
CLINICAL TRIAL AGREEMENT ZML VA O KLINICKOM SK~ANi 

This Clinical Trial Agreement ("Agreement") T~to zmluvu /o klinickom sk~sani (dalej ~zmluva") 
is made by and among uzatv~raj~ 

• Neurocrine Biosciences, Inc., a Delaware 
corporation, having a place of business at 12780 
El Camino Real San Diego, CA 92130 United 
States of America, VAT ID: 33--0525145, 
(hereinafter referred to as the "Study Sponsor"), 

and 

Neurocrine Biosciences, Inc., korporcia 
z Delaware, so sidlom na adrese 12780 
EI Camino Real San Diego, CA 92130 
Spojen~ st~ty americk~, DIC:33-0525145, 
(dalej ler ~zad~vatef st~die), 

a 

• IQVIA RDS Slovakia, s.r.o., having a place 
of business at Vajnorsk~ 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 Il l ,  Section Sro, File 
No 69023/B, represented by Jarmila Wagnerov~, 
MVDr pursuant to the Power of Attorney dated 
February 9, 2022, 
(hereinafter referred to as the "IQVIA 
Company") 

and 

• Nemocnica s poliklinikou Prievidza so sidlom 
v Bojniciach, having a place of business at 
Nemocnicnd 2, 972 01 Bojnice, Slovak Republic, 
ID Number: 173 357 95, 
Tax ID Number: 202 1163 276, 
VAT Number: SK 2021163276, 
Founder: Trencin self-governing region, 
Statutory representative: Mgr. Peter Glatz, 
director of the hospital, (hereinafter referred to as the "Institution"), 

and 

• Martin Garaj, MD, employee of Nemocnica 
s poliklinikou Prievidza so sidlom v Bojniciach, having a place of business at Psychiatrick~ oddelenie, Nemocnibn~ 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". 

• IQVIA RDS Slovakia, s.r.o., so sidlom na adrese Vajnorsk~ 100/8, 831 04 Bratislava - mestsla cast' Nov~ mesto, Slovensk republika, IO: 459 22 69, DIC.202 3/\ 5  4133, IC DPH. SK 202 315 4133, Spolocno�· zapisana v Obchodnom registri vedenom lestskym s~dom Bratislava Ill,  oddiel 
Sro, l.¢. 69023/B v zast~peni MVDr. Jarmila 
Wagnerov~, na z~klade Plnej moci zo dha '.J.::'.,io,,�, ,a�•") 

• Nemocnica s poliklinikou Prievidza so sidlom v Bojniciach s.r.o., na adrese Nemocnibn 2, 

972 01 Bojnice, Slovensk~ republika, 
IO: 173 357 95, 
DIC: 202 1163 276, 
IC DPH SK 2021163276, 
Zriadovatel: Treniansky samospr~vny raj, 
Statut~rny' zastupca: Mgr. Peter Glatz, riaditel 
nemocnic 
(dalej ~zdi votnicke zariadenie"), 
a • MUDr. M�rtin Garaj, zamestnanec Nemocnice 
s poliklini ou Prievidza so sidlom v Bojniciach, 
so sidloml pracoviska Psychiatrick~ oddelenie, 
Nemocnicn~ 2,972 01 Bojnice, Slovensk~ 
republika, 
(dalej len ,sk~saj~ci "), 

Kad~ z ni ch  dalej ako ~zmluvn~ strana" 
a spolocne al o  ~zmluvn~ strany". 
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Protocol NBI-98854-ATS3019 Cislo protokolu: NBl-98854-ATS3019 
Number: 

A Phase 3, Randomized, 
Randomizovan~, dvojito 
zaslepen~, placebom 

Double-Blind, Placebo- kontrolovan~ klinick~ sk~anie 
Controlled Study to Evaluate the 

N~zov f~zy 3 na vyhodnotenie 
Protocol Title: Efficacy, Safety, and Tolerability 

protokolu: cinnosti, bezpecnosti 
of Valbenazine as Adjunctive a znasanlivosti valbenazinu 
Treatment in Subjects With ako podpornej lie~by 
Schizophrenia. u pacientov so schizofr~niou. 

Protocol Date: 26 September 2023 
Datum 

26. september 2023 
protokolu: 

Study Neurocrine Biosciences, Inc. Zadvatel: Neurocrine Biosciences, Inc. 
Sponsor: 
Country where Krajina, v ktorej 
Site is 

Slovak Republic 
sa realizuje 

Slovensk~ republika 
Conducting st~dia 
Study: sk~sania: 

Investigator: Martin Garaj, MD Sk~saj~ci: MUDr. Martin Garaj 

Nemocnica s poliklinikou Nemocnica s poliklinikou 

Location 
Prievidza so sidlom v Prievidza so sidlom v 

where the 
Bojniciach, Miesto Bojniciach, 

study will be 
Psychiatrick~ oddelenie, vykonavania Psychiatrick~ oddelenie, 
Nemocnin 2 st~die sk~sania: Nemocnicna 2 

conducted: 
972 01 Bojnice 972 01 Bojnice 
Slovak Reoublic Slovenska republika 
Ethics Committee of Bratislava Etick~ komisia Bratislavsk~ho 
Self-governing region samospravneho kraja 
Bratislava self-governing region 

Nez~visla etick~ 
Bratislavsky samospr~vny raj 

IEC: Sabinovsk 16 
komisia: 

Sabinovsk~ 16 
P.O. Box 106 P.O. Box 106 
820 05 Bratislava 25 820 05 Bratislava 25 
Slovak Republic Slovensk~ republika 

RECITALS: 

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

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

NOW THEREFORE, in consideration of the mutual 
promises and covenants contained herein, the 

~VODN~ VYHLASENIE: 

KEbZE, Multicentrick~ klinick~ sk~sanie, ako je 
definovan~ nizsie, je financovan~ zad~vatelom 
st~die v s~vislosti s komercnym vyvojom 
sk~sobn~ho produktu; a 

KEDZE, zad~vatel St~die uzavrel zmluvu 
so spolo~nostou IQVIA, ako nez~vislym zmluvnym 
partnerom, ze bude konat' v mene zad~vatela st~die 
s ohfadom na riadenie st~die, vr~tane, ale nie 
vylucne, vyjednavania tejto zmluvy a spravy platieb 
opisanych sum nizsie; a 

PRETO TERAZ, s prihliadnutim na tu uveden~ 
vz~jomn~ prisluby a zmluvy, ktorych prijatie 
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receipt and sufficiency of which are hereby 
acknowledged, the following is agreed: 

a dostato~nost' sa tymto potvrdzuje, sa dohodlo 
nasledovn~: 

1. DEFINITIONS 1. DEFINicI 

1.4 "Rozpo~et" znamen~ rozpoet uvedeny 
v Prilohe tejto zmluvy. 

1.5. "Pacientsky z~znamovy h~rok" (Case Report Form, ~CRF") pacientsky z~znamovy 
h~rok (papierovy alebo elektronicky), ktory m~ 
pracovisko sk~sania pouzivat' 
na zaznamen~vanie vetkych protokolom 
pozadoJtcanych informacii, ktore sa maju hlasit' zadvatelovi o kazdom subjekte sk~sania (definovnnom nizsie). 1 .6 "N~ k" m~ vyznam uvedeny v basti 9.1 tejto zmluvy. 

1 .  7 "Dlverne informacie" znamenaju ak~kolvek a vsetky neverejn~ inform~cie zad~vatela st~die a zahraj, bez obmedzenia, (i) v5etky inform~cie poskytnut~ zad~vatelom st~die alebo v jeho mene, vr~tane spolo~nosti 
IQVIA, I zdravotnickeho zariadenia, 
sk~saj~cemu alebo person~lu st~die, vrtane, 
bez obmedzenia, sk~sobny produkt, technick~ 
inform~cie tykaj~ce sa sk~sobn~ho produktu, 
vsetko uz existuj~ce dusevn~ vlastnictvo (ako je 
definovani~ nizsie) zad~vatela St~die a Protokol 
st~die; 

va" ma vyznam uvedeny v preambule 
tejto zml vy. 
1.2 "Aplilovatel'n~ z~kony" znamenaj~ platn~ 
federalne, St~tne a miestne z~kony, pravidl~, nariadenr•I, prikazy a usmernenia relevantn~ pre vykon~vanie st~die. 
1 .3 "Biologick~ vzorky" znamenaj~ vzorky krvi, tekutiny alalebo tkaniva odobrat~ od subjektov st~die, ako je uveden~ v protokole, a hmotn~ materialy'vr~tane, ale nie vylucne, bio molek~l, virusov, bakt~rii alalebo ich potomstva, priamo 
alebo nepriamo odvodenych od tak~to vzorky. 

Na t~to zI luvu sa vztahuj~ tieto dodatocn~ 
definicie: 

1 .7  "Confidential Information" means any and 
all non-public information of Study Sponsor and includes, without limitation, 
(i) all information disclosed by or on behalf of 
Study Sponsor, including by IQVIA, to 
Institution, Investigator or Study Staff, including, 
without limitation, the lnvestigational Product, 
technical information relating to the lnvestigational Product, all Pre-Existing 
Intellectual Property (as defined below) of Study 
Sponsor, and the Study Protocol; 

1 .6 "Claim" shall have the meaning set forth in 
Section 9.1 of this Agreement. 

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

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

1 .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. 

The following additional definitions shall apply to this 
Agreement: 

1 . 1  "Agreement" shall have the meaning set 
forth in the preamble of this Agreement. 

1 .2  "Applicable Laws" means applicable 
federal, state and local laws, rules, regulations, 
orders and guidance relevant to the conduct of 
the Study. 
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(ii) Study enrollment information, information 
pertaining to the status of the Study, 
communications to and from regulatory 
authorities, information relating to the regulatory 
status of the lnvestigational Product, and 

(iii) Study Data and Inventions (as defined 
below). 

1.8"Government Official" means any officer or 
employee of a government or of any ministry, 
department, agency, or instrumentality of a 
government; any person acting in an official 
capacity on behalf of a government or of any 
ministry, department, agency, or instrumentality 
of a government; any officer or employee of a 
company or of a business owned in whole or part 
by a government; any officer or employee of a 
public international organization such as the 
World Bank or the United Nations; any officer or 
employee of a political party or any person 
acting in an official capacity on behalf of a 
political party; and/or any candidate for political 
office; any doctor, pharmacist, or other 
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 . 1  0"lnstitution lndemnitees" has the meaning 
set forth in Section 9.1 of this Agreement. 

1.11"1nventions" 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 
lnvestigational Product or the Confidential 
Information. 

1.12"1nvestigational Product" means the 
Study Sponsor's investigational drug, 
Valbenazine (valbenazine tosyfate,NBl-98854) 
that is being tested in the Study. 

(ii) inform~cie o z~pise do St~die, inform~cie 
tykaj~ce sa stavu st~die, komunik~cia 
s regulacnymi orgnmi a od nich, inform~cie 
tykajuce sa regulacn~ho stavu sk~san~ho 
produktu a 

(iii) ~daje a vyn~lezy st~die (ako s definovan~ 
nizsie). 

1.8. "St~tny predstavitef" znamen~, ze kazdy 
funkcion~r alebo zamestnanec vlady a kad~ho 
ministerstva, odboru, agent~ry alebo in~ho 
org~nu vl~dy; kazd~ osoba konaj~ca 
s oficilnymi pr~vomocami v mene vl~dy alebo 
ministerstva, odboru, agent~ry alebo in~ho 
org~nu vl~dy; kazdy funkcion~r alebo 
zamestnanec spolo~nosti alebo podniku 
v ~iasto~nom alebo ~plnom st~tnom vlastnictve; 
kazdy funkcionar alebo zamestnanec 
medzin~rodnej verejnej organizacie, 
napr. Svetovej banky alebo Spojenych narodov; 
kazdy funkcion~r alebo zamestnanec politickej 
strany alebo osoba konaj~ca s ofici~lnou 
pr~vomocou v mene politickej strany a kandid~t 
na politick~ funkciu a kazdy lek~r, lek~rnik alebo 
iny zdravotnicky pracovnik, ktory pracuje pre 
nemocnicu, lekren alebo in~ zdravotnicke 
zariadenie, ktor~ vlastni alebo prev~dzkuje 
vl~dny ~rad, ministerstvo alebo odbor vlady. 

1 . 9  "Zdravotnicke zariadenie" m~ vyznam 
uvedeny v preambule tejto zmluvy. 

1 . 1 0  "Odskodnenie zdravotnickeho 
zariadenia" m~ vyznam uvedeny v casti 9 . 1  
tejto zm I uvy. 

1 . 1 1  "Vyn~lezy" znamenaj~ vetky vyn~lezy, 
objavy, vyvoj a ak~kolvek vylepenia vysie 
uveden~ho vyplyvaj~ce, s~visiace alebo 
vyplyvaj~ce z vykon~vania st~die alebo 
s~visiace s biologickymi vzorkami, sk~sobnym 
produktom alebo dovernymi inform~ciami. 

1 . 12  "Sk~any produkt" znamen~ sk~sany liek 
zad~vatela 5tdie, Valbenazin (valbenazin 
tosy/~t, NB1-98854), ktory sa testuje v r~mci 
st~die. 

klinick~ho 1.13"Sk~saj~ci znamen~ 
sk~saj~ceho uveden~ho vyssie. 

1 . 14  "Broz~ra pre sk~sajceho" znamen~ 
dokument obsahuj~ci s~hrn relevantnych 
klinickych a neklinickych ~dajov o sk~sanom 
produkte. 

1 . 1 5  "Hodnotn~ vec" tento pojem sa ma 
interpretovat' v co najsirom zmysle a zahria 
najm~ peniaze, platby alebo ich ekvivalenty 
(napr. darekov~ poukzky), dary alebo 

clinical the 1.13"Investigator" means 
investigator set forth above. 

1.14"1nvestigator's Brochure" means a 
document containing a summary of relevant 
clinical and non-clinical data on the 
lnvestigational Product. 

1 . 15  "Item(s) of Value" should be interpreted 
broadly and may include, but is not limited to, 
money or payments or equivalents, such as gift 
certificates; gifts or free goods; meals, 
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entertainment, or hospitality; travel or payment 
of expenses; provision of services; purchase of 
property or services at infiated prices; 
assumption or forgiveness of indebtedness; 
intangible benefits, such as enhanced social or 
business standing (e.g., making donations to 
government official's favored charity); and/or 
benefits to third persons related to government 
officials (e.g., close family members). 

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 Sponsor, 
IQVIA, Investigator and Institution (collectively, 
the "Parties"). 

1 . 1 9  "Payee" has the meaning set forth in 
Attachment A. 
1.20 "Pre-Existing Intellectual Property" 
means any inventions, discoveries, works of 
authorship and other developments existing as 
of the Effective Date and all patents, copyrights, 
trade secret rights, know-how and other 
intellectual property rights therein. 

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

1.22 "Site" means Investigator and Institution 
together. 

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

1.24 "Study Data" all data generated in the 
conduct of the Study, including but not limited to 
CRFs, X-rays, MRls or other types of medical 
images, ECGs, EE Gs or other types of tracings 
or printouts, data summaries, and reports 
required to be delivered to Study Sponsor 
pursuant to the Protocol, and all records 

bezplatny tovar, stravovanie, z~bavu alebo 
pohostenie, cestovanie alebo preplatenie 
vydavkov; poskytovanie sluzieb; zakupovanie 
nehnuteinosti alebo sluzieb za umelo navysen~ 
ceny; predpokladan~ zaviazanost (zadlzenost) 
alebo odpustenie zaviazanosti (zadlzenosti); 
nehmotn~ vyhody, napriklad zlepsenie spoloensk~ho alebo obchodn~ho postavenia (napr. Jposkytovanie darov dobrocinnej organiz~ii podporovane] st~tnym predstavitefom), alebo poskytovanie vyhod tretim osob~m so vztahom ku st~tnym predstavitefom (napr. blizkym pribuznym). 
1.16Zdravotn~ z~znamy" prim~rne zdravotn~ z~znamy' subjektu sk~sania, uchov~van~ zdravotnickym zariadenim pre sk~sajceho, 
najm~ z~pisy o lie~be, r~ntgenov~ snimky, 
spr~vy z biopsii, snimky z ultrazvukovych 
vysetrenila dalsich zobrazovacich vysetreni. 
1 . 17  "Multicentrick~ klinick~ sk~sanie" 
znamen~] vykon~vanie Protokolu na vetkych 
z~Castnenych miestach. 
1.18"Strana" znamen~ kazd~ho 
zo zadvatela st~die, IQVIA, sk~aj~ceho 
a zdravotnickeho zariadenia (spolone ~zmluvn~ 'strany"). 
1 . 1 9  "Prijemca" vyznam uvedeny v prilohe A. 

1.20 "Prodch~dzaj~ce dusevn~ vlastnictvo" znamen~\ak~kolvek vyn~lezy, objavy, autorsk~ diela a in vyvoj existuj~ci k datumu ~cinnosti a vsetky patenty, autorsk~ pr~va, pr~va 
na obcho�ne tajomstvo, know-how a ine prava dusevne1o vlastnictva v nich obsiahnut~ 
1 .21 "Protokol": protokol klinick~ho skusania, na ktory sa odvol~va t~to zmluva a ktory moze zad~vatel (definovany nizsie) priebezne menit' 
a doplat dodatkami. 
1.22"Strana" znamen~ sk~ajci 
a zdravotnicke zariadenie spolu. 

- I 1.23"St~dia" znamen~ vykon~vanie 
Multicentrick~ho klinick~ho sk~sania 
zdravotnickym zariadenim a sk~saj~cim, ktor~ 
sa [ m ~  vykonat vlune 
vzdravotnickom zariadeni v s~lade s touto 
zmluvou a protokolom. 

1.24"Ud�e zo studie" vsetky udaje 
vygenerovan~ pri vykon~vani st~die, vr~tane, 
ale nie vylucne, CRF, r~ntgenovych snimok, 
MRI alebo inych typov lekarskych snimok, EKG, 
EEG a l b o  inych typov zaznamov alebo 
vytlakov/ s~hrnov ~dajov a sprav potrebn~ 
doru~it zad~vatelovi t~die v s~lade 
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regarding inventories and dispositions of all 
lnvestigational Product. 

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

1.26 "Study Staff' means the medical, 
technical, laboratory, clerical, and other 
personnel, including sub-investigators and 
permitted subcontractors pursuant to Section 16 
"Miscellaneous" involved in conducting the 
Study under the direction of the Institution or the 
Investigator. 

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

s protokolom a vsetky zaznamy tykajce 
sa invent~rov a dispozicif vsetkych sk~manych 
produktov. 

1.25 "Zad~vatef st~die" vyznam uvedeny 
v preambule tejto zmluvy. 

1.26 "Personal sk~sania znamen~ lek~rsky, 
technicky, laboratorny, administrativny a iny 
person~l, vr~tane subsk~saj~cich a povolenych 
subdod~vatefov podla asti 1 6  ~R~zne", ktori 
sa podielaj~ na vykon~vani st~die pod vedenim 
zdravotnickeho zariadenia alebo sksajceho. 

1.27"Subjekt sk~sania" znamen~ jednotlivca, 
ktory sa z~astuje t~die, bud ako prijemca 
skdsobn~ho produktu (definovany niz5ie), alebo 
ako kontrola. Pre jasnost', medzi subjektmi 
st~die nie je zahrnuty ziadny personal St~die. 

1.28"Unpublished 
meaning set forth 
Agreement. 

