skusajicim alebo nejakym zamestnancom alebo
agentom zdravotnickeho zariadenia v sdlade s touto
zmluvou mézu viest' k trestnému &inu a sankciam
vodi zdravotnickemu zariadeniu a skdSajicemu a k
obéianskej zodpovednosti zadavatela Stadie.

TATO CAST JE ZAMERNE
PRAZDNA.
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ACKNOWLEDGED AND AGREED RY Neurocrine Biosciences, Inc., IQVIA RDS Slovakia, s.ro. signs on
his behalf/

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

By/Meno a priezvisko: MVDr. Jarmila Wagnerova, PhD.

Title/Funkcia: Associate Director, Global Site Activation

Signature/Podpis: __

o

Falis
Date/Datum: CAY =

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

By/Meno a priezvisko: MVDr. Jarmila Wagnerova, PhD.

Title/Funkcia: Associate Director, Global Site Activation

Signature/Podpis: __

: ICC: 45942289
Date/Datum: e h—“-ﬁ ?’OZ’L’
-

ava

ACKNOWLEDGED AND AGREED BY Nemocnica s poliklinikou Prievidza so sidlom v Bojniciach:
Za Nemocnica s poliklinikou Prievidza so sidlom v Bojniciach svojim podpisom potvrdzuje:

By/Meno a priezvisko:

Title/Funkcia:
(must be authorized lo sign on Instituiion’s behart} /
(s opravnenim podpisoval’ za zdravotnicke zariadenie)

Signature/Podpis:

Date/Datum:
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READ AND UNDERSTOOD INVESTIGATOR/
PRECITANE A POROZUMENE SKUSAJUCIM:

Name/Meno a priezvisko: Martin Garay, MD / MUDr. Martin Garaj

Signature/Podpis:

Date/Da tum:
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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 fo the following payee (“Payee”):

. PRILOHA A
ROFOCET A ROZPIS PLATIEB

A. UDAJE O PRIJEMCOW!

Zmluvné strany potvrdzujl, Ze nizSie uvedeny
prilemca piatieb je riadnym prijemcom platieb

podla tejto zmluvy a platby podfa tejto zmluvy

sa budl

poukazovat'

len nasledujicemu

prijemcovi platieb (dalej .prijemca®)

Pavee:
Payee Name Nemocnicas poliklinikou
(Must match name i the | Frievidza so sidlom v
cortract) Bojniciach

Nemocniéna 2
Payee Address 972 01 Bojnice

Slovak Republic
VATITax D
{Tax 1D must exactly
malch the payee name
indicated above, or fax ID number: 17335795
exempt when applicable) VAT number: 2021163276

Prijemca:
Meno prijemcu Nemocnicas
platby T poliklinikou Prievidza

(Musf sa zhodovat' s
na avorm v zmiuvel

so sidlom v Bojniciach

Adresa prijclamcu
platby

Nemocniéna 2
972 01 Bojnice
Slovenska republika

IG DPH/DIG,

(DIC sa musi presne
zhodovat s menom
prijemcu platby
uvedenym vySsie,
pripadne rrms:i byt
oslobodené od dane)

ICO: 17335795
DIC: 2021163276

Banking : Informacie
information:
o banke:
Bank Name Statna pokladnica Nazov banky Statna pokladnica
] Ulica banky! Radlinského 49829/32
Bank Street Radlinského 4929/32 Mesto Bankv Bratislava 15
Bank City Bratistava 15 Bank - Stat [Provincia | Slovenska republika
: _ PSC banky | 810 05
Bank State/Province | Slovak Republic — [Kraina bank Slovenska repubiia
Bank Postal Code 810 05 Mena Gétu priemcu Eur (€)
: SK32 8180 0000 0070
| Bank Country Slovak Republic iBAN 0051 0360
Receiving Account " Swift Code (8 alebo PSRSKBAXKX
Currency Euro (€} 11 znakov) |
SK32 8180 0000 0070 D051 |
—E\::: Code B or 14 L Ak sa zmluvpa mena platby nezhoduje s vasim
barkovym G¢tom, mozno budete musief uviest’
Characters) PSRSKBAXXX o R

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

Contact Information:

Nemocnica s poliklinikou
Prievidza so sidlom v
Bojniciach

Name of recipient
sending invoices

|
sprostredk&. atelska

sprostredkon featel'skd banku. Podrobnosti ziskate
od svojgj frencnej institicie. Ak sa vyZaduje
banka,
banky, pripadne Gislo GSu a kéd SWIFT
sprostredkovatelskej banky spolu so vBetkymi
ostatnymi pozadovanymi bankovymi pokynmi.

uvedte nazov

Kontaktné irformacie:

Meno prijemeu

Nemocnica s poliklinkou
Prievidza so sidlom v

cdosielailceho fakilry | Bojniciach

| +421 46 5112 111
Telefonne cislo & riaditel@hospital-
Email boinice sk

Preferovany jazvk

Slovensky iazvk
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Phone number &
Email

