Kh1/2021/7034/La

CLINICAL TRIAL AGREEMENT SMLOUVA O KLINICKEM HODNOCEN{
This Clinical Trial Agreement (“Agreement”) effective as
of the date of its publication according to Act No.
340/2015 Coll., on Special Terms for Effectiveness of
Some Contracts, Publishing of such Contracts in the
Register of Contracts and for the Register of Contracts
(Act on Register of Contracts) (“Effective Date”) is made

Tato smlouva o klinickém hodnoceni (,,Smlouva™) u¢inna
k datu jejiho uvefejnéni v registru smluv dle zakona ¢&.
340/2015 Sb., o zvlastnich podminkach ucCinnosti
nékterych smluv, uvefejiiovani téchto smluv a o registru
smluv (zakon o registru smluv) (dale ,,Datum uéinnosti”)
a je uzavirana mezi nasledujicimi stranami:

by and among:

Fakultni nemocnice u sv. Anny v Brné, having a
place of business at Pekaiska 664/53, 656 91 Brno,
Czech Republic, Identification number; 00159816, Tax
identification number: CZ00159816, represented by
Ing. Vlastimil Vajdak, Director (“Institution”), and

_ Czech Republic

(“Investigator”), and

IQVIA RDS Czech Republic s.r.o., having a place of
business at Pernerova 691/42, 186 00 Praha 8 - Karlin,
Czech Republic, Identification number: 24768651, Tax
identification number: CZ24768651, represented by
Ing. Eva Falbrova, Managing Director (“IQVIA”); and

Neurocrine  Biosciences, Inc., a Delaware
corporation, having a place of business at 12780 El
Camino Real San Diego, CA 92130 United States, Tax
identification number: 33-0525145, represented by

,  Vice  President, Clinical
Operations (“Study Sponsor”).

Fakultni nemocnice u sv. Anny v Brné, se sidlem
Pekaiska 664/53, 656 91 Brno, Ceska republika,
Identifikacni ¢islo: 00159816, Danové identifika¢ni
¢islo: CZ00159816, zastoupena Ing. Vlastimilem
Vajdékem, feditelem (,,Instituce™), a

- Ceska republika (,,ZkousSejici

16kai”), a

IQVIA RDS Czech Republic s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin, Ceska
republika, Identifika¢ni ¢islo: 24768651, Danové
identifikacni ¢islo: CZ24768651, zastoupena Ing. Evou
Falbrovou, jednatelkou (,,IQVIA%); a

Neurocrine Biosciences, Inc., Delawarska spole¢nost,
se sidlem 12780 EI Camino Real San Diego, CA 92130
United States, Dariové identifika¢ni ¢islo: 33-0525145,
zastoupeny || . Vice President,
Clinical ~ Operations  (,,Zadavatel  klinického
hodnoceni”).

Protocol
Number:

NBI-921352-F0S2021

Cislo Protokolu:

NBI-921352-F0S2021

Protocol Title:

A Phase 2 Randomized, Double-
Blind, Placebo-Controlled, Dose-
Finding Study to Investigate
Safety, Tolerability,
Pharmacokinetics, and Efficacy of
NBI-921352 as Adjunctive
Therapy in Adult Subjects with
Focal Onset Seizures (FOS)

Nazev Protokolu:

Randomizované, dvojité zaslepené,
placebem kontrolované klinické
hodnoceni faze 2 ke stanoveni
davky, zkoumajici  bezpecnost,
snasenlivost, farmakokinetiku a
ucinnost pripravku NBI-921352
jako doplnkové lécby u dospélych
pacientit se zdachvaty s fokalnim
nastupem (FOS)

Zadavatel
Study Sponsor: Neurocrine Biosciences, Inc. klinického Neurocrine Biosciences, Inc.
hodnoceni:
Stat, ve kterém
Country where ma sidlo Centrum
g;a(ljsucting Czech Republic ll::)l:il:lc(:(czl:;, Které Ceskd republika
Study provadi Klinické
hodnoceni

Location where

Neurologicka klinika, which is a

Misto, kde bude

I. neurologicka klinika, kterd je
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uziv
Psací stroj
Khl/2021/034/La


the study will be | division/part of the Institution provadéno soudcdsti/oddeélenim Instituce
conducted: Klinické
hodnoceni:
CEC: MEK:
Etickad komise Eticka komise
Fakultni nemocnice Motol Fakultni nemocnice Motol
V uvalu 84 V uvalu 84
150 06 Praha 5 — Motol 150 06 Praha 5 — Motol
LEC: MEK /| EK |/ LEK:
ECMT /EC/RA | Etickd komise Fakultni nemocnice SUKL Eticka komise Fakultni nemocnice
usv. Anny v Brné, Pekarska 53, usv. Anny v Brné, Pekarska 53,
656 91 Brno, Czech Republic 656 91 Brno, Ceska republika
RA: SUKL:
Statni ustav pro kontrolu [éciv, Statni ustav pro kontrolu [éciv,
Srobdrova 48, 100 41 Praha 10, Srobdrova 48, 100 41 Praha 10,
Czech Republic Ceskd republika
RECITALS: UVODNI CAST:

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

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

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

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

1.DEFINITIONS

The following additional definitions shall apply to this
Agreement:

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

1.2 “Applicable Laws” means applicable state and local

VZHLEDEM K TOMU, Ze Instituce a Zkousejici 1ékat,
ktery je zaméstnancem Instituce, maji zkuSenosti
S provadénim klinickych hodnoceni s lidskymi ucastniky
ajsou ochotni provadét Klinické hodnoceni v souladu
s podminkami této Smlouvy a Protokolu (jak je definovan
nize),

VZHLEDEM K TOMU, Ze multicentrické Kklinické
hodnoceni, jak je definovano nize, financuje Zadavatel
klinického hodnoceni v souvislosti s komerénim vyvojem
Hodnoceného ptipravku, a

VZHLEDEM K TOMU, Ze Zadavatel klinického
hodnoceni uzaviel Smlouvu se spolecnosti IQVIA jako
Snezavislym dodavatelem, vniz ji povéfil, aby
Vv zalezitostech fizeni Klinického hodnoceni,
napf. sjednani této Smlouvy nebo hrazeni nize popsanych
Castek, jednala jeho jménem, a

NYNi S OHLEDEM NA SHORA UVEDENE, bylo jako
protiplnéni za vzajemné zavazky a piisliby uvedené v této
Smlouve, jejichz dostate¢nost je timto potvrzena, dohodnuto
nasledujici:

1. DEFINICE

Ve Smlouvé jsou pouzity nasledujici smluvni

definice:

1.1 ,,Smlouva“ ma vyznam stanoveny v uvodnich
ustanovenich této Smlouvy.

1.2 ,Platnymi pravnimi predpisy” se rozuméji
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laws, rules, regulations, orders and guidances relevant to
the conduct of the Study in the Czech Republic.

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, directly or
indirectly derived from such samples.

1.4“Budget” means the budget set forth in Exhibit 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.

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

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

1.8 “EC” means Ethics Committees and refers to jointly
LEC and ECMT.

1.9 “ECMT” means Ethics Committee for Multicentric
Trials.

1.10 “Effective Date” has the meaning set forth in the
preamble of this Agreement.

1.11 “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

platné statni a mistni zakony, pravidla, ptedpisy,
nafizeni a smérnice, které se vztahuji k provadéni
Klinického hodnoceni v Ceské republice.

1.3 ,Biologickymi vzorky“ se rozuméji vzorky krve,
tekutin a/nebo tkani odebirané Subjektim klinického
hodnoceni podle Protokolu a dalsi hmotné materialy,
napf. organické molekuly, viry, bakterie ziskané
ptimo ¢i nepiimo z takovych vzorku.

1.4 ,Rozpoftem* se rozumi rozpocet uvedeny
Vv piiloze A této Smlouvy.

1.5 ,Formulifem pro ziaznamy o subjektech
hodnoceni (Case Report Form) nebo CRF* se
rozumi formuléf pro zaznamy o Subjektech hodnoceni
(v listinné ¢i elektronické podob¢€) a bude pouzivan
Centrem klinického hodnoceni za i€elem zdznamu
veskerych informaci pozadovanych Protokolem, které
podléhaji oznamovani Zadavateli ve vztahu ke
kazdému Subjektu klinického hodnoceni.

1.6 ,Narok" ma vyznam stanoveny v ¢lanku 9.1 této
Smiouvy.

1.7 ,,Davérnymi informacemi® se rozuméji veskeré
neveifejné informace nalezejici Zadavateli klinického
hodnoceni zahrnujici mj. (i) veskeré informace, jez
byly Instituci, Zkousejicimu 1ékaii nebo ¢lentim
Studijniho tymu sdéleny Zadavatelem klinického
hodnoceni ¢i jeho jménem, mj. spole¢nosti IQVIA,
zejména technické informace vztahujicich se
k Hodnocenému piipravku, veskeré Existujici dusevni
vlastnictvi ~ Zadavatele  klinického  hodnoceni
a Protokol Klinického hodnoceni, (ii) informace
onaboru do Klinického hodnoceni, informace
0 aktudlnim stavu Klinického hodnoceni, komunikace
S kontrolnimi Ufady, informace o aktudlnimu stavu
registrace Hodnoceného ptipravku a (iii) Studijni data
a Vynalezy.

1.8 ,EK* se rozumi etickd komise, ato lokalni
i multicentricka eticka komise spole¢né.

19 ,MEK*“ se rozumi etickhi komise pro
multicentricka klinicka hodnoceni.

1.10 ,Datum ucinnosti“ ma vyznam stanoveny
v uvodnich ustanovenich této Smlouvy.

1.11 ,,Zastupcem vefejné moci“ se rozumi jakykoli
ufednik ¢i jakykoli zaméstnanec vladniho uradu ¢i
jakéhokoli ministerstva, rezortu, ufadu ¢i agentury,
nebo zastupce statniho/spravniho tufadu; jakékoli
osoba jednajici v ufedni funkci jménem

NBI-921352-FOS2021_Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA-NBI Global template — 04May2021
Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Neurocrine Biosciences, Inc. / NBI-921352-FOS2021

Fakultni nemocnice u sv. Anny v Brn& / || | | } I 1703
Version / Verze: redacted // 10122021

CONFIDENTIAL / DUVERNE
Page / Strana 3 of / 63



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.

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

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

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

1.15 “Investigational Product” means the Study
Sponsor’s investigational drug, NBI 921352, that is
being tested in the Study.

1.16 "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, entertainment, or hospitality; travel or
payment of expenses; provision of services; purchase of
property or services at inflated prices; assumption or
forgiveness of indebtedness; intangible benefits, such as
enhanced social or business standing (e.g., making
donations to government official’s favored charity);
and/or benefits to third persons related to government
officials (e.g., close family members).

1.17 ,,LEC* means Local Ethics Committee.

1.18 “Medical Records” means the Study Subjects’

statniho/spravniho ufadu ¢i jakéhokoli ministerstva,
ustavu, ufadu ¢i agentury nebo zastupce vladniho
uradu; jakykoli ufednik ¢i zaméstnanec spolecnosti ¢i
podnikatelského subjektu vlastnéného statem, v
diléim ¢i plném rozsahu; jakykoli ufednik ¢i
zaméstnanec mezinarodni organizace vefejného
charakteru jako napf. Svétova banka ¢i Organizace
spojenych narodd; jakykoli ufednik ¢&i jakykoli
zaméstnanec politické strany ¢&i jakakoli osoba
jednajici v ramci ji svéfené pravomoci jménem
politické strany; a/nebo jakykoli kandidat na
politickou funkci; jakykoli 1ékaf, farmaceut ¢i jiny
profesional ve zdravotnictvi, pracujici pro ¢i Vv
jakékoli nemocnici, 1ékarn¢ ¢i jakémkoli jiném
zafizeni zdravotnického typu ve vlastnictvi i
provozovaném statnim/spravnim uradem,
ministerstvem ¢i Ustavem.

1.12 ,Instituce* ma vyznam stanoveny v uvodnich
ustanovenich této Smlouvy.