Data" shall have the 
in Section 6.3 of this 

1.28 "Nezverejnen~ ~daje"maj~ 
uvedeny v asti 6.3 tejto zmluvy. 

vyznam 

2. CONDUCT OF THE STUDY 

2.1 Compliance with Laws, Regulations, 
and Good Clinical Practices. 

Site will carry out the Study, exercising due care, 
in a competent manner and in compliance with 
(a) the Protocol; 

(b) this Agreement; and 

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

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

The Institution and Study staff acknowledge that 

IQVIA, the Sponsor and all of their subsidiaries 
must comply with the provisions of 

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

(ii) United States Foreign Corrupt 

Practices Act of 1977 (FCPA); and 

2. VEDENIE SK~5ANIA 

2.1 Dodrziavanie pr~vnych predpisov, 
nariadenia spr~vnej klinickei praxe, 

Pracovisko sk~sania sa zav~zuje, ze spolu 
s person~lom sk~sania vykon sk~sanie 
v zdravotnickom zariadeni v prisnom slade 
(a) s protokolom, 
(b) s touto zmluvou; a 
(c) platnymi normami Medzin~rodnej 
konferencie o harmonizacii technickych 
poziadaviek na registraciu liekov na hum~nne 
pouzitie vr~tane spr~vnej klinickej praxe (GCP); 
a 

(d) vsetkymi platnymi z~konmi. Bez toho, aby 
bola obmedzen~ vseobecnost' vyssie 
uveden~ho, zdravotnicke zariadenie 
a sk~saj~ci ziskaj~ a udrzia si vsetky 
certifikacie, opr~vnenia, povolenia a licencie 
pozadovan~ v s~vislosti s vykon~vanim t~die. 

Zdravotnicke zariadenie a person~l sk~sania 
berd na vedomie, ze spolo~nost' IQVIA, 
zad~vatel a vetky ich dc~rske spolonosti 
musia dodrziavat' ustanovenia 

(i) Protikorupn~ho z~kona Velkej Brit~nie z r. 
2010 (Protikorupcny z~kon); 

(i) 
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any other applicable anti-corruption laws. 

2.2 Informed Consent Form. 

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

2.3. Medical Records and Study Data 

2.3.1 Collection. Storage and Destruction: 
Site shall ensure the prompt. complete. and 
accurate collection. recording and classification of 
the Medical Records and Study Data. 

Site shall: 
i. maintain and store Medical Records and 

Study Data in a secure manner with 
physical and electronic access 
restrictions. as applicable and 
environmental controls appropriate to 
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 
(ii) at least two (2) years after the formal 
discontinuation of clinical development 
of the lnvestigational Product; and 

ii. protect the Medical Records and Study 
Data from unauthorized use. access. 
duplication. and disclosure. If directed 
by Study Sponsor or IQVIA, Site will 
submit Study Data using the electronic 
system provided by Study Sponsor or 
IQVIA or their designated representative 
and in accordance with Study Sponsor's 
instructions for electronic data entry. 
Site shall prevent unauthorized access 
to the Study Data by maintaining 
physical security of the electronic 

(ii) Z~kona o  zahraninych korupcnych 
praktikct Spojenych st~atov americkych z r. 
1977 (FC A) a 

vetky falsie platn~ protikorupcn~ pr~vne 
predpisy. 2.2Informovany shlas 

Pracovisjo skusania sa zav~zuje pouzit dokument informovan~ho s~hlasu, ktory bol schvalen! zadavaterom a spla vetky platn~ nariadenit a poziadavky institucion~lnej hodnotiacej rady (IRB) alebo nez~vislej etickej komisie [ (IEC), ktor~ je zodpovedn~ za posdenie sk~sania. Pracovisko sk~sania najprv ziska od kad~ho subjektu sk~sania pisomny [formovany suhlas. 
2.3.Zdrayotn~ z~znamy a daje sksania. 2.3 .1 Zbe� uchovavanie a likvid~cia: Pracovisko sk~sania zabezpei urychleny, kompletny a presny zber, zaznamen~vanie a triedenie zdravotnych z~znamov a dajov sk~sania. Povint.ost'ou pracoviska skusania je: i. uchov~vat' a viest' lek~rske z~znamy a tudijn~ ~daje bezpecnym spsobom s fyzickymi a elektronickymi obmedzeniami pristupu, ako je to mozn~ a environment~lnymi kontrolami vhodnymi pre prislusny typ ~dajov a v s~lade s platnymi z~konmi a priemyselnymi standardmi na mlnimalne obdobie. ktore je dlhsie z: (i) dva (2) roky po poslednom schvaleni ziadosti o uvedenie na trh v regione ICH pre indik~ciu, ktor~ je predmetom st~die, a kym v regine ICH nebudd ziadne nevybaven~ alebo neuvazovan~ zir' dosti o uvedenie na trh, alebo (ii) pri najmenej dva (2) roky po formalnom preruseni klinick~ho vyvoja sk~sobn~ho produktu; a 
ii. c�ranit" zdravotne zaznamy a ~daje st~die pred neopravnenym pouzitim, 

pristupom, duplik~ciou a zverejnenim. 
Ak to nariadi zad~vatel st~die alebo 
IQVIA, lokalita odosle ~daje st~die 
pomocou elektronick~ho syst~mu 
poskytnut~ho sponzorom st~die alebo 
spolocnostou IQVIA alebo ich urenym 
zastupcom a v s~lade s pokynmi 
zad~vatela St~die na elektronick~ 
zad~vanie ~dajov. Str~nka musi 
z b r ~ n i t'  neopr~vnen~mu pristupu 
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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 to entering it into the CRF 
and Site shall submitthe Study Data into 
the CRFs within five (5) days of the 
event giving rise to generation of such 
Study Data, such as the Study Subject 
visit; and 

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

iii. 

k ~dajom st~die udrziavanim fyzick~ho 
zabezpeenia elektronick~ho syst~mu a 
zabezpecenim d~vernosti svojich hesiel 
zamestnancom st~die. Sksaj~ci 
s~hlasi so zhromazdenim vsetkych 
~dajov st~die v lekarskych zaznamoch 
pred ich vlozenim do CRF a miesto 
odovzd~ ~daje st~die do CRF do piatich 
(5) dni od udalosti, ktor~ viedla 
k vygenerovaniu takychto ~dajov st~die, 
ako je napriklad subjekt st~die 
navsteva; a 

podnikn~t opatrenia proti n~hodn~mu 
alebo predasn~mu zniceniu alebo 
pokodeniu tychto dokumentov na tak 
dlh~ dobu, ak~ pozaduj~ platn~ pr~vne 
predpisy. Zdravotnicke zariadenie 
nesmie zlikvidovat' ani povolit likvid~ciu 
ziadnych zdravotnych z~znamov ani 
~dajov sk~sania bez toho, aby o tom 
vopred pisomne informovalo 
zad~vatela, a bude zdravotn~ z~znamy 
a ~daje sk~sania dalej uchov~vat' na 
nklady zad~vatela na tak~ dlh~ dobu, 
ak~ bude zad~vatel pisomne 
pozadovat potom, o ich uchov~vanie 
uz nebude pozadovan~ platnymi 
pr~vnymi predpismi. 

2.3.2 Ownership. 

Institution shall retain ownership of Medical 
Records. All lnvestigational Product provided to the 
Institution and all Study Data ( except Medical 
Records) shall be, are and will, in each case, remain 
Study Sponsor's property and Confidential 
Information. 

The Institution and the Investigator hereby assign, 
and to the extent such present assignment is not 
possible, agree to assign to Study Sponsor all of their 
rights, title and interest, including intellectual 
property rights, to all Confidential Information and 
any other Study Data. 

Study Sponsor shall, without an accounting to 
Institution, have the right to use the Study Data, 
including results of the Study, in any manner it 
desires, including, but not limited to, disclosing the 
Study Data in any regulatory or patent filing. 

2.3.2 Vlastnictvo. 

Vlastnikom zdravotnych z~znamov zostava 
zdravotnicke zariadenie. Zdravotnicke 
zariadenie a sk~saj~ci tymto postupuj~ 
zad~vatelovi vsetky svoje pr~va, nroky 
a podiely, vr~tane vetkych prav dusevn~ho 
vlastnictva, vo vsetkych dovernych 
inform~ci~ch (definovanych nizsie) 
a vsetkych ostatnych ~dajoch sk~sania. 

Zdravotnicke zariadenie a sk~saj~ci tymto 
postupuj~ a pokial taketo sucasn~ 
post~penie nie je mozn~, s~hlasia s tym, ze 
pridelia St~dii zad~vatelovi vsetky svoje 
pr~va, n~roky a podiely, vr~tane pr~v 
dusevn~ho vlastnictva, ku vsetkym 
dovernym inform~ciam (ako je definovan~ 
nizsie) a ak~kolvek dalie ~daje St~die. 
Zad~vatel St~die bude mat' bez ~~tovnictva 
zdravotnickeho zariadenia pr~vo pouzit 
daje St~die vratane vysledkov st~die 
akymkolvek sposobom, ktory si zel~, 
vr~tane, ale nie v/lune, zverejnenia ~dajov 
st~die v akejkolvek regulacnej alebo 
patentovej prihlake. 
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2.3.3Access, Use, Monitoring and Inspection. 

(i)Site shall provide oral or written reports on the 
progress of the Study upon Study Sponsor"s or 
IQVIA's request Site shall promptly notify Study 
Sponsor, IQVIA, and the IEC in writing of any 
deviations from the Protocol. 

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

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

(iv) The Site agrees to cooperate with the 
representatives of IQVIA and Study Sponsor. and 
the Site agrees to ensure that the employees. agents 
and representatives of the Site do not harass. or 
otherwise create a hostile working environment for 
such representatives. 

(v) The Site shall immediately notify Study Sponsor 
and IQVIA of, and provide Study Sponsor and IQVIA 
copies of, any inquiries, correspondence, or 
communications to or from any governmental or 
regulatory authority relating to the Study, including, 
but not limited to. requests for inspection of the Site's 
facilities at which the Study is conducted. To the 
extent not prohibited by the inspecting governmental 
or regulatory authority, Site shall permit IQVIA and 
Study Sponsor to attend any such inspections and 
Study Sponsor may review and comment on any 
communication with the authority. The Site shall 
separate, and not disclose, all Confidential 
Information that is not required to be disclosed during 
such inspections. 

2.3.4 Use of Study Data. 

2.3.3 Pristuj ouzitie, monitorovanie a inspekcia. 
I (i) �Rracovisko poskytne ~stne alebo pisor in~ spravy o postupe st~die na ziadost zad~vatela tdie alebo spolocnosti IQVIA. Pracovisko bezodkladne pisomne informuje zad~vatela St~die, IQVIA a IEC o akychkolvek odchylkach od protokolu. (ii) IPracovisko skusania poskytne zad~vatelovi, spolo~nosti IQVIA a ich z~stupcom a predstavitelom primerany pristup do priestorov pracoviska sk~sania a k 'zdravotnym zaznamom a ~dajom skusa�·a. aby umoznilo zad~vatelovi, spolo~nosti IQVIA a ich z~stupcom a prelstavitelom vykon~vat' monitorovanie sk~sania alebo inak splat' prislusn~ pr~vne a regulacn~ poziadavky. Vzhladom na 

s~~asn~ pand~miu COVID-19 zdravotnicke 
zariadenie tymto berie na vedomie a s~hlasi 
s tym, '  ze monitorovanie st~die mote 
prebiehat na dialku podla uv~zenia 
zad~vatela st~die alalebo spolocnosti IQVIA 
a zdravotnicke zariadenie vynalozi 
primeran~ ~silie na prisposobenie sa 
takemyto monitorovaniu na diarku. 
(iii)Pracovisko sk~sania poskytne kontrolnym ~radom primerany pristup 
do pxiestorov pracoviska skusania a k zdravotnym z~znamom a ~dajom sk~sania a umozni im robit' si z nich k~pie. 
(iv)Pracovisko sk~sania sa zav~zuje spolupracovat so z~stupcami spolonosti IQVIA; zad~vatel zabezpei, aby jeho zamestnanci, z~stupcovia a predstavitelia 
pracoviska skania neruili ani inak pre 
nich 'nevytv~rali nepriazniv~ pracovn~ 
prostredie. 

(v)Pracovisko sk~sania bude spolocnost' IQVIA! okamzite informovat' o vsetkych poZiadavk~ch, korespondencii 
a komunik~cii tykajcej sa sk~sania (a poskytne z nich spolonosti IQVIA k~pie) 
so vetkymi St~tnymi alebo kontrolnymi tlrad�i. najma poziadavkach na inspekciu priestorov pracoviska sk~sania, a umozni z~stupcom spolo~nosti IQVIA a zad~vatela, aby sa na takychto inspekci~ch zCastnili. Pracolisko sktlsania vynalozi primerane silie na to, aby oddelilo a neodovzdalo ziadn tak~ dovern~ inform~cie, ktorych odovzdanie poas tychto inspekcii nie je pozadovan~. 

2.3.4 wuzitie st~die. 
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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 

(ii) for preparation of publications in accordance with 
Section 6 "Publication Rights". 

2.4. Duties of Investigator. 

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

2.4.2 Prior to the commencement of the Study, 
Site shall review the Protocol and notify Study 
Sponsor if it cannot comply with any of the terms 
contained therein. If in the course of performing the 
Study, generally accepted standards of clinical 
research and medical practice relating to the benefit, 
well-being and safety of the Study Subjects require 
a deviation from the Protocol, such standards will be 
followed. In such case, Institution shall promptly 
notify Study Sponsor and IQVIA of the facts 
supporting such deviation as soon as the facts are 
known to Institution. Said notification shall be 
followed by written confirmation of same within 
twenty-four (24) hours and shall be fully documented 
in such Study Subject's CRF. 

Zdravotnicke zariadenie bude mat' 
nevyhradn~ pr~vo pouzivat' ~daje st~die 

(i) s vyhradou povinnosti mlcanlivosti 
uvedenej v basti 4 ~Dovern~, v s~vislosti 
so starostlivost'ou o subjekt st~die a na 
interny, nekomer~ny vyskum a na 
vzdel~vacie bely a 

(ii) na pripravu publik~cii v s~lade s bodom 
6,Pravidl~ na publikaciu". 

2.4.Povinnosti skdsaj~ceho, 

2.4.1 Zdravotnicke zariadenie tymto potvrdzuje, 
ze sk~ajci je zamestnancom dan~ho 
zdravotnickeho zariadenia, ktor~ zabezpei, 
aby sk~saj~ci vykonal st~diu profesion~lnym 
a kompetentnym sposobom v s~lade 
s protokolom a podmienkami tejto zmluvy a so 
standardom starostlivosti, ktory od sk~saj~cich 
rozumne ocak~vaj~ sponzori klinickych St~dif. 
Predovsetkym, ale bez obmedzenia, 
je povinnostou sk~saj~ceho presk~mat' 
a porozumiet' inform~ciam v broz~re 
sk~saj~ceho, zabezpecit, aby boli spinen~ 
vetky poziadavky na informovany s~hlas, 
zabezpecit, aby boli vetky pozadovan~ 
kontroly a schv~lenia prislusnymi regulacnymi 
org~nmi a IRB alebo IEC a presk~mat' vsetky 
CRF, aby sa zabezpeila ich presnost 
a ~plnost. Na ziadost zad~vatela st~die alebo 
IQVIA, sk~saj~ci okamzite opravi vsetky chyby 
alalebo vynechan~ CRF a d~ k dispozicii 
sponzorovi st~die a IQVIA opraven~ CRF 
a podporn~ z~znamy na dalie overenie. 

2.4.2 Pred zacatim Stdie, pracovisko 
skontroluje protokol a upozorni zad~vatela 
st~die, ak nemoze splnit' niektor~ z podmienok 
v hom uveden~. Ak si v priebehu vykon~vania 
t~die vseobecne uzn~van~ standardy 
klinick~ho vyskumu a lek~rskej praxe tykajce 
sa prospechu, dusevnej pohody a bezpenosti 
castnikov St~die vyzaduj~ odchylku 
od protokolu, tieto standardy sa bud~ 
dodrziavat. V takom pripade zdravotnicke 
zariadenie bezodkladne informuje zad~vatela 
t~die a spolobnost IQVIA o skuto~nostiach, 
ktor~ podporuj~ takto odchyku, hned ako 
bud tieto skutocnosti zname. Po uvedenom 
ozn~meni bude nasledovat' pisomn~ potvrdenie 
do dvadsiatich styroch (24) hodin a bude pine 
zdokumentovan~ v CRF dan~ho subjektu 
st~die. 
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2.4.3 Site agrees to provide prompt advance notice 
to Study Sponsor and IQVIA if Investigator will be 
leaving the Institution, will be unavailable for any 
extended period or is otherwise no longer able to 
perform the Study. The appointment of a new 
Investigator must have the prior written approval of 
Study Sponsor and IQVIA. Any replacement 
Investigator must be an employee of Institution. In 
the event Study Sponsor does not approve a 
replacement Investigator, Study Sponsor may 
terminate this Agreement in accordance with Section 
15 (Term & Termination). 

2. 5 Adverse Events. 

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

2.5.2 Study Sponsor will report to the Site, the Site's 
IRB/IEC, and IQVIA, any information that, in Study 
Sponsor's sole judgment, could affect the safety of 
Study Subjects or their willingness to continue 
participation in the Study, influence the conduct of 
the Study, or alter the Site's IRB/IEC approval to 
continue the Study. 

2.6 Use and Return of lnvestigational Product and 
Equipment. 

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

2.6.2 The Site shall use the lnvesligational Product 
provided in connection with the Study, solely for the 
purpose of properly completing the Study and shall 
maintain the lnvestigational Product as specified by 
Study Sponsor and according to Applicable Laws, 
including holding and storage in a locked, secured 
area at all times. 

2.6.3 Site shall maintain records of the dates and 
amounts of lnvestigational Product received; the 
dates, amounts and Study Subjects to whom the 
lnvestigational Product have been dispensed or 

2.4.3 Pracovisko s~hlasi s tym, ze vas vopred ozn~mi sponzorovi St~die a spolo~nosti IQVIA, ak sk~saj~ci opusti zdravotnicke zariadenie, bude nedostupny po~as dlhsieho obdobia alebo z in~ho d~vodu nebude moct vykon~vat' st~diu. Vymenovanie nov~ho sksajceho musi mat' predchad[ajlici pisomny slihlas zadavatera st~die a spolocnosti IQVIA. Kazdy n~hradny skaj~ci musi byt zamestnancom zdravotni keho zariadenia. V pripade, ze zad~vatel st~die neschvali nhradn~ho sk~ajceho, zad~vatel St~die moze ukon~it' 
tlito zml vu v s~lade s bodom 15  (Obdobie a u k o n c en i e ) .  
2.5 Nezi,duce udalosti. 
2.5.1 Pracovisko sk~sania bude neziaduce udalosti a z~vazn~ neziaduce udalosti hl~sit' podfa loziadaviek protokolu a platnych pr~vnychi predpisov. Pracovisko sk~sania bude so zad~vatelom spolupracovat' v jeho sili dalej sledovat riebeh vsetkych neziaducich udalosti. 
Pracovisko sk~ania dodrzi svoju oznamovaciu povinnos1 voci nezavislej elickej komisii. 
2.5.2 Zad~vatel st~die ozn~mi pracovisku, IRB/IEC a IQVIA vsetky inform~cie, ktor~ by 
podla vyhradn~ho ~sudku zad~vatela st~die 
mohli ovplyvnit' bezpecnost subjektov St~die, 
alebo ich ochotu pokracovat' v asti na St~dii, 
resp. ovplyvnit' priebeh St~die, alebo zmenit 
s~hlas IRB/IEC na pracovisku, aby mohli 
pokracovat' v st~dii. 
2.6 Pouzitie a yr~tenie skdsan~ho produktu 
a vwbavenia. 