+42146 5112111
riaditel@hospital-boinice.sk

Language
| Preference

Slovak language

Meno prijemcu platby,
na ktory cheete
dostaval oznamenie o
platbe a podrobnosti

Nemocnica s poliklinikou
Prievidza so sidlom v
Bojniciach

Name of payment
recipient ©© receive

payment notification
and details

Nemacnica s potiklinikou
Prievidza so sidlom v
Boiniciach

Tel.Cislo & Email

+421 46 5112 111

boinice.sk

Preferovanv iazvk

Slovensky jazyk

Phone number &
Email

+42146 5112111
riaditel@®hospital-boinice.sk

Language
Preference

_Slovak language
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in case of changes in the Payee's bank details,
Payee is obliged to inform IQVIA in writing by
sending an e-mail to:

emea@ ctp.solutions.igvia.com.

Payee shall cortact 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
colntry 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.

I the Investigator & not the Payee, then the
Payee’s obligation o reimburse the Investigator,
if any, i 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 s
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 menies earned, up fo five percent
(5%), will be pro-rated upon verification of actual
Study Subject visits, and will be paid by IQVIA ©
the Payee upon final acceptance by Study
Sponsor of all data entry, all data clarifications
issued, the receipt and approval of any

V pripade zmien bankovych udajov prijemcu
platby je prijemca platby povinny piscmne
informovat | spolotnost  IQVIA  zaslanim
e-mailu na adresu:
emeatﬁ}cbls‘olutions.icvia.com.

Priemca phtby kontaktuje svojich Elenov
$tudijného timu 1QVIA, aby im poskytol
podpisanu Ljdokumentéciu o zmenach
bankovych Udajov prijemcu platby. Zmiuvné
strany sa ¢lohodli, Ze v pripade zmien
bankovych L’ldajov, ktoré nezahfiiajd zmenu
prijemcu  platby alebo =zmenu krajiny
umiestnenia bankového Géty, nie si potrebné
Ziadne dalsie zmeny.

Zmluvné strany potvrdzujli, Ze menovany
prijemca platieb je opravneny prijmat vSetky
platby za sluzby vykonane podfa tejto zmluvy.

Ak Skl]éajl'JJCi nie je prilemcom platieb,
platobnd povinnost prijemcu platieb wvodi
skusajucemu sa urci samostathou zmiuvou
medzi sku$ajucim a prijemcom platieb, ktora
méze obsahovat iné splatné sumy a iné
platobné intervaly, nez platia pre platby
poukazované spoloénostou IQVIA prijemcovi
p|atieb.

Sklsajuci berie na vedomie, ze ak skusajici
nie je prijer;ncom platby, spolo¢nost IQVIA
nezaplati skusa]ucemu ani v pripade,

Ze prijemca pi atby nezaplati skusajlicemu,

B. PLAT OBNE PODMIENKY

1QAVIA vypleLti priiemcovi platby kazdych
6 mesiacov na zdklade absolvovanej
navitevy pqdla predmetu Studie v sullade
s prioZzenym rozpoétom. Devitdesiatpat
percent (95 %) kazdej splatnej platby, vratane
akéhokofvek| zlyhania pri skriningu, ktory
mbzZe byt Splatny podla podmienok tejio
zmiuvy, sja uskutoéni na zaklade
predchadzajgcich Siestich (6) mesiacov
Udaje o© registracii ziskané z pracoviska, ktoré
podperuje navstevu subjektu Stodie.

Zostatok spatnych finanénych prostriedkov
az do vysky pat percent (5%) sa wvyplati
pomernym spdsobom po overeni skutoénej
névétevnostlj subjektov a spolo¢nost 1QVIA
ho vyplati prijemcovi platieb po kone&nom
prevzati vaetkych zaznamenanych Udajov
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outstanding regulatory documents as required
by IQVIA andfor Study Sponsor, the return of all

unused Study Supplies to IQVIA, and
upon satisfacton 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) i the sole
responsibility of the Site.

All government taxes are the sole responsibility
of the Payee.

Protocol deviations that affect the integrity of

zadavatelom Stidie, vSetkych wvydanych
vysvetliviek k Udajom, po prevzati a schvaleni
vietkych chybailcich dokumentov pre
kontrolné Urady pozadovanych spolocnostou
[QVIA alebo zadavatelom stadie, vrateni
vietkych nepouzitych materidlov spolo€nosti
[QVIA a po splnenl daldich podmienck
uvedenych v zmiuve.

Za akékolvek vydavky alebo naklady, ktoré
pracovisku skuSania vzniknd pri plneni tejto
zmluvy a ktoré nie su vyslovne schvalené
na preplacanie spoloénostou IQVIA alebo
zadavatelom $tudie podia tejto  zmiluvy
(vratane tohto rozpottu a rozpisu platieb),
zodpoveda vyhradne pracovisko sku$ania.