1.13 ,,Osoby odSkodiiované Vv Instituci“ maji
vyznam stanoveny v ¢lanku 9.1 této Smlouvy.

1.14 ,Vynalezy“ se rozuméji veskeré vynalezy,
objevy, novinky a jakakoli vylepSeni vy$e uvedeného,
které jsou vysledkem provadéni Klinického
hodnoceni, souviseji s nim nebo vznikly pti ném nebo
se tykaji Biologickych vzorkti, Hodnoceného
pripravku nebo Duvérnych informaci.

1.15 ,Hodnocenym piipravkem™ se rozumi
hodnoceny 1é¢ivy piipravek Zadavatele klinického
hodnoceni NBI 921352, ktery je zkouman v tomto
Klinickém hodnoceni.

1.16 ,,Hodnotné véci“ budou vykladany v SirSim
smyslu a mohou tak zejména zahrnovat penézni
Castky, platby ¢i ekvivalenty plateb, jako naptiklad
darkové certifikaty ¢i poukazy; dary ¢i bezplatné
poskytované  vyrobky; pohos$téni, zabavu, ¢&i
pohostinnost; cesty ¢i  proplaceni  nakladu;
poskytovani sluzeb; koupé majetku ¢i sluzeb za
nadhodnocené ¢astky; pievzeti ¢i prominuti splatnych
zavazkl; vyhody nehmotného charakteru, jako
naptiklad zvySené socidlni ¢i podnikatelské postaveni
(napf., poskytovani dar ¢i podpory na dobrocinné
ucely, jez jsou podporovany statnimi/spravnimi
ufady); a/nebo vyhod vici tfetim osobam vztahujici se
k zastupcim vefejné moci (naptf. blizci CElenové

rodiny).
1.17 ,,LEK* se rozumi Lokalni eticka komise.

1.18 ,Zdravotni zidznamy“ se rozumi primarni
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primary original medical records kept by the Institution
on behalf of the Study Subjects, including, without
limitation, treatment entries, x-rays, biopsy reports,
ultrasound photographs and other diagnostic images.

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

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

1.21 ,,Payee* means Institution, and Investigator

1.22 “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.

1.23 “Protocol” means the clinical protocol referenced
above as it may be amended from time to time by the
Study Sponsor and approved by appropriate Ethic
Committee.

1.24 “Site” means Institution, and Investigator.

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

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

1.27 “Study Sponsor” has the meaning set forth in the
preamble of this Agreement.

1.28 “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

zdravotni zaznamy Subjektd klinického hodnoceni
vedené Instituci ve vztahu k Subjektu klinického
hodnoceni, zejména zaznamy o poskytnuté péci,
zaznamy o RTG vySetfenich, protokoly o
provedenych biopsiich, snimky z ultrazvukovych
vySetieni a dalsi snimky diagnostické povahy.

1.19 ,,Multicentrické klinické hodnoceni‘ se rozumi
provadéni Protokolu na v§ech zucastnénych mistech.

1.20 ,Strana“ se rozumi Zadavatel klinického
hodnoceni, IQVIA, Zkousejici 1ékar a Institutce (dale
spole¢né jen jako ,,Strany*).

1.21 ,Prijemce plateb“ se rozumi Instituce a
Zkousejici 1ékaf,

1.22  Existujici duSevni vlastnictvi“ znamena
veskeré vynalezy, objevy, autorska dila a dalsi vyvoj
existujici k Datu u€innosti a veskeré patenty, autorska
prava, prava k obchodnimu tajemstvi, know-how a
dalsi prava dusevniho vlastnictvi k nim.

1.23 ,,Protokol* se rozumi vySe uvedeny klinicky
Protokol, ktery mize byt v prubéhu zménén
Zadavatelem klinického hodnoceni a schvaleny
prislusnou etickou komisi.

1.24 ,Centrum Kklinického hodnoceni® se rozumi
Instituce, a Zkousejici 1ékafr.

1.25 ,Klinické hodnoceni“ znamena provadéni
multicentrického klinického hodnoceni Instituci, které
ma byt provadéno vyhradné v Instituci v souladu s
touto Smlouvou a Protokolem.

1.26 ,Studijni data“ veskera data vytvofend pfi
provadéni Klinického hodnoceni, mimo jiné véetné
CRF, rentgenovych snimkti, MRI nebo jinych typt
Iékaiskych snimkt, EKG, EEG nebo jinych typu
zaznamu ¢i vytiskl, souhrnt tdaji a zprav, které maji
byt dodany Zadavateli klinického hodnoceni podle
Protokolu, a veSkeré zdznamy tykajici se soupisu a
likvidace veskerého Hodnoceného ptipravku.

1.27 ,,Zadavatel klinického hodnoceni* ma vyznam
uvedeny v preamuli této Smlouvy.

1.28 ,,Studijni tym* se rozumi 1ékafsky, technicky,
laboratorni, administrativni a jiny personal, vcetné
dil¢ich vyzkumnych pracovniki a povolenych
poddodavatelti podle ¢lanku 16 ,,Ruzné“, ktery se
podili na provadéni Klinického hodnoceni pod
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Investigator.

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

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

2.CONDUCT OF THE STUDY

2.1 Compliance with Laws, Requlations, 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 Council for Harmonization
of Technical Requirements for Pharmaceuticals for
Human Use (ICH), including Good Clinical Practice
(GCP); and (d) all Applicable Laws, including Act No.
378/2007 Coll., on Pharmaceuticals and on amendments
to some related acts as amended (“Act on
Pharmaceuticals”) and Decree No. 226/2008 Coll., on
good clinical practice and detailed conditions of clinical
trials on medicinal products, as amended, Act No.
372/2011 Coll., on Medical Services and terms and
conditions of performance of such services as amended
(,,Act on Medical Services) or any subsequent
amendments or laws substantially replacing any of the
foregoing. Without limiting the generality of the
foregoing, Institution and Investigator will obtain and
maintain all certifications, authorizations, permits and
licenses required in connection with the conduct of the
Study.

2.2 Informed Consent Form

Investigator shall obtain the prior written informed
consent of each Study Subject prior to any Study
procedures being performed. Site shall use an informed
consent form that has been provided by Study Sponsor
and is in accordance with Applicable Laws and the
requirements of the EC that is responsible for reviewing
the Study.

vedenim Instituce nebo Zkousejiciho 1ékare.

1.30 ,Subjekt Klinického hodnoceni“ znamena
jednotlivec, ktery se ucastni Klinického hodnocenti,
bud’ jakozto ptijemce Hodnoceného piipravku (ve
smyslu nize uvedené definice) nebo jako kontrolni
subjekt. Pro uptesnéni se mezi Subjekty klinického
hodnoceni nepo¢itd Studijni tym.

1.31 , Nepublikované udaje“ ma vyznam uvedeny v
¢lanku 6.3 této Smlouvy.

2. PROVEDENI KLINICKEHO HODNOCENI

2.1 Soulad s Pravnimi predpisy, nafizenimi a
Spravnou klinickou praxi

Centrum  klinického hodnoceni bude Klinické
hodnoceni provadét s nalezitou péci, kvalifikované
avsouladu (a) s Protokolem, (b) stouto Smlouvou,
(c) splatnymi normami Mezinarodni rady pro
harmonizaci technickych pozadavkd pro léciva pro
humannich pouziti (ICH), vcetné zasad spravné
klinické praxe, a(d)se vSemi Platnymi pravnimi
ptedpisy, mj. zakonem ¢. 378/2007 Sb., 0 1é¢ivech a o
zménach nékterych souvisejicich zakonu, v platném
znéni (,,zakon o l1é¢ivech®), a vyhlaskou ¢&. 226/2008
Sb., o spravné klinické praxi a bliz§ich podminkach
klinického hodnoceni 1é¢ivych piipravki, v platném
znéni, zakonem ¢&.372/2011 Sh., o0 zdravotnich
sluzbach a podminkach jejich poskytovani, v platném
znéni (,,zakon o zdravotnich sluzbach*), a ptipadnymi
naslednymi novelizacemi nebo pravnimi piedpisy,
jimiz budou vyse uvedené predpisy v podstatném
rozsahu nahrazeny. Aniz by tim byla omezena
obecnost  pfedchoziho  ustanoveni, Instituce
a Zkousejici 1ékai ziskaji a budou udrzovat v platnosti
veSkera osvédéeni, opravnéni, povoleni a licence
pozadované v souvislosti s provadénim Klinického
hodnoceni.

2.2 Formulaf pisemného informovaného souhlasu

Pred provedenim jakychkoli ukonG v rameci
Klinického hodnoceni ziska Zkousejici 1ékai od
kazdého Subjektu klinického hodnoceni pisemny
informovany souhlas. Centrum klinického hodnoceni
bude pouzivat formulat informovaného souhlasu ve
znéni dodaném Zadavatelem klinického hodnoceni,
ktery je v souladu s pfislusnymi pravnimi piedpisy a
pozadavky EK, ktera je zodpovédnd za posouzeni
Klinického hodnoceni.
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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:

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

after completing the Study; and

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

take measures to prevent accidental or
premature destruction or damage of
Medical Records and Study Data.. Neither
Institution nor Investigator shall destroy or
permit the destruction of any Study Data
without prior written notification to the

2.3 Zdravotni zdznamy a Studijni data

2.3.1 Shromazd’ovani,

uskladnéni a likvidace:

Centrum klinického hodnoceni zajisti promptni, tplné

a presné¢ shromazdovani, zaznamenavani a
klasifika¢ni roztfidéni Zdravotnich zéznamid a
Studijnich dat.

Centrum klinického hodnoceni bude:

vést a skladovat Zdravotni zdznamy a
Studijni data bezpeénym zplusobem s
omezenim fyzického 1 elektronického
pfistupu, dle podminek konkrétniho pfipadu a
s kontrolou prostiedi prislusnou pro konkrétni
typ dat a Gidajti v souladu s Platnymi pravnimi
pfedpisy a technickymi standardy po dobu

od dokonc¢eni Klinického
hodnoceni; a

chranit Zdravotni zdznamy a Studijni data
proti neopravnénému zneuziti, piistupu,
kopirovani ¢i  odhaleni. Bude-li  tak
pozadovano Zadavatelem klinického
hodnoceni ¢i IQVIA, Centrum klinického
hodnoceni predlozi Studijni data za pouziti
elektronického systému pro elektronicky
zaznam dat, ktery bude poskytnuty
Zadavatelem klinického hodnoceni nebo
IQVIA nebo jimi uréenym zastupcem, a to v
souladu s pokyny Zadavatele klinického
hodnoceni pro elektronicky ziznam dat.
Centrum  klinického hodnoceni zabrani
neopravnénému pristupu ke Studijnim datim
zajisténim fyzické bezpecnosti
elektronického systému a dale zajisti, ze
¢lenové Studijniho tymu budou zachovavat
v divérném rezimu jim pfidé€lend ptistupova
hesla. Zkousejici 1ékai souhlasi, Ze shromazdi
veskera  Studijni data  obsazené ve
Zdravotnich zaznamech pted jejich vlozenim
do CRF. Studijni data bude Centrum
klinického hodnoceni zadavat do formulart
CRF do od skute¢nosti, ktera
vedla k vytvofeni takovych Studijnich dat,
napf. kontrolni navstéva Subjektu Klinického
hodnoceni a

pfijme opatieni za Ucelem zabranéni
nahodného ¢i predCasného zniCeni ¢i
poskozeni Zdravotnich zdznamt a Studijnich
dat.  Ani Instituce, ani ZkousSejici lékaft
nezni¢i ¢i nepovoli likvidaci jakychkoli
Studijnich dat bez pfedchoziho pisemného
oznameni zaslaného Zadavateli Klinického
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Study Sponsor.

2.3.2 Ownership. Institution shall retain the ownership
of Medical Records. All Investigational Product
provided to the Institution and all Study Data (except
Medical Records) shall be, are and will, in each case,
remain Study Sponsor's property and Confidential
Information. The Institution and the Investigator hereby
assign, and to the extent such present assignment is not
possible, agree to assign to Study Sponsor all of their
rights, title and interest, including intellectual property
rights in all Confidential Information and any other
Study Data. Study Sponsor shall, without justification to
Institution, have the right to use the Study Data,
including results of the Study, in any manner it desires,
however only in accordance with Applicable Laws and
informed consents of Study Subjects, including, but not
limited to, disclosing the Study Data in any regulatory or
patent filing.

2.3.3 Access, Use, Monitoring and Inspection

Q) Site shall provide 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 ECs in
writing of any deviations from the Protocol.

(i) Site shall provide original or copies of all
original (as the case may be) Study Data to
Study Sponsor and IQVIA 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 and in
accordance with Applicable Laws.

(iii) Site shall in accordance with Applicable
Laws afford regulatory authorities (domestic

hodnoceni.

2.3.2 Vlastnictvi. Instituce si ponechd a ma ve
vyluéném vlastnictvi Zdravotni zaznamy. Veskery
Hodnoceny piipravek dodavany Instituci a veskera
Studijni data (s vyjimkou Zdravotnich zaznamti) jsou
avzdy zistanou vlastnictvim Zadavatele klinického
hodnoceni a Davérnymi informacemi. Instituce a
Zkou$ejici 1ékai timto postupuji, resp. pokud
postoupeni v souc¢asné dobé neni mozné, zavazuji se,
ze postoupi Zadavateli klinického hodnoceni veskera
sva prava, naroky a tituly, véetné prav dusevniho
vlastnictvi k veSkerym Duvérnym informacim a k
jakymkoli jinym Studijnim datim. Zadavatel
Klinického hodnoceni ma pravo pouzivat Studijni
data v¢etné vysledk Klinického hodnoceni, jakkoli
bude chtit, avsak vzdy v souladu s Platnymi pravnimi
predpisy a informovanymi souhlasy Subjektd
klinického hodnoceni, a naptfiklad uvadét Studijni
data ve zpravach pro kontrolni ufady nebo
Vv patentovych piihlaskach, aniz by to musel Instituci
jakkoli zddvodnovat.

2.3.3 Piistup, Pouziti, Monitoring a Kontrola

(i Na Zadost Zadavatele klinického hodnoceni
nebo spolecnosti IQVIA bude Centrum
klinického hodnoceni poskytovat pisemné
zpravy o prubéhu Klinického hodnoceni.
Centrum  klinického  hodnoceni  bude
Zadavatele klinického hodnoceni, spole¢nost
IQVIA a EK neprodlené pisemné¢ informovat
0 ptipadnych odchylkach od Protokolu.

(i)  Centrum klinického hodnoceni poskytne
originaly ¢&i kopie vSech originala (dle
podminek konkrétniho pfipadu) Studijnich dat
Zadavateli klinického hodnoceni a spole¢nosti
IQVIA pro moznost jejich vyuziti Zadavatelem
Klinického hodnoceni. Centrum klinického
hodnoceni umozni Zadavateli a IQVIA a jejich
zastupcim a zmocnénctim odpovidajici piistup
do prostor a zafizeni Centra klinického
hodnoceni, kde je Klinické hodnoceni
provadéno, a k Zdravotnim zaznamim a
Studijnim datlim, aby umoznilo Zadavateli a
IQVIA a jejich zastupcim a zmocnénctim
provedeni monitoringu Klinického hodnoceni
nebo dodrzovani platnych pravnich piedpist
apozadavkii  kontrolnich  tfadt  jinym
zpusobem, a to vsouladu s Pfislusnymi
pravnimi pfedpisy.

(iii)  Centrum  klinického hodnoceni umozni
vsouladu sPlatnymi pravnimi pfedpisy
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(iv)

(v)

(vi)

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.

The Site agrees to cooperate with the
representatives of Study Sponsor and IQVIA
who visit the Site, 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.

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, the 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, any
Confidential Information that is not required
to be disclosed during such inspections.

The Study Sponsor/IQVIA will inform the
Institution itself or through its authorized
representatives through the Department of
Clinical Studies of the planned date of the
initiation and termination visit, audit and the
date of commencement and termination of
patient recruitment via email sent to

. The Study Sponsor
or IQVIA are also obliged to carry out the
above-mentioned  visits during normal
working hours of the Institution after mutual
agreement with the Investigator or an
authorized employee of the Institution. The

(iv)

(v)

(vi)

(tuzemskym i zahrani¢nim) regulatornim
ufadtim pfiméfeny pfistup do prostor a zafizeni
Centra klinického hodnoceni, kde je Klinické
hodnoceni provadéno, a ke Zdravotnim
zaznamim a Studijnim datim, a poskytne
opravnéni ke kopirovani Zdravotnich zdznamt
a Studijnich dat.

Centrum klinického hodnoceni souhlasi, ze
bude spolupracovat se zastupci Zadavatele
Klinického hodnoceni a spole¢nosti IQVIA,
ktefi navstivi Centrum klinického hodnoceni, a
Centrum klinického hodnoceni souhlasi, Ze
zajisti, ze zaméstnanci a zastupci Centra
klinického hodnoceni nebudou klast jakékoli
prekazky ¢i jakkoli jinak vytvaret neptiznivé
pracovni podminky pro takové zastupce.

Centrum Klinického hodnoceni neprodlené
vyrozumi Zadavatele Klinické hodnoceni
a spolecnost IQVIA, a v téze souvislosti
Zadavateli klinického hodnoceni a spole¢nosti
IQVIA poskytne veskeré kopie, o jakékoli
zadosti, korespondenci ¢i komunikaci piijaté ¢i
zaslané jakémukoli statnimu/spravnimu ufadu
¢i regulatorni autorité¢ vztahujici se ke
Klinickému hodnoceni, zejména véetné zadosti
¢i oznameni o kontrole prostor a zafizeni
Centra klinického hodnoceni, kde je Klinické
hodnoceni provadéno. Pokud to nebude
zakdzano  dohlizejicim  stitnim  nebo
kontrolnim ufadem, Centrum klinického
hodnoceni umozni IQVIA a Zadavateli
Klinického hodnoceni, aby se takovych kontrol
zudastnili, a Zadavatel klinického hodnoceni
bude moci posuzovat jakoukoli komunikaci
S pfisluSnym ufadem a vyjadiovat se kni.
Centrum klinického hodnoceni oddéli a nesdéli
Duvérné informace, jejichz sdéleni neni v této
souvislosti vyzadovano béhem takovych
kontrol.

Zadavatel klinického hodnoceni/IQVIA sami
nebo prostfednictvim svych povétenych
zastupci  budou  informovat  Instituci
prostiednictvim Oddéleni klinickych studii o
navstévy, auditu a dale o datu zahijeni a
ukonceni naboru pacientll prostfednictvim
emailu zaslaného na adresu

. Zadavatel klinického
hodnoceni nebo IQVIA jsou dale povinni
provadét vySe uvedené navstévy v bézné
pracovni dobé¢ Instituce po vzijemné domluveé
se Zkousejicim lékafem, piipadné poverenym
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Study Sponsor/IQVIA agrees that, in
addition to the Investigator, another
authorized employee of the Institution will
participate in these visits, if necessary.

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

2.4 Duties of Investigator

2.4.1 Institution and Investigator hereby certify that
Investigator is an employee of Institution. Investigator
shall perform the Study in a professional and competent
manner in accordance with the Protocol and the terms of
this Agreement and with the standard of care reasonably
expected of investigators by sponsors of clinical studies.
In particular, but without limitation, it is the
Investigator’s duty to review and understand the
information in the Investigator’s Brochure. IQVIA or
Study Sponsor will ensure that all required reviews and
approvals by applicable regulatory authorities and ECs
are obtained. The Investigator is responsible prior to
commencement of the Study to ensure that all approvals
by applicable regulatory authorities and ECs have been
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, Site shall
promptly notify Study Sponsor and IQVIA of the facts
supporting such deviation as soon as the facts are known
to Site. Said notification shall be followed by written
confirmation of same within

pracovnikem Instituce. Zadavatel klinického
hodnoceni/IQVIA souhlasi, ze se téchto
navstév bude v pfipade¢ potieby tcastnit krome
Zkousejiciho 1ékate i dalsi poveéfeny pracovnik
Instituce.

2.3.4 Vyuzivani Studijnich dat. Instituce bude mit
nevyhradni pravo pouzivat Studijni data (i) pii
dodrzeni zavazkl zachovani mlcenlivosti
stanovenymi v ¢lanku4  (Dlvérnost  udaji)
v souvislosti s pé¢i o Subjekt Klinického hodnoceni
apro interni potfeby, k vyzkumu nekomeréniho
charakteru a pro vzdélavaci uéely a (ii) pro pfipravu
publikaci v souladu s ¢lankem 6 (Prava na zvefejnéni)
této Smlouvy.

2.4 Povinnosti Zkous$ejiciho 1ékafe

2.4.1 Instituce a ZkousSejici 1ékaf timto potvrzuji, ze
Zkousejici 1ékaf je zaméstnancem Instituce.
Zkousejici 1ékat bude Klinické hodnoceni provadét
odbornym a kompetentnim zplsobem v souladu
s Protokolem apodminkami této Smlouvy a se
standardy péce, které od zkouSejicich pfiméfené
oCekavaji  Zadavatelé  klinickych  hodnoceni.
Konkrétné pak jde zejména ale nejen o povinnost
Zkousejiciho 1ékafe zkontrolovat a porozumét
informacim obsaZzenym v Souboru informaci pro
Zkousejiciho  1ékafe. IQVIA nebo Zadavatel
klinického hodnoceni zajisti, ze budou opatiena
veskera pozadovana kontrolni schvaleni od
prislusnych regulatornich uradti a EK. ZkousSejici
Iékat se zavazuje, Ze pred zahajenim Klinického
hodnoceni ovéri, ze byly ziskany veskeré souhlasy a
povoleni pfislusnych regulatornich uGfadi a EK a
zkontroluje, ze vSechny CRF jsou spravné a Giplné. Na
zadost Zadavatele Kklinického hodnoceni a/nebo
spole¢nosti IQVIA Instituce neprodlené opravi
pfipadné chyby a/nebo opomenuti ve formulafich
CRF a pfeda Zadavateli klinického hodnoceni a/nebo
spolecnosti IQVIA opravené formulaie CRF véetné
pripadnych podkladt k dal§imu ovéfeni.

2.4.2 Pfed zahajenim Klinického hodnoceni je
Centrum klinického hodnoceni povinno se seznamit
s Protokolem a Zadavatele klinického hodnoceni
informovat, pokud nebude moci splnit nckterou
z podminek Protokolu. Pokud budou obecné
pfijimané zasady klinického vyzkumu a lékatrské
praxe tykajici se prospéchu pro Subjekty Klinického
hodnocenti, jejich celkové pohody a jejich bezpecnosti
v dobé plnéni této Smlouvy vyzadovat odchylku od
Protokolu, budou dodrzovany zminéné zasady.
V takovém piipadé musi Centrum klinického
hodnoceni neprodlené¢ informovat Zadavatele
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and shall be fully documented in such Study Subject’s
CRF.

2.4.3 Site agrees to provide prompt advance notice to
Study Sponsor and IQVIA if Investigator will be
terminating its employment relationship in 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 Investigator shall report adverse events and
serious adverse events as directed in the Protocol andin
accordance with Applicable Law The Investigator shall
cooperate with Study Sponsor and IQVIA in their efforts
to follow-up on any adverse events. The Site shall
comply with its LEC reporting obligations.

2.5.2 Study Sponsor will without undue delay report to
the Site any finding that, in Study Sponsor’s sole
judgment, could directly 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 LEC approval to continue the Study.

2.6Use and Return of Investigational Product and
Equipment

2.6.1 Study Sponsor, IQVIA or a duly authorized agent
of Study Sponsor, shall supply Institution or
Investigator, at Study Sponsor’s expenses, Wwith
sufficient amounts of Investigational Product (NBI-
921352) and placebo to perform the Study in accordance
with the Protocol. Investigational Product and placebo

klinického hodnoceni a IQVIA o skute¢nostech, které
takovou odchylku umoziu;ji, jakmile se o nich dozvi.
Po ozndmeni musi do

nasledovat pisemné potvrzeni a to musi byt podrobné
zaznamenano ve formulafi CRF pfislusného Subjektu
Klinické hodnoceni.

2.4.3 Centrum klinického hodnoceni souhlasi, ze zaSle
pfedem promptni oznameni Zadavateli klinického
hodnoceni a IQVIA v pfipadé, ze Zkousejici lékar
ukonéi pracovni pomér v Instituci, nebude delsi dobu
k dispozici ¢i nebude-li Zkousejici 1ékat z jakéhokoli
jiného dtivodu schopen provadét Klinické hodnoceni.
Ustanoveni nového Zkousejiciho 1ékafe bude podléhat
pfedchozimu schvaleni Zadavatele Klinického
hodnoceni a IQVIA. Ptipadny novy Zkousejici 1ékat
musi byt zaméstnancem Instituce. Pokud Zadavatel
klinického hodnoceni nového Zkousejiciho 1ékaie
neschvali, bude moci tuto Smlouvu podle ustanoveni
Clanku 15 (Doba platnosti a ukonéeni platnosti)
vypoveédeét.

2.5 Nezadouci piihody

2.5.1 Zkousejici 1ékat oznami nezadouci ptihody a
zavazné nezadouci piihody v souladu s pozadavky
Protokolu a Platnymi pravnimi piedpisy. Zkousejici
1ékat se zavazuje, Ze bude spolupracovat se
Zadavatelem  klinického  hodnoceni  a IQVIA
v souvislosti s jejich dsilim vynaloZzeném v ramci
kontrolniho procesu ve vztahu k jakékoli nezadouci
prihod¢. Centrum klinického hodnoceni bude jednat v
souladu s oznamovacimi povinnostmi vyzadovanymi
jeho LEK.

2.5.2 Zadavatel Kklinického hodnoceni bez zbyte¢ného
odkladu vyrozumi Centrum klinického hodnoceni
ohledné jakéhokoli zjisténi, jez je podle vyhradniho
usudku Zadavatele Klinického hodnoceni zpusobilé
ovlivnit bezpeénost Subjektu Klinického hodnoceni ¢i
jejich vuli a ochotu pokracovat v ucasti v Klinickém
hodnoceni, mit vliv na provadéni Klinického
hodnoceni, ¢i zménit vydané souhlasné stanovisko
LEK Centra klinického hodnoceni vztahujici se k
pokracovani v Klinickém hodnoceni.

2.6 Pouziti a vraceni Hodnoceného pfipravku a
Vybaveni

2.6.1 Zadavatel klinického hodnoceni, IQVIA ¢&i fadné
opravnény zastupce Zadavatele Klinického hodnoceni
doda Instituci ¢i ZkouSejicimu 1ékafi, na naklady
Zadavatele  klinického  hodnoceni, dostate¢né
mnozstvi Hodnoceného ptipravku (NBI-921352) a
placeba k provadéni Klinického hodnoceni podle
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shall be supplied to the pharmacy of the Institution.

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

2.6.3 Site shall maintain records of the dates and
amounts of Investigational Product received; the dates,
amounts and Study Subjects to whom the Investigational
Product have been dispensed or administered; the dates
and amounts of Investigational Product disposed of or
lost; and the dates and amounts of Investigational
Product being returned. Upon completion or termination
of the Study, the Site shall returnthe Investigational
Product at Study Sponsor’s sole expense.

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

2.6.5 Upon request by Study Sponsor or IQVIA, the Site
shall return any equipment or materials provided by or
on behalf of Study Sponsor for use in the Study (,,Study
Supplies®), unless otherwise agreed in writing by Study
Sponsor and Institution. 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.

Protokolu. Hodnoceny ptipravek a placebo bude
dodano do nemocni¢ni Iékarny Instituce.

2.6.2 Centrum klinického hodnoceni bude pouzivat
Hodnoceny pfipravek poskytnuty v souvislosti s
Klinickym hodnocenim vyhradné pro ucely fadného
dokonéeni Klinického hodnoceni a bude uchovavat
Hodnoceny piipravek dle pokynt Zadavatele
Klinického hodnoceni a v souladu s Platnymi pravnimi
ptedpisy, véetné povinnosti uchovavat nebo skladovat
Hodnoceny piipravek v uzaméeném a zabezpeceném
prostoru, a to po celou pfedmétnou dobu.

2.6.3 Centrum klinického hodnoceni povede zdznamy
0 kalendafnich datech pfijmu a 0 mnozstvi pfijatého
Hodnoceného pfipravku, o kalendarnich datech
vydeje/podani, mnozstvi a Subjektech klinického
hodnoceni, kterym byl Hodnoceny ptipravek vydan
nebo podan, o kalendarnich datech, poskozeni nebo
ztraty a mnoZzstvi poskozeného nebo ztraceného
Hodnoceného pfipravku a o0 kalendéainich datech
vraceni amnozstvi  vraceného  Hodnoceného
pripravku. V navaznosti na dokonceni ¢i ukonceni
Klinického hodnoceni, Centrum klinického hodnoceni
na naklady Zadavatele vrati Hodnoceny ptipravek
Zadavateli.

2.6.4 Instituce a Zkousejici 1ékaf se zavazuji, Ze budou
jednat v souladu s veskerymi Platnymi pravnimi
predpisy upravujicimi nakladani s Hodnocenym
pripravkem ¢i likvidaci Hodnoceného ptipravku a
jakymikoli instrukcemi a pokyny poskytnutymi
Zadavatelem klinického hodnoceni a spole¢nosti
IQVIA, jez nejsou v rozporu s takovymi pravnimi
prepisy, nafizenimi a pravidly.

2.6.5 Na Zzadost Zadavatele Klinického hodnoceni
nebo spoleénosti IQVIA Centrum klinického
hodnoceni wvrati jakékoli vybaveni ¢i materialy
poskytnuté Zadavatelem Klinického hodnoceni nebo
jeho jménem pro jejich pouziti v Klinickém hodnoceni
(dale ,,Materialy ke klinickému hodnoceni*), pokud se
Zadavatel Klinického hodnoceni a Instituce pisemné
nedohodnou jinak. Ptfistup k Materialim ke
klinickému hodnoceni sméji mit pouze osoby, které
budou materidly pouzivat pro ucely Klinického
hodnoceni. Bez pfedchoziho pisemného souhlasu
Zadavatele klinického hodnoceni nesmé&ji byt
Materialy ke Klinickému hodnoceni pouzivany
k jinému ucelu, nez jaky je popsan v Protokolu, ani
pfedavany tieti strané.

STUDY SUPPLIES VYBAVENI KE KLINICKEMU HODNOCENI
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The Institution’s use and disposition of equipment
provided during the term of the Study following its
participation in the Study shall be in strict accordance with
the terms of Section 2.6.5 of the agreement. The following
equipment will be provided to Institution in accordance
with conditions agreed in Section 2.6.5 of the agreement.

List of provided equipment:
e ECG - Welch Allyn, RScribe Lite Devices. The
RScribe Lite Kit, value - $1500.
e Laptops: MAKE: Lenovo, MODEL: V14 IIL-
14’ For the Laptop and Software (RScribe Lite
& ClinSpark Agent), value $1200.

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

The Study Sponsor or IQVIA on behalf of Study Sponsor
undertakes to transport the Study Supplies to the
Institution, install it and put it into operation free of charge
in a condition capable of normal use.

The Study Sponsor or IQVIA shall notify the employee of
the Department of Medical Technology about the delivery
of the Study Supplies (which falls into the scope of
medicinal or laboratory device) at least || I before
the delivery of the device on the phone number
or by e-mail to

. If the Study Supplies is an IT
technology, the Study Sponsor shall notify the employee
of the Informatics Department at least
before the delivery of the Study Supplies on the phone
number

In the event that the Study Supplies is a medical device or
meter, an employee of the Department of Medical
Technology must be present when handing over the Study
Supplies to the Institution, to whom all related documents
will be handed over by the Study Sponsor or IQVIA on
behalf of Study Sponsor (e.g. CE certificate and operating
instructions).

After commissioning, a handover protocol will be drawn
up signed by the Study Sponsor or IQVIA, on behalf of
Study Sponsor, and on behalf of the Center by an
authorized employee of the Department of Medical
Technology or the Informatics Department, depending on
the type of Study Supplies, and a representative of the
workplace for which the Study Supplies is intended.

The Study Sponsor undertake to supply the Study Supplies
with operating instructions in the Czech language and
other documentation required by legal regulations, in
particular the declaration of conformity pursuant to Act

Pouzivani a vyuziti vybaveni poskytnutého Instituci
béhem jeji ucasti v klinického hodnoceni musi byt v
ptisném souladu s podminkami bodu 2.6.5 Smlovy.
Nasledujici vybaveni bude poskytnuto Centru klinického
hodnoceni v souladu s podminkami dohodnutymi v bodé¢
2.6.5 Smlouvy.

Seznam poskytnutého vybaveni:
e EKG - Welch Allyn, RScribe Lite Devices. The
RScribe Lite Kit, cena - $1500.
e Laptop: MAKE: Lenovo, MODEL: V14 IIL-
14’ For the Laptop and Software (RScribe Lite
& ClinSpark Agent), cena $1200.

Mnozstvi a podrobnosti o poskytnutém vybaveni bude
IQVIA ovéfeno a evidovano v centralnim logu.

Zadavatel nebo IQVIA jménem Zadavatele se zavazuje
Vybaveni ve stavu schopném bézného uzivani bezplatné
dopravit Instituci, instalovat jej a uvést do provozu.

Zadavatel nebo IQVIA uvédomi o dodavce Vybaveni,
které je zdravotnickym prostiedkem (patii do skupiny
zdravotnickd nebo laboratorni technika) nebo méfidlem,
pracovnika Odboru zdravotnické techniky alespon
pfed dodanim pfistroje na tel. ¢. tel. ¢.
nebo e-mailem na

V ptipadé¢ Vybaveni, které je IT technologii, uvédomi
Zadavatel o dodavce pracovnika Useku informatiky
alespon

pred dodanim vybaveni na tel. €.

V pfipadé, ze je Vybaveni zdravotnickym prostiedkem
nebo métidlem, pfi pfedani vybaveni Instituci musi byt
pfitomen pracovnik Odboru zdravotnické techniky,
kterému budou ze strany Zadavatele nebo IQVIA jménem
Zadavatele predany veskeré souvisejici dokumenty (napf.
prohlaseni o shod¢, certifikdit CE a navod k obsluze).

Po uvedeni do provozu bude sepsan predavaci protokol
podepsany Zadavatelem nebo IQVIA jménem Zadavatele
a za Instituci opravnénym pracovnikem Odboru
zdravotnické techniky nebo Useku informatiky, podle typu
Vybaveni, a zastupcem pracovisté, pro které je Vybaveni
uréeno.

Zadavatel se zavazuje k Vybaveni dodat ndvod k obsluze
v Ceském jazyce a dal$i dokumentaci, kterou vyzaduji
pravni piedpisy, zejména prohlaseni o shod¢ dle zédkona ¢.
268/2014 Sb., o zdravotnickych prostfedcich, ve znéni
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No. 268/2014 Coll., On Medical Devices, as amended, and
relevant implementing regulations, and if it is not a
completely new device, the up-to-date protocol on the
implementation of BTK within the meaning of the
applicable legislation (proof of valid BTK).

The Study Sponsor undertake to carry out free instruction
of the Study Supplies at the request of the Instiution or if
required by law, and is also obliged to provide at its own
expense all repairs and service of the Study Supplies, its
routine maintenance and necessary spare parts, as well as
all prescribed checks, inspections and revisions of the
Study Supplies.

Costs associated with the replacement of Study Supplies
for reasons of usual wear and tear will be carried out at the
expense of the Study Sponsor.

The Study Sponsor acknowledges that the Institution shall
not be liable for wear and tear, damage, loss or other
misconduct of the Study Subject in the handling of the
Study Supplies provided.

The Study Sponsor shall bear all expenses in connection
with the delivery, installation and return of the Study
Supplies. The Study Sponsor undertakes to ensure the
takeover or removal of the Study Suppliesfrom the
Institution or to ensure its disposal at its own expense, as
soon as possible and appropriate. The Study Sponsor or
IQVIA shall notify the employee of the Department of
Medical Technology about the return of the at least | il
before the return of the device on the phone
or by e-mail to
If the Study Suppliesis an IT
technology, the Study Sponsor shall notify the employee
of the Informatics Department at least |GG
before the return of the equipment on the phone number:
. The return of
the device will be performed at the place of performance
on the basis of a written protocol signed by the Study
Sponsor or IQVIA and on behalf of the Institution by an
authorized employee of the Department of Medical
Technology or the Informatics Department, depending on
the type of Study Supplies.

The Study Sponsor declares and warrants that it has all the
necessary rights to all software that is part of the above-
mentioned Study Suppliesand that the Institution may use
it for the purposes of conducting the Study.

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,

pozdé¢jsich predpist a piislusnych provadécich predpist a
v piipadé, Ze nejde o Gplné novy piistroj, aktualni protokol
o provedeni BTK ve smyslu zdkona (dolozeni platné
BTK).

Zadavatel se zavazuje provést na zadost Instituce, nebo
pokud tak vyzaduji pravni ptedpisy bezplatnou instruktaz
obsluhy Vybaveni a dale je povinen zajistit na vlastni
naklady veskeré opravy a servis Vybaveni, jeho béznou
udrzbu a potfebné nahradni dily, jakoz 1 veskeré
predepsané kontroly, prohlidky a revize Vybaveni.

Naklady spojené s vyménou Vybaveni z béznych diivoda
opotiebeni bude provadét na své naklady Zadavatel.

Zadavatel bere na védomi, Ze Instituce neodpovida za
opotiebeni, poskozeni, ztratu ¢i jiné pochybeni subjektu
Studie pfi manipulaci s poskytnutym vybavenim.

Zadavatel ponese veskeré vydaje v souvislosti s dodanim,
instalaci a vracenim Vybaveni. Zadavatel nebo IQVIA se
zavazuje, Ze zajisti prevzeti ¢i odvoz Vybaveni z Instituce
¢i zajisti jeho likvidaci na své naklady, a to nejdfive jak to
bude mozné a vhodné. Zadavatel uvédomi o vraceni
Vybaveni pracovnika Odboru zdravotnické techniky
pred vracenim vybaveni na tel. ¢.
nebo e-mailem na
Pokud se bude jednat o IT vybaveni,
Zadavatel uvédomi o vriceni vybaveni pracovnika Useku
informatiky alespon pred vracenim na
tel. ¢ nebo e-mailem
. Vraceni Vybaveni bude provedeno
na zakladé pisemného protokolu

v mist¢ plnéni
podepsaného Zadavatelem nebo IQVIA a ze strany
Institucea opravnénym pracovnikem Odboru zdravotnické
techniky nebo Useku informatiky, podle typu Vybaveni, a
zastupcem pracovisté, pro které je Vybaveni uréeno.

Zadavatel prohlasSuje a zarucuje, ze ma k veSkerému
software, ktery je soucasti vySe uvedeného Vybaveni,
veskera potiebnd prava, a Ze jej Instituce mize vyuzivat
pro ucely provadéni Studie.

2.7 Nébor Subjektu klinického hodnoceni

Centru klinického hodnoceni vynalozi veskeré usili,
aby v pfiméfené¢ dobé po zahdjeni Klinického
hodnoceni peclivé zatadilo Subjekty klinického
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Study Sponsor may reconsider Institution’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 and the
Investigator will be responsible for paying Study Staff
other than Investigator.. 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 and
subject to the informed consents of the Study Subjects.
Institution and/or Investigator will provide Study
Sponsor or its designee with quantities of Biological
Samples as required by the Protocol. Study Sponsor may
use such Biological Samples as specified in the Protocol,
and as permitted in the informed consent form signed by
the Study Subjects and by Applicable Laws. Upon
completion or termination of the Study, the Institution
shall, at Study Sponsor’s option, return or certify the
destruction of the Biological Samples at Study
Sponsor’s sole expense.

2.10 Required Documents

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

2.10.1 Signed copy of the protocol signature page;

2.10.2 Investigator’s Brochure acknowledgement page;

2.10.3 Completed and signed statement of Investigator;

hodnoceni. Pokud Centrum klinického hodnoceni tuto
zasadu nedodrzi, muze Zadavatel klinického
hodnoceni ptrehodnotit vhodnost Instituce pro dalsi
ucast v Klinickém hodnoceni.

2.8 Studijni tym

Instituce zajisti, aby vSichni ¢lenové Studijniho tymu
méli odpovidajici kvalifikaci a lékai'ské, technické
a/nebo laboratorni znalosti pro provadéni Klinického
hodnoceni a byli k dispozici a podporovali Instituci
a plnili jeho povinnosti podle této Smlouvy. Instituce
a ZkouSejici 1ékat budou odpovédni za vyplaceni
odmény Studijnimu tymu jinému nez Zkousejici
1ékat.. Instituce zajisti, aby ¢lenové Studijniho tymu
dodrzovali podminky této Smlouvy.

2.9 Biologické vzorky

Instituce a Zkousejici 1ékat budou shromazdovat,
uchovavat a/nebo pouzivat biologické vzorky pouze
v souladu s Protokolem a na zakladé informovanych
souhlsit Subjektt klinického hodnoceni. Instituce
a/nebo Zkousejici 1ékai bude Zadavateli klinického
hodnoceni nebo jim povéfené osobé piedavat
Biologické vzorky v mnozstvi pozadovaném podle
Protokolu. Zadavatel klinického hodnoceni bude moci
takové Biologické vzorky pouZzivat podle Protokolu,
vsouladu s formulafem informovaného souhlasu
podepsanym Subjekty klinického hodnoceni a podle
Platnych pravnich predpisi. Po dokonceni nebo
predéasném ukonceni Klinického hodnoceni Instituce
Biologické vzorky podle uvazeni Zadavatele a na jeho
naklady wvrati Zadavateli, nebo dolozi, Ze byly
zlikvidovany.

2.10 Pozadované dokumenty

Instituce poskytne Zadavateli klinického hodnoceni
pifed zatazenim Subjektu Klinického hodnoceni
nasledujici dokumenty (original by mél byt ulozen
U Zkousejiciho 1ékafe v jeho sloZzce s dokumenty ke
Klinickému hodnoceni):

2.10.1 Podepsana kopie podpisové stranky protokolu.

2.10.2 Stranka s potvrzenim o seznameni se se
souborem informaci pro Zkousejiciho 1ékare.

2.10.3 Vyplnéné a podepsané prohlaseni Zkousejiciho
1¢kare.

2.10.4 Curriculum vitae and current medical license of 2.10.4 Zivotopis  a aktudlni  lékaiska  licence
the Investigator and sub-investigators; Zkousejiciho 1ékare a spoluzkousejicich.
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2.105 Laboratory documents
(certifications/accreditations, normal ranges) if not
provided by a central laboratory.

2.11 No Conflicts. Site agrees that it does 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 it from fulfilling any of the
obligations hereunder.

2.12 Recruitment. Site 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 EC). Any
revisions made to recruitment materials, informed
consent forms, and patient health information
authorizations require Study Sponsor’s prior review and
written approval.

2.13 The Study will be conducted on the basis of the
approval issued by the State Institute for Drug Control,
approval of the ECMT and the approval of the Ethics
Committee of the Institution.

2.14 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
Exhibit A ,,Budget and Payment Schedule®, with the last
payment being made after the Site completes all its
obligations hereunder, and Study Sponsor and IQVIA
have received all properly completed CRFs and, if
requested, all other Confidential Information. For
clarity, Site acknowledges and agrees 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 1QVIA, will only be responsible for
payments to the Institution and Investigator for Study
Subject visits and other visits as described in Exhibit A.
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 in a
form of amendment to this Agreement. Site represents

2.10.5 Laboratorni dokumenty
(certifikace/akreditace, normalni rozmezi), pokud je
neposkytuje centralni laboratof.

2.11 Zadny konflikt zijmd. Centrum klinického
hodnoceni se zavazuje, Ze se netastni a nebude se
udastnit zadného jiného Klinického hodnoceni, které
by mu svoji povahou nebo svymi podminkami branilo
Vv plnéni jakychkoli povinnosti podle této Smlouvy.

2.12 Nabor. Centrum klinického hodnoceni smi
pouzivat pouze takové naborové materialy (napf.
inzeraty, dopisy ucastnikim Klinického hodnoceni,
pfedem pfipravené clanky v tisku atd.), formulafe
informovaného souhlasu a sdéleni ke zpracovani
osobnich udaju pacientd, které byly posouzeny
aschvaleny Zadavatelem klinického hodnoceni
(a posouzeny a schvaleny také EK). Jakékoli zmény
V naborovych materialech, formuléfich
informovaného souhlasu asdéleni ke zpracovani
osobnich udaji pacientd jsou mozné pouze po
pfedchozim  posouzeni a pisemném  schvaleni
Zadavatelem klinického hodnoceni.

2.13 Klinické hodnoceni bude provedeno na zakladé
povoleni vydaného Statnim tstavem pro kontrolu
1éCiv, souhlasného stanoviska MEK a souhlasného
stanoviska Etické komise Instituce.

2.14 Tento ¢lanek2  (Provadéni  Klinického
hodnoceni) zistava v platnosti i po ukonceni nebo
uplynuti doby platnosti Smlouvy.

3. PLATBY

3.1 V souvislosti s fadnym plnénim Klinického
hodnoceni Centrem klinického hodnoceni, a to v
souladu s podminkami a ustanovenimi této Smlouvy,
budou poskytovany spolecnosti IQVIA platby dle
podminek a ustanoveni definovanych v Ptiloze A
»RozpoCet a platebni piehled”, pifi¢emz posledni
platba bude uskute¢néna poté, co Centrum klinického
hodnoceni splni a dokon¢i veskeré zavazky, jez mu
vyplyvaji z této Smlouvy, a Zadavatel klinického
hodnoceni a spole¢nost IQVIA obdrzi veskeré fadné
vyplnéné CRF a, bude-li tak IQVIA vyzadovat,
veskeré dalsi Divérné informace. Centrum klinického
hodnoceni k vylouc¢eni moznych pochybnosti bere na
védomi a souhlasi s tim, Ze s vyjimkou konkrétnich
nakladli proplacenych jest¢ pired zarazenim do
Klinického hodnoceni (napft. poplatky za zahajeni
Klinického hodnoceni uvedené v Rozpoctu), bude
Zadavatel klinického hodnoceni prostfednictvim
spole¢nosti IQVIA hradit Instituci a zkousejicimu
lékati pouze castky za kontrolni navstévy Subjekti
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and warrants that it 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.

The estimated value of financial payment under this
Agreement shall be approximately CZK 690 000.

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

3.3 Study Sponsor will not pay Site 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 Site acknowledges and agrees 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.

klinického hodnoceni a dal§i procedury dohodnuté
v Pfiloze A. Instituci ani Zkousejicimu nebudou
poskytnuty zadné dalsi vyhody ani ndhrady nad ramec
téch, které jsou vyslovné uvedeny v Rozpoctu.
Rozpocet muze byt ménén pouze na zaklade
ptedchoziho pisemného souhlasu Stran
prostiednictvim dodatku k této Smlouveé. Centrum
klinického hodnoceni prohlasuje a zarucuje se, Ze
nebude pozadovat tihradu ani pfijimat Zadnou nahradu
od zadné treti strany za naklady a/nebo vydaje hrazené
Zadavatelem Klinického hodnoceni nebo spoleénosti
IQVIA, napt.za 1éCbu/vySetieni, ukony a/nebo
léky/dodavky materialu.

Predpokladana hodnota finanéniho plnéni dle této
Smlouvy ¢ini piblizné 690.000 K¢.

3.2 Pokud dojde k ukonéeni platnosti této Smlouvy,
bude stanovena pomérna vySe odmény za skute¢nou
praci provedenou do data ukonéeni platnosti Smlouvy
podle celkové castky, kterou by mél Zadavatel
klinického hodnoceni podle této Smlouvy uhradit. Po
dokonéeni  Klinického  hodnoceni nebo  pfi
predcasném ukonceni platnosti této Smlouvy vrati
Centrum klinického hodnoceni do *
Zadavateli klinického hodnoceni veskeré ¢astky, které
byly zaplaceny nad ramec plateb, na néz méla
Instituce podle této Smlouvy narok.

3.3 Zadavatel klinického hodnoceni nevyplati Centru
klinického hodnoceni odménu za Subjekty klinického
hodnoceni, jejichZz zafazeni do Klinického hodnoceni
se podstatné odchyluje od kritérii zptsobilosti
stanovenych v Protokolu nebo unichz nelze
analyzovat data z divodu podstatnych odchylek od
Protokolu, nedostatku fadnych zaznamd nebo
neuplnych, neopravenych nebo neovéfitelnych
formulait CRF. Pfipadné dalsi testy nebo sluzby
neprovadéné v naléhavé situaci (tj. takové testy nebo
sluzby, které nejsou vyzadovany Protokolem nebo
jsou provedeny nad ramec pozadavki Protokolu)
nebudou proplaceny bez predchoziho pisemného
souhlasu Zadavatele klinického hodnoceni.

3.4 Centrum klinického hodnoceni bere na védomi
a souhlasi s tim, Ze ¢astky splatné podle této Smlouvy
predstavuji redlnou trzni hodnotu proplacenych
nakladd na Klinické hodnoceni v Instituci a ze zadna
cast jakékoli odmeény vyplacené podle této Smlouvy
neni zakdzanou platbou za doporuceni nebo
zprostiedkovani zakazky nebo objednani polozek c¢i
sluzeb a ze platby nejsou ani urceny k podnécovani
nezakonného doporucovani zakazek.
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4.CONFIDENTIALITY

4.1 0bligations and Exclusions.

4.1.1 During the term of this Agreement, Site and Study
Staff may develop, become aware of or have access to
Confidential Information. Site agrees that, as between
the Parties, Study Sponsor is and shall at all times remain
the sole and exclusive owner of Confidential
Information. Site and Institution’s personnel, including
Study Staff shall not

. 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
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, Institution 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 duty of confidentiality;

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 Site to
disclose Study Data as permitted by Section 6
“Publication Rights”.

4.1.3 The obligations of non-disclosure and non-use

4. DUVERNY REZIM

4.1 Povinnosti a vyjimky

4.1.1 Po dobu platnosti této Smlouvy mohou Centrum
klinického hodnoceni a Studijni tym vytvaret Divérné
informace, dozvidat se je nebo k nim mit pfistup.
Centrum klinického hodnoceni souhlasi s tim, ze ve
vztahu mezi Stranami je azlstava jedinym
a vyhradnim  vlastnikem Duvérmnych informaci
Zadavatel klinického hodnoceni. Centrum klinického
hodnoceni a zaméstnanci Instituce, a to v¢etné ¢lend
Studijniho tymu, nebudou

i. vyuzivat Divérné informace pro jakykoli jiny
ucel, nezli je provadéni Klinického hodnocent,
nebo

ii. odhalovat, zpfistupiiovat ¢i sdélovat Davérné
informace jakékoli tfeti strané, s vyjimkou
opravnéni povoleného v tomto Clanku 4 nebo
Clanku 6 (Prava na zvefejnéni) nebo na zakladé
pisemného svoleni Zadavatele Klinického
hodnoceni.

Pokud bude Instituce sdélovat Davérné informace
téeti strang, zajisti, aby takova tfeti strana dodrzovala
povinnosti tykajici se duvérnosti popsané v tomto
¢lanku 4. Za ucelem ochrany Duavérnych informaci,
Instituce souhlasi, ze:

i. omezi distribuci Duvérnych informaci pouze
vuci t€m ¢lentim Studijniho tymu, ktefi takové
skute¢nosti potfebuji znat v souvislosti s
provadénim Klinického hodnoceni a ktefi jsou
vazani povinnosti ml¢enlivosti;

ii. bude informovat vSechny ¢leny Studijniho
tymu, kterym budou Duvérné informace
odhaleny, zptistupnény ¢i sdéleny, o divérné
povaze takovych informaci; a

iii. pfijme nezbytna opatfeni za icelem ochrany
Dutvérnych informaci pfed jejich odhalenim
¢i zpfistupnénim.

412 Zidné ze shora uvedenych ustanoveni
neomezuje opravnéni Centra klinického hodnoceni
odhalit, zpfistupnit, zvetejnit ¢i sdélit Studijni data v
povoleném rozsahu v souladu s Gpravou uvedenou v
Clanku 6 ,,Prava na zvetejnéni”.

4.1.3 Zavazek nesd€lovani a nepouzivani Davérnych
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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;

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

Notwithstanding the foregoing, Institution, Study
Sponsor and IQVIA hereby acknowledge that this
Agreement shall be published pursuant to Act no.
340/2015 Sh., on Special Conditions for the Efficacy of
Some Agreements, Publication of These Agreements,
and on an Agreements Register (the “Agreements
Register”). As and between the Parties, Institution
agrees to publish the Agreement pursuant to the
foregoing. Any information which constitutes trade

informaci podle této Smlouvy se nevztahuje na ty ¢asti
Davérnych informaci, unichZz mize Instituce nebo
Zkousejici 1ékar fadné dolozit, ze:

(i) jsou nebo se stanou vefejné zndmymi
v okamziku jejich sdéleni nebo po jejich
sdéleni Zadavatelem klinického hodnoceni
nebo jeho jménem, aniz by tim doslo
Kk protipravnimu jednani ¢i opominuti ze strany
Instituce, Zkousejiciho 1ékate nebo Studijniho
tymu,

(i) pted jejich sdé€lenim Zadavatelem klinického
hodnoceni nebo jeho jménem uz byly v drZeni
Instituce, Zkousejiciho 1ékate nebo Studijniho
tymu a byly ziskany z jinych zdroji nez od
Zadavatele klinického hodnoceni, které nebyly
vazany  povinnosti  mléenlivosti  vuci
Zadavateli klinického hodnoceni,

(iii) byly vytvofeny Instituci, Zkousejicim lékatem
nebo Studijnim tymem nezavisle bez pouziti
Dutvérnych informaci, odkazu na né€ nebo
vychazeni z nich.

4.2 Zékonem uloZené odhaleni

V ptipadé, ze Instituce ¢i ZkouSejici 1ékat obdrzi
nafizeni nebo pozadavek soudu, spravniho organu
nebo jiného statniho ufadu, které budou pozadovat
odhaleni, sdéleni ¢i zpfistupnéni jakékoli Divérné
informace, sdéli Instituce takovou skute¢nost
Zadavateli klinického hodnoceni neprodlené v
pisemném oznameni, aby mél Zadavatel klinického
hodnoceni moznost uplatnit piredbézné/ochranné
opatfeni ¢i jakykoli jiny vhodny ochranny ¢i
napravny prostiedek, a Instituce mu v souvislosti
s tim poskytne svoji soucinnost. V pfipad¢, ze takové
piedbézné/ochranné opatieni ¢i jiny vhodny ochranny
¢i napravny prostfedek neni vydan ¢i dosazen,
poskytne Instituce pouze takovou ¢ast Duvérnych
informaci, a to v rozsahu, v jakém je jejich odhaleni,
sdéleni ¢i zpfistupnéni pozadovano, pficemz bude
vyzadovat uplatiiovani divérného rezimu ve vztahu
k témto Diivérnym informacim.

Bez ohledu na vySe uvedené, Instituce, Zadavatel
Klinického hodnoceni a IQVIA timto berou na
védomi, Ze tato smlouva bude Uvefejnéna v souladu
se zak. ¢. 340/2015 Sh., o zvlastnich podminkach
ucinnosti nékterych smluv, uvefejiiovani téchto
smluv a o registru smluv (dale jen ,,zakon 0 registru
smluv®). Za uveiejnéni dle piedchozi véty odpovida
Instituce. Takovémuto uveiejnéni nepodléhaji ty
udaje, které tvoii obchodni tajemstvi nékteré ze
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secret of either Party is exempted from such publication.
For the purposes of this Agreement, trade secrets
include, but are not limited to, Exhibit A — Budget and
payment schedule, the minimum enrollment goal,
expected number of Study Subjects enrolled and the
expected duration of the Study. Furthermore, personal
data of the individuals are also exempted from
publication, unless they have been previously published
in another public register. The version of this Agreement
intended for publication shall be provided to the
Institution by IQVIA via e-mail. The Institution is
obliged to publish this Agreement in accordance with the
article herein above. The Institution will inform IQVIA
of publishing the Agreement in the Agreements Register
by designating the following email address:
as the email address to
which a notification of publication in the Agreements
register shall be sent. Should the Institution fail to
publish this Agreement within
from the last signature date, it may be published by the
Study Sponsor or IQVIA.

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

5. INTELLECTUAL PROPERTY

5.1Pre-existing Intellectual Property

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

5.2 Assignment of Inventions

smluvnich stran. Dle této Smlouvy se obchodnim
tajemstvim rozumi zejména Pfiloha A Rozpocet a
platebni piehled, minimalni cilovy pocet zatazeni,
ocekavany zafazeny pocet subjektl a ocekavana
délka trvani Klinického hodnoceni. Déle nebudou
takovémuto Uvefejnéni podléhat osobni udaje
fyzickych osob, ledaze jsou jiz uvefejnény v jiném
vefejn¢ piistupném registru. Verze této Smlouvy
uréena k uvetejnéni bude Instituci zaslana e-mailem
ze strany IQVIA. Za uvetejnéni smlouvy dle
ptedchoziho odstavce odpovida Instituce. Instituce
vyrozumi IQVIA o uvefejnéni Smlouvy v registru
smluv tak, ze ve formulafi pouzivaném k Uvetejnéni
Smlouvy zada adresu

jako emailovou adresu, na kterou ma byt zaslana
notifikace o uvetejnéni. Neni-li Smlouva Instituci
uveiejnéna ve lhats || GG o
data posledniho podpisu, jsou k jejimu uvefejnéni
opravnéni IQVIA ¢i Zadavatel klinického hodnoceni.

4.3 Vraceni ¢i likvidace

V navaznosti na ukonCeni nebo uplynuti doby
na zékladé pisemného pozadavku Zadavatele
Klinického hodnoceni Centrum klinického hodnoceni
Zadavateli klinického hodnoceni vrati, ptipadné dle
pozadavku  Zadavatele  klinického  hodnoceni
zlikviduje, veSkeré Duvérné informace S vyjimkou
Zdravotnich zaznamu a Studijnich dat.

4.4 Pfetrvavajici platnost

Tento Clanek 4 (Diivérny rezim) ziistane v platnosti i
v ptipadé¢ ukonceni platnosti ¢i pii uplynuti doby
platnosti této Smlouvy, a to po dobu deseti

5. DUSEVNI VLASTNICTVI

5.1 Existujici duSevni vlastnictvi

Existujici  duSevni  vlastnictvi je  azlstane
samostatnym vlastnictvim Zadavatele Klinického
hodnoceni a Instituce aneni jakkoli dotéeno touto
Smlouvou, a jakakoli Strana nema naroky vuci Ci
prava k jakémukoli pfedmétu Existujiciho dusevniho
vlastnictvi jiného, neni-li tak vyslovné pisemné
ujednéno v jakékoli pisemné dohod€¢ mezi Stranami
uzaviené.

5.2 Postoupeni Objevi

NBI-921352-FOS2021_Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA-NBI Global template — 04May2021
Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Neurocrine Biosciences, Inc. / NBI-921352-FOS2021

Fakultni nemocnice u sv. Anny v Brn& / || | | } I 1703
Version / Verze: redacted // 10122021

CONFIDENTIAL / DUVERNE
Page / Strana 20 of / 63



Study Sponsor shall own all Inventions.

Institution shall, and shall cause the Study Staff and
Investigator to, disclose all Inventions promptly and
fully to Study Sponsor in writing. Institution, on behalf
of itself and the Study Staff, hereby assigns and to the
extent such present assignment is not possible, agrees to
assign, to Study Sponsor all of its 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, Institution
shall cooperate and assist Study Sponsor by executing,
and causing the Study Staff to execute, all documents
reasonably necessary for Study Sponsor to secure and
maintain  Study Sponsor’s ownership rights in
Inventions.

5.3 License

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

5.4 Patent Prosecution

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

5.5 Survival

This Section 5 (Intellectual Property) shall survive

Zadavatel Klinického hodnoceni bude vlastnikem
veskerych Objevi.

Instituce se zavazuje, Ze odhali, zpfistupni ¢i sdéli a
dale zajisti, ze Studijni tym a Zkousejici 1¢kat odhali,
zptistupni ¢i sdéli veskeré Objevy, a to neprodlené a
plné Zadavateli klinického hodnoceni v pisemné
formé. Instituce, jménem svym a jménem Studijniho
tymu, timto Zadavateli Kklinického hodnoceni
postupuje, resp. neni-li to v sou¢asné dobé mozné,
zavazuje se, ze v budoucnu postoupi, veskera sva
prava, naroky a zajmy k Objevim, véetné¢ vSech
patentl a jinych prav duSevniho vlastnictvi k tomuto
se vztahujicim, jakoz i veskera prava procesni povahy
a naroky na nahrady Skod a uzitky, jez jiz vznikly v
disledku minulého ¢i soucasného poruSeni shora
uvedenych prav. Instituce se zavazuje, ze na zadost
Zadavatele klinického hodnoceni a na jeho naklady
bude nalezit¢ spolupracovat a poskytne Zadavateli
Klinického hodnoceni souéinnost pii vyhotoveni a
uzavieni, a zajisti, ze Studijni tym poskytne
sou¢innost pii vyhotoveni a uzavieni, veSkerych
dokument  divodné Zadavatelem  Klinického
hodnoceni pozadovanych za ucelem ochrany a
zajisténi vlastnickych prav Zadavatele Klinického
hodnoceni k Objevim.

5.3 Licenéni oprdvnéni

Zadavatel Klinického hodnoceni timto udéluje
Instituci  trvalé, nevyhradni, nepfevoditelné,
bezplatné licen¢ni opravnéni, bez prava udéleni
sublicence k pouziti Objevl, a to v souladu s
povinnostmi ulozenymi v Clanku , Divérny rezim”,
pro vnitini ucely, vyzkum nekomeréniho charakteru a
pro edukativni ucely.

5.4 Patentové fizeni

Zadavatel klinického hodnoceni ma vyhradni pravo
vypracovavat, podavat, uplatiiovat, udrzovat,
prosazovat a obhajovat patentové ptihlasky a patenty,
které uplatiiuji narok z Vynalezu nebo o Vynalezu
informuji. Centrum klinického hodnoceni poskytne
Zadavateli klinického hodnoceni na jeho zadost a na
jeho naklady soucinnost pii vyse uvedenych ukonech.
Centrum klinického hodnoceni se zavazuje, ze bude
spolupracovat a poskytne souinnost, a to Vv
navaznosti na vyzvu Zadavatele Klinického
hodnoceni a na jeho ndklady a s jeho tucasti, v
souvislosti s takovymi tkony.

5.5 Pretrvavajici platnost

Tento Clanek 5 (DuSevni vlastnictvi) ziistane v
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termination or expiration of this Agreement.

6. PUBLICATION RIGHTS

Publication and Disclosure

Institution and Investigator shall have the right to
publish or present the results of Institution’s and
Investigator’s  activities conducted under this
Agreement, including Study Data, only in accordance
with the requirements of this Section 6 (Publication
Rights). Subject to the terms of Section 6.2 (Multi-
Center Clinical Trial Publications), Institution and
Investigator agree to submit any proposed publication or
presentation to Study Sponsor for review at least
prior to submitting any such
proposed publication to a publisher or proceeding with
such proposed presentation. Within
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
to enable Study Sponsor to seek patent
protection for Inventions, and Institution and
Investigator shall comply.

6.2 Multi-Center Clinical Trial Publications

As the Study is a 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 a Multi-Center Clinical Trial publication is
published; provided, however, that if a Multi-Center
Clinical Trial publication is not published within

after completion of the Multi-
Center Clinical Trial and receipt by Study Sponsor of the
data from all sites or earlier termination of the Multi-

platnosti i v pfipad€ ukonceni platnosti ¢i pii uplynuti
doby platnosti této Smlouvy.

6. PRAVA NA ZVEREJNENI

6.1 Publikovani a zpfistupnéni

Instituce a ZkouSejici 1ékai budou opravnéni
publikovat a prezentovat vysledky ¢innosti Instituce
a Zkousejiciho 1ékate, jez je provadéna na zakladé
této Smlouvy, a to véetné Studijnich dat, vyluéné v
souladu s pozadavky stanovenymi v tomto ¢lanku 6
(Prava na zvefejnéni). Podle podminek ¢lanku 6.2
(Publikovani u Multicentrického klinického
hodnoceni) Instituce a Zkousejici 1ékat souhlasi, Zze
Zadavateli klinického hodnoceni piedlozi jakoukoli
navrhovanou publikaci a prezentaci pro ucely jejich
kontroly ve 1htité alesponi pred
predlozenim jakékoli takové publikace pfislusnému

vydavateli ¢i pred jejich navrhovanou prezentaci. Ve
Ihiits & od jejich pijeti, Zadavatel
Klinického hodnoceni se pisemné vyjadii Instituci
a/nebo ZkouSejicimu 1ékati, vzdy dle podminek
konkrétniho piipadu, ve vztahu k jakékoli informaci
obsazené v takovych materidlech, jez predstavuje
Duavérnou informaci (odlisnou od Studijnich dat)
nebo jez mulze predstavovat prekdzku moznosti
dosazeni patentové ochrany piislusného Objevu.
Zadavatel klinického hodnoceni bude opravnén
pozadovat vici Instituci a/nebo Zadavateli klinického
hodnoceni, vzdy dle podminek konkrétniho ptipadu,
odstranéni definovanych informaci oznacenych jako
Duvérné informace (jez jsou odlisné od Studijnich
dat) a/nebo pozadovat odlozeni navrhované publikace
¢i prezentace po dobu dodate¢nych

, aby umoznil Zadavateli
Klinického hodnoceni uplatnéni patentové ochrany ve
vztahu k takovému Objevu, a Instituce a Zkousejici
lékat takovému pozadavku vyhovi.

6.2 Publikovani  Multicentrického  klinického
hodnoceni.

Protoze toto Klinické hodnoceni je soucasti
Multicentrického klinického hodnoceni, Instituce a
Zkousejici lékat bez predchoziho pisemného
souhlasu Zadavatele klinického hodnoceni nebudou
nezavisle publikovat, prezentovat ¢i jakkoli jinak
odhalovat, zvefejiiovat, sdé€lovat ¢i zpfistupniovat
jakékoli vysledky ani céasteéné vysledky nebo
informace vztahujici se k ¢&innostem Instituce a
Zkousejiciho 1ékaie, jez jsou provadény na zakladeé
této Smlouvy, a to az do doby, nez dojde ke
zvetejnéni publikace o Multicentrickém klinickém
hodnoceni; to vSak za podminky, ze nedojde-li

NBI-921352-FOS2021_Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA-NBI Global template — 04May2021
Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Neurocrine Biosciences, Inc. / NBI-921352-FOS2021

Fakultni nemocnice u sv. Anny v Brn& / || | | } I 1703
Version / Verze: redacted // 10122021

CONFIDENTIAL / DUVERNE
Page / Strana 22 of / 63



Center Clinical Trial, Institution and Investigator shall
have the right to publish and present the results of
Institution’s and Investigator’s activities conducted
under this Agreement, including Study Data, solely in
accordance with the provisions of Section 6.1
(Publication and Disclosure).

6.3 Confidentiality of Unpublished Data

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

6.4 Media Contacts

Institution and Investigator shall not, and shall ensure
that Study Staff and other Institution’s personnel do not
engage in public presentations, news releases, articles,
interviews, other contacts with the media, or other
method of communication with the general public,
including but not limited to newspapers, radio, television
and the Internet, related to the Study, the Investigational
Product, Inventions, or Study Data without the prior
written consent of Study Sponsor. This provision does
not prohibit publication or presentation of Study Data in
accordance with this Section 6 (Publication Rights).

6.5 Use of Name, Registry and Reporting

No Party hereto shall use any other Party’s name in
connection with any advertising, publication or
promotion without prior written permission of the given
Party, except that the Study Sponsor and its
representatives and designees, including IQVIA, may
use the Site’s name in Study or Multi-Center Clinical

k publikaci 0 Multicentrickém klinickém hodnoceni
nejpozdgji do || GGG o okamziku
dokonéeni Multicentrického klinického hodnoceni
a dodani dat ze vSech center klinického hodnoceni
Zadavateli klinického hodnoceni nebo piipadnému
hodnoceni, Instituce a Zkousejici 1ékat budou
opravnéni publikovat a prezentovat vysledky ¢innosti
Instituce a Zkousejiciho 1ékate, jeZ je provadéna na
zakladé této Smlouvy, a to vcetné¢ Studijnich dat,
vyhradné¢ v souladu s podminkami stanovenymi
v ¢lanku 6.1 (Publikovani a zpfistupnéni).

6.3 Duvérnost nepublikovanych udaju

Instituce a Zkousejici 1ékaf timto berou na védomi a
souhlasi, ze Studijni data, jez nebyla publikovana,
prezentovana ¢i jakkoli jinak odhalena, zvefejnéna,
zptistupnéna ¢i sdélena na zaklad¢ upravy stanovené
vélanku 6.1 (Publikovani a zvefejnéni) nebo
v ¢lanku 6.2 (Publikovani Multicentrického
Klinického hodnoceni) (,,Nepublikované tudaje”),
zistanou zahrnuta do ramce definice Duavérnych
informaci, a Instituce a Zkousejici 1ékaf se zavazuji,
ze neodhali, nezvefejni, nezpfistupni ¢i nesdéli a
zajisti, aby Studijni tym ve shodném rozsahu v této
souvislosti, jakékoli Nepublikované tidaje nebo jejich
cast jakékoli tieti stranév jakékoli forme.

6.4. Kontakty s médii

Instituce a Zkousejici 1ékai nebudou, a zajisti, ze
Studijni tym ani Zadni jini zaméstnanci Instituce se
nebudou, podilet na vefejnych prezentacich,
novinovych zpravach, c¢lancich, rozhovorech ani
jinych formach kontakti s médii nebo jinych
metodach komunikace s vefejnosti, zejména véetné
vydavatelstvi novin, provozovateli radiového
vysilani, provozovateli televizniho vysilani a
spoleCnostmi pusobicimi na Internetu, a to v
souvislosti s Klinickym hodnocenim, Hodnocenym
ptipravkem, Objevy nebo Studijnimi daty bez
pfedchoziho  pisemného  svoleni  Zadavatele
klinického hodnoceni. Toto ustanoveni nebrani
moznosti publikovat ¢i prezentovat Studijni data v
souladu s ¢lankem 6 (Prava na zvefejnéni).

6.5 Pouziti ndzvu ¢i jména, registrace a oznamovani

Zadna strana této Smlouvy neni opravnéna pouzit
jména & nazvu jiné Strany, a to v souvislosti
s jakoukoli reklamni c&innosti, k publika¢nim ¢i
marketingovym ucelim bez ptfedchoziho pisemného
svoleni dané strany, Svyjimkou pfipad, kdy
Zadavatel klinického hodnoceni a jeho zastupci a jim
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Trial publications and communications, including
clinical trial websites and Study and Multi-Center
Clinical Trial newsletters. Study Sponsor will register
the Multi-Center Clinical Trial 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

7.1 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, in particular
Regulation (EU) 2016/679 of the European Parliament
and of the Council of 27 April 2016 on the protection of
natural persons with regard to the processing of personal
data and on the free movement of such data, and
repealing Directive 95/46/EC (General Data Protection
Regulation).

7.2 The Site shall use the informed consent form as
provided by the Study Sponsor that follows Applicable
Laws and regulations.

7.3 All data provided to the Study Sponsor shall be
provided in a coded format that protects Study Subject
identity. Except to the extent provided by Applicable
Law, Study Sponsor will not have access to Study
Subject names or other materials which allow any
identification of Study Subject. Study Sponsor’s review
of Medical Records to verify the accuracy of data reports
shall be subject to all necessary safeguards required for
the protection of Study Subject’s privacy.

7.4 On the basis of this Agreement, personal data will be
processed by the Institution and Investigator in the
position of controllers (in particular when dealing with

povétené osoby, véetné spolecnosti IQVIA, budou
opravnéni pouzit nazvu Centra klinického hodnoceni
v souvislosti s Klinickym  hodnocenim  nebo
spublikacemi  akomunikaci  tykajicimi  se
Multicentrického  Klinického hodnoceni, véetné
webovych stranek ~ vénovanych  klinickym
hodnocenim a pro ucely newsletteri vydavanych
v souvislosti s Klinickym hodnocemi
a s Multicentrickym klinickym hodnocenim.
Zadavatel Klinického hodnoceni bude Klinické
hodnoceni registrovat v souladu s Platnymi pravnimi
predpisy a nafizenimi a bude oznamovat vysledky
Multicentrického Klinického hodnoceni vefejné tehdy
a v rozsahu ulozeném Platnymi pravnimi predpisy.

6.6 Pretrvavajici platnost

Tento Clanek 6 (Prava na zvefejnéni) zlstane v
platnosti i v pfipad€ ukonceni platnosti ¢i pfi uplynuti
doby platnosti této Smlouvy.

7. OSOBNIi UDAJE

7.1.Strany se zavazuji dodrzovat veskeré prislusné
pravni predpisy o soukromi tidaji a ochrané udaji pfti
zpracovavani osobnich tdaji tak, jak jsou definovany
Vv téchto pfislusnych pravnich predpisech o soukromi
udaji a ochrané 1daji, konkrétné natizeni
Evropského parlamentu a Rady (EU) 2016/679 ze dne
27. dubna 2016 o0ochrané¢ fyzickych osob
v souvislosti se zpracovanim osobnich udaji
a 0 volném pohybu téchto udajt a 0 zruSeni smérnice
95/46/ES (obecné nafizeni o ochrané osobnich
udaji).

7.2.Centrum klinického hodnoceni bude pouzivat
formulaf informovaného souhlasu, ve znéni dodaném
Zadavatelem klinického hodnoceni, ktery je v
souladu s pfislusnymi pravnimi ptedpisy.

7.3 Veskeré udaje poskytnuté Zadavateli Klinického
hodnoceni budou poskytnuty v kdédované podobé,
ktera chrani identitu Subjektu klinického hodnoceni.
S vyjimkou pfipadi povolenych zédkonem, nebude
mit Zadavatel klinického hodnoceni pfistup ke
jméntm Subjektd klinického hodnoceni, ani k jinym
materialim, které by umoznily identifikaci Subjektt
klinického hodnoceni. Nahlizeni do Zdravotnich
zdznamu ze strany Zadavatele klinického hodnoceni
k ovéfeni dat bude podléhat vSem zarukdm
nezbytnym k ochrané soukromi pacienta.

7.4 Na zékladé této Smlouvy a v souvislosti s touto
Smlouvou bude Instituce a zpracovavat osobni udaje,
a to jako spravce (zejména pii vedeni Zdravotnich
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the Medical Records) and as data processors for the
Study Sponsor who will be the data controller (personal
data processed in compliance with the Protocol and for
the purposes of the Study, while the personal data of
Study Subjects shall be provided to the Study Sponsor in
a pseudonymized way).

7.5 The personal data shall be processed for the term of
the Agreement. The Institution and Investigator shall
cease to process the personal data upon the discharge or
other termination of this Agreement. This does not
prejudice any obligations of the Institution and the
Investigator as data controllers, as the case may be, to
store the processed personal data according to
Applicable Law.

7.6 The Parties agree to report to each other all personal
data breaches without undue delay after having learnt of
such a breach at the latest within ,
so that the other Party will be able to assess the incident
and meet its obligations with the supervisory authority,
or data subjects. If a personal data breach occurs which
needs to be reported, Institution will, without undue
delay, however no later than within

from the moment of having
learnt of the breach, inform the respective supervisory
authority. Should this breach pose a high risk for data
subjects’ rights as determined by the applicable data
controller of the personal data that is the subject of the
breach, Institution will also inform the data subjects
concerned.

7.7 The Parties undertake to provide each other with
assistance and cooperation of all major problems which
might occur in connection to data protection under this
Agreement. The obligation to cooperate includes,
without limitation, efficient cooperation in case of an
inspection by the supervisory authority, responding to
Study Subjects’ requests and reporting of personal data
breaches. The Site and the Study Sponsor also undertake
to assist each other and cooperate in case of a court
dispute which would concern personal data or privacy
protection.

IQVIA is the Study Sponsor’s data processor and has
entered into a separate data processing agreement with
the Study Sponsor and will comply with the relevant
data privacy and data protection legislation.

zaznaml) 1 jako zpracovatel pro Zadavatele
klinického hodnoceni, ktery bude spravcem udaju
(osobni tdaje zpracovavané v souladu s Protokolem
pro ucely Klinického hodnoceni, pfi¢emz osobni
udaje Subjektid klinického hodnoceni budou v
pseudonymizované podobé poskytnuty Zadavateli
klinického hodnoceni).

7.5 Zpracovavani osobnich udajii bude probihat po
dobu G¢innosti Smlouvy. Instituce a Zkousejici 1ékaf
ukon¢i zpracovani ke dni splnéni této Smlouvy nebo
jejiho ukonceni. Tim nejsou dotfeny povinnosti
Instituce a Zkousejiciho 1ékate jakozto piip. spravcu
osobnich udajii uchovavat zpracovavané osobni udaje
podle Ptislusnych pravnich piedpisi.

7.6 Smluvni strany se zavazuji si navzajem hlasit
kazd¢ poruseni zabezpeceni osobnich udajt, a to bez
zbyteéného odkladu potom, co se o takovém poruseni
dozvi, nejpozdéji do , tak, aby
druha strana méla moznost incident posoudit a splnit
své povinnosti vii¢i dozorovému ufadu, ptipadné vici
subjektim 0daji. Pokud dojde k poruseni
zabezpeCeni osobnich Udaji, které vyzaduje
oznameni, spravce musi bez zbyte¢ného prodleni
uvédomit piislusny dozorovy ufad, a to nejpozdéji
béhem od okamziku,
kdy se o daném poruSeni dozvi. Pokud by toto
poruSeni vyZadujici oznameni ptedstavovalo podle
uréeni  prislusného spravce osobnich udaji
podléhajicich poruSeni pro dotcené osoby vysoké
riziko pro jejich prava, pak bude Instituce informovat
také tyto dotcené osoby.

7.7 Smluvni strany se zavazuji k vzajemné
soudinnosti a pomoci pii feSeni vSech podstatnych
problému, které mohou v ramci plnéni Smlouvy
vzniknout v souvislosti s ochranou osobnich udaji.
Povinnost sou¢innosti zahrnuje i efektivni spolupraci
v pripad¢ kontroly ze strany dozorového tradu,
vyfizovani zadosti a pfipadnych stiznosti Subjektt
klinického hodnoceni, a oznamovani bezpec¢nostnich
incidentti. Centrum provadéni klinického hodnoceni
a Zadavatel se rovnéz zavazuji ke vzajemné
soucinnosti V ptipad¢ soudniho sporu, ktery by se
tykal ochrany osobnich udaju ¢i soukromi.

IQVIA je Zadavatelovym zpracovatelem tdaju, ktery
uzaviel se Zadavatelem samostatnou smlouvu o
zpracovani osobnich udaji, a bude se fidit
piislusnymi pravnimi ptfedpisy o soukromi udaji a
ochrang udajt.
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8. INSURANCE

8.1 Institution represents to have taken out a liability
insurance pursuant to Sec. 45 par. 2 letter n) of Act No.
372/2011 Coll., on Medical Services, as amended,
covering all injury and damage caused while providing
medical care. This insurance complies with the extent
required by Applicable Law and does not cover liability
for injury or damage resulting from clinical trials.

8.2 Study Sponsor represents, warrants and covenants
that it has provided and will maintain, valid for the entire
duration of the Study, products liability/clinical trials
insurance coverage sufficient to cover its obligations in
this Agreement, in accordance with § 52, par. 3, letter f)
Act on Pharmaceuticals as may be subsequently
amended. Study Sponsor will provide written evidence
of such insurance to Institution upon request.

9. INDEMNITY

9.1 Indemnification by Study Sponsor. Study Sponsor
agrees to indemnify, defend and hold harmless
Institution, its directors, officers, employees, Study Staff
(including Investigator) and agents (collectively, the
“Institution Indemnitees”) against any third party
claims, including reasonable attorney’s fees for
defending those claims (each, a “Claim”), to the extent a
Claim arises out of or relates to (a) any theory of product
liability concerning the Investigational Product; or (b)
any side-effect or adverse reaction, illness or injury
directly resulting from (i) use of the Investigational
Product in the Study, or (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 Indemnitee’s (A)
negligence or willful misconduct; (B) failure to adhere
to the terms of the Protocol or any written instructions
from Study Sponsor or IQVIA,; or (C) failure to adhere
to the terms of this Agreement.

8. POJISTENI

8.1 Instituce prohlasuje, ze ma dle § 45 odst. 2 pism.
n) zakona ¢. 372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani, ve znéni pozdéjsich
predpisil, uzavienu pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zpisobenou pfi poskytovani
zdravotni péce. Tato pojistna smlouva je uzaviena v
zdakonem pozadovaném rozsahu a neobsahuje
pojisténi odpovédnosti za Skodu zpisobenou pfi
provadéni klinického hodnoceni.

8.2 Zadavatel Klinického hodnoceni prohlasuje,
zaru€uje se a zavazuje se, ze uzaviel a bude udrzovat
v platnosti po celou dobu trvani Klinického
hodnoceni  pojisténi  odpovédnosti za  Skodu
zpisobenou vadou vyrobku/klinickymi hodnocenimi
v dostatecné vysi k pokryti svych zavazkt z této
Smlouvy v souladu s § 52 odst. 3 pism. f) zakona
0 lé¢ivech, v platném znéni. Zadavatel Klinického
hodnoceni poskytne Instituci na vyzadani doklad
0 takovém pojisténi.

9. ODSKODNENI

9.1 Odskodnéni ze strany Zadavatele Klinického
hodnoceni. Zadavatel Klinického hodnoceni se
zavazuje, Ze Instituci, ¢leny jeho statutarniho organu,
vedouci pracovniky, zaméstnance, ¢leny Studijniho
tymu (véetné ZkouSejiciho 1ékafe) a zastupce (dale
spole¢né jen ,,Osoby odskodiované v Instituci®)
odskodni, bude je hajit azbavi je odpovednosti
v piipadé veskerych narokti tretich stran, véetné
pfiméfenych vydaji na obhajobu proti takovym
narokiim (dale jen ,,Narok®), pokud takovy Narok
vznikne v dusledku (a) jakékoli teorie odpovédnosti
za vyrobek tykajici se Hodnoceného ptipravku,
(b) jakéhokoli nezadouciho ucinku nebo nezadouci
reakce, onemocnéni nebo zdravotni ujmy, které
budou ptimym dusledkem (i) pouzivani
Hodnoceného piipravku v Klinickém hodnoceni nebo
(il) tadné provedeného postupu podle Protokolu,
ktery by Subjekt klinického hodnoceni jinak
nepodstoupil, pokud by se Klinického hodnoceni
netcastnil, resp. v souvislosti s vyse uvedenym. Vyse
uvedené odSkodnéni se nevztahuje na pfipady, kdy
Narok vznikne v disledku (A) nedbalosti nebo
umyslného jednani Osoby odskodiiované v Instituci