2.6.1 'ad~vatel alebo jeho riadne 
splnomocneny zastupca dod~ zdravotnickemu zariadeniu alebo sk~saj~cemu dostatocn~ mnozstv� sklisaneho produktu, v slilade s protokolom. 
2.6.2 Pracovisko bude pouzvat sk~sobny produkt poskytnuty v s~vislosti so stdiou vylucne na bely riadneho dokoncenia st~die a bude sk~sobny produkt udrziavat' tak, ako to 
urcil zadjvater stlidie a v s~lade s platnymi z~konmi, vr~tane uchov~vania a skladovania 
v uzamknutom, zabezpe~enom priestore po 
cel dobu 
2.6.3 Pracovisko bude uchov~vat' zaznamy 
o d~tumoch a sum~ch prijatych sk~sobnych 
produktov; d~tumy, mnozstv~ a subjekty St~die, 
ktorym bol vydany alebo podany sk~sany 
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administered; the dates and amounts of 
lnvestigational Product disposed of, damaged or 
lost; and the dates and amounts of lnvestigational 
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 lnvestigational 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 I nvestigational Product and any 
instructions from Study Sponsor and IQVIA that are 
not inconsistent with such laws and regulations. 

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

2. 7 Study Subject 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 
to this principle, Study Sponsor may reconsider 
Site's suitability to continue participation in the 
Study. 

2.8 Study Staff. 

Institution will ensure that all Study Staff have 
appropriate qualifications and the medical, technical 
and/or laboratory expertise to conduct the Study and 
are available to support and carry out Institution's 
obligations under this Agreement. 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. 

produkt; d~tumy a mnozstv~ vyhodnocovan~ho, 
pokoden~ho alebo straten~ho sk~sobn~ho 
produktu; a datumy a sumy vr~ten~ho 
skobn~ho produktu. Po dokonceni alebo 
ukonceni st~die pracovisko podla volby 
zad~vatela st~die vr~ti alebo potvrdi znicenie 
sk~sobn~ho produktu na vyhradn~ nklady 
zad~vatela st~die. 

2.6.4 Zdravotnicke zariadenia a sk~saj~ci bud~ 
dodrziavat vsetky prislusn~ z~kony upravuj~ce 
likvidaciu alebo znicenie sk~san~ho produktu a 
vsetky pokyny od zad~vatela t~die a 
spolocnosti IQVIA, ktor~ nie s v rozpore s 
tymito z~konmi a nariadeniami. 

2.6.5 Na ziadost zad~vatela st~die alebo 
IQVIA, pracovisko sk~sania vr~ti vsetko 
vybavenie a vsetky materialy poskytnut~ 
zad~vatelom na pouzitie v sk~sani, pokial 
zadvatel a pracovisko sk~sania neuzatvoria 
pisomn~ zmluvu o nadobudnuti vybavenia 
pracoviskom sk~sania. Ak zad~vatel alebo 
spolo~nost' IQVIA poskytn v s~vislosti 
so sk~sanim nejak~ ~pravy priestorov na 
sk~sanie, uzatvori pracovisko sk~sania 
so spolo~nostou IQVIA alebo zad~vatelom 
samostatn~ zmluvu, tykaj~cu sa takychto 
vylepseni priestorov pracoviska sk~sania. 

2.7 KT@ovy d~tum zaradovania 

Dan~ strana vynalozi maxim~lne ~silie 
na dsledn~ zapisanie subjektov stdie v 
primeranom case po zacati st~die. 
Ak dan~ strana nedodrzi t~to z~sadu, zad~vatel 
st~die mze prehodnotit' vhodnost' danej strany 
pokracovat' v ~basti v st~dii 

2.8 tudiin person~l 

Zdravotnicke zariadenie zabezpeci, aby vsetci 
zamestnanci st~die mali primeran~ kvalifik~ciu 
a to lekrsku, technick~ a/alebo laboratrnu 
odbornost' na vykon~vanie St~die a aby boli 
k dispozicii na podporu a pinenie zav~zkov 
zdravotnickeho zariadenia podfa tejto zmluvy. 
Zdravotnicke zariadenie bude vyhradne 
zodpovedn~ za zaplatenie studijn~ho person~lu 
a sk~saj~ceho. Zdravotnicke zariadenie 
zabezpei, ze pred zacatim akejkolvek pr~ce 
na st~dii sa na vsetkych zamestnancov st~die 
vzt'ahuj pisomn~ z~v~zky voi zdravotnickemu 
zariadeniu, podfa ktor~ho 

(a) s viazani povinnostou mlanlivosti a 
nepouzivania v svislosti s Dovernymi 
inform~ciami, ktor~ s~ v s~lade s podmienky 
tejto zmluvy; a 
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Institution shall ensure that Study Staff comply with the terms of this Agreement. 

2.9 Biological Samples. Institution and Investigator will collect, retain and/or use Biological Samples solely as set forth in the Protocol. Institution and/or Investigator will provide Study Sponsor or its designee with quantities of Biological Samples as required by the Protocol. Study Sponsor may use such Biological Samples as specified in the Protocol, and as permitted in the informed consent form signed by the Study Subjects and by Applicable Laws. Upon completion or termination of the Study, the Institution shall, at Study Sponsor's option, return or certify the destruction of the Biological Samples at Study Sponsor's sole expense. 
2 . 1 0  Required Documents. Institution and Investigator will provide the following documents to Study Sponsor before the enrollment of any Study Subject (original should be kept by the Investigator in the Investigator's study regulatory document binder): 2 . 1 0 . 1  Signed copy of the protocol signature page; 2 . 1 0 . 2  Investigator's Brochure acknowledgement page; 2 . 1 0 . 3  Completed and signed statement of investigator; 2 . 1 0 .4  Curriculum vitae and current medical license of the Investigator and sub­ investigators; 2 . 1 0 . 5  Letter of approval from the IRB/IEC for both the Protocol and the informed consent form; 2 . 1 0 . 6  Copy of the IRB/IEC-approved informed consent form to be used for the Study; and 2 . 1 0 . 7  Laboratory documents (certifications/accreditations, normal ranges) if not provided by a central laboratory. 2 . 1 1  No Conflicts. 

(b) post~pit' a inak ~~inne udelit' zdravotnickemu zariadeni· akekorvek a vsetky prava, ktore by takyto Studijny personal inak mohol mat na 
vysledky svojej pr~ce, bez akejkolvek 
povinnosti zad~vatela st~die zaplatit' tak~muto 
person~lt st~die ak~kolvek honor~re alebo in~ protihodnoty. Zdravotnicke zariadenie zabezpei, aby studijny personal dodrZiaval 
podmieniy tejto zmluvy. 
2.9 Bioloqick~ vzorky. 
Zdravot�icke zariadenie a sk~saj~ci bud 

zbierat', uchov~vat a/alebo pouzivat biologick~ 
vzorky v/lune tak, ako je uveden~ v protokole. 
Zdravotnicke zariadenie alalebo sk~saj~ci 
poskytne] zadvatelovi St~die alebo jeho 
zstupcovi mnozstvo biologickych vzoriek, ako 
to vyzaduje protokol. Zad~vatel St~die me 

pouzit' tak~to biologick~ vzorky, ako je uveden~ 
v protokole a ako je povolen~ vo formulari 
informovan~ho s~hlasu podpisan~ho 
~castnikmi St~die a platnymi z~konmi. Po 
dokonceni alebo ukonceni St~die zdravotnicke 
zariadenie podla volby zad~vatela St~die vr~ti 
alebo potvrdi znicenie biologickych vzoriek na 
vyhradn~,n~klady zad~vatela 5t~die. 2 . 1 0 P o h a d o v a n ~  dokumenty. Zdravotnicke zariadenie a sk~sajuci poskytn~ zad~vatelovi st~die pred zaradenim a k ~ h o k o l ve k  subjektu do st~die (original by mal sk~saj~ci] uschovat' v dokument~cii pre sk~saj~cil/v dokument~cii k St~dii): 2 1 0 .1  Pj:dpisana k6pia strany s podpisom protokolu 2 . 1 0 . 2  [Strana s potvrdenim bro2~ry s k~saj~ceho; 2. 1 0. 3  Vyplnen~ a podpisan~ vyhl~senie sk~saj~ceho; 2 . 1 0 .4  Zi�otopis a aktualna lekarska licencia sk~saj~ceho a dalich sk~saj~cich; 2 .10 .5 Sihvarujuci list od IRBIIEC pre protokol a formul�I informovaneho suhlasu; 2.10.6 K6pia formulra informovan~ho shlasu schvalen1ho IRB/IEC na pouzitie v studii; a 2 . 1 0 .  7  Laborat6rne dokumenty (certifik~cie/akredit~cie, norm~lny rozsah), ak ich n:poikytuje centralne laborat6rium. 2. 1 1  Ziadne konflik 
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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 fulfilling any of the obligations 
hereunder. 

2 . 1 2  Recruitment. 

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

2 . 1 3  The Institution and Investigator 
acknowledge the possibility for the Study 
Sponsor to engage vendors to provide off-site 
research nursing services, as described in the 
Protocol (such as the administration of the 
lnvestigational Product at an off-site location). 

2 . 1 4  Survival. 

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

3. PAYMENT 

3 . 1  In consideration for the proper performance of 
the Study by Site in compliance with the terms and 
conditions of this Agreement, payments shall be 
made by IQVIA in accordance with the provisions set 
forth in Attachment A, with the last payment being 
made after the Site completes all its obligations 
hereunder, and Study Sponsor and IQVIA have 
received all properly completed CRFs and, if 
requested, all other Confidential Information (defined 
below). 

For clarity, Institution and Investigator acknowledge 
and agree that, except for the specific costs 
designated to be paid prior to enrollment ( e . g . ,  start­ 
up costs identified in the Budget), Study Sponsor, 
through IQVIA, will only be responsible for payments 
to the Institution for Study Subject visits as described 
in Attachment A. Institution agrees that it will be 
responsible for making payments to any and all 
personnel (including without limitation the 

Zdravotnicke zariadenie a Sk~sajci s~hlasia s 
tym, ze sa nez~casthuj~ a ani sa nikdy po~as 
trvania tejto Zmluvy nez~bastnia na Ziadnej inej 
st~dii, ktor~ im svojou povahou alebo jej 
podmienkami br~ni v plneni ktorejkolvek 
z povinnosti vyplyvajcich z tejto zmluvy. 

2.12 Nabor. 

Zdravotnicke zariadenie a sk~saj~ci pouzije len 
tie naborov~ materialy (napr. inzeraty, listy s 
predmetom st~die, vopred pripraven~ tlacov~ 
spr~vy atd.), formulare informovan~ho s~hlasu 
a opr~vnenia na inform~cie o zdravotnom stave 
pacienta, ktor~ boli skontrolovan~ a schv~len~ 
zad~vatelom St~die (okrem presk~manie a 
schv~lenie CEC). Ak~kolvek revizie 
n~borovych materilov, formularov 
informovan~ho s~hlasu a opr~vneni na 
inform~cie o zdravotnom stave pacienta si 
vyzaduj~ predch~dzaj~ce pos~denie a pisomny 
s~hlas zad~vatela St~die. 

2.13 Zdravotnicke zariadenie a sk~saj~ci 
uzn~vaj~, Ze zad~vatel St~die ma moznost 
angazovat' tretie strany, aby poskytovali 
vyskumn~ osetrovatelsk~ sluzby mimo 
pracoviska, aka je napisan~ v protokole (ako je 
napriklad spr~va sk~sobn~ho produktu na 
mieste/ mimo pracoviska). 

2 . 1 4  Pretrvanie. 

Tento bod 2 (Vykonanie st~die) zostane v 
platnosti aj po ukonceni alebo uplynuti platnosti 
tejto zmluvy. 

3. PLATBA 

3.1 Ako protiplnenie za riadne vykonanie sk~sania 
zdravotnickym zariadenim sk~sania v s~lade 
s podmienkami tejto zmluvy sa bud poukazovat 
platby podfa ustanoveni uvedenych v Prilohe A, 
pribom posledn~ platba sa pouk~ze potom, do 
pracovisko sk~sania splni vsetky svoje povinnosti 
podla tejto zmluvy a spolonost IQVIA dostane 
vsetky riadne vyplnen~ CRF, a ak to bude 
pozadovat', aj vetky ostatn~ dovern~ inform~cie 
(definovan~ nizie). 

Pre prehl'adnost', zdravotnicke zariadenie 
a sk~sajci ber~ na vedomie a shlasia s tym, 
ze okrem specifickych n~kladov, ktor~ sa maj 
zaplatit' pred registr~ciou (napr. po~iato~n~ n~klady 
uveden~ v rozpote) bude zad~vatel St~die 
prostrednictvom IQVIA zodpovedny iba za platby 
zdravotnickemu zariadeniu pre navstevy subjektov 
t~die, ako je opisan~ v Prilohe A. Zdravotnicke 
zariadenie s~hlasi s tym, ze bude zodpovedn~ 
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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 to th is 
Agreement shall be equitably prorated for actual 
work performed prior to the date of termination. Upon 
completion of the Study or early termination of this 
Agreement, the Institution and Investigator shall 
within sixty (60) days refund Study Sponsor for any 
amounts paid in excess of payments to which the 
Institution and Investigator were entitled under this 
Agreement. 

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

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

za platby v se tk y m  zamestnancom (vr~tane, bez 
obmedzenia, k~saj~ceho) a tretim strandm, ktor~ 
poskytuj~ sluzby podla tejto zmluvy na vykon~vanie 
st~die v zdrvotnickom zariadeni. Ziadne in~ 
vyhody alebo compenzcie nad ramec tych, ktor~ s 

vyslovne uveden~ v rozpocte, nebud~ poskytnut~ zdravotnicker iu zariadeniu resp. sk~saj~cemu. 
Rozpoet ze byt upraveny len po predch~dzaj~com pisomnom shlase zmluvnych 
stran. Zdravot1ricke zariadenie a sk~sajci vyhlasuj a zaruuj, ze nebud~ Ziadat' platbu alebo akceptovat' n~hradu od akejkolvek tretej strany za n~klady alalebo vydavky zaplaten~ zad~vatelom t~die alebo 11 polocnost'ou IQVIA, vr~tane, ale nie vylune, lie~by/vyhodnotenia, proced~r a/alebo lieku/ z~soby. 
3.2 Ak d6jd� k ukonceniu tejto zmluvy, celkov~ sumy, ktor~ i~ zaplatit' zad~vatel tdie podfa tejto 
zmluvy, bud spravodlivo rozdelen~ za skutocne 
vykonan p r c u  pred d~tumom ukonenia. Po 
dokonceni st~die alebo predasnom ukonbeni tejto 
zmluvy zdravwtnicke zariadenie a sk~saj~ci vr~tia 
zad~vatelovi t~die do sestdesiatich (60) dni vsetky 
sumy zaplaten~ nad ramec platieb, na ktor~ mali 
zdravotnicke zariadenie a sk~saj~ci narok podla 
tejto zmluvy. 

3.3 Zadvatel st~die nezaplati zdravotnickemu 
zariadeniu a /sk~saj~cemu za ziadneho subjektu 
st~die, ktor~ho zapisanie do st~die sa podstatne 
odchyluje od krit~rii opr~vnenosti protokolu alebo od 
ktorych nemozno analyzovat ~daje z dovodu 
z~vaznych odchylok od protokolu, chybaj~cich 
riadnych z~znamov alebo ne~plnych, neopravenych 
alebo neoveritelnych CRF. Dodatocn~ testy alebo 
sluzby, ktor~ nie s~ naliehav~, (t. j. tie testy alebo 
sluzby, ktor~ protokol nevyzaduje alebo s~ 
vykon~van~ ad r~mec poziadaviek protokolu), 
nebudu podlz tohto dokumentu kompenzovan~ bez 
predch~dzaj~ceho pisomn~ho s~hlasu zadvatela 
st~die. 

3.4 Zdravotiicke zariadenie a sk~sajci ber~ 
na vedomie a s~hlasia s tym, ze sumy splatn~ podla 
tejto zmluvy predstavuj~ spravodliv~ trhov~ hodnotu 
krytych nalladov spojenych so st~diom 
v zdravotnickom zariadeni a ziadna ast akejkolvek 
odmeny zap atenej podla tejto zmluvy nie je 
zakazanou [platbou za odpor~canie alebo 
sprostredkovainie odpor~cania obchodu alebo 
objedn~vania poloZiek alebo sluzieb; ani platby nie 
s ur~en~ na podnecovanie nez~konn~ho 
sprostredkov nia obchodu. 
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4. CONFIDENTIALITY 

4.1 Obligations and Exclusions. 

4.1 .1  During the term of this Agreement, 
Institution, Investigator and Study Staff may develop, 
become aware of or have access to Confidential 
Information. Institution and Investigator agree that, 
as between the Parties, Study Sponsor is and shall 
at all times remain the sole and exclusive owner of 
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 

(ii) 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; 

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

(iii) use reasonable measures to protect 
Confidential Information from disclosure. 

4.1 .2 Nothing herein shall limit the right of Institution 
to disclose Study Data as permitted by Section 6 
"Publication Rights". 

4.1 .3 The obligations of non-disclosure and non­ 
use under this Agreement will not apply to any 
portion of Confidential Information that Institution or 
Investigator can demonstrate by competent proof: 

(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; 

4. D~VERN~ INFORM~CIE 

4.1.Povinnostiaz~v~zky. 

4.1 .1  Po~as platnosti tejto zmluvy moze 
zdravotnicke zariadenie, sk~saj~ci a studijny 
personal rozvijat, zoznamit' sa s dovernymi 
inform~ciami alebo mat' k nim pristup. Zdravotnicke 
zariadenie a sk~saj~ci s~hlasia s tym, ze medzi 
zmluvnymi stranami, zad~vatel st~die je a vzdy 
zostane jedinym a vyhradnym vlastnikom dovernych 
inform~cii. Pracovisko sk~sania a jeho person~l, 
vr~tane person~lu sk~sania nesm: 

(i) pouzivat' dovern~ inform~cie na in~ ~bely, nez je 
vykonanie sk~sania alebo 

(ii) odovzd~vat' dovern~ inform~cie akejkolvek tretej 
strane, okrem pripadov povolenych v tomto 
l~nku 3 alebo v cl~nku 5 ~Pr~va na 
publikovanie", ak je to pozadovan~ pr~vnymi 
predpismi alebo kontrolnymi radmi alebo na 
z~klade pisomn~ho povolenia odovzd~vaj~cej 
zmluvnej strany. 

V rozsahu, v akom zdravotnicke zariadenie zverejni 
dovern~ inform~cie trete] strane, zabezpei, aby 
tak~to tretia strana dodrziavala z~v~zky dovernosti 
opisan~ v tejto casti 4. Na ochranu dovernych 
inform~cii pracovisko s~hlasi s tym, ze aby chr~nilo 
dovern~ inform~cie, zav~zuje sa po~as sk~ania: 

() obmedzit' sirenie dvernych inform~cii len na 
ten person~l skuania, ktory ich potrebuje 
poznat' na ~bely vykonania sk~sania; a ktory je 
viazany pisomnym z~v~zkom vyplyvaj~cim z 
tejto zmluvy; 

(ii) informovat' personal sk~sania, ktory dostane 
dovern~ inform~cie, o dvernej povahe 
tychto inform~cii a 

(iii) pouzit' primeran~ opatrenia na ochranu 
d~vernych inform~cii pred odhalenim. 

4.1 .2 Ni¢ z toho, co je uveden~ v tomto odseku 
neobmedzuje pr~vo zdravotnickeho zariadenia 
odovzd~vat' ~daje sk~sania spsobom, povolenym 
podfa cl~nku 6 ~Pr~va na publikovanie". 

