AMENDMENT # 1 TO THE
CLINICAL TRIAL AGREEMENT

This Amendment # 1 to the Clinical Trial
Agreement (“Amendment”) is among

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

IQVIA RDS Slovakia, s.r.o. Vajnorska
100/B, 831 04 Bratislava, Slovak Republic
Company Filed in the Business register of
the District court Bratislava I, Section Sro,
File No 69023/B, represented by Jarmila
Wagnerova, MVDr pursuant to the Power

of Attorney dated February 9,
2022 (“IQVIA™)

and

Fakultna nemocnica Trenéin,

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

and

Branislav Mot'ovsky, MD, PhD. ,Fakultna
nemocnica Trencin, Psychiatricka klinika,
Legionarska 28, 911 71 Trencin, Slovak
Republic (“Investigator™)

and is effective date following the date of
the publication in the Central registry of
the Contracts. (“Effective date™).

DODATOK C. 1 K ZMLUVE O
KLINICKOM SKUSANI

Tento Dodatok ¢. 1 k Zmluve o klinickom
skudani (,,Dodatok™) uzatvaraju

Neurocrine Biosciences, Inc., spoloénost’
so sidlom v americkom $tate Delaware s
miestom podnikania na adrese 12780 El
Camino Real San Diego, CA 92130
Spojené Staty americké (,Zadavatel’
skisania*), a

IQVIA RDS Slovakia, s.r.o. Vajnorska
100/B, 831 04 Bratislava, Slovenska
republika, Spolo¢nost’ zapisana
v Obchodnom registri vedenom Okresnym
sidom Bratislava I, oddiel Sro, vl.¢.
69023/B v zastupeni MVDr. Jarmila
Wagnerova, na
zéklade Plnej moci zo dna 09.02.2022
(,,spoloénost’ IQVIA¥)

a

Fakultna nemocnica Trenéin,
Psychiatricka klinika, Legionarska 28, 911
71 Trenéin, Slovenska republika, Statna
prispevkova organizacia zapisana
v Zivnostenskom registri vedenom
Okresnym uradom v Tren¢ine, <¢islo
zivnostenského  registra:  309-8525,
v zastupeni  Statutdrneho organu Ing.
Tomasa Janika, MBA (,, Zdravotnicke

Zariadenie*)

a

MUDr. Branislav Motovsky, PhD.,
s pracoviskom  Fakultnd  nemocnica
Trenéin, Psychiatricka klinika,
Legionarska 28, 911 71 Trencin,

Slovenska republika (,,Skusajuci )

a je u¢inny ditom nasledujicim po dni jeho
zverejnenia v Centralnom registri zmliv
(»Datum uéinnosti).
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WITNESSETH:

WHEREAS, Study Sponsor, IQVIA,
Institution and Investigator are parties to an
agreement  entitled  Clinical  Trial
Agreement for Protocol NBI-1065845-
MDD2024 *“A Randomized, Double-
Blind, Placebo-Controlled Study to Assess
the Efficacy and Safety of NBI-1065845 in
Adult Subjects With Major Depressive
Disorder (MDD)” effective as of 15th June
2022 as amended, (the “Agreement’™) and
the parties desire to amend such
Agreement;

WHEREAS, Study Sponsor has issued an
amended protocol dated 19 November
2022, Protocol version 4.0 (“Amended
Protocol”)  which  necessitates a
modification of Study procedures and may
require modified services to be provided to
Study Sponsor as related to the Study.
Payments for all Study procedures under
the Amended Protocol, once approved by
the IRB/EC, shall be made in the amounts
included in below;

NOW THEREFORE, in consideration of
the mutual promises and covenants set
forth herein, and other good and valuable
consideration, the receipt and sufficiency
of which is hereby acknowledged, the

Parties hereby agree to amend the
Agreement as follows:
1. In the Preamble the title of the

Protocol is updated to the following:

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

UVODNE USTANOVENIA:

KEDZE zadavatel skusania, spolo¢nost’
IQVIA a  Zdravoticke  Zariadenie
a Skasajuci su zmluvné strany zmluvy s
nazvom Zmluva o klinickom skusani k
protokolu NBI-1065845-MDD2024
..Randomizované, dvojito zaslepené,
placebom kontrolované klinické skusanie
na hodnotenie ucinnosti a bezpenosti
NBI-1065845 ako pridavnej terapie u
dospelych s velkou depresivnou poruchou
(MDD)*, ktora je u¢inna od 15. jiina 2022
v platnom zneni (,,Zmluva®“) a zmluvné
strany chctl tito Zmluvu zmenit,

KEDZE Zadavatel  skasania vydal
zmeneny protokol 70 diia
19. novembra 2022, verzia protokolu 4.0
(»Zmeneny protokol®), ktory si vyzaduje
Upravu postupov SkuSania a vyZaduje
poskytovanie upravenych sluZieb zo strany
Zadavatela skusania v savislosti  so
SkaSanim. Platby za vSetky postupy
Skasania podl'a Zmeneného protokolu sa
po schvileni kontrolnym organom
zariadenia (Institutional Review Board,
IRB)/etickou komisiou (Ethics Committee,
EC) vykonaju v suméach uvedenych nizsie,

VZHLADOM NA TO a s prihliadnutim
na vzajomné prisl'uby a dohovory vytycené
v tomto dodatku a ostatné hodnotné a
cenné hladiskd, ktorych prijatic a
dostato¢nost’ sa tymto potvrdzuju, sa
zmluvné strany dohodli na zmene Zmluvy
takymto spésobom:

1. Nazov Protokolu v predslove sa
meni takto:

..Randomizované, dvojito  zaslepené,
placebom kontrolované klinické skusanie
na hodnotenie u€innosti a bezpe¢nosti
NBI-1065845 ako pridavnej terapie u
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2 Exhibit A, Budget and Payment
Schedule, section C Budget table: the
budget table is removed completely and

replaced by the following:

dospelych s vel'kou depresivnou poruchou
(MDD)*

2.Priloha A, Rozpocet a rozpis platieb,
odsek C Rozpoctova tabul’ka: tabulka s
rozpoétom sa zruSuje a nahradza sa
nasledovnou tabul’kou:

Visit Amount | Subject Payments
including reimburse | Payments assigned to PI
overhead in € ment assigned to | B.Motovsky,
currency assigned | travel and STM MD, PhD in €
to Institution/ | meal in € [ M.Kuzmiak | currency Platba
aisiiks: o Suma za navstevu | currecy/ ,MDin€ pre hlavného
Visit/Naviteva vratane Néhrady currency skusajuceho
prevadzkovych subjektu | Platba pre v mene €
nakladov v mene | cestovné | ¢lena timu
€ pre | astravné v mene €
Zdravotnicke v mene €
zariadenie
VCT check/
Kontrola databazy
(Verified Clinical i
Trials, VCT) |
SV/ Navsteva
pracoviska  (Site | 325.50
visit, SV) £
D1/D1 366.90 ]
D7/D7 155.70 |
D14 VV/ D14
Virtualna navsteva | 106.80
(Virtual visit, VV) N
D28/ D28 329.70 _
D42 VV/ D42
Virtualna navsteva | 106.80
(Virtual visit, VV) |
DS6/ET/
D56/Koniec liecby
(End of treatment, 200
ET) B
SFU vv/
Kratkodobé
sledovanie (Short- | 117.90
term  follow-up,
SFU) VV |
Total/ Spolu 1,876.80
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| |

*UV not included in total amount. UV can
occure more than once.

In case D14, D42 and SFU cannot be
performed virtually, the Study Subject can
come to the Site for a Site Visit (SV). SF CV
would also be applicable for Study Subjects
whose D56 safety/tolerability assessments
yielded abnormal clinically significant results.

The following amounts apply:

* UV nie je zahrnuta v celkovej sume.
UV sa méze uskutoCnit’ viackrat.