Za vigthky dane zodpoveda vyhradne prijemeca
platieb.

Zavazné, diskvalifikujice porusenia

the data are not payable under this protokolu nie si podla tejto zmluvy
Agreement. splatné.
C. BUDGET TABLE /ROZPOETOVA TABULKA
Screening
Faifure Amount
includingX? o
Amount including overhead{in
X% overhead fin EUR)/
. 24 - EURY Suma za
No/P.&. Visit / Nav5teva S A zlyhanie
rezifnych nakladov v skriningut
Eurdch (€) vrafane.%
rei jnych
nakladov v
Euréch (€}
] Screening Period / Vistupna navsteva L 234€
2 Day 1 Visit /Defi 1 naviteva 168 € IR
3 End of Week 2 Visit / NavSteva na konci 2. 100 € /
fiZdna
4 End of Wieek 4 Visit / Navsteva na konci 4. 150€
fyZana
End of Week 6 Visit /Névsteva na konei 6 ==
5 il | s4e /_
End of Week 10 Visit / Early Temnination /
B Navsteva na konci 10. tyZdria / predéasné 174€
ukonéenie =
7 Foltow-up End of Week 12 Visit / Naslednd 8 € -
navsteva na konci 12. fyidia |

Slovakia Clinical Trial Agreement tempiate-INST& INV _ based on IQVIA Global template 1 May 2019
Protocol No: NBI-98854-ATS3015
Project code: ZZA41578

PI Martin Garaj,MD
CONFIDENTIAL DOVERNE

Page 4 of 13 Strana 4 z 13

SVK_en_Slovekia_CTA Attach A [nstitution and Investigator_Transfated on 16-/u-2019-1



Totaf cost per Patient/ Celkovd suma za pacienta

1.005€

Unschedwded Visit / Neplanovana navéfeva

42€

D. STUDY START-UP FEE

A one-time, non-refundable payment will be
paid in the amount of one hundred and
twenty Euros (written amount of payment and
currency) 120 Euros (humber amount and
currency) to cover Study start-up activities
upon full activation of the site to enroll Study
Subjects.

E. SCREENING FAILURE

ReiMburseMent for scfeen failures Will be at
the aMount 234 Eufos indicated on the
screening visit of the attached budget table, not
to exceed four (4) screen failures. In the event
that fou' (4) screen failures afe met, Study
Sponsor may, at its sole discletion, approve
additional scfeen failures after Teceipt of
Institution’s wfitten request.

Study Sponsor shall not reimburse Payee fo
any sceen failures more than this number of
for any screen failu'es due to any inclusicon 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
Fequested by IQVIA fo appfopriately document
the Study Subject screening procedu’es.

F.DISCONTINUED OR EARLY TERMINATION STUDY

D. PLATBA NA ROZBEH SKUSANIA

Jednorazova | nenavratna platha vo vyske
stodvadsat’ | Eur (pisomné suma platby
a mena) 120 Eur (suma a menu}, kitora ma
pokryt akiivily na rozbeh skusania bude
uhradena pokompletnej aktivaci pracoviska
pripraveného na nabor subjektov sklSania.

E. ZLYHANIE SKRININGU

Nahrada za z|yhanie skriningu bude vo vyske
234 Eur uvedena na skriningovej navsteve
priloZenej  rozpoftove] tabulky, nesmie
prekrogit Styrj (4) zlyhania. V pripade, Ze sa
vyskytni Styri (4) zlyhania, zadavatel Stidie
mbze podla vliastného uvaZenia schvalit dalsie
zlyhania po prijati pisomnej Ziadosti daného
zdravotnickeho zariadenia.

Zadavyatel 3tia‘ie nepreplati prijemcovi piatby
za akékolvek z!lyhanie, ako je uvedeny pocet
vy&sie, ani = akékolvek zlyhania v dosledku
akychkofvek kritéri zaradenia a vyli€enia,

ktoré by zd%avotnicke zariadenie mohlo
primerane identifikovat pred navstevou
kontroly.

Aby vznikol néarok na uUhradu za vstupnu
navitewvu, musia sa skompletizovat
podkladové zaznamenané ldaje a odoslat
spolonosti ¥ 1A spolu so vietkymi dalSimi
informaciami, ktoré mdze spolocnost IQVIA
poZadovat, aby dostatoéne zdokumentovala
vstupne vyéetfen ia subjektu.

|
F.PREDCAS NE VYRADENIE ALEBO

SUBJECTS

ReiMbursement for discontinued or eafly
termination Study Subjects will be prorated
based on the number of confifMed completed
visits.