4.1.3 Povinnosti nezverej/iovania 
a nepouzivania podla tejto zmluvy sa nebud 
vztahovat na ziadnu cast dovernych inform~cii, 
ktor~ m~ze zdravotnicke zariadenie alebo sk~saj~ci 
preukazat kompetentnym dokazom: 

(i) s~ alebo sa stan vseobecne zn~mymi verejnosti 
v base alebo po zverejneni zo strany zad~vatela 
st~die alebo v jeho mene, inak ako prostrednictvom 
protipravnych cinov alebo opomenuti, ktor~ mozno 
pripisat' zdravotnickemu zariadeniu, sk~sajcemu 
alebo person~lu St~die; 
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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 

(iii) 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 requirement of a court, administrative 
agency, or other government body seeking to 
compel disclosure of any Confidential Information, 
then Institution and/or Investigator shall provide 
Study Sponsor with prompt written notice so that 
Study Sponsor may seek a protective order or other 
appropriate remedy and Institution and Investigator 
shall cooperate with Study Sponsor in connection 
therewith. In the event that such protective order or 
other remedy is not obtained, the Institution and 
Investigator shall furnish only that portion of the 
Confidential Information which is legally required to 
be disclosed and shall request confidential 
treatment for the Confidential Information. 

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

4.4 Survival. 
This Section 4 "Confidentiality" shall survive 
termination or expiration of this Agreement for ten 
(10) years. 

5. INTELLECTUAL PROPERTY 

5.1 Pre-Existing Intellectual Property. 

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

5.2 Inventions. 

(ii) s~ vo vlastnictve zdravotnickeho zariadenia, 
sksajceho alebo person~lu st~die pred ich 
zverejnenim zad~vatelom st~die alebo v jeho mene z inych zdrojov, nez je zad~vatel st~die, ktory nemal povinnost' zaJhovavat' dovernost' voci zadavatefovi t~die; alebo (iii) boli ez~visle vyvinut~ zdravotnickym zariadenim, tusajucim alebo person~lom st~die bez pouzitia, odkazu alebo spoliehania sa na dovern~ infor' ~cie. 4.2 Vwn~ten~ odovzdanie. 
V pripade, ze zdravotnicke zariadenie alebo 
sk~saj~ci dostane od tretej strany vyrozumenie, 
ktorym sa 

1
! ude snazit vyn~tit si odovzdanie 

akejkolvek dvernej inform~cie, prijemca 
vyrozumenia bude o tom zad~vatela okamzite 
pisomne informovat', aby mohol zad~vatel poziadat 
o ochranny s~dny prikaz alebo iny vhodny opravny 

' prostriedok. V pripade, ze sa takyto ochranny sdny 
prikaz alebo iny vhodny opravny prostriedok ziskat 
nepodari, musi prijemca vyrozumenia posky tn~t' len 
t~ cast' dovernych inform~cii, ktorej odovzdanie je 
pozadovan~ podla pr~vnych predpisov a musi 
poZzadovat', aby sa s tymito inform~ciami 
zaobch~dzalo ako s dovernymi. 
4.3 Vratenie jlebo likvidacia. Po vypovedani tejto zmluvy alebo po skorsej pisomnej poziadavke zad~vatela, pracovisko sk~sania podla rozhodnutia zad~vatela vr~ti zad~vatelovi alebo zlikviduje vsetky dovern~ inform~cie, okrem ~dajov sk~sania. 
4.4 Pretrvanil. Platnost' tohto cl~nku 4 ~Dovern~ inform~cie" pretrv~ desat (1 OJ rokov po vypovedani alebo 
vyprsani tejtl zmluvy. 

5. DUEVN~ VLASTNiCTVO 

5.1 Existuj(ce dusevn~ vlastnictvo, Vopred existJiuce dusevne vlastnictvo je a zostane samostatnym, vlastnictvom zad~vatela st~die a zdravotnickeho zariadenia a t~to zmluva ho nijako neovplyvhuje. Ziadna zmluvn~ strana nebude mat ziadne n~roky ani pr~va na ak~kolvek uz existujce dusevn~ vlastnictvo inej strany, pokial nie je vyslovne uveden~ inak v akejkolvek inej pisomnej 
dohode medzi nimi. 

5.2 Vn~lez 
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Study Sponsor shall own all Inventions. 

5.3 Assignment of inventions. 

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

5.4 License. 

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

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

5.6 Survival. 

This Section 5 "Intellectual Property" shall survive 
termination or expiration of this Agreement. 

6. PUBLICATION RIGHTS 

6.1 Publication and Disclosure. 

Institution and Investigator shall have the right to 
publish or present the results of Institution's and 
Investigator's activities conducted under this 

Zad~vatel je vlastnikom vsetkych vyn~lezov. 

5.3Post~penie vyn~lezov, 

Pracovisko sk~sania odovzd~ a zabezpei, aby aj 
jeho person~l odovzdal vsetky vynlezy 
zad~vatelovi urychlene, v plnej miere 
a v pisomnej forme a zdravotnicke zariadenie vo 
svojom mene a v mene svojho person~lu tymto 
postupuje zad~vatelovi vetky svoje pr~va, n~roky 
a podiely na vsetkych vynalezoch, vr~tane vetkych 
patentov, autorskych pr~v alebo inych pr~v 
dusevn~ho vlastnictva v nich obsiahnutych a vsetky 
pr~va na s~dne stihanie a zalovanie vetkych skd 
a vetk~ho prospechu, ktory vznikne na z~klade 
minul~ho alebo s~asn~ho porusenia tychto pr~av. 
Pracovisko sk~sania bude so zad~vatelom 
spolupracovat tym, ze podpise a zabezpeci, aby aj 
jeho personal podpisal vetky dokumenty 
primerane potrebn~ pre zad~vatel'a na 
zabezpecenie a udrzanie si vlastnickych pr~v na 
vsetky vyn~lezy. 

5.4 Licencia. 

Zad~vatel tymto zdravotnickemu zariadeniu 
udel'uje trval~, nevyhradn~, neprenosn~, vyplaten~ 
licenciu, bez pr~va udelovat sublicencie, na 
pouzitie vyn~lezov, pod podmienkou splnenia 
povinnosti uvedenych v l~nku 4 ~Dovern~ 
inform~cie", na interny nekomercny vyskum a na 
vzdel~vacie (bely. 

5 . 5 P r ~ n a  ochrana patentov 

Pracovisko sk~sania bude so zad~vatel'om 
na jeho poziadavku a n~klady spolupracovat pri 
priprave, pod~vani, s~dnom stihani a udrziavani 
vsetkych ziadosti o patent a patentov na vynalezy. 
Pracovisko bude na ziadost a naklady zad~vatela 
st~die pri takychto innostiach spolupracovat' so 
zad~vatelom st~die. 

5.6 Pretrvanie. 

Platnost' tohto Cl~nku 5 ~Duevn~ vlastnictvo" 
pretrv~ vypovedanie alebo vypranie tejto zmluvy. 

6. PR~VA NA PUBLIKOVANIE 

6 . 1  Publikovanie a odovzd~vanie. 

Zdravotnicke zariadenie a sk~saj~ci maj~ pr~vo 
zverejnit' alebo prezentovat' vysledky ~innosti 
zdravotnickeho zariadenia a sk~sajuceho, 
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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 
6.2 (Multi-Center Clinical Trial Publications). 
Institution and Investigator agree to submit any 
proposed publication or presentation to Study 
Sponsor for review at least forty-five (45) days prior 
to submitting any such proposed publication to a 
publisher or proceeding with such proposed 
presentation. Within thirty (30) days of its receipt, 
Study Sponsor shall advise Institution and/or 
Investigator, as the case may be, in writing of any 
information contained therein which is Confidential 
Information (other than Study Data) or which may 
impair the availability of patent protection for 
Inventions. Study Sponsor shall have the right to 
require Institution and/or Investigator, as applicable, 
to remove specifically identified Confidential 
Information (other than Study Data) and/or to delay 
the proposed publication or presentation for an 
additional sixty (60) days to enable Study Sponsor to 
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 

vykon~vanycl podla tejto zmluvy, vr~tane ~dajov zo studie, le� v s~lade s poziadavkami tejto Casti 6 (Pr~va na publikovanie). V s~lade s podmienkami basti 6.2 (Piblik~cie o Multicentrickych klinick/ch st~di~ch). Zdravotnicke zariadenie a sk~sajci s~hlasia s tym, ze kazd~ navrhovan~ publik~ciu alebo prezent~ciu predlozia zad~vatelovi st~die na pos~denie najmenej styridsatp~t (45) dni pred predlozenim �akejkofvek navrhovanej publikacie vydavatelovi alebo pred pokracovanim v navrhovanej rezent~cii. Do tridsiatich (30) dni od ich prijatia zad~vatel St~die pisomne informuje zdravotnicke zariadenie alalebo sk~saj~ci, podla okolnosti, o akychkolvek inform~cich v nich 
obsiahnutych, ktor~ s~ dovernymi inform~ciami 
(inymi ako ~daje St~die) alebo ktor~ mozu zhorit' 
dostupnost ]patentov~ ochrana vyn~lezov. 
Zad~vatel St~die m~ pr~vo poziadat zdravotnicke 
zariadenie alalebo skaj~ceho, aby odstr~nil 
konkr~tne identifikovan~ dovern~ inform~cie (in~ ako ~daje St~die) alalebo odlozit' navrhovan~ publik~ciu alebo prezent~ciu o dal5ich estdesiat (60) dni, aby umoznil St~diu. Zad~vatel, ktory pozaduje p1rtentovu ochranu pre vyn~lezy, zdravotnicke zariadenie a sk~saj~ci mu musia 
vyhoviet'. 6.2 Multicentrick~ publik~cie Kecfze stu�ia je sucast'ou Multicentrickeho klinickeho s�

1 
usania, zdravotnicke zariadenie a sk~saj~ci nesm~ bez predch~dzaj~ceho 

pisomn~ho s~hlasu zad~vatela st~die nez~visle 
publikovat', prezentovat' ani inak zverejovat' Ziadne 
vysledky a l eb o  ich casti alebo inform~cie tykajuce 
sa cinnosti zdravotnickeho zariadenia a 
sk~saj~ceho. Podla tejto zmluvy, kym nebude 
zverejnen~ publik~cia Multicentrick~ klinick~ 
sk~sanie ; avsak za predpokladu, ze ak publik~cia 
Multicentrick~ho linick~ho sk~sania nebude zverejnen~ do osemn~stich (18) mesiacov po ukon~eni Multicentrick~ho klinick~ho sk~sania a prijati udajovll zo vsetkych pracovisk sponzorom st~die alebo po akomkolvek skorsom ukonceni Multicentrick~ho klinick~ho sk~sania centra, zdravotnicke I zariadenie a sk~saj~ci maj~ pr~vo zverejnit' a prezentovat vysledky Cinnosti zdravotnickeho zariadenia a sk~saj~ceho 
vykonavanycr podfa tejto zmluvy, vratane ~dajov zo st~die, vlu~ne v s~lade s ustanoveniami Casti 6.1,Publikovanie a odovzd~vanie". 
6.3 D6vernoj nepublikovanych udajov. Zdravotnicke zariadenie a sk~saj~ci ber~ na vedomie a s~hlasia s tym, ze ~daje st~die, ktor~ nie s zverejnen~, prezentovan~ 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 presentations, news releases, articles, 
interviews, other contacts with the media, or other 
method of communication with the general public 
including but not limited to newspapers, radio, 
television and the internet, related to the Study, the 
lnvestigational 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 6 "Publication Rights" shall survive 
termination or expiration of this Agreement. 

7. PERSONAL DATA. 

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

zverejnen~ v s~lade s bodom 6.1 (Publikovanie a 
odovzd~vanie) alebo v s~lade s bodom 6.2 
(Multicentrick~ publik~cie) (nepublikovan~ ~daje "), 
zost~vaj~ v r~mci definicie Dovern~ inform~cie. 
Zdravotnicke zariadenie a sk~saj~ci zabezpeia, 
aby pracovnici st~die nezverejnili nezverejnen~ 
(daje ~pine alebo iastone ziadnej tretej strane 
alebo v akejkolvek forme. 

6.4 Kontakt s m~diami. 

Zdravotnicke zariadenie a sk~saj~ci sa nebud~ 
zaoberat' a zabezpeia, aby sa studijny personal a 
dali jeho pracovnici nezap~jali do verejnych 
prezent~cii, tla~ovych spr~v, lankov, rozhovorov 
alebo inych kontaktov s m~diami alebo inym 
sposobom komunikacie so irokou verejnost'ou 
vr~tane, ale nie vylucne, do novin, r~dia, televizie a 
internetu, tykaj~ce sa st~die, vyskumn~ho produktu, 
vyn~lezov alebo ~dajov St~die bez 
predch~dzaj~ceho pisomn~ho s~hlasu zad~vatela 
st~die. Toto ustanovenie nezakazuje zverejovanie 
alebo prezentaciu ~dajov o St~dii v s~lade s danym 
bodom 6 (Pr~va na publikovanie). 

6.5 Pouzitie mien an~zvov, registrciaa spr@vy zo 
sk~sania. 

Ziadna zo zmluvnych str~n nepouzije nzov druhej 
zmluvnej strany ani n~zov zadvatela v svislosti s 
reklamou, publikovanim alebo propagaciou bez 
predch~dzaj~ceho pisomn~ho povolenia; zad~vatel 
a spolonost IQVIA vsak mozu pouzivat' n~zov 
pracoviska sk~sania v publik~ci~ch zo sk~sania 
a v medi~lnej komunik~cii, vr~tane webovych 
strnok venovanych klinickym sk~saniam 
a tlacovych oznameni o sk~sani. Zad~vatel 
zaregistruje sk~sanie vo verejnom registri klinickych 
sk~sani v s~lade s platnymi pr~vnymi predpismi 
a zverejni spr~vu z vysledkov sk~sania v takom 
termine a rozsahu, v akom to pozaduj~ platn~ 
pr~vne predpisy. 

6.6 Pretrvanie. 

Platnost tohto l~nku 6 ~Pr~vo na publikovanie" 
pretrv~ vypovedanie alebo vyprsanie tejto zmluvy. 

7. OSOBN~ ~DAJE. 

Pri spracovvani osobnych ~dajov v tom zmysle, 
vakom s~ definovan~ v platnych pr~vnych 
predpisoch o ochrane s~kromia alebo osobnych 
~dajov, sa pracovisko sk~sania a spolo~nost' IQVIA 
zav~zuj~ dodrziavat' vsetky tak~to platn~ pr~vne 
predpisy o ochrane s~kromia alebo osobnych 
dajov. 
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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 to 
cover its obligations in this Agreement. Study 
Sponsor will provide written evidence of such 
insurance to Institution upon request. 

9. INDEMNITY. 

9.1 Indemnification by Study Sponsor. 

Study Sponsor agrees to indemnify, defend and hold 
harmless Institution, its directors, officers, 
employees, Study Staff (including Investigator) and 
agents (collectively, the "Institution Indemnitees") 
against any third party claims, including reasonable 
attorney's fees for defending those claims (each, a 
"Claim"), to the extent a Claim arises out of or relates 
to 

(a) any theory of product liability concerning the 
lnvestigational Product; or 

(b) any side-effect or adverse reaction, illness or 
injury directly resulting from 

(i) use of the lnvestigational Product in the Study, or 
(ii) 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 lndemnitee's 

(A) negligence or willful misconduct; 

(B) failure to adhere to the terms of the Protocol or 
any written instructions from Study Sponsor or 
IQVIA; or 

(C) failure to adhere to the terms of this Agreement. 

9.2 Indemnification by Institution. 
To the extent not prohibited by Applicable Law, 
Institution agrees to indemnify, defend and hold 
harmless Study Sponsor, its collaborators, affiliates 
and its directors, officers, employees and agents 
(collectively, the "Study Sponsor Indemnitees") 
against any Claim to the extent such Claim arises out 
of or relates to an Institution lndemnitee's 

(a) negligence or willful misconduct; 

8. POISTENII . Zadavatel' st9die vyhlasuje, zarucuje a zav~zuje sa, ze ma alebo ziska a bude udrziavat' poistenie 
' zodpovednosti za produkty/klinick~ sk~sky dostatocn~ na pokrytie jeho z~v~zkov v tejto dohode. ZadJ"vatef studie poskytne zdravotnickemu zariadeniu n poziadanie pisomny dokaz o takomto poisteni. 

9. ODKODIIENIE.  91_Qdskodneniezo strany zad~vatela st~die. Zad~vatel St~die s~hlasi s tym, ze odskodni, bude br~nit' a chr~nit' zdravotnicke zariadenie, jej riaditelov, ~radnikov, zamestnancov, zamestnancov st~die (vr~tane sk~saj~ceho) a agentov (spolocne ,,odskodnova1ie zdravotnickeho zariadenia") voci akymkolvek nrokom tretich stran, vr~tane primeranych poplatkov za pr~vne sluzby za obhajobu tychto nrokov. (kadj, ~N~rok),v rozsahu, v akom Nrok vznik~ z alebo sa tjyka (a) akejkolvek tebrie zodpovednosti za vyrobok tykaj~ci sa sk~sobn~ho produktu; alebo (b) akykofve� vedfajsi ucinok alebo neziaduca ;eakcia, chor,ba alebo zranenie priamo vyply vaj~ce 
(i) pouzitia sk~sobn~ho produktu v st~dii alebo 
(i) riadne vykonan~ho postupu specifikovaneho 
v protokole, ktory by subjekt tdie nepodst~pil na 
~cast tak~hoto subjektu st~die v St~dii. Vyssie 
uveden~ odskodnenie sa nebude uplathovat' 
v rozsahu, v akom narok vznikne z (A) nedbanli�osti alebo umyselneho nespravneho 
konania odkodhovanej osoby v r~mci zdravotnicke�o zariadenia; (B) nedodrzanie podmienok Protokolu alebo akychkolvek pisomnych pokynov od zad~vatela st~die alebo IQVIA; alebo 
(C) nedodrzajie podmienok tejto zmluvy. 

9.2 Odkodnenie zo strany_ zdravotnickeho zariadenia. I V rozsahu, ktory nie je zak~zany prislusnym z~konom, zdravotnicke zariadenie s~hlasis tym, ze odskodni, bude br~nit' a chr~nit' zad~vatela St~die, 
jeho spolupracovnikov, pridruzen~ spolo~nosti a 
jeho riaditelov, ~radnikov, zamestnancov a agentov 
(spolone ~odskodnovanie zad~vatela st~die") voCi 
ak~mukolvek ~roku, v rozsahu takyto narok vznik~ 
alebo s~visi 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 to adhere to the terms of the Agreement. 

9.3 Indemnification Procedure. 

A Party must notify the indemnifying Party within 
thirty (30) days of receipt of any Claim made for 
which the other Party might be liable under Section 
9.1 or Section 9.2 above, as the case may be. The 
indemnifying Party will have the sole right to defend, 
negotiate, and settle such Claim. The indemnified 
Party will be entitled to participate in the defense of 
such matter and to employ counsel at its expense to 
assist in such defense; provided, however, that the 
indemnifying Party will have final decision-making 
authority regarding all aspects of the defense of the 
Claim. The Party seeking indemnification will provide 
the indemnifying Party with such information and 
assistance as the indemnifying Party may 
reasonably request, at the expense of the 
indemnifying Party. Neither Party will be responsible 
or bound by any settlement of any claim or suit made 
without its prior written consent; provided, however, 
that the indemnified Party will not unreasonably 
withhold or delay such consent. 

9.4 IQVIA Disclaimer. 

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

10. REIMBURSEMENT FOR STUDY SUBJECT INJURY. 

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 

(a) nedbanlivostou alebo ~myselnym nespravnym 
konanim osoby odskodnen~ho zdravotnickeho 
zariadenia; 

(b) nedodrZanie podmienok protokolu alebo 
akychkolvek pisomnych pokynov od zad~vatela 
st~die alebo IQVIA; alebo 

(c) nedodrzanie podmienok zmluvy. 