Ak D14, D42 a SFU nie je mozZné
realizovat’ virtualne, Ugastnik
skiisania moze prist na Pracovisko na
Navstevu na  pracovisku  (SV).
Kontrolnd navsteva pri neuspeSnom
skriningu (Screen failure control visit,
SF CV) sa tyka aj Ucastnikov
skusania, ktorych hodnotenie
bezpeénosti/znasanlivosti v D356
viedlo k neprimeranym, klinicky

vyznamnym  vysledkom.  Platia
nasledujuce sumy:
Visit ~ Amount
including -
overhead (in € SlJ:b_]Ect Pa){mer:;s t Payme:ilt;s
reimbursem | assigne o | assigned to
Zg;g;g) o |ent  travel | STM PI
Yistitition/ and meal in M.Kuzr_niak, B.Motovsk.y,
Visit/Navsteva Suma za | € . currecy/ | MD  in € | MD, PhD in
bbbt Nahrady currency € currency
prevadzkovych subjektu Platba  pre | Platba pre
skleladio v nichs cestovné ¢lena  timu hlavného
€ pre | @ stravné v mene € skusajuaceho
Zdravatiitoke v mene € v mene €
zaridenie
Unscheduled Visit /
Neplanovana 70.50
navsteva |
Day 14 Control Visit
(D14 CVT‘) / F)evn 14 118.50
Kontrolna navsteva
(D14 CV*) N
Day 42 Control Visit
(D42 CV*) / Den 42
Kontrolna navsteva L1830
(D42 CV*) ]
Safety  Follow-Up
(SFU Cv**) /
Sledovanie 129.60
bezpecnosti  (SFU
CV*¥)
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3.Exhibit A, Budget and Payment Schedule, 3.Priloha A, Rozpocet a rozpis platieb,

section H. Conditional Procedures removed odsek H.Podmieneéné postupy sa

completely and replaced by the following: zruSuje a nahradza sa nasledovnou
tabul'kou:

Conditional
procedures/Podmiene¢né

procediry

Payment
assigned to
Institution in €
currency
Platba pre
Zdravotnicke
zarladenie v
mene €

Payments
assigned to
STM
M.Kuzmiak,
MD in €
currency
Platba pre
¢lena timu
v mene €

Payments
assigned to PI
B.Motovsky,
MD, PhD in €

currency

Platba pre

hlavného

skusajiiceho

v mene €

Pharmacogenomic informed
consent

Farmakogeneticky
informovany sthlas

9.60

Complete physical examination
includes: A comprehensive
medical history; A
comprehensive physical
examination; one set of vital
signs; weight; height at
screening - for follow-up of
abnormal findings if needed
and unscheduled visit
Kompletné fyzické vyvsetrenie
zahtiiaa: komplexnt
anamnézu; komplexné fyzické
vySetrenie: jeden subor
vitalnych znakov; hmotnost’:
vyska pri skriningu - na
sledovanie abnormalnych
nalezov v pripade potreby a

53.40
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Lab handling and/or shipping
of specimen(s) to central
laboratory, simple Manipulacia
v laboratériu a/alebo odoslanie
vzorky (vzoriek) do
centralneho laboratoria

4.20

Urine collection for local
(urine drug screen) and central
laboratory (urinalysis, urine
drug screen, urine pregnancy if
applicable) - for repeat analysis
and unscheduled visit

Odber mocu na miestne
(skrining liekov v moci) a
centralne laboratorium
(analyza mocu, skrining liekov
v moci, tehotenstvo v mo¢i, ak
je to vhodné) — na opakovanu
analyzu a neplanovanu
navstevu

Drug screen (local lab) - for
repeat analysis and
unscheduled visit

Skrining liekov (miestne 13.80
laboratdrium) — pre opakovanu
analyzu a neplanovanu
navstevu

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

4.20

Alkohol (etanol); dych - na el

opakovany rozbor a

neplanovanu navstevu i
Saliva collection - for drug

screen for patients with little or 9.60

no urine
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Odber slin — na vySetrenie
lieckov u pacientov s malym
alebo Ziadnym mocom

Psychiatric diagnostic
evaluation with medical
services - in case of treatment-
emergent suicidal behavior or
clinically significant suicidal
ideation

Psychiatrické diagnostické
hodnotenie s lekarskymi
sluzbami - v pripade
samovrazedného spravania
alebo klinicky vyznamnych
samovrazednych myslienok

38.40

Dry Ice - Per Sample - for
shipment of PK samples to
central laboratory

Suchy l'ad — na vzorku — na
odoslanie vzoriek PK do
centralneho laboratoria

9.60

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

11.10

Re-consent, Informed consent
performed again with the same
patient

Opitovny suhlas, informovany
suhlas vykonany znova s
rovnakym pacientom

11.40

Serious adverse events (SAE)
Zavazné neziaduce ucinky
(SAE)