VYSTUPENIE STUDIJNYCH
) SUBJEKTOV
Uhrady za Studiné subjekty, ktoré boli zo
skuSania vyradene alebo z neho predCasne
vystupili, sa vyplatia pomernym spdsobom
podia pottu| potwdenych absolvovanych
navstev.
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G.UNSCHEDULED VISITS

Payment for unscheduled visits wil be
reimbursed in the amount of 42 Euros (which
includes overhead), as denoted in the Budget
Table above. To be eligble for
reimbursement for unscheduled visits,
supporting data entry must be completed and
submitted to IQVIA, along with any additional
information which may be reguested by IQVIA,
fo 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 inveice 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.

G. NEPLANQVANE NAVSTEVY

Platby za neplanované navitevy sa budi

uhradzat wo vySke 42 Eur (vratane
prevadzkovych nakladov), ako sa uwvadza
v rozpoCtovej tabulke vy3ssie. Aby wvznikol

narok na Uhradu za neplanované navstevy,
musia sa  skompletizovat  podkladové
zaznamenané U(daje a odoslat spoloCnosti
[QVIA spolu so v3etkymi dalsSimi informéciami,
ktoré mozZe spolotnost IQVIA pozadovat, aby
dostatoéne zdokumentovala nepldnovanu
navéfevu subjektu. Dodatoéné hodnotenia
mdzu byt fakturované, ak su vykonané, ako
je uvedené v tabulke s danymi postupmi nizsie.

H.POSTUPY VYKONAVANE PODLA
POTREBY (NA FAKTURU)

Nasledujuce postupy vykonavané podia
potreby sa budd ubradzat priebeZne
po prevzati faktlry na sumu uvedent v tabufke
nizSie (ktora zahia prevadzkové naklady).
Aby sa mohla poukazat platba, musi byt
na faktire uvedené cCislo subjekiu a datumy
procedd r.

Na/ £ | Conditional Procedure / Dodatoche procediry L

1 Pregnant partner informed consent / 4e
Informovany sthlas tehotnej partnerky

5 Informant consent - /7 case of inf ymant changef 4
Informovany sUbes — v prigade zrmeny miformatons
Pharmacogenomic informed constent - i7 case of blood sample

3 for pharmacogenomic research (optiond) | 4€
Informovany su hes pre Farmakokinetiku - v grioade odberu frvi
ore farmakokinelicky vvskum {volthelné)
Re-consent, Informed consent performed again with the same

4 patient/ ae
Opatovny su' hlas, informovany slhias vykonany znova s tym
istvm pacientom
Seriqus adverse events (SAE) - oy far S4Es that occur at the

5 sitef Zavaina neZiaduca udalost’ (SAE) - iba ak sa vyskyine ng 10€
certre skisama resp zdravolniickeho Zariadania
Complete physical examination: Includes a comprehensive
history, a comprehensive physical examination including one
set of vital signs, weight - fol'owv-up exanuration n case of

6 chirically significant findings | Kompletné fyzikéine vySetrenie: 23€
Zahffia komplexntl anamnézu, komplexné fyzikalne
vysetrenie vratane jedného stboru vitalnych funkcii,
hmotnesti — ndsiedng vyselrené v prilsade kimcky
vyznamnych ndlezov
Triplicate 12 Lead ECG; Includes tracing, interpretation and
report - foflowip assessment @ case of clinically significant

7 changes [ Triplikat 12zvodového EKG; Zahrita sledovanie, 1B €
interpretaciu a spravu - ndsledné fodnoterie v pripade kiricky
visznamnych zmien
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Blood draw, phlebotomy, routine venipuncture for collection
specimen(s) for central laboratory (as needed - serum
pregnancy if applicable, serum prolactin, hematology,
clinical chemistry, optional pharmacogenomics), comp#x:
Includes preparation of specimen - for repeated / unscheduie /
safisty sampies/ Odber krvi, fiebotémia, rutinnd venepunkcia na
odber vzorky (vzoriek) do centralneho (aboratdria (podfa
potreby - sérova gravidita, ak je to vhodné, sérovy prolaktin,
hematolégia, klinicka chémia, volitel'nd farmakogenomika),
komplex: Zahfa pripravu vzorky - na opakovand / nepld novamé
/ bezpecnostné vaorky

6E

Collection of urine specimen for central laboratory (as
needed - urinalysis, urine drug screen, urine pregnancy
if applicable) - for repeated / imschedided / safisty samples |
and for pregnancy test of women of childibearing potential at |
Eng of W2, End of WE and End of W2 visits{ Odber vzorky
modu pre centréine laboratérium (pod'a potreby - analyza
modu, skrining liekov v modj, tehotenstvo v modi, ak je
vhodné) - pre opakované / neplanovane / bezpecriosing odbay
a pre tehotensky test Zien vo fertilnom veku na konc W2, na
konci We a ra kond Navstevy Wi2