9.3 Postup odskodnenia, 

Dan~ zmluvn~ strana musi do tridsiatich (30) dni od 
prijatia ak~hokolvek naroku, za ktory by mohla byt 
druh~ strana zodpovedn~ podla casti 9.1 alebo casti 
9.2 vyssie, podla okolnosti informovat 
odskodhuj~cu zmluvn~ stranu. Odskodhuj~ca 
strana bude mat' vyhradn~ pr~vo obhajovat, rokovat 
a urovnat takyto n~rok. Od5kodovan~ strana bude 
opr~vnen~ z~astnit' sa na obhajobe takejto veci a 
na svoje n~klady si na pomoc pri takejto obhajobe 
zamestnat' obhajcu; avsak za predpokladu, ze 
odskodhuj~ca strana bude mat' pr~vomoc 
konecn~ho rozhodnutia o vetkych aspektoch 
obhajoby n~roku. Strana, ktor~ Ziada o 
odkodnenie, poskytne odskodiuj~cej strane tak~ 
inform~cie a pomoc, ak~ mze odskodiujca strana 
primerane pozadovat, na n~klady odskodhuj~cej 
strany. Ziadna zo zmluvnych stran nebude 
zodpovedn~ ani viazan~ ziadnym urovnanim 
ak~hokolvek naroku alebo sporu bez je] 
predch~dzaj~ceho pisomn~ho s~hlasu; avsak za 
predpokladu, ze odskodnen~ strana nebude 
bezdvodne odopierat' alebo odkladat takyto 
s~hlas. 

9_4Spolonost I@VIA 

IQVIA sa vyslovne zrieka akejkolvek zodpovednosti 
v s~vislosti so skusobnym produktom, vr~tane 
akejkolvek zodpovednosti za akykolvek narok 
vyplyvaj~ci zo stavu sposoben~ho alebo dajne 
sposoben~ho akymikolvek studijnymi postupm 
spojenymi s takymto produktom, okrem pripadov, 
ked je tak~to zodpovednost' sposoben~ 
nedbalostou, ~myselnym nespr~vnym konanim 
alebo porusenim tejto zmluvy zo strany IQVIA. 

10. N~HRADA ZA ~RAZ TYKAJ~CA SA 
PREDMETU STUDIA. 

Zad~vatel St~die uhradi zdravotnickemu zariadeniu 
pri obvyklych sadzb~ch primeran~ a nevyhnutn~ 
lek~rske vydavky, ktor~ zdravotnickemu zariadeniu 
vznikn~ pri diagnostike a lie~be 
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(i) adverse reactions directly resulting from use of the 
lnvestigational Product in accordance with the 
Protocol; and 

(ii) injuries arising directly from a Study procedure 
that is required by the Protocol; provided, that such 
adverse reactions or injuries are not attributable to 
(A) an Institution lndemnitee's negligence, willful 
misconduct or failure to adhere to the Protocol, any 
written instructions from Study Sponsor or IQVIA; or 
(B) a pre-existing medical condition of the Study 
Subject or his/her underlying condition or underlying 
disease. 

1 1 .  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 1 1  "Debarment" shall survive 
termination or expiration of this Agreement. 

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

12.2 IQVIA may withhold payments due under this 
Agreement if it does not receive a completed form 
from each of Investigator and any sub-investigator. 

12.3 Site shall ensure that all such forms are 
promptly updated as needed to maintain their 
accuracy and completeness during the Study and for 

(i) neziaducich reakcif priamo vyplyvaj~cich 
{{:"; ;"sower r ou a o v  so 

(ii) zranenia �yplyvajuce priamo z postupu st~die, ktory vyzaduje protokol; za predpokladu, ze tak~to neziaduce reakcie alebo zranenia nemozno pripisat 
(A) nedbalosti, myseln~mu nespr~vnemu konaniu alebo nedodrzaniu protokolu zo strany 
odkodhovan~ho zdravotnickeho zariadenia, 
akychkolvek /pisomnych pokynov od zad~vatela st~die alebo IQVIA; alebo (B) uz exist~j~ci zdravotny stav subjektu st~die alebo jeho/j!' j z~ladny stav alebo zakladne 
ochorenie. 

1 1 .  VYL~CENII.. Pracovisko prehlasuje a zarucuje sa, ze ziadne zdravotnicke zariadenie, sk~saj~ci ani ziadny studijny personal neboli vyluceni, diskvalifikovani alebo zakazani vykon~vat' klinick~ sk~sky, ani nie sd predmetom lysetrovania zo strany ak~hokolvek regulan~ho organu z dovodu vylucenia alebo ak~hokolvek podobn~ho regulacn~ho opatrenia v akejkolvek krajine, a dan~ pracovisko bude okamzite informovat' zad~vatela st~die a spolo~nost' IQVIA, ak dojde k tak~muto vysetrovaniu, diskvalifikacii, vyluceniu alebo z~kazu ~innosti. Platnost' tohto l~nku 1 1  ~Vylucenie" pretrv~ vypovedan ie alebo vyprsanie tejto zmluvy. 
12. FINANCNE lRIZNANIA A KONFLIKT Z~UJMOV. 
12.1 Na pozi�danie zadavatefa alebo spolocnosti IQVIA sa pracovisko sk~sania zav~zuje urychlene odovzdat' spolocnosti QVIA financn~ priznanie a prehl~senie, o konflikte zaujmov za kazd~ho uveden~ho alebo identifikovan~ho sk~saj~ceho 
alebo spolusk~saj~ceho, priamo zapojen~ho do 
liecby alebo vyhodnocovania subjektov sk~sania, 
vyplnen~ a podpisan~ tymito sk~saj~cimi alebo 
spolusk~saj~cimi, kde bud uveden~ vsetky 
relevantn~ financn~ z~ujmy tychto sk~saj~cich 
alebo spolusksaj~cich ako aj ich 
manzelov/ma7zeliek a vyzivovanych deti. 
12.2 Ak spolonost' IQVIA nedostane vyplnen~ 
financne priznania za kad~ho sk~sajceho 
a spolusk~saj~ceho, mze odmietnut pouk~zat' 
platby za sk~sanie 
12.3 Pracovis�o skusania zabezpeci, aby boli tak~to financn~ priznania podla potreby vas 
aktualizovan~\ tak, aby bola zachovan~ 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 to review by governmental or regulatory 
agencies, Study Sponsor, IQVIA, and their 
representatives, and the Site consents to such 
review. 

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

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

13. ANTI-KICKBACK AND ANTI-FRAUD. 

13.1 The Parties agree that Institution's and 
Investigator's judgment with respect to the advice 
and care of each Study Subject will not be affected 
by the compensation they receive from this 
Agreement, that such compensation does not 
exceed the fair market value of the services they are 
providing, and that no payments are being provided 
to them for the purpose of inducing them to purchase 
or prescribe any drugs, devices or products. 

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

13.3 Institution and Investigator shall not bill any 
Study Subject, insurer, or governmental agency for 
any visits, services or expenses incurred during the 
Study for which they have received compensation 
from IQVIA or Study Sponsor, and that neither 
Institution nor Investigator will pay another physician 
to refer subjects to the Study. 

13.4 In the event that Institution or Investigator 
makes any payments or transfers of value to 
healthcare providers or healthcare organizations in 
connection with this Agreement, Institution and 
Investigator will track such payment information and 
report it to Study Sponsor and/or IQVIA in the 
timeframe and format as reasonably requested by 
Study Sponsor and/or IQVIA. Study Sponsor has the 
option to reasonably modify the scope of information 

spr~vnost a ~plnost po~as cel~ho sk~sania a jeden 
( 1 )  rok po jeho dokonceni. 

12.4 Pracovisko sk~sania berie na vedomie, ze 
vyplnen~ financn~ priznania mozu podliehat 
kontrol~m zo strany st~tnych a kontrolnych ~radov, 
zad~vatela, spolo~nosti IQVIA a ich z~stupcov a s 
takouto kontrolou s~hlasi. 

12.5 Pracovisko sk~sania dalej s~hlasi s prenosom 
~dajov financnych priznani do krajiny povodu 
zadvatela a do Spojenych st~tov americkych, aj 
ked v tychto krajin~ch nie je zabezpeen~ ochrana 
osobnych ~dajov alebo je na nizsej ~rovni, nez 
v dom~cej krajine pracoviska sk~sania. 

12.6 Platnost' tohto Cl~nku 12 ~Financn~ priznania 
a konflikt z~ujmov" pretrv~ vypovedanim alebo 
vyprsanim tejto zmluvy. 

13. USTANOVENIA NAMIEREN~ PROTI PROViZI~M 

A PODVODOM. 

13.1 Zdravotnicke zariadenie a sk~sajci 
potvrdzuj~, ze odmena, ktor~ dostan~ podla tejto 
zmluvy, neovplyvni ich ~sudok v s~vislosti 
s poradenstvom a starostlivost'ou poskytovanou 
kazd~mu subjektu sk~sania, ze t~to odmena 
nepresahuje spravodliv~ trhov~ hodnotu sluzieb, 
ktor~ poskytuju, a ze Ziadne platby sa im 
neposkytn~ na ~bely nab~dania na nakup alebo 
predpisovanie akychkolvek liekov, pomocok alebo 
produktov. 

13.2 Ak zad~vatel alebo spolocnost IQVIA 
bezplatne poskytne akykolvek produkt alebo 
polozku na pouzitie v sk~sani, zdravotnicke 
zariadenie a sk~saj~ci sa zav~zuj~ ne~~tovat tieto 
bezplatn~ produkty alebo polozky Ziadnemu 
subjektu sk~sania, poistovni, st~tnemu ~radu ani 
akejkolvek inej tretej strane. 

13.3 7dravotnicke zariadenie a sk~sajci nebud~ 
~tovat Ziadnemu subjektu st~die, poistovatelovi 
ani vladnej agent~re za ziadne n~vstevy, sluzby 
alebo vydavky vzniknut~ po~as st~die, za ktor~ 
dostali kompenzaciu od IQVIA alebo zad~vatela 
st~die, a ze ani zdravotnicke zariadenie, ani 
sk~saj~ci nezaplatia in~mu lek~rovi za odpor~canie 
subjektov do st~die. 

13.4 V pripade, ze zdravotnicke zariadenie alebo 
sk~saj~ci uskutocni ak~kolvek platby alebo prevody 
penazi poskytovatelom zdravotnej starostlivosti 
alebo zdravotnickym organizaci~m v s~vislosti 
s touto dohodou, zdravotnicke zariadenie a 
sk~saj~ci bud~ tieto platobn~ inform~cie sledovat a 
ozn~mia ich sponzorovi st~die al/alebo spolo~nosti 
IQVIA v casovom ramci a vo form~te ako primerane 
pozaduje zad~vatel St~die alalebo IQVIA. Zad~vatel 
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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 value made hereunder to physicians, teaching 
hospitals and/or other applicable healthcare 
providers and the identities of said physicians, 
teaching hospitals and/or other applicable 
healthcare providers, may be disclosed by Study 
Sponsor to third parties as required by applicable 
payment disclosure laws (the "Sunshine Laws"). 
Under the Sunshine Laws, governmental or ethical 
authorities will publish such payments and other 
transfers of value and such identities on a public 
website. Payments include, but are not limited to, 
any and all cash and non-cash payments or 
reimbursements for fees, meals and expenses. Any 
disclosure made in good faith in an effort to comply 
with any Sunshine Law shall not be considered a 
breach of any confidentiality obligation hereunder 
nor of any applicable privacy law or regulation. 

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

14. ANTI-BRIBERY. 

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

st~die m~ oznost' primerane upravit' rozsah 
poadovanych inform~cii, aby sa zabezpeilo, ze 
bud v slade so vetkymi z~konmi o pod~vanf 
sprav a inymi vl~dnymi povinnost'ami tykaj~cimi sa 
pod~vania spr~v. V pripade, ze zdravotnicke 
zariadenie ' u s k u t o ~ n i  ak~kolvek platby 
poskytovatelovi zdravotnej starostlivosti alebo 
zdravotnickej organizacii v s~vislosti s touto 
zmluvou mal y n~sledne informovat poskytovatela 
zdravotnej starostlivosti alebo zdravotnicku 
organizaciu o takychto pozadovanych 
zverejneniac 

1 3 . 5  Zdravotnicke zariadenie a sk~saj~ci ber~ na 
vedomie a s~hlasia s tym, ze t~to zmluva a 
ak~kolvek s~visiace inform~cie vr~tane platieb a 
inych prevodov hodnoty uskutocnenych podla tejto 
zmluvy lek~rom, fakultnym nemocniciam a/alebo 
inym prislusnym poskytovatelom zdravotnej 
starostlivosti ' a totoznost' uvedenych lekarov, 
fakultnych nemocnic alalebo inych prislusnych 
poskytovatelov zdravotnej starostlivosti, moze 
zad~vatel St~die zverejnit' tretim stranm, ako to vyzadujO plat!' e zakony ozverejovani platieb (dalej en ~zakony sunshine"). Podla z~konov Sunshine bud~ vl~dne lebo etick~ organy zverejovat tak~to platby a in~ prevody hodnoty a tak~to identity na verejnej webovej str~nke. Platby zahraj, ale nie s~ obmedzen~ na, vsetky hotovostn~ a bezhotovostn~ 
platby alebo n~hrady poplatkov, stravy a vydavkov. 
Ak~kolvek zverejnenie vykonan~ v dobrej viere v 
snahe dodrzat' akykolvek z~kon Sunshine sa 

' nebude povazovat' za porusenie ziadnej povinnosti 
zachov~vat' dvernost podla tejto zmluvy ani 
ak~hokolvek platn~ho z~kona alebo nariadenia o 
ochrane s~kromia. 
13.6 Podmie�ky tejto casti 13 zostano v platnosti aj po skonceni platnosti alebo ukonceni tejto zmluvy. 
14. USTANOV11A NAMIERENE PROTI ~PLATK~RSTVU. 
14.1 Zdrav�tnicke zariadenie a sk~saj~ci potvrdzuj, ze poplatky, ktor~ maj~ byt' vyplaten~ 
pod fa tejto zmluvy, predstavuj~ spravodliv~ odmenu za sluzby, ktor~ ma poskytn~t' pracovisko sk~sania. Zdravotnicke zariadenie a sk~saj~ci vyhlasuj~ a zaruuj~ sa, ze platby a hodnotn~ veci, ktor~ 
dostan~ podla tejto zmluvy v s~vislosti so sk~sanim, 
neovplyvnia ziadne rozhodnutie, ktor~ zdravotnicke 
zariadenie, skaj~ci a ktorykolvek z ich vlastnikov, 
riaditelov, zamestnancov, z~stupcov, poradcov 
alebo prijemcov platieb podla tejto zmluvy moze 
prijat ako st~tny predstavitel alebo v inej funkcii, aby 
pomohol zad~vatelovi alebo spolo~nosti IQVIA 
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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 to 
fully cooperate with all efforts of the Study Sponsor 
and IQVIA inquiring into the Institution's and 
Investigator's operations in order to satisfy the Study 
Sponsor's and IQVIA's obligations under the United 
States Foreign Corrupt Practices Act, as amended, 
the UK Bribery Act and any implementing legislation 
under the OECD Convention Against Bribery of 
Foreign Government Officials in International 
Business Transactions. Institution and Investigator 
agree not to solicit, request, or agree to receive or 
accept, either directly or indirectly, anything of value, 
including any financial or other advantage, that is 
intended to or designed in any way to induce or 
reward the improper performance by the Institution 
or Investigator of any function or activity in 
connection with the Study. Institution and 
Investigator further agree not to accept or pay, give, 
offer or promise to pay or give, directly or indirectly, 
any money or anything of value to any government 
official or employee thereby inducing that person to 
do or omit doing any act in violation of his or her 
lawful duty, securing an improper advantage, or 
influencing such official to use his influence with the 
government to effect or influence the decision of 
such government, in order to assist the Study 
Sponsor and IQVIA in obtaining or retaining 
business. 

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

(i) influencing any act or decision; 

(ii) inducing such person or entity to do or omit to do 
any act in violation of their lawful duty; 

(iii) securing any improper advantage; or 

(iv) inducing such person or entity to use influence 
with the government or instrumentality thereof to 

zabezpedit' si nen~lezit~ vyhodu alebo ziskat' di 
udrzat' si obchodn~ prilezitosti. 

14.2 Zdravotnicke zariadenie a sk~saj~ci musia 
dodrziavat' vetky platn~ protikorup~n~ z~kony, 
pravidl~, nariadenia a vyhl~sky. Zdravotnicke 
zariadenie a sk~sajci s~hlasia, Ze bud~ pine 
spolupracovat' so vsetkymi snahami zad~vatela 
st~die a IQVIA pri vysetrovani oper~cii 
zdravotnickeho zariadenia a sk~ajceho, aby 
splnili z~v~zky zad~vatela St~die a IQVIA podla 
z~kona USA o zahranicnych korup~nych praktik~ch 
v zneni neskorich predpisov, z~kona o platkoch 
Spojen~ho kr~lovstva a ak~kolvek vykon~vacie 
pr~vne predpisy podla Dohovoru OECD proti 
podpl~caniu zahrani~nych vl~dnych ~radnikov v 
medzin~rodnych obchodnych transakci~ch. 
Zdravotnicke zariadenie a sk~saj~ci s~hlasia s tym, 
ze nebud Ziadat, poZadovat alebo s~hlasit s 
prijimanim, Ci uz priamo alebo nepriamo, okolvek 
hodnotn~ho, vr~tane akejkolvek financnej alebo inej 
vyhody, ktor~ je urcen~ alebo navrhnut~ 
akymkolvek sposobom podnecovat' alebo 
odmehovat' nespravny vykon zo strany 
zdravotnickeho zariadenia alebo sk~aj~ceho, 
ak~kofvek funkciu alebo ~innost v s~vislosti so 
st~diou. Zdravotnicke zariadenie a sk~saj~ci dale] 
s~hlasia s tym, ze neprijm ani nezaplatia, 
neposkytn~, nepon~knu ani nesf~bia, ze zaplatia 
alebo neposkytn~, priamo i nepriamo, ziadne 
peniaze alebo okolvek hodnotn~ ziadnemu 
vldnemu ~radnikovi alebo zamestnancovi, im 
bud~ t~to osobu n~tit', aby urobila alebo opomenula 
vykonat' akykolvek in v rozpore s svojej z~konnej 
povinnosti, zabezpecenie nenalezitej vyhody alebo 
ovplyvhovanie tak~hoto ~radnika, aby vyuzil svoj 
vplyv na vl~du na uskutobnenie alebo ovplyvnenie 
rozhodnutia takejto vlady s ciefom pom~ct' 
zad~vatelovi st~die a spolo~nosti IQVIA pri ziskani 
alebo udrzani obchodu. 

14.3 Zdravotnicke zariadenie a sk~sajci vyhlasuj~ 
a zaruuj~ sa, ze ani oni sami, ani ktorykolvek z ich 
vlastnikov, riaditelov, zamestnancov, zstupcov, 
poradcov alebo prijemcov platieb podla tejto zmluvy 
nebude za to, aby zad~vatelovi alebo spolocnosti 
IQVIA pomohol zabezpecit' si nen~lezit~ vyhodu 
alebo ziskat' ¢i udrzat' si obchodn~ prilezitosti, 
priamo ani nepriamo platit, pon~kat' alebo slubovat' 
platbu, ani nedaruje ziadnu hodnotn vec Ziadne] 
fyzickej alebo pr~vnickej osobe na ~cely 

(i) ovplyvnenia ak~hokolvek ~konu alebo 
rozhodnutia, 

(ii) nab~dania takejto fyzickej alebo pr~vnickej 
osoby na vykonanie alebo nevykonanie 
ak~hokolvek skutku v rozpore s jej z~konnymi 
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 if IQVIA or 
Study Sponsor learns that improper payments are 
being or have been made to or by Institution or 
Investigator or any individual or entity acting on its or 
their behalf. 