20.70

Description of other Conditional Procedures

is modified (new/changed wording in blue):

Opis dalSich Podmienecnych postupov
je upraveny (nové/zmenené znenie v
modrej farbe):
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Conditional Procedures/
Podmieneéné postupy

Payment
assigned
Institution

to

in €

currency Platba

pre
Zdravotnicke
zariadenie
mene €

Vv

Payments
assigned to
ST™M
M.Kuzmiak,
MD in €
currency Platba
pre c¢lena timu
v mene €

Payments
assigned to PI
B.Motovsky,
MD, PhD in €

currency Platba
pre hlavného
skasajuceho

v mene €

Triplicate 12 Lead ECG:
Includes tracing, interpretation
and report - for follow-up of
abnormal findings if needed
and unscheduled visit and/or
for safety and tolerability if
needed /Trojnasobny  12-
zvodovy  elektrokardiogram
(EKG): Zahfia sledovanie,
interpretdciu a spravu — na
kontrolu neprimeranych
nalezov, ak je to potrebné, a v
pripade neplanovanej navstevy
a/alebo na ucely bezpec¢nosti a
znalanlivosti, ak je to
potrebné

32.70

Vital signs - for follow-up of
abnormal findings if needed
and unscheduled visit and/or
for safety and tolerability if
needed /Vitalne funkcie — na
kontrolu neprimeranych
nalezov, ak je to potrebné, a v
pripade neplanovanej navstevy
a/alebo na ucely bezpeénosti a
znasSanlivesti, ak je to
potrebné

15.60

Blood draw, phlebotomy,
routine  venipuncture  for
collection of specimen(s) for
central (hematology, clinical
chemistry, TSH, free T4 if
applicable, HbAlc, serelogy,
serum pregnancy test if
applicable, FSH if applicable,
coagulation if applicable,
pharmacogenomics if

5.70
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applicable) laboratory simple:
Includes preparation of
specimen - for repeat analysis
and unscheduled visit/Odber
krvi, flebotomia, bezna punkcia
zily na odber vzorky/vzoriek na
ucely vysetrenia v centralnom
laboratoriu (hematologia,
klinickd  chémia, hormodn
stimulujtci Stitnu zlazu (TSH),
volny tyroxin (T4), ak sa
uplatiiuje, glykovany
hemoglobin (HbAlc),
sérolégia—tehotensky test zo
séra, ak sa uplatiuje, folikuly
stimulujuci hormon (FSH), ak
sa uplatiiuje,
farmakogenomika, ak  sa
uplatiiuje): Zahrna pripravu
vzorky — na opakovany rozbor
a pri neplanovane| navsteve

4 Exhibit A, Budget and Payment 4.Priloha A, Rozpocet a rozpis platieb,
Schedule, new section N. Site Costs, the novy odsek N. Naklady pracoviska

following new items are added: skusania — dopinaji sa nasledujuce nové
polozky:
N. Site Costs/ N. Naklady pracoviska
skuSania
Payments Payments assigned to
assigned to PI B.Motovsky, MD,
Payment assigned STM PhD in € currency
to Institution in € M.Kuzmiak, Platba pre hlavného
currency Platba MD in € skusajiceho v mene €
Site Costs pre Zdravotnicke | currency Platba
Naklady zariadenie v mene | pre ¢lena timu
pracoviska € v mene €
Pharmacy: Set-
Up F‘ee Poplatok 1215
za zriadenie
lakdrne 2
Pharmacy:
Close-Out Fee
Poplatok za 369
uzatvorenie
lekarne |
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Pharmacy:
Storage Costs
(NBI-
1065845/Placebo)
Poplatok lekarni
za skladovanie

446

Document
Storage,
Archiving Total
Cost

Poplatok za
uskladnenie a
archivaciu
zdznamov
skisania

1,050

Study Close out:
including all
activities related
to closing out
the site
Poplatok za
uzatvorenie
pracoviska
skusania