2€

10

i
Lab handling and/or shipping of all specimen(s) to central
laboratory, complex / Laboratdrna maniputicia a/alebo prepraya
vietkych vzoriek do centrdineho laboratdria, komplex

4€

11

Alcohol {ethanol); breath - for repeated hesting at Investigatods
Judigement | Atkohof (etanol}; dych - na opakovang ﬁes!‘wanﬂei
podta posiidenia skdsajiceho

2€

12

Drug test{s), presumptive, any number of drug classes, any
number of devices or procedures (eg, immuncassay); capable of
being read by direct optical observation only {eg, dipstick)
includes sample validation when performed, per date of service
far urire drug screen & Dayl for participants wino ested
positive for marijiana metabolites or cannabineids at screening
/ Test(y) na lie¢ivo, predpokladany, fubovolny pocet tried lieti
akykol'vek pofet zariadeni alebo postupov (napr. imunctest);
schoprost’ &itat’ iba priamym optickym pozorovanim {napr,
mierkou) zahffia validaciu vzorky, ked' sa vykona, podfa datum
sluby - pre skrirfing drog v modi v dei 1 pre dcastaikoy, ktori
bali pri skritfingu pozitivie testovani' na marihuanu ahebo
kanabinoidy

5y

e

=

4€

13

Psychiatric diagnostic evaluation with medical services - 7 casg
of treatment-emergent suicidal behavior or clinically si gmﬁfanr
suicidal ideation as determined by the Investigstor |
Psychiatrické diagnostické hodnotenie s lekarskymi sluZbami —

v pripade samovraZedneho spravania alsbo kimcky vyznamnzh
samovraz edvdh mvs.tienok, ako 1 urlf skiisaiici |

15€

14

Copies df Dlagnoshc Fifms, Complex (e.g. audio/video
recordings) - Per Copy - far sharirig of PSS recording(s) and,
source documents with third party reviewer throughout the
study as reeded per Study Sponsor's discretion | Kopie
diagnostickych filmov, komplexné (napr. audio/video nahravky]
—za képi — na zdicfarie nahrdvok PSS a zdrojovych
dokumentov s recenzentmi trafef strany pocas stidie podia
nntreby nod'd wdze ia zadavatela stude |

7€

Pharmacy, Simple (e.g. capsules) - Per Preparation; dispense
drug (valbenazine/placebo) - for dispensing f the participant i
unable fo go tp the site and study treatment dispensing & due,
and for time spent on direct-to-palient shipments i applicable |
Lekaren, jednoducha (napr. kapsuly) - na pripravok; vydaj Ileku
{valbenazin/placebe) — ma wydaj ak dcastnk nembze pist’ m |
miesto a je potrebne vyda’ Studovant lechy, a za &5 5travemF
zdsielkarni priamo k pacientovi, ak jé to viodné

3€
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Informant Reimbursement, Expenses, Patient Travel - Per Visit/

15 Uhrada cestovnych nakladov pre Informétora — 2 navitevu 5%
.. SITE COSTS . NAKLADY NA PRACOVISKO

PHARMACY STORAGE FEE
{VALBENAZINE/PLACEBOQ)

A one-time, non-refundable Pharmacy Storage
payment will be made at the end of the Study
upon receipt of invoice at a cost of 48 Euros.

RECORD STORAGE FEE/ARCHIVING FEE
A one time record storage payment of
105 Euros will be made upon receipt of invoice
and are not in¢luded in the attached Budget at
the end of the Study. In accordance with Study
Sponsor's Protocol requirements, Institution
shall maintain all Institution Study records in a
safe and secure location to allow easy and
timely refrieval, when needed.

STUDY CLOSE-OUT FEE

A one-time, non-refundable Study Close-Out
payment of 130 Euros will be made upon
completion and approval by IQVIA of any
outstanding data documentation (data entry
completion and data clarifications issued) and
regulatory documentation and upon receipt of
invoice at the end of the Study.

STUDY SUBJECT IDENTIFICATION
ACTIVITIES COSTS

Payee wil be reimbursed for activities
associated with identifying Study Subjects for
the Study at a rate of 5 Euros per hour; up fo
a maximum of forty (40) hours, reimbursable
upon invoice based on work performed.
Invoices must include the number of hours
incurred and the date on which the Services
were performed.

ADDITIONAL PASS THROUGH COSTS

Payee will be reimbursed for additional Study
related expenses which may include ancillary
supplies and shipping charges.

POPLATOK ZA USKLADNENIE V LEKARNI

{valbenazin/placebo)

Jednorazova, nevratna platha za uskladnenie
v lekarni sa uskutoéni na konci Stidie po prijati
faktary vo vyske 48 Eur.