15. TERM & TERMINATION. 

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 

(ii) upon thirty (30) days prior written notice to the 
Institution. In addition, any Party (the "Non­ 
Breaching Party") may terminate this Agreement for 
a material breach of a provision of this Agreement by 
another Party (the "Breaching Party") if such breach 
is not cured within thirty (30) days following the 
Breaching Party's receipt of written notice of such 
breach from the Non-Breaching Party. 

(iii) zabezpecenia si nen~lezitej vyhody alebo 
(iv) nab~dania takejto fyzickej alebo pr~vnickej 
osoby, aby ovplyvnila nejaky kon alebo 
rozhodnutie tatneho ~radu alebo in~ho org~nu 
vl~dy. 

14.4 Okrem inych pr~v a opravnych prostriedkov 
podla tejto :mluvy alebo podla z~kona, moze 
spolocnost' IQVIA t~to zmluvu vypovedat', ak 
pracovisko sk~5ania porusi niektor~ z vyhlaseni a 
z~ruk obsiahnutych v tomto Cl~nku, alebo ak sa 
spolocnost IQVIA alebo zad~vatel dozvie, ze 
zdravotnicke I zariadenie alebo sk~saj~ci tak~to 
nen~lezit~ platby vykonali bud osobne alebo 
prostrednictvom inej osoby alebo spolo~nosti 
konaj~cej v ich mene, alebo tak~to platby osobne 
alebo prostrednictvom akejkolvek osoby alebo spolo~nosti prijali. 

15. DOBA PLA NOSTI A VYPOVEDANIE. 1 5 . 1  T~to zmluva sa st~va platnou a ~~innou od d~tumu posledn~ho podpisu zmluvnych str~n 
(d~tum innosti") a zostva platn~ a ~~inn~ az do splnenia alebo vypovedania podla tohto Cl~nku 
15  ,,Doba plarosti a vypovedanie". 

15.2. Vypovedanie. 
Tuto zmluvu roze vypovedat' : (a) ktor~kolvek zmluvn~ strana ihned po pisomnom oznameni ostatnym zmluvnym stranam, ak je to potrebn~ na iochranu bezpecnosti, zdravia alebo blaha subjektov st~die; alebo (b) zad~vatelom st~die a IQVIA, (i) ihned po pisomnom upozorneni ostatnych 
zmluvnych stl'an, ak sa nenajde vhodna nahrada za sk~saj~ceho, ako je uveden~ v casti 2.4 (Povinnosti sk~saj~ceho) alebo (ii) po tridsiatich (30) dni vopred pisomn~ ozn~menie zdravotnickemu zariadeniu. Okrem toho 
moe ktor~kolvek zmluvn~ strana (dalej len 
~strana, ktor~ neporusuje") tto zmluvu vypovedat 
z dvodu z~vazn~ho poruenia ustanovenia tejto 
zmluvy inou zmluvnou stranou (dalej len ~strana, 
ktor~ porusila"), ak tak~to porusenie nebude 
napraven~ do tridsiatich (30) dni po prijati 
pisomn~ho ozn~menia o takomto poruseni zo 
strany neporisuj~cej strany. 
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15.3 Termination by Study Sponsor. 

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

T~to zmluvu moze zad~vatel 
s okamzitou platnostou z 
z nasleduj~cich d~vodov: 

st~die ukonit 
ktor~hokolvek 

15.3 Ukonenie zo strany zad~vatela st~die, 

(i)authorization and approval to conduct the Study is 
withdrawn by the relevant regulatory authority. 

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

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

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

15.4 Effects of termination. 

Upon an early termination of this Agreement: 

(a) Investigator will immediately stop enrolling 
subjects into the Study and cease administering the 
lnvestigational Product to Study Subjects and 
conducting Study procedures on Study Subjects, to 
the extent medically advisable and in cooperation 
with Study Sponsor; 

(b) IQVIA, on behalf of Study Sponsor, shall make a 
final payment for visits or milestones properly 
performed pursuant to this Agreement in the 
amounts specified in Attachment A; provided, 
however, that five percent (5%) of this final payment 
will be withheld until final acceptance by Study 
Sponsor of all CRF pages and all data clarifications 
issued, and satisfaction of all other applicable 
conditions set forth herein; 

(c) any funds not due under the foregoing calculation 
but already paid by IQVIA to Institution or 
Investigator will be promptly returned to IQVIA; and 

(d) Institution and Investigator will 

(i) furnish to Study Sponsor or IQVIA, within thirty 
(30) days of the effective date of termination, all 
Study Data, including completed or partially 
completed CRFs and 

(ii) return or destroy all lnvestigational 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 

(i) prislusny regulacny organ odoberie opr~vnenie 
a s~hlas na vykonanie st~die. 

(ii) ~daje zo st~die podporuj~ ukoncenie st~die 
z ak~hokolvek dovodu, vr~tane bezpecnosti 
a pohody subjektov st~die. 

(iii) Zad~vatel st~die na z~klade svojho vyhradn~ho 
a absoltneho uv~zenia uri, ze zdravotnicke 
zariadenie neziskalo alebo nezapisalo dostatony 
poet subjektov na ~asti v St~dii. 

(iv) V pripade, ze zdravotnicke zariadenie, 
sk~saj~ci alebo akykolvek studijny person~l bud~ 
vylueni alebo diskvalifikovani 

15.4[~inky ukonenia, 

Po predasnom ukoneni tejto Zmluvy: 

(a) skaj~ci okamzite zastavi registr~ciu subjektov 
do st~die a prestane pod~vat' sk~sobny produkt 
studijnym subjektom a vykon~vat Studijn~ postupy 
na studijnych subjektoch v rozsahu, ktory je z 
lek~rskeho hladiska prijatelny a v spolupr~ci 
so zad~vatelom st~die; 

(b) IQVIA v mene zad~vatela st~die uhradi konecn 
platbu za n~vstevy alebo mi[niky riadne vykonan~ 
podfa tejto dohody v sum~ch uvedenych v prilohe 
A; avsak za predpokladu, ze p~t percent (5 %) 
z tejto poslednej platby bude zadrzanych a do 
konecn~ho schv~lenia vetkych stranok CRF 
a vsetkych vydanych objasneni ~dajov 
zad~vatelom t~die a splnenia vsetkych ostatnych 
platnych podmienok tu uvedenych; 

(c) ak~kolvek financn~ prostriedky, ktor~ nie s~ 
splatn~ podla predchadzaj~ceho vypotu, ale ktor~ 
uz spolocnost' IQVIA zaplatila zdravotnickemu 
zariadeniu alebo sk~sajcemu, bud~ okamzite 
vr~ten~ spolocnosti IQVIA; a 

(d) zdravotnicke zariadenie a sk~sajci 

(i) poskytn~ zad~vatelovi St~die alebo IQVIA do 
tridsiatich (30) dni od d~tumu ~innosti ukoncenia 
vsetky daje st~die vr~tane dokoncenych alebo 
iastone vyplnenych CRF a 

(ii) vr~tia alebo zni~ia vsetky sk~man~ produkty a 
dovern~ inform~cie v s~lade s podmienkami tejto 
zmluvy. Do tridsiatich (30) dni od ukoncenia tejto 
zmluvy, sk~saj~ci predlozi z~veren~ pisomn~ 
spravy zad~vatelovi st~die, ako je uveden~ v 
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16. MISCELLANEAOUS. 

16.1 Notice. 
Any notices required or permitted to be given 
hereunder shall be given in writing, shall be effective 
upon receipt (or a later date specified in the notice), 
and shall be delivered: 
a) in person, 
b) by certified mail, postage prepaid, return receipt 

requested, 
c) 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: 

To Study Sponsor/ 
Pre zad~vatela St~die: 

To IQVIA/ 
Pre spolocnost IQVIA: 

To Institution/ 
Pre zdravotnicke zariadenie: 

To Investigator I 
Pre sk~sajceho: 

protokole. T~to cast 15.4 zostane v platnosti aj po 
skon~eni platnosti alebo ukon~eni tejto zmluvy. 

16. ROZNE. 

16.1 Z~znam 
Vetky oznamenia pozadovan~ alebo povolen~ 
podla tejto zmluvy bud~ vyhotoven~ pisomne a dorucen~, inn~ prevzatim (alebo neskorsim dnom uvedenym v oznameni) a doruen~: a) osobne; b) doporucenou potou s uhradenym postovnym a dorucenkou; c) e-mailom ako .pdf s~bor alebo skenovany dokumer' t, alebo v inom needitovatelnom form~te s pozadovanym potvrdenim dorucenia; d) komer~nou kuri~rskou sluzbou, ktor~ zarucuje dorubenie na nasleduj~ci den a poskytuje potvrdenie dorucenia, a tak~to oznamenia bud~ adresovan~ nasledovne: 
Name/N~zov: 
z:::z:.:--a 
12780 El Camino Real San Diego, CA 92130 USA / Spojen~ St~ty americk~ 
Attn: Chief Mjdical Officer Email: eroberts@neurocrine com 
With a copy td: Chief Legal Officer Email: legal@reurocrine.com 

Name/N~zov:/ 
IQVIA RDS Slovakia, s.r.o. 
Address/Adresa: Vajnorska 100/B 
831 04 Bratislava -- New Town / mestsk~ cast 
Nov~ Mesto 
Slovak Republic / Slovensk republika 

Name/N~zov: 
Nemocnica s poliklinikou Prievidza so 
sidlom v Bojniciach 
Address/Adresa: 
Nemocnin~ 2 
972 01 Bojnice 
Slovak Republic / Slovensk~ republika Name/Meno: j 
Martin Garaj,MD / MUDr. Martin Garaj 
Address/Adresa: 
Nemocnica s poliklinikou Prievidza so sidlom 
v Bojniciach, 
Psychiatrick~ oddelenie, 
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16.2 Entire Agreement 
This Agreement, including its attachment(s), 
constitutes the sole and complete agreement 
between the Parties with respect to the subject 
matter hereof and replaces all other written and oral 
agreements relating to the Study. 

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

16.4 Modifications. 

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

16.5 Independent Contractors. 

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

16.6 Assignment and Sub-Contracting. 

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

The Site shall not assign or transfer any rights or 
obligations under this Agreement without the written 
consent of IQVIA and Study Sponsor. 

With Study Sponsor's prior written consent in each 
instance, Institution may subcontract the 
performance of certain of its activities under this 
Agreement to qualified third parties; provided, that 
(a) such permitted third parties perform such 
activities in a manner consistent with the terms and 
conditions in this Agreement; 

(b) Institution causes such permitted third parties to 
be bound by and comply with the terms of this 
Agreement; 

Nemocnicn~ 2 
972 01 Bojnice 
Slovak Republic / Slovensk~ republika 

16.2 [plnost zmluvy. 
T~to zmluva vr~tane priloh predstavuje jedin~ 
a ~pln~ jednanie medzi zmluvnymi stranami v tejto 
veci a nahr~dza vsetky dalie pisomn~ alebo ~stne 
dohody o tomto sk~sani. 

16.3Nezrieknutie sa/Vymozitelnost 
Neuplatnenie ktorejkolvek podmienky tejto zmluvy 
neznamen~ vzdanie sa tejto podmienky 

16.4 ~pray. 

Tto zmluvu mozno predlzit' alebo inak zmenit' a 
doplnit' len pisomnou dohodou oboch zmluvnych 
stran. 

16.5 Nez~visli dod~vatelia. 

Zdravotnicke zariadenie a sk~saj~ci konaj~ ako 
nezavisli zmluvni partneri zad~vatela st~die a 
spolocnosti IQVIA, a nebud~ sa povazovat' za 
zstupcov zad~vatela st~die alebo spolocnosti 
IQVIA. Zad~vatel St~die a IQVIA nezodpovedaj~ za 
Ziadne zamestnaneck~ vyhody, dochodky, 
kompenzacie pracovnikov, zr~zkov~ dane alebo 
dane s~visiace so zamestnanim, pokiaf ide o 
sk~saj~ceho, zdravotnicke zariadenie alebo 
zamestnanca st~die. 

16.6Post~penie zmluvy a subdod~ky 

T~to zmluva je z~v~zn~ pre zmluvn~ strany a ich 
n~slednikov a n~stupcov. 

Pracovisko sk~sania nesmie post~pit ani presun~t 
Ziadne zo svojich pr~v a povinnosti podla tejto 
zmluvy bez predch~dzajceho pisomn~ho s~hlasu 
spolocnosti IQVIA a zad~vatela. 

S predchadzaj~cim pisomnym s~hlasom 
zad~vatela st~die v kazdom pripade mze 
zdravotnicke zariadenie zadat' vykon uritych 
svojich ~innosti podla tejto zmluvy kvalifikovanym 
tretim stranam; za predpokladu, ze 
(a) tak~to povolen~ tretie strany vykon~vaj~ tak~to 
cinnosti sposobom, ktory je v s~lade s podmienkami 
tejto zmluvy; 
(b) Zdravotnicke zariadenie sa zav~zuje, ze tak~to 
povolen~ tretie strany bud viazan~ podmienkami 
tejto zmluvy a bud ich dodrziavat'; 
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(c) Institution remains liable for such permitted third 
parties' performance; and 

( d) neither Investigator nor any sub-investigator has 
any direct or indirect financial interest in any such 
permitted third parties. For the avoidance of doubt, 
all permitted third parties used to perform the Study 
are included in the definition of Study Staff. Upon 
Study Sponsor's request, IQVIA may assign this 
Agreement to Study Sponsor or to a third party, and 
IQVIA shall not be responsible for any obligations or 
liabilities under this Agreement that arise after the 
date of the assignment, and the Site hereby 
consents to such an assignment. Site will be given 
prompt notice of such assignment by the assignee. 

16.7 Third Party Beneficiary. 

The Parties acknowledge and agree: 

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

16.8 Applicable Law. 

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

16.9 Trading in Securities. 

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

16.10 Severability; Reformation, 
Each provision in this Agreement is independent and 
severable from the others, and no provision will be 
rendered unenforceable because any other 
provision is found by a proper authority to be invalid 

(c) zdravotnicke zariadenie zostava zodpovedn~ za 
tak~to povolen~ pinenie tretich str~n; a 
(d) ani sk~sajci, ani Ziadny pod -vyskumnik nem~ 
Ziadny priamy alebo nepriamy financny z~ujem 
v Ziadnej takto povolenej tretej strane, tak aby sa 
predislo pochybnostiam, vsetky povolen~ tretie 
strany pouzit~ na vykonanie st~die s~ zahrnut~ 
v definicii zamestnancov st~die. Na ziadost 

' zad~vatela St~die me spolonost' IQVIA post~pit' 
t~to zmluvu zadvatelovi st~die alebo tretej strane 
a spolonost IQVIA nezodpoved~ za ziadne 
z~v~zky alebo zav~zky vyplyvaj~ce z tejto zmluvy, 
ktor~ vznikn~ po dtume post~penia, a pracovisko tymto s~hlasi s takymto zadanim. Pracovisko bude o takomto prideleni bezodkladne informovat' stranu. 
16.7 0 ravneha tretia strana. 

Strany ber ia vedomie a s~hlasia: 
neexistuj~ ziadne opr~vnen~ tretie strany s akymikolvek pr~vami na uplatnenie ktor~hokolvek 
z ustanoveni jejto zmluvy. 

16.8Nadriaden~ pr~vo, 
Tata zmluv� sa interpretuje podfa pravnych predpisov krajiny, v ktorej pracovisko sk~sania 
vykonava skuranie. 

1 6 . 9_ O b c h o d o v a n i e s c e n n y m i  papiermi 
Z~kony Spojenych st~tov americkych a in~ 
regionalne a f�' deralne zakony o cennych papieroch zakazuj akejkolvek osobe, ktor~ dostane pristup k materialnym, everejnym inform~ci~m tykaj~cim sa spolonosti, kupovat alebo pred~vat cenn~ papiere 
v spolocnosti alebo oznamovat' tieto inform~cie 
akejkolvek inej osobe za okolnosti, za ktorych je to 
od~vodnen~ ]predvidateln~, ze tak~to osoba 
pravdepodobne k~pi alebo pred~ cenn~ papiere 
spolocnosti. Zdravotnicke zariadenie s~hlasi a berie 
na vedomie, ze na z~klade svojej ~~asti v St~dii 
bude mat pristup k dajom a inform~ciam 
vyplyvaj~cim z vykon~vania st~die, co s~ podstatn~ 
neverejn~ inform~cie tykaj~ce sa zad~vatela st~die. 
Zdravotnicke zariadenie s~hlasi s tym, ze nepouzije, 
nesp~sobi ani nenab~da Ziadnu in osobu alebo 
subjekt na pouzivanie akychkolvek materialnych 
neverejnych inform~cii vyplyvaj~cich zo St~die na 
n~kup alebo predaj cennych papierov zad~vatela 
st@die [] 
16.10 Oddelitelnost; Reform~cia. 
Kad~ ustanovenie tejto zmluvy je nezavisl~ a 
oddelite[n~ od ostatnych a Ziadne ustanovenie sa 
nestane nevym~hate[nym, pretoze ak~kolvek in~ 
ustanovenie ude prislusnym orgnom uznan~ ako 
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or unenforceable in whole or in part. If any provision 
of this Agreement is found by such an authority to be 
invalid or unenforceable in whole or in part, such 
provision will be changed and interpreted so as to 
best accomplish the objectives of such 
unenforceable or invalid provision and the intent of 
the parties, within the limits of applicable law. Each 
of the Parties agrees to negotiate in good faith any 
changes to the Agreement, including the budget, if 
and as required for the Parties to comply with 
applicable federal, state and local laws or 
regulations. 

16 . 1 1  Survival. 

neplatn~ alebo nevymahateln~ ako celok alebo 
ciastocne. Ak takyto organ zisti, ze niektor~ 
ustanovenie tejto zmluvy je ~plne alebo iastocne 
neplatn~ alebo nevym~hateln~, tak~to ustanovenie 
sa zmeni a vylozi tak, aby co najlepsie naplnilo ciele 
tak~hoto nevym~hateln~ho alebo neplatn~ho 
ustanovenia a z~mer zmluvnych stran, v medziach 
platnych z~konov. Kazda zo zmluvnych str~n sa 
zav~zuje v dobrej viere rokovat' o akychkolvek 
zmen~ch dohody vr~tane rozpotu, ak a ako to 
zmluvn~ strany vyZaduj~, aby dodrziavali platn~ 
federalne, St~tne a miestne z~kony alebo 
nariadenia. 

16 . 1 1  Pretrvanie. 

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. 

Podmienky tejto zmluvy obsahujce povinnosti 
alebo pr~va, ktor~ pokrauj~ po dokonceni sk~sania, 
bud~ pretrv~vat' aj po vypovedani alebo splneni tejto 
zmluvy, aj ked to v tejto zmluve nie je vyslovne 
uveden~. 

16 . 12 Elektronick podpis, 

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. 

Zmluvn~ strany sa dohodli, ze t~to zmluvu a 
ak~kolvek in~ dokumenty, ktor~ maj~ byt' v s~vislosti 
s ou doru~en~, mzu byt' elektronicky podpisan~ a 
ze ak~kolvek elektronick~ podpisy nach~dzaj~ce sa 
v tejto zmluve alebo takychto inych dokumentoch s~ 
zhodn~ s origin~lnymi vlastnorucnymi podpismi na 
bely platnosti, vykonatelnosti a pripustnost'. 