314.70

Subject
Identification
Activities (hourly
rate, invoiced
based on work
performed;
includes chart
reviews and pre-
screening) - max.
40 hours per site
NAKLADY ZA
CINNOST
IDENTIFIKACIE
SUBJEKTU
SKUSANIA

11.10

Additional Pass
Through  Costs
(up to)
DODATOCNE
PREUKAZANE
NAKLADY (do
sumy)

757.20
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Physician — Per
Hour - study-
specific training
(e.g. scales,
EDC), max. 5
hours per site
Tréning LEKAR

za hodinu max 5 |

hodin na
pracovisko

29.70

Study
Coordinator — Per
Hour - study-
specific training
(e.g. scales,
EDC), max. 5
hours per site
SKOLENIE -
KOORDINATOR
SKUSANIA

za hodinu max 5
hodin na
pracovisko

11.10
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PHARMACY SET-UP FEE

A one-time, non-refundable payment will
be paid in the amount in accordance with
table above to cover Pharmacy start-
up/set-up activities upon completion and
receipt by IQVIA of all contractual and
regulatory documentation and receipt of
invoice.

PHARMACY CLOSE-OUT FEE

A one-time, non-refundable Pharmacy
Close-out payment will be made at the end
of the Study upon receipt of invoice at a
cost in accordance table above.
PHARMACY STORAGE FEE

A one-time, non-refundable Pharmacy
Storage payment will be made at the end of

ZRIADENIE LEKARNE

Jednorazova nevratna platba bude
zaplatena vo vyske podla tabulky na
pokrytie  Cinnosti  suvisiacich  so
spustenim/nastavenim lekarne po
dokonéeni a prijati vSetkych zmluvnych a
regulatnych predpisov  spolo¢nostou
IQVIA dokumentéciou a prijati faktiry.

POPLATOK ZA  UZATVORENIE
LEKARNE

Jednorazova, nevratna platba za uzavretie
lekarne sa uskuto¢ni na konci $tadie po
prijati faktiry v cene podla tabulky.

POPLATOK LEKARNE g
SKLADOVANIE
Jednorazova, nevratna platba za

uskladnenie v lekarni sa uskuto¢ni na
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the Study upon receipt of invoice at a cost
of in accordance table above.

RECORD STORAGE FEE/ARCHIVING
FEE

A one time record storage payment in
accordance table above, 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 in accordance with table
above 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 in accordance with
table above 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
COSTS

Payee will be reimbursed for additional
Study related expenses which may include
ancillary supplies and shipping charges.
Reimbursement will be made upon receipt
of invoice with supporting documentation

PASS  THROUGH

konci $tadie po prijati faktiry v cene
podla tabulky.

REGISTRACNY POPLATOK
SKLADOVANIA/POPLATOK
ARCHIVOVANIA

Jednorazova platba za ulozenie zdznamu
v sume podla tabulky bude vykonana po
prijati faktiry a nie je zahmutd v
prilozenom rozpocte na konci stadie. V
sulade s poziadavkami  protokolu
zadavatela Stadie bude zdravotnicke
zariadenie uchovavat' vietky zaznamy
Stidie na bezpecnom a zabezpetenom
mieste, aby sa v pripade potreby umoZznilo
I'ahké a véasné vyhladanie.

POPLATOK ZA uzatvorenie pracoviska
skisania

Jednorazovd, nenavratnd platba za
ukoncenie $tudie vo vyske podla tabulky
sa uskutoéni po dokonc¢eni a schvaleni
akejkol'vek zostavajucej dokumentacie s
udajmi (vyplnenie zadavania udajov a
vydané objasnenia Udajov) a regulaCnej

dokumentacie a po prijati faktiry
spolo¢nostou IQVIA, po ukonéeni
skusania.

NAKLADY ZA CINNOST
IDENTIFIKACIE SUBJEKTU
SKUSANIA

Prijemcovi platby budi preplatené za
aktivity spojené s identifikaciou subjektov
studie vo vyske podla tabul'ky za hodinu;
maximalne do Styridsiatich (40) hodin s
preplatitelnou  faktirou na zéklade
vykonanej  prace.  Faktiry  musia
obsahovat’ pocet odpracovanych hodin a
datum, kedy boli Sluzby poskytnuté.