POPLATOK ZA SKLADOVANIE/POPLATOK
ZA ARCHIVOVANIE

Jednorazova platba za uloZzenie zaznamov
vo vyske 105 Eur bude vykonana po prijati
faktiry a nie je zahrnuta v priloZenom rozpoite
na konci studie. V suUlade s pozZiadavkami
protokolu zadavatela stidie bude zdravotnicke
zariadenie uchovavat vSetky zaznamy &tudie
zdravotnickeho zariadenia na bezpednom
a zabezpedenom mieste, aby sa v pripade
potreby umeznilo fahké a vGasné vyhladanie.

POPLATOK ZA UKONCENIE _ STUDIE
Jednorazova, nenavratna platba za ukondenie
Stidie vo vyske 130 Eur bude vykonana po
dokonéeni a schvaleni akejkolvek zostavajicej
dokumentacie s Gdajmi (vyplnenie zadavania
Udajov a vydanych objasneni ddajov)
a regulaénej dokumentacie spoloénostou
IQVIA a po prijati faktdry na konci Stadie.

NAKLADY NA IDENTIFIKAC™ NE AKTIVITY
SUBJEKTU STUDIE

Prijemcovi platby budi preplatené &innosti
spojené s identifikaciou predmetov Stidie pre
$thdiu vo vyske 5 Eur za hodinu; maximalne
do Styridsiatich (40) hodin s preplatitelnou
faktdrou na zaklade vykonanej prace. Faktary
musia obsahovat pocet odpracovanych hodin
a datum, kedy boli sluzby poskytnuté.

DODATOCNE VYDAVKY

Prijemcovi budl uhradene dodatoéné vydavky
slvisiace so Stldiou, kioré mézu zahfnat
doplnkové dodavky a poplatky za dopravu,
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Reimbursement will be made upon receipt of
invoice with supporting documentation and
prior Study Sponsor approval. The maximum
amount reimbursable to Payee for additional
pass through costs shall be 272 Euros.

TRAINING - PHYSICIAN

A one-time, non-refundable payment of
13 Euros per hour, up to a maximum of five
{5) hours, for Study specific training provided
to physcian, including on the use of scales and
EDC shall be made upon receipt of invoice by
IQVIA. Additional hours can be invoiced only
with written Study Sponsor approval prior to
the additional hours being used. Invoices must
include the number of hours incurred and the
date on which the training was performed.

TRAINING — STUDY COORDINATOR

A one-time, non-refundable  payment
of 5 Euros per hour, up to a maximum of five
(5) hours, for Study specific training provided
to the Study Coordinator, including on use of
scales and EDC shall be made upon receipt of
invoice by IQVIA. Additional hours can be
invoiced only with written Study Sponsor
approval prior to the additional hours being
used. Invoices must include the number of
hours incurred and the date on which the
training was performed.

Unrada sa | uskutodni po prijati faktdry
s podporpu  dokumentaciou a po
predchadzajicom suhlase zadavatela Studie.
Maximalna cgstka, ktord je mozné uhradit
prifemcovi za dodatogné naklady na prechod,
je 272 Eur.

SKOLENIE —-LEKAR

Jednorazova, nenavratna platba sa uskutodni
vo vyike 13 Eur za hodinu, maximalne paf (5)
hodin, za Sklenie S$pecifické pre Stidium
poskytované |ekarovi, vratane pouzivania vah
a EDC po prijati faktiry spolo&nostou IQVIA.
Dodatoéné hci?diny mézu byt fakiurované len
§ pisomnym suhlasom zadavatela $tidie pred
pouzitim dodatotnych hodin. Faktiry musia
obsahovatl ‘poc‘:et odpracovanych  hodin
a datum vykoT_:ania Skolenia.

SKOLENIE KOORDINATORA STUDIE
Jednorazova, Inenévratna’ platba sa uskutocni
vo vyske 5 Eur za hodinu, maximalne pat (5)
hodin, za éjolenie Specifické pre stadium

poskytovane koordinatorovi Studie, vratane
pouzivania vah a EDC po prijati faktiry
spolo¢nostou IQVIA. Dodatogné hodiny mdzu
byt fakturované len s pisomnym suhlasom
zadavatela étbdie pred pouzitim dodato€nych

hodin. Faktury musia obsahovat poget
odpracovanych hodin a datum vykonania
Skolenia.