16.13 INTEGRITA ~DAJOV. 

Zdravotnicke zariadenie a sk~sajci rozumie 
a berie na vedomie, ze ak~kolvek falsifik~cia ~dajov 
alebo pozmenenie akycholvek ~dajov alebo inych 
inform~cii poskytnutych zdravotnickym zariadenim, 
sk~saj~cim alebo nejakym zamestnancom alebo 
agentom zdravotnickeho zariadenia v s~lade s touto 
zmluvou mozu viest' k trestn~mu inu a sankciam 
voi zdravotnickemu zariadeniu a skajucemu a k 
obianskej zodpovednosti zad~vatela St~die. 

T~TO CAST JE Z~MERNE 
PR~ZDNA. 
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ACKNOWLEDGED AND AGREED BY Neurocrine Biosciences, I c., IQVIA RDS Slovakia, s.r.o. signs on 
his behalf/ I 
Za Neurocrine Biosciences, Inc., podpisuje v jeho zast~peni IQVI+ RDS Slovakia, s.r.o.,ktor~ svojim 
podpisom potvrdzuje: 

By/Meno a priezvisko: MVDr. Jarmila Wagnerov~, PhD. 

Title/Funkcia: Associate Director, Global Site Activation 

 
il o  

ra ,slave, 

Date/D~tum: _) '-? 1 c o  4s942269 

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 Wagnerov~, PhD. 

Title/Funkcia: Associate Director, Global Site Activation 

Signature/Pod pis: 

Signature/Pod pis: 

Date/D~tum: 
ava 

22 /a 202l co4s9422d9  

..> 

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

By/Meno a priezvisko: _ 

Title/Funkcia. __.__._.,,__, 
(must be authorized to sign on Institution's behalf) I 

(s oprvnenim podpisovat za zdravotnicke zariadenie) 

Signature/Podpis: _ 

[ate/[tum. 
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READ AND UNDERSTOOD INVESTIGATOR/ 
PRECITANE A POROZUMENE SKUAJUCIM: 

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

Signature/Podpis: _ 

[Date/[tum. _ 
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A. 

ATTACHMENT A 

BUDGET & PAYMENT SCHEDULE 

PAYEE DETAILS A. 

PRiLOHA A 
ROZPOCET A ROZPIS PLATIEB 

~DAJE O PRiJEMCOVI 

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

Zmluvn~ strany potvrdzuj~, ze nizsie uvedeny 
prijemca platieb je riadnym prijemcom platieb 
podfa tejto zmluvy a platby podfa tejto zmluvy 
sa bud~ poukazovat' len nasleduj~cemu 
prijemcovi platieb (dalej ~prijemca"): 

Pavee: 

Payee Name Nomocnicas poliklinikou 

(Must match name in the Prievidza so sidlom v 

contract) Bojniciach 

Nemocnibn~ 2 
Payee Address 972 01 Bojnice 

Slovak Republic 

VATfTax ID 
(Tax ID must exactly 
match the payee name 
indicated above, or tax ID number: 17335795 
exempt when applicable) VAT number. 2021163276 

priiemca: 

Meno prijercu 
platby 
(Musi sa zhodovat' s 
nzvom v zmluve) 

Adresa prijemcu 
platby [ 

IC DPH/DIC 
(DIC sa musi presne 
zhodovat' s menom 
prijemcu platby 
uvedenym vyssie, 
pripadne musi byt' 
osloboden~ od dane) 

Nomocnicas 
poliklinikou Prievidza 
so sidlom v Bojniciach 

Nemocnicn~ 2 
972 01 Bojnice 
Slovensk~ republika 

IO: 17335795 DIC: 2021163276 

0070 

+421 46 5112 111  
riaditel@hospital­ 
boinice.sk 

Nemocnica s poliklinikou 
Prievidza so sidlom v 
Boiniciach 

PSRSKBAXXX 
Eur «c $K32 8180 0000 0051 0360 
Slovensk~ republika 
810 05 Slovensk~ republika 
Bratislava 15 

Radlinsk~ho 4929/32 St~tna pokladnica 

Telefnne Cislo & Email I 

Meno prijemcu odosielai~ceho fakt~rv 
Kontaktn~ inform~cie: 

Mena ~tu prijemcu Kraiina bankv PSC bankv 
Mesto Bankv Bank - Stat 'rovincia 

Ak sa zmluvba mena platby nezhoduje s vasim bankovym Ctom, mozno budete musiet' uviest sprostredkmJ1'atel'sku banku. Podrobnosti ziskate od svojej finanbnej instit~cie. Ak sa vyZaduje 
sprostredkovatelsk~ banka, uvedte n~zov 
banky, pripadne Cislo tu a kd SWIFT 
sprostredkovatelskej banky spolu so vsetkymi 
ostatnymi pozadovanymi bankovymi pokynmi. 

Ulica bankvl 

Swift Code (8 alebo 
11 znakov) [ 

N~zov bankv 

IBAN 

Inform~cie 

o banke: 

Banking 
Information· Bank Name St~tna pokladnica 

Bank Street Radlinsk~ho 4929/32 

Bank City Bratislava 15 

Bank State/Province Slovak Republic Bank Postal Code 810 05 Bank Countrv Slovak Republic 
Receiving Account 

Euro (€ Currencv 
SK32 8180 0000 0070 0051 

IBAN 0360 
Swift Code (8 or 11 
Characters) PSRSKBAXXX 
If the contracted Payment Currency does not match 
your bank account, you may need to provide an 
Intermediary Bank. Please contact your Financial 
institution for details. If an Intermediary bank is 
required, please provide Bank Name, Account 
Number if applicable and SWIFT Code of Intermediary Bank along with all other required 
Wire instructions. 
Contact Information: 

Nemocnica s poliklinikou 
Name of recipient Prievidza so sidlom v 

sendina invoices Boiniciach 

Preferovanv iazvk Slovenskv iazvk 
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Protocol No: NBI-98854-ATS3019 
Project code: ZZA41578 
PI. Martin Garaj,MD 

CONFIDENTIAL Page 1 of 13 D~VERN~ Strana 1 z 1 3  

SVK_en_Slovakia_CTA Attach A_ Institution and Investigator_Translated on 16-Jul-2019-1 



Phone number & +42146 5 1 1 2 1 1 1  

Email riaditel@hospital-boinice.sk 

Language 
Preference Slovak lanauaae 

Name of payment 
recipient to receive Nemocnica s poliklinikou 
payment notification Prievidza so sidlom v 
and details Boiniciach 

Phone number & +42146 5 1 1 2 1 1 1  

Email riaditel@hospital-boinice.sk 

Language 
Preference Slovak lanauaae 

Meno prijemcu platby, 
na ktory chcete Nemocnica s poliklinikou 
dost~vat' oznamenie o Prievidza so sidlom v 
olatbe a oodrobnosti Boiniciach 

+421 46 5112 111 

riaditel@hospital­ 
Tel.Cislo & Email boinice.sk 

Preferovanv iazvk Slovenskv iazyk 
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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.iqvia.com. 

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

The Parties acknowledge that the designated Payee is authorized to receive all of the payments for the services performed under this Agreement. 
If the Investigator is not the Payee, then the Payee's obligation to reimburse the Investigator, if any, is determined by a separate agreement between Investigator and Payee, which may involve different payment amounts and different payment intervals than the payments made by IQVIA to the Payee. 

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

B. PAYMENT TERM 

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

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

V pripade zmien bankovych ~dajov prijemcu platby je pnlijemca platby povinny pisomne informovat' spolocnost IQVIA zaslanim e-mailu na adresu: emea )c t ». s ol u t i o n s . i a vi a . c o m .  
Prijemca platby kontaktuje svojich Clenov studijneho timu IQVIA, aby im poskytol podpisan dokument~ciu o zmen~ch bankovych 'dajov prijemcu platby. Zmluvn~ strany sa �dohodli, ze v pripade zmien bankovych 'dajov, ktor~ nezahraj~ zmenu prijemcu platby alebo zmenu krajiny umiestnenia bankov~ho ~~tu, nie s~ potrebn~ ziadne dalie zmeny. 
Zmluvne st�any potvrdzuju, ze menovany prijemca platieb je opr~vneny prijimat' vsetky platby za sluzby vykonan~ podla tejto zmluvy. 
Ak skusaj1i nie je prijemcom platieb, platobn~ povinnost prijemcu platieb vodi sk~saj~cemu sa ur~i samostatnou zmluvou medzi sk~sajcim a prijemcom platieb, ktor% m~ze obsahovat' in~ splatn~ sumy a in~ platobn~ intervaly, nez platia pre platby poukazovan~ spolo~nost'ou IQVIA prijemcovi platieb. I Sk~saj~ci berie na vedomie, ze ak sk~sajci nie je prijemcom platby, spolocnost' IQVIA nezaplat sk~saj~cemu ani v pripade, ze prijemcaI' ••o, •=o•tt •'-•oi<<••" 

B. PL OBNE PODMIENKY IQVIA vyplati prijemcovi platby kazdych 
6 mesiacov na z~klade absolvovanej navstevy podfa predmetu st~die v s~lade s prilozenym rozpo~tom. Dev~tdesiatp~t percent (95 %) kazdej splatnej platby, vr~tane ak~hokolvek zlyhania pri skriningu, ktory moze byt splatny podla podmienok tejto zmluvy, sa uskutocni na z~klade predch~dzajcich Siestich_ (6)_ _mesiacoy ~daje o registr~cii ziskan~ z pracoviska, ktor~ podporuje n~vstevu subjektu St~die. 
Zostatok splatnych financnych prostriedkov az do vysky pat' percent (5%) sa vyplati 
pomernym sposobom po overeni skutocnej 
n~vstevnosti] subjektov a spolo~nost' IQVIA 
ho vyplati prijemcovi platieb po konecnom 
prevzati vsetkych zaznamenanych ~dajov 
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outstanding regulatory documents as required 
by IQVIA and/or Study Sponsor, the return of all 
unused Study Supplies to IQVIA, and 
upon satisfaction of all other applicable 

conditions set forth in the Agreement. 

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

All government taxes are the sole responsibility 
of the Payee. 

zad~vatelom St~die, vsetkych vydanych 
vysvetliviek k ~dajom, po prevzati a schv~leni 
vetkych chybaj~cich dokumentov pre 
kontroln~ ~rady pozadovanych spolonosfou 
IQVIA alebo zad~vatelom st~die, vr~teni 
vsetkych nepouzitych materi~lov spolo~nosti 
QVIA a po spineni dalsich podmienok 
uvedenych v zmluve. 

Za ak~kolvek vydavky alebo n~klady, ktor~ 
pracovisku sk~sania vznikn~ pri pineni tejto 
zmluvy a ktor~ nie s~ vyslovne schv~len~ 
na preplacanie spolocnostou IQVIA alebo 
zad~vatelom st~die podla tejto zmluvy 
(vratane tohto rozpo~tu a rozpisu platieb), 
zodpoveda vyhradne pracovisko sk~sania. 

Za vetky dane zodpoved~ vyhradne prijemca 
platieb. 

Protocol deviations that affect the integrity of 
the data are not payable under this 
Agreement. 

C. BUDGET TABLE /ROZPOCTOVi TABULKA 

Z~vain~, 

protokolu 
splatn~. 

diskvalifikujce porusenia 
nie s podl'a tejto zmluvy 

Screening 
Failure Amount 

including_X% 

Amount including overhead(in 
X% overhead (jn EUR] 

No/P.¢. Visit / N~vsteva 
EUR Suma za 

Suma vr~tane X % zlyhanie 
rezijnych n~kladov v skriningu 

Eur~ch (€) vr~tane..% 

retijnych 
n~kladov v 
Eur~ch (€ 

1 Screening Period / Vstupn~ n~vsteva 234€ 

2 Day 1 Visit /Den 1 n~vsteva 168 € 

------- 3 
End of Week 2 Visit / N~vsteva na konci 2 

100 € 

----------- 
tidha 

4 End of Week 4 Visit / N~vsteva na konci 4 150€ � ti dra 

5 
End of Week 6 Visit /N~vsteva na konci 6. 

94 €  

---------- 
ti  da 

End of Week 10 Visit I Early Termination I 

� 6 N~vsteva na konci 10. tyzdha / predcasn~ 174€ 

ukoncenie 

7 Follow-up End of Week 12 Visit / N~sledn~ 85 € � n~vsteva na konci 12. tidia 
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Total cost per Patient/ Celkov~ suma za pacienta 

Unscheduled Visit / Nepl~novan~ n~vsteva 

1.005€ 

42€ 

D. STUDY START-UP FEE D. PLATBA NA ROZBEH SK~ANIA 

A one-time, non-refundable payment will be Jednorazov~ nen~vratn~ platba vo vyske 
paid in the amount of one hundred and stodvadsat' Eur (pisomn~ suma platby 
twenty Euros (written amount of payment and a mena) 120 Eur (suma a menu), ktora ma 
currency) 120 Euros (number amount and okryt' aktivity na rozbeh sk~sania bude 
currency) to cover Study start-up activities 
upon full activation of the site to enroll Study uhraden~ po /kompletnej aktiv~cii pracoviska Subjects. pripraven~ho na n~bor subjektov sk~sania. 
E. SCREENING FAILURE 

Reimbursement for screen failures will be at 
the amount 234 Euros indicated on the 
screening visit of the attached budget table, not 
to exceed four (4) screen failures. In the event 
that four (4) screen failures are met, Study Sponsor may, at its sole discretion, approve 
additional screen failures after receipt of Institution's written request. 
Study Sponsor shall not reimburse Payee for 
any screen failures more than this number or for any screen failures due to any inclusion and 
exclusion criteria that could be reasonably 
identifiable by the site prior the Screening visit. 

E. ZL YHANIE SKRININGU 

N~hrada za zlyhanie skriningu bude vo vyske 
234 Eur uveden~ na skriningovej n~vsteve prilozenej rozpo~tovej tabulky, nesmie prekro~it' 5tyri (4) zlyhania. V pripade, ze sa vyskytn~ styri (4) zlyhania, zad~vatel st~die moze podfa vlastn~ho uv~zenia schv~lit dalie zlyhania po prijati pisomnej ziadosti dan~ho 
zdravotnicke�o zariadenia. Zadavater sti· die nepreplati prijemcovi platby za ak~kolvek zlyhanie, ako je uvedeny po~et vyssie, ani z; ak~kolvek zlyhania v d~sledku akychkolvek rit~rii zaradenia a vylcenia, 
ktor~ by zlravotnicke zariadenie mohlo 
primerane identifikovat' pred n~vstevou kontroly. 
Aby vznikol ~rok na ~hradu za vstupn 
n~vstevu, usia sa skompletizovat 
podkladov~ zaznamenan~ ~daje a odoslat 
spolo~nosti I! V I A  spolu so vsetkymi dalsimi 
inform~ciami, [ktor~ moze spolonost' IQVIA 
pozadovat', aby dostatone zdokumentovala vstupn~ vysetrenia subjektu. 

F.DISCONTINUED OR EARLY TERMINATION STUDY F.PREDCASN~ VYRADENIE ALEBO 
SUBJECTS VYSTUPENIE STUDIJNYCH 

SUBJEKTOV Uhrady za studijn~ subjekty, ktor~ boli zo sk~sania vyraden~ alebo z neho predcasne vyst~pili, sa wl yplatia pomernym sposobom podfa po~tu potvrdenych absolvovanych n~vstev. 
Slovakia Clinical Trial Agreement template-INST& INV _ based on IQVIA Global temp late I May 2019 
Protocol No: NB1-98854-ATS3019 
Project code: ZZA41578 
PE Martin Garay,MD 

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

To be eligible for reimbursement of a screening 

visit, supporting data entry must be completed 
and submitted to IQVIA along with any 
additional information, which may be requested by IQVIA to appropriately document 
the Study Subject screening procedures. 
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G.UNSCHEDULED VISITS 

Payment for unscheduled visits will be 
reimbursed in the amount of 42 Euros (which 
includes overhead}, as denoted in the Budget 
Table above. To be eligible for 
reimbursement for unscheduled visits, 
supporting data entry must be completed and 
submitted to IQVIA, along with any additional 
information which may be requested by IQVIA, 
to appropriately document the unscheduled 
visit. Additional assessments can be invoiced, 
if performed, as noted in the table with the 
conditional procedures below. 

H.CONDITIONAL PROCEDURES (WITH INVOICE) 

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

G. NEPL~NOVAN~ N~VTEVY 

Platby za nepl~novan~ n~vstevy sa bud~ 
uhr~dzat' vo vyske 42 Eur (vr~tane 
prev~dzkovych n~kladov), ako sa uvdza 
v rozpo~tovej tabulke vyssie. Aby vznikol 
n~rok na hradu za nepl~novan~ n~vtevy, 
musia sa skompletizovat' podkladov~ 
zaznamenan~ ~daje a odoslat' spolo~nosti 
IQVIA spolu so v5etkymi dalsimi inform~ciami, 
ktor~ moze spolocnost' IQVIA pozadovat', aby 
dostatocne zdokumentovala nepl~novan~ 
n~vtevu subjektu. Dodato~n~ hodnotenia 
m~zu byt' fakturovan~, ak s vykonan~, ako 
je uveden~ v tabulke s danymi postupmi nizsie. 

H.POSTUPY VYKON~VAN~ PODLA 
POTREBY (NA FAKTURU) 

Nasleduj~ce postupy vykon~van~ podla 
potreby sa bud~ uhr~dzat priebezne 
po prevzati fakt~ry na sumu uveden~ v tabulke 
nizsie (ktor~ zahria prev~dzkov~ n~klady) 
Aby sa mohla pouk~zat platba, musi byt 
na fakt~re uveden~ Cislo subjektu a d~tumy 
procedr. 