DODATOCNE PREUKAZANE
NAKLADY
Prijemcovi budi uhradené dodatocné

vydavky suvisiace so Studiou, ktoré mozu
zahriat” doplnkové ¢innosti a poplatky za
dopravu. Uhrada sa uskuto&ni po prijati
faktiry s podpornou dokumentaciou a po
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and prior Study Sponsor approval. The
maximum amount reimbursable to Payee
for additional pass through costs shall be in
amount in accordance with table above.

TRAINING - PHYSICIAN

A one-time, non-refundable payment in
accordance with table above 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. Invoices must include the number
of hours incurred and the date on which the
training was performed.

TRAINING - STUDY COORDINATOR

A one-time. non-refundable payment in
accordance with table per hour, up to a
maximum_of five (5) hours. for Study

specific _training provided to the Study
Coordinator, including on use of scales and

EDC shall be made upon receipt of invoice
by IQVIA. Invoices must include the
number of hours incurred and the date on
which the training was performed.
“Protocol Amendment Administration
Fee*

A Protocol Amendment Administration
Fee of will be made upon receipt of invoice
in the event of a Study Sponsor driven
Protocol amendment. Invoice must include
the protocol amendment date.

Budget/Contract Amendment Fee

A Budget/Contract Amendment Fee of
will be made upon receipt of invoice in the
event of a Budget and Contract
Amendment due to a Study Sponsor driven
Protocol amendment. Invoice must include
the Contract amendment number and date.

Study Staff Re-Training Fee

predchadzajucom suhlase zadéavatela
Studie. Maximalna suma, ktort je mozné
uhradit’ prijemcovi platby za dodato¢né
naklady je uvedena v tabulke vyssie.

Tréning LEKAR

Jednorazova, nenavratna platba vo vyske
podla tabulky za hodinu, maximalne pit
(5) hodin, za S3kolenie 3pecifické pre
studium poskytované lekarovi, vratane
pouzivania vah a EDC, sa uskuto¢ni po
prijati faktiry spolo¢nostou IQVIA.
Faktiry = musia  obsahovat  pocet
odpracovanych hodin a daitum vykonania
Skolenia.
SKOLENIE -
SKUSANIA
Jednorazova, nenavratna platba vo vyske
podla tabul'ky za hodinu, maximalne pat
(5) hodin, za S3kolenie S3pecifické pre
Studium  poskytnuté  koordinatorovi
Studie, vratane pouZzivania vah a vychovy
k demokratickému obcianstvu prijatie
faktiry spolo¢nostou IQVIA. Faktury
musia obsahovat’ pocet odpracovanych
hodin a datum vykonania 8kolenia.
.~Administrativny poplatok pri zmene
Protokolu*

Administrativny poplatok pri zmene
Protokolu vo vyske bude uhradeny po
prijati faktiry, ak k zmene Protokolu
dojde z iniciativy Zadavatel'a skisania.
Na fakture musi byt uvedeny datum
Dodatku k Protokolu.

KOORDINATOR

Poplatok za zmenu Rozpoctu/Zmluvy
Poplatok za zmenu Rozpoétu/Zmluvy vo
vyske bude uhradeny po prijati faktary v
pripade zmeny Rozpoctu a Zmluvy kvoli
zmene Protokolu z iniciativy Zadavatel'a
skusania. Na faktire musi byt uvedené
¢islo dodatku k Zmluve a datum.

Poplatok za preskolenie Pracovnikov
skasania
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Should Re-training of the Study Staff be
needed, a Re-training fee of per hour up
to a maximum of five (5) hours will be
reimbursed to the Payee upon receipt of
invoice. Invoice should include the date of
the Study Staff re-training and number of
hours spent on the training.

Excessive Queries

A fee of per query will be paid to cover
Site’s additional efforst related to VeraSci
excessive queries resolution upon receipt
of an invoice. Invoice should include date
of query and Study Subject number. This
fee is not payable where additional queries
are the result of reasonable concerns
regarding Site’s data quality. This
additional payment to be agreed prior
between Study Sponsor, IQVIA and the
Institution, to ensure excessive queries
criteria are met.

Data Query and Resolution

A fee of per hour, up to a maximum of
five (5) hours, will be paid for data queries
and resolution upon receipt of an invoice.
Invoice should include the number of
hours. This fee is not payable where
additional queries are the result of
reasonable concerns regarding Site’s data
quality.”

All terms and conditions of the Agreement
not expressly amended by this Amendment
remain in full force and effect. Any
capitalized terms used herein, which are
not defined shall have the meanings
ascribed to such terms in the Agreement.

Ak  bude potrebné preskolenie
Pracovnikov skua3ania, platcovi bude po
prijati faktiry vrateny Poplatok za
preskolenie vo vyske na hodinu do
maximalneho poétu pit’ (5) hodin. Na
faktire musi byt uvedeny datum
preSkolenia Pracovnikov sktiSania a pocet
hodin stravenych na skoleni.

Nadmerny pocet otazok

Poplatok vo vy3ke za otiazku bude
uhradeny po prijati faktiry ako odmena za
nadmerné usilie Pracoviska suvisiace s
nadmernym poétom otazok spolocnosti
VeraSci. Na faktire by mal byt uvedeny
datum otazky a &islo Ugastnika skuisania.
Tento poplatok nie je splatny, ked su
dodatoéné otazky dosledkom
odévodnenych obav tykajucich sa kvality
dat Pracoviska. Na tejto dodato¢nej platbe
sa vopred dohodnu Zadavatel' skusania,
spolo¢nost IQVIA a Zariadenie, aby sa
zabezpecilo splnenie kritérii tykajtcich sa
nadmernych otazok.

Otazky na data a ich rieSenie

Za otazKy na data a ich rieenie bude po
prijati faktury uhradeny poplatok vo
vySke hodinu do maximalneho poctu
piat’ (5) hodin. Na fakture by mal byt
uvedeny pocet hodin. Tento poplatok nie
je splatny, ked st dodatoéné otazky
dosledkom oddévodnenych obav
tykajucich sa kvality dat Pracoviska.”

Vsetky podmienky Zmluvy, ktoré nie si
vyslovne zmenené tymto Dodatkom,
zostavaju v plnej platnosti a G¢innosti.
Pojmy uvedené v tomto Dodatku s vel'kym
zaCiatoénym pismenom, ktoré nie su
definované, maji vyznam, ktory im bol
priradeny v Zmluve.
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IN  WITNESS = WHEREOF, this NA DOKAZ TOHO zmluvné strany
Amendment has been executed by the podpisali tento Dodatok prostrednictvom
parties hereto through their duly authorized svojich riadne splnomocnenych zastupcov
officers to be effective as of the Effective a dodatok nadobuda w&innost Diiom
Date. ucinnosti.

ACKNOWLEDGED AND AGREED BY NEUROCRINE BIOSCIENCES,
INC/REPRESENTED BY IQVIA RDS SLOVAKIA, S.R.O.

POTVRDENE A SCHVALENE SPOLOCNOSTOU NEUROCRINE BIOSCIENCES,
INC. ZASTUPENEHO SPOLOCNOSTOU IQVIA RDS SLOVAKIA, S.R.O.

By/ Podpisal: \}M\'\ (A~ \WaenNeps'y/
Title/ Funkcia: AN GSA

Signature/ Podpis: _

Date/ Datum:

g
ACKNOWLEDGED AND AGREED BY IQVIA RDS SLOVAKIA, S.R.O./
POTVRDENE A SCHVALENE SPOLOCNOSTOU IQVIA RDS SLOVAKIA, S.R.O.

By/ Podpisal: J,&&w% \Wi e T ROV’

Title/ Funkecia: AN Esi-
Signature/ Podpis: _ v
Date/ Datum:

U

ACKNOWLEDGED AND AGREED BY INSTITUTION/ POTVRDENE A
SCHVALENE ZDRAVOTNIGKYM ZARIADENIM:

By/Podpisal:

Title (must be authorized to/sign on Ingtitution's behalf)/ Funkcia (musi mat opravnenie
podpisovat’ sa v mene Zarigdenia):

i
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Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/
PRECITANE A SCHVALENE SKUSAJUCIM LEKAROM:

Name/ Meno: pr‘ AMQ/?V MO?DVSK‘{
Signature/ Podpis: % ?W/ &W 1/ 2’6

Date/ Datum:
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