5 . L ) B in E
No/P.C Site Costs / Nakiady pre pracovisko Ra‘;;gg % i (’€ ;
1 Study Start-Up Fee/Site Set-Up Fee / 120 €
Poplafok za zacalie kidickej studie
2 Pharmacy: Storage Costs (valbenazine/placebo}/ a8€
Lekdred: Naklady na skisdovarne (valbenazivyplacebe)
3 Document Storage, Archiving Total Cost/ 105 €
Skiadovame dokumentov, celkové néklady ra archivaciu
Study Close out: including all activities related to closing out the
4 site / Uzavretie sitidie: vrdtane vsetkych akbivit sivisiacich s 130 €
uzavretim zdravolvckehio Zanddenia
Subiject Identiftcation Activities {(hourly rate, invoiced based on
work performed; includes chart: reviews and pre-screening) -
5 max. 40 hours per ske / Jdentifikacné akiivity subjekfu se
(hodinovd sadzba, fakturovand ra zdkiade vykonanej price;
zahifia prefilad grafov a predbesrié praverenie) - max. 40 hodin
| 3 stranky
I
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Study Subject no-show up fee at Screening visit (Up to max. two
no-show ups per quarter), if allowed as per country
requirements [ Poplalok za nepritomnost’ subjekty stu'de pri
skritiigovey ndvsteve (maximdine dve absencie za stvithak), ak
Jé to povalend podia poZiadaviek krajiny

i

Additional Pass Through Costs (up to)/
DodFocrié listok prostredrictvom ndkiadov (37 do)

272 €

Site Administrative Fee (Annual) / ]
Adminsiratiiany poplatok pre centrum skiSava resp.
zdravdmc ke zaradenie (rocrie)

191 €

Physician — Per Hour - study-specific training (e.g. scales, EDC),
max. 5 hours per site; additional hours ¢an be invoiced onty with
written Study Sponsor approval prior to the additional hours
being used / lekdr — za hodiny — skolemie sipecifické pre Sfiudiim
(nagr. véhy, EDC), max. 5 hodin na strénku; dodaocrieé hodiny
midéu byt fakturovand fen s plsormnym stiflasorn zaddvatela
Stidie pred pa#itin dodatocriych hodin

13€

16

Study Coordinator— Per Hour - study-specific training (e.a.
scales, EDC), max. 5 hours per site; additional hours can be
invoiced only with written Study Sponsor approval prior to the
additional hours being used/ Kisordingtor stiide — zz hoding —
Skolerne specifické pre stidim (napr. vahy, EDC), max. 5 hodin
g stréinku; dodatocng hoding mdéu byt fakturovane fen s
pisomnym sublasom zaddvatela Stidie pred pauzitim
dodatocnvch hodin

5%

11

IND safety letter review - per report/letter /
Kontrola bezpecnostneho fistu IND — podia sprdvy/fistu

3€

J. STUDY SUBJECT REIMBURSEMENT

Each Study subject will receive
reimbursement for travel and meal expenses
through the provision of a meal debit card in
the amount of 74 Euros per each visit.

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

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

Such payments shall be consistent with
Subject's signed informed consent document.

J. SUBJEKT STUDIE A UHRADA

Kazdy subjekt dostane dhradu cestovaych
a stravnych nakladov  prostrednictvom
poskytnutia stravenkovej debetnej karty
v hodnote 74 Eur za kazdi navstevu.

Stravné debetné karty poskytne zadavatel
étudie prostrednictvom zmluvnej vyskumnej
organizacie IQVIA a subjektom ich bude
vydavat skO$ajioci pri prve] naviteve.
Skusajuci bude viest zaznam dokumentujici
dodanie stravnych debetnych kariet kazdému
subjekiu stadie.

Preplatenie cestovnych ndkladov subjekiov
skigania prostrednictvom stravenkovej
debetnej karty bude zabezpedovat IQVIA
podfa vykonanych navstev subjektu. Dobijanie
stravenkovej debetnej karty sa vykona na
mesacne] baze.

Takéto vhrady budl v sllade s podpisanym
dokumentom informovaného suhlasu subjekiu.
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The Investigator will provide cooperation and
information needed to IQVIA for refund of
travel expenses to the subject.

Study Sponsor shall stipulate which other
subjects compensation shall be reimbursed
directly using debit cards.

Skusajici  poskytne  IQVIA  sGéinnost
a informacie potrebné na Uhradu cestovnych
nakiadov subjektom skisania.

Zadavatel Stide mdze urdit, kioré daldie
kompenzacie| pre Uéastnika mézu byt
preplateng priamo na debetn( kartu Géastnika.

Costs Amount per cne Suma za jedﬁu_
visit in EURO Naklaciy navstevu v EURach
(€ { (€
Subject Travel costs, per 45€ Cestovné naklady 45¢€
one visil, up to ucastnika, na jednu
29€ navitevu do vysky
Meal — per one visit Stravné — za jednu 20€
navitevu
TOTAL 74€ sPOLU | | 74€
= i
K IEC FEES K.POPLATKY NEZAVISLYM ETICKYM

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
directy to the IEC. Any subsequent re-
submissions of renewals, upon approval by
IQVIA and Study Sponsor, will be paid upon
receipt of appropriate documentation.