No/ P. Conditional Procedure / Dodatodn~ procedury 
Budget in Euros / 

Ropoet v Eur~ch (e) 

1 
Pregnant partner informed consent / 

4 €  
Informovany s~hlas tehotnej partnerky 

2 
Informant consent - in case of informant change/ 

4 €  
Informovany shlas - v prioade zmeny inform~tora 
Pharmacogenomic informed constent - in case of blood sample 

3 
for pharmacogenomic research (optional) [ 

4 €  
Informovany shlas pre Farmakokinetiku - v pripade odberu krvi 
ore farmakokineticki vWwskum (volitel'n~) 
Re-consent, Informed consent performed again with the same 

4 
patient/ 

8 €  
Op~tovny shlas, informovany s~hlas vykonany znova s tym 
istvm pacientom 

Serious adverse events (SAE) - only for SAEs that occur at the 
5 site[ Z~van~ neZiaduca udalost' (SAE) - iba ak sa vyskytne na 10€ 

centre skusania resp. zdravotnickeho zariadenia 

Complete physical examination: Includes a comprehensive 
history, a comprehensive physical examination including one 
set of vital signs, weight - follow-up examination in case of 

6 
clinically significant findings ] Kompletn~ fyzik~lne vysetrenie: 

23€ 
Zahra komplexnd anamn~zu, komplexn~ fyzikalne 
vysetrenie vr~tane jedn~ho s~boru vit~lnych funkcii, 
hmotnosti - n~sledn~ vysetrenie v pripade kfinicky 
vyznamnych n~lezov 

Triplicate 12 Lead ECG; Includes tracing, interpretation and 
report - follow-up assessment in case of clinically significant 

7 changes / Triplik~t 12zvodov~ho EKG; Zahrra sledovanie, 18 € 

interpret~ciu a spr~vu - n~sledn~ hodnotenie v pripade klinicky 
vyyznamnych zmien 
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Blood draw, phlebotomy, routine venipuncture for collection at 
specimen(s) for central laboratory (as needed - serum 
pregnancy if applicable, serum prolactin, hematology, 
clinical chemistry, optional pharmacogenomics), complex: 

Includes preparation of specimen - for repeated / unscheduled / 
8 safety samples/ Odber krvi, flebot6mia, rutinna venepunkcia r 6 €  

odber vzorky (vzoriek) do centr~lneho laboratoria (podl'a 
potreby - s~rova gravidita, ak je to vhodn~, s~rovy prolaktin, 
hematologia, klinick~ ch~mia, volitel'n~ farmakogenomika), 
komplex: Zahra pripravu vzorky - na opakovan~ / neplnovan~ 
/ bezpednostn~ vzorky 

Collection of urine specimen for central laboratory (as 
needed - urinalysis, urine drug screen, urine pregnanc 
if applicable) - for repeated I unscheduled I safety samples 
and tor pregnancy test of women of childbearing potential at 

9 
End of W2, End of W6 and End of WI2 visits/ Odber vzorky 

2 €  mo~u pre centralne laboratorium (podl'a potreby - analyza 
mo~u, skrining liekov v modi, tehotenstvo v mo, ak je to 
vhodn~) - pre opakovan~ / nepl~novan~ / bezpednostn odbely 
a pre tehotensky test ien vo fertilnom veku na konci W2, na 
konci W6 a na konci N~vstevy W12 

Lab handling and/or shipping of all specimen(s) to central 
10 laboratory, complex / Laborat~rna manipul~cia a/alebo preprava 4 €  

vetkych vzoriek do centr~lneho laborat~ria, komplex 
Alcohol (ethanol); breath - for repeated testing at Investigator's 

11 Judgement ] Alkohol (etanol); dych - na opakovan~ testovanie 2 €  

podl'a postdenia sksajuceho Drug test(s), presumptive, any number of drug classes, any r 
number of devices or procedures (eg, immunoassay); capable f 
being read by direct optical observation only (eg, dipstick} includes sample validation when performed, per date of service­ 
for urine drug screen at Day1 for participants who tested k 
positive for marijuana metabolites or cannabinoids at screenin 

12 I Test(y) na liecivo, predpokladany, rubovorny pocet tried liecl 4 €  

akykolvek po~et zariadeni alebo postupov (napr. imunotest); schopnost' ~itat' iba priamym optickym pozorovanim (napr. mierkou) zahria valid~ciu vzorky, ked' sa vykon~, podl'a d~tumu 
sluzby - pre skrining drog v moi v der 1 pre astnikov, ktori 
boli pri skriningu pozitivne testovani na marihuanu alebo 
kanabinoidy 

Psychiatric diagnostic evaluation with medical services - in cas 
of treatment-emergent suicidal behavior or clinically significan 

13 
suicidal ideation as determined by the Investigator [ 

15€ 
Psychiatrick~ diagnostick~ hodnotenie s lek~rskymi sluzbami ­ 

v pripade samovraedn~ho spravania alebo klinicky vyznamnych 
samovraednich myslienok, ako to urdi skusafuci 
Copies of Diagnostic Films, Complex (e.g. audio/video 
recordings) - Per Copy - for sharing of PANSS recording(s) ano 
source documents with third party reviewer throughout the 

14 
study as needed per Study Sponsor's discretion / Kpie 

7 €  
diagnostickych filmov, komplexn~ (napr. audio/video nahr~vky 
- za kpiu - na zdiel'anie nahr~vok PANSS a zdrojovych 
dokumentov s recenzentmi tretej strany poas stidie podl'a 
ootreby oodl'a uv~Zenia zadvatel'a stdie 

Pharmacy, Simple (e.g. capsules) - Per Preparation; dispense 
drug (valbenazine/placebo) - for dispensing if the participant is 
unable to go to the site and study treatment dispensing is due, 

15 
and for time spent on direct-to-patient shipments if applicable 

3 €  
Lek~re, jednoduch~ (napr. kapsuly) - na pripravok; vydaj liek 
(valbenazin/placebo) - na vWdaj, ak astnik nem~ie prist' na 
miesto a je potrebn~ vydat' Studovant liebu, a za as str~ven 
z~sielkami priamo k pacientovi, ak je to vhodn~ 
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16 
Informant Reimbursement, Expenses, Patient Travel - Per Visit/ 
Uhrada cestovnych n~kladov pre Inform~tora - za n~vtevu 

45€ 

I. SITE COSTS 

PHARMACY STORAGE FEE 
{VALBENAZINE/PLACEBO) 
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 included 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 retrieval, 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 will be reimbursed for activities 
associated with identifying Study Subjects for 
the Study at a rate of 5 Euros per hour; up to 
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. 

I. NAKLADY NA PRACOVISKO 

POPLATOK ZA USKLADNENIE V LEK~RNI 
(valbenazin/placebo) 
Jednorazov~, nevratn~ platba za uskladnenie 

v lek~rni sa uskuto~ni na konci st~die po prijati 
faktry vo vy5ke 48 Eur. 

POPLATOK ZA SKLADOVANIE/POPLATOK 
ZA ARCHIVOVANIE 
Jednorazov~ platba za ulozenie z~znamov 
vo vyske 105 Eur bude vykonan~ po prijati 
fakt~ry a nie je zahrnut~ v prilozenom rozpo~te 
na konci st~die. V s~lade s poziadavkami 
protokolu zad~vatela st~die bude zdravotnicke 
zariadenie uchov~vat' vsetky z~znamy st~die 
zdravotnickeho zariadenia na bezpecnom 
a zabezpecenom mieste, aby sa v pripade 
potreby umoznilo lahk~ a v~asn~ vyhladanie. 

POPLATOK ZA UKON~ENIE ST~DIE 
Jednorazova, nenavratn~ platba za ukon~enie 
st~die vo vy5ke 130 Eur bude vykonan~ po 
dokon~eni a schv~leni akejkolvek zost~vaj~cej 
dokument~cie s ~dajmi (vyplnenie zad~vania 
dajov a vydanych objasneni ~dajov) 
a regulacnej dokumentacie spolo~nostou 
IQVIA a po prijati faktdry na konci st~die. 

N~KLADY NA IDENTIFIKAN~ AKTIVITY 
SUBJEKTU STUDIE 
Prijemcovi platby bud~ preplaten~ cinnosti 
spojen~ s identifik~ciou predmetov st~die pre 
St~diu vo vyke 5 Eur za hodinu; maxim~lne 
do styridsiatich (40) hodin s preplatitelnou 
fakt~rou na z~klade vykonanej pr~ce. Fakt~ry 
musia obsahovat' po~et odpracovanych hodin 
a datum, kedy boli sluzby poskytnut~. 

DODATO~N~ VYDAVKY 
Prijemcovi bud~ uhraden~ dodatocn~ vydavy 

s~visiace so st~diou, ktor~ mzu zahrat' 
doplnkov~ dod~vky a poplatky za dopravu. 

Slovakia Clinical Trial Agreement template-INST& INV _ based on IQVIA Global template I May 2019 
Protocol No: NBI-98854-AT$3019 

Project code: ZZA4 l 578 
PI: Martin Garaj,MD 

CONFIDENTIAL Page 8 of 13 DOVERN~ Strana8 z13 

SVK_en_Slovakia_CTA Attach A_ Institution and Investigator_Translated on 16-Ju0l-2019-1 



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. 

Uhrada sa uskutocni po prijati fakt~ry 
s podpornou dokument~ciou a po 
predch~dzajcom s~hlase zad~vatela St~die. 
Maxim~lna iastka, ktor~ je mozn~ uhradit' 
prijemcovi za dodatocn~ n~klady na prechod, 
je 272 Eur. 

trana 9 z  13  

KOLENIE --LEKAR 
Jednorazova, nen~vratn~ platba sa uskutocni 
vo vyske 13 :ur za hodinu, maxim~lne p~t (5) 
hodin, za skolenie specifick~ pre st~dium 
poskytovan~ lek~rovi, vr~tane pouzivania v~ah 
a EDC po prijati fakt~ry spolo~nost'ou IQVIA. 
Dodatocn~ hodiny mozu byt' fakturovan~ len 
s pisomnym s~hlasom zad~vatela st~die pred 
pouzitim dodatocnych hodin. Faktry musia 
obsahovat' po~et odpracovanych hodin 
a datum vyko[ania skolenia 

$KOLENIE - KOORDIN~TORA ST~DIE Jednorazova, [nen~vratn~ platba sa uskuto~ni vo vyske 5 Eur za hodinu, maxim~lne p~t (5) 
hodin, za s

1
1olenie specificke pre st~dium poskytovan~ [koordin~torovi st~die, vratane pouzivania v~h a EDC po prijati fakt~ry spolo~nostou /IQVIA. Dodatocn~ hodiny mozu byt' fakturovan~ len s pisomnym s~hlasom zad~vatela st~die pred pouzitim dodatocnych 

hodin. Faktry musia obsahovat po~et 
odpracovanych hodin a d~tum vykonania 

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 EOG 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 d t h · h th 

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. 

a e  on W IC e 
training was performed. skolenia 

No/P.¢ Site Costs / N~klady pre pracovisko 
Budget in Euros / 

Rozpo~et v Eur~ch (c) 

1 
Study Start-Up Fee/Site Set-Up Fee / 

120 € 
Poplatok za zaatie klinickej St~die 

2 
Pharmacy: Storage Costs (valbenazine/placebo)/ 

48€ 
Lek~reri: N~klady na skladovanie (valbenazin/placebo) 

3 
Document Storage, Archiving Total Cost/ 

105 € 
Skladovanie dokumentov, celkov~ nklady na archiv~ciu 

Study Close out: including all activities related to dosing out the 
4 site / Uzavretie st~die: vr~tane vsetkych aktivit stvisiacich s 130 € 

uzavretim zdravotnickeho zariadenia 

Subject Identification Activities {hourly rate, invoiced based on 
work performed; includes chart reviews and pre-screening) ­ 

5 
max. 40 hours per site / Identifikan~ aktivity subjektu 

5 €  
(hodinov~ sadzba, fakturovan~ na z~klade vykonanej pr~ce; 
zahira prehl'ad grafov a predbein~ preverenie) - max. 40 hodin 

na str~nku 
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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 

6 requirements / Poplatok za nepritomnost' subjektu stdie pri 5 €  

skriningovej n~vsteve (maxim~lne dve absencie za stvrt'rok), ak 
je to povolen~ podl'a poiadaviek krajiny 

7 
Additional Pass Through Costs (up to)/ 

272 € 
Dodaton~ listok prostrecdnictvom nkladov (ai do) 

Site Administrative Fee (Annual) / 
8 Administrativny poplatok pre centrum sksania resp. 191 € 

zdravotnicke zariadenie (rone) 

Physician -- Per Hour - study-specific training (e.g. scales, EDC), 
max. 5 hours per site; additional hours can be invoiced only with 
written Study Sponsor approval prior to the additional hours 

9 being used / Lek~r - za hodinu - skolenie specifick~ pre studium 13 €  

(napr. v~hy, EDC), max. 5 hodin na str~nku; dodatocn~ hodiny 
m~u byt' fakturovan~ len s pisomnym suhlasom zad~vatel'a 
stdie pred pouzitim dodatonych hodin 

Study Coordinator- Per Hour - study-specific training (e.g. 
scales, EDC), max. 5 hours per site; additional hours can be 
invoiced only with written Study Sponsor approval prior to the 

10 
additional hours being used/ Koordin~tor stdie -- za hodinu ­ 

5 €  skolenie specifick~ pre stdium (napr. v~hy, EDC), max. 5 hodin 
na str~nku; dodaton~ hodiny m~zu byt' fakturovan~ len s 
pisomnym suhlasom zad~vatel'a st~die pred pouzitim 
dodatonich hodin 

11 
IND safety letter review - per report/letter / 

3 €  
Kontrola bezpecnostn~ho listu IND - podl'a sprvy/listu 

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 to 
the Study subject by the Investigator at their 
first visit. The Investigator will keep a record 
documenting meal debit cards supply to each 
Study subject. 

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

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

J. SUBJEKT T~DIE A ~HRADA 

Kazdy subjekt dostane ~hradu cestovnych 
a stravnych n~kladov prostrednictvom 
poskytnutia stravenkovej debetnej karty 
v hodnote 74 Eur za kazd~ n~vtevu. 

Stravn~ debetn~ karty poskytne zad~vatel 

t~die prostrednictvom zmluvnej vyskumnej 
organiz~cie IQVIA a subjektom ich bude 

vyd~vat sk~saj~ci pri prvej n~vsteve. 
Sk~saj~ci bude viest' z~znam dokumentuj~ci 

dodanie stravnych debetnych kariet kazd~mu 

subjektu st~die. 

Preplatenie cestovnych n~kladov subjektov 

sk~sania prostrednictvom stravenkovej 

debetnej karty bude zabezpecovat IQVIA 

podfa vykonanych n~vtev subjektu. Dobijanie 

stravenkovej debetnej karty sa vykon~ na 

mesa~nej b~ze. 

Tak~to ~hrady bud~ v s~lade s podpisanym 
dokumentom informovan~ho s~hlasu subjektu. 
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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. 

Costs Amount per one 
visit in EURO 

(€) 

Subject Travel costs, per 45€ 

one visit. up to 
29€ 

Meal -- per one visit 

TOTAL 74€ 

K. IEC FEES 

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

L. STUDY SUPPLIES 

Skaj~ci skytne IQVIA s~innost a inform~cie potrebn~ na ~hradu cestovnych n~kladov subjektom sk~sania. 
Zadavater st\',die moze urcit', ktore cfalsie kompenzacief pre ~astnika mozu byf preplaten~ priamo na debetn~ kartu ~bastnika 

Suma za jednu 
N~kla 1y n~vstevu v EUR~ch 

(€) 

Cestovn~ n~kla 1y 45€ 

~astnika, na jednu 
n~vstevu do vwskv 
Stravn~ - za jednu 29€ 

n~vstevu 

SPOLU 74€ 

K.POPLATK NEZ~VISLYM ETICKYM 
KOMISIAM I 
Nklady na nez~visl~ etick~ komisie (NEK) 
sa bud~ uhr~dzat po prevzati fakt~ry od NEK 
a nie s zahrnut~ v pripojenom rozpote. 
Platba sa pouk~ze priamo NEK. V5etky 
nasleduj~ce podania alebo predlzenia platnosti 
sa po schv~leni spolocnost'ou IQVIA 
a zad~vatelor st~die bud uhr~dzat po prijati 
prislusnej dokumentacie. 

L. POTREBY 'T~DIE 

Pouzivanie a disponovanie zariadenim 
poskytnutym zdravotnickym zariadeniam 
po~as trvania stdie, po jej ~asti na st~dii 
bude prisne s~lade s podmienkami casti 
2.6.5 danej zmluvy. Nasleduj~ce vybavenie 
bude poskytnut~ zdravotnickemu zariadeniu 
v s~lade s podmienkami dohodnutymi v sekcii 
2.6.5 danej zmluvy. 
Mnostvo a podrobnosti studijn~ho materialu bud overen~ a uchov~van~ spolo~nostou 
,av�" �"T'm '""""" 
M. PLATOBNE NEZROVNALOSTI 

Prati platobJI ym nezrovnalostiam, ktor~ sa vyskytn~ v priebehu sk~sania, moze pracovisko sk~sania namietat do tridsiatich (30) dni od pri isania poslednej platby. 
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N. INVOICES 

Payments will be issued by IQVIA based on 
Visit Budget, payment frequency and payment 
terms as described above. Payments will be 
made only upon receipt of corresponding 
invoices, including back-up documentation, in 
the specified currency, as described below. 
Invoices will be payable within thirty (30) days 
from the date of receipt by IQVIA of the invoice, 
including any applicable back-up 
documentation. 
Invoices for any additional payments to those 
stated in this agreement (i.e., additional 
reimbursements) must also be sent to IQVIA 
and approved by Study Sponsor. All invoices 
shall be raised in the following manner: 

Invoices to be billed to: 

In case IQVIA is contracting party and 
payer keep following: 

IQVIA RDS Slovakia, s.r.o. 

Vajnorsk~ 100/8 
831 04 Bratislava -- New Town 
Slovak Republic 

Invoices to be sent to: 

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

The following information should be included 
on the invoice: 

o Complete INVESTIGATOR name, 
address and phone number, 

o Invoice Date, 
o Invoice Number, 
o Payee Name (must match Payee 

indicated in CTA), 
o Payment Amount, 
o Complete description of services 

rendered, 
o Study Number, 
o Study Sponsor Name, 

o Invoices should be printed on 
site/institution letterhead. 

N. FAKT~RY 

Platby vykon~ IQVIA na z~klade rozpotu 
n~vstevy, frekvencie platieb a platobnych 
podmienok, ako je opisan~ vy5ie. Platby 
sa uskutocnia az po prijati prislusnych fakt~r, 
vr~tane z~loznej dokument~cie, 
v specifikovanej mene, ako je popisan~ nizsie. 
Fakt~ry bud~ splatn~ do tridsiatich (30) dni od 
d~tumu prijatia fakt~ry spolo~nostou IQVIA, 
vr~tane akejkolvek prislusnej z~loznej 
dokument~cie. 
Fakt~ry za ak~kolvek dodato~n~ platby k tym, 
ktor~ s~ uveden~ v tejto zmluve (t. j. dodatocn~ 
~hrady), musia byt tiez odoslan~ spolocnosti 
IQVIA a schv~len~ zad~vatelom st~die. Vetky 
fakt~ry bud~ vystaven~ nasledujcim 
sposobom: 

Fakt~ry, ktor~ sa maj fakturovat; 

V pripade, ze IQVIA je zmluvnou stranou 
a platitelom, dodrzujte nasledovn~: 

IQVIA RDS Slovakia, s.r.o. 

Vajnorsk~ 100/B 
831 04 Bratislava - mestsk~ ast Nov~ Mesto 
Slovensk~ republika 

Faktry na zaslanie: 

P~vodn~ fakt~ry vr~tane z~lohy posielajte 
e-mailom na adresu: 
emea@ctp solutions iqvia com. 

Na fakt~re by mali byt' uveden~ nasleduj~ce 
inform~cie: 

o Meno, adresa a telefnne cislo 
sk~saj~ceho, 

o D~tum fakt~ry, 
o Cislo fakt~ry, 
o Meno prijemcu platby (musi sa 

zhodovat' s prijemcom platby 
uvedenym v CTA), 

o Suma platby, 
o Kompletny popis poskytovanych 

sluzieb, 
o Cislo st~die, 
o Meno zad~vatela st~die, 
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All invoice and payment related inquiries shall 
be addressed directly to IQVIA Clinical Trial 
Payments at emea@ctp solutions.iqvia.com 

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

o F a k t ~r y  by mali byt' vytlacen~ na 
hlavickovom papieri pracoviskal 
zdravotnickeho zariadenia. 

Vsetky otazky ikajuce sa faktur a platieb bud~ adresovan~ priamo spolocnosti QVIA Clinical Trial Payments na adrese emea@ctp.solutions.iqvia.com. 
Faktury ani z\adne sprievodne dokumenty nesm~ obsahovat' osobn~ identifikacn~ daje ziadneho subjektu, najm~ meno alebo priezvisko, inicily, d~tum narodenia, adresu, telefnne Cislo, islo pasu, e-mailov adresu 
alebo ~daje platobnej karty. Ak bud~ fakt~ry 
alebo sprievo1na dokumentacia obsahovat' 
tieto daje, spolo~nost' IQVIA o tom bude 
informovat' prijemcu platieb. Prijemca platieb 
bude musiet zaslat' opraven~ fakt~ru 
a sprievodn~ dokument~ciu, ktor~ nebude 
obsahovat' osobn~ identifikacn~ ~daje 
ziadneho subjeltu st~die. 

ZIADNE bALIE POZIADAVKY NA FINANCOVA,IE NEBUDU ZOHl!ADNENE. 
Vsetky sumylahfiiaju vsetky platne dane, 

okrem DPH. 

Vetky platby za sksanie podfa pripojen~ho rozpo~tu uhradi spolo~nost IQ' 'IA elektronickym prevodom. 
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Project code: ZZA4 I 578 
PI Martin Garaj,MD 
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