L. 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
2.6.5 of the Agreement.

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

M. 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.

KOMISIAM

Na kkdy na nezavislé etické komisie (NEK)
sa budu uhrécjzat’ po prevzati faktiry od NEK
a nie su zahrnuté v pripojenom rozpocte.
Platba sa poukaze priamo NEK. Vsetky
nasledujice deania alebo predizenia platnosti
sa po sdvaleni spolocnostou IQVIA
a zadavatefomn &t0die bud( uhradzat po prijati
prislusnej dokmentacie.

L. POTREBY STUDIE

Pouzivanie a disponovanie zariadenim
poskytnutym | zdravoinickym  zariadeniam
potas trvania StUde, po jej GCasti na Studi
bude prisne v sulade s podmienkami casti
265 danej zmiuvy. Nasledujice vybavenie
bude poskytruté zdravotnickemu zariadeniu
v stilade s podmienkami dohodnutymi v sekci
2.6.5 danej zmiuvy.

Mnozstvo a pbdrobnosti Studijného materialu
budi overené a uchovavané spolognostou
IQVIAv centralnom denniku.

M. PLATOBNE NEZROVNALOSTI

Proti platcbnym  nezrovnalostiam, ktoré
sa vyskytnd | v priebehu skdsania, moze
pracovisko slﬁﬁéania namietat do tridsiatich
(30} dni od pripisania posledne] platby.
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N. INVOICES

Payments will be issued by IQVIA based on
Visit Budget, payment frequency and payment
terms as descrived 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 o IQVIA
and approved by Study Sponsor. All invoices
shall be raised in the following manner:

Invoices fo be billed to:

In case IQVIA is contracting party and
payer keep following:

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

831 (4 Bratislava — New Town
Slovak Republic

Invoices fo be sent to

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

The following information should be included
on the invoice:

0 Complete INVESTIGATOR name,
address and phone number,

o] Invoice Date,

o] Invoice Number,

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

0 Payment Amount,

0 Complete description of services
rendered,

o] Study Number,

o] Study Sponsor Name,

o Invoices should be printed on

site/institution letterhead.

N. FAKTURY

Platby wvykona QVIA na zaklade rozpod tu
navstevy, frekvencie platieb a platobnych
podmienck, ako je opisane vy3Sie. Platby
sa uskutofnia a2 po prijati prisludnych faktdr,
vratane zéloznej dokumentacie,
v Specifikovane] mene, ako je popisané nizsie.
Faktary budi splatné do tridsiatich (30) dni od
datumu prijatia faktiry spolonostfou IQVIA,
vratane  akekolvek prisiusne] zaloznej
dokumentacie.

Fakilry za akékolvek dodatoéné platby k tym,
ktoré su uvedené v tejto zmluve (1. |. dodato&né
Ghrady), musia byt fiez odoslané spolo¢nosti
IQVIA a schvalené zadavatelom Stldie. VSetky
faktary  budi  vystavené  nasledujd cim
spdscbom:

Faktiry, ktoré sa maju fakturovat:

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

IQVIA RDS Slovakia, s.r.o.

Vajnorska 100/B

831 04 Bratislava — mestska cast' Nové Mesto
Slovenska republika

Faktl ry na zaslanie:

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

Na faktire by mali byt uvedené nasledujice
informacie:

o) Meno, adresa a telefénne Cislo
skusajliceho,

o Datum faktdry,

o Cisio faktary,

o Meno prijemcu platby {musi sa

zhodovat s prijemcom platby
uvedenym v CTA),

o} Suma platby,

o Kompletny popis poskytovanych
sluzieb,
Cislo tadie,
Meno zadavatela Stidie,
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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 personaily
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 of 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 ey Study Subject.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED.

All amounts include all applicable taxes and
excludes VAT,

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

0 Faktiy by mali byt vytlagené na
hlavickovom papieri pracoviska/
Zdravotnickeho zariadenia.

Vietky otazky tykajice sa faktir a platieb budu
adresované priamo spoloénosti IQVIA Clinical
Trial Payments| na adrese

emea@ ctp.solutions.igvia.com.

Faktiry ani Zjadne sprievodné dokumenty
nesmia obsahoval osobné identifikaéné Gdaje
Ziadneho subjektu najmd meno alebo
priezvisko, inicialy, datum narodenia, adresu,
telefonne Cislo; &islo pasu, e-mailovd adresu
alebo udaje platobnej karty. Ak budd faktiry
alebo sprievo ]na’ dokumentacia obsahovat
tieto udaje, spoloCnost IQVIA o tom bude
informovat prijemcu platieb. Prijemca platieb
bude musiet| =zaslat opravenu fakturu
a sprievodni dokumentaciu, ktord nebude
obsahovat ombné identifikatné (daje
Ziadneho subjdtu Stidie.

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU ZOHLADNENE.

vietky sumy zahfiiaju vetky platné dane,
okrem DPH.

Véetky platby za skd Sanie podfa pripojeného
rozpoctu uhradi
spolo¢nost [QVIA elektronickym prevodom.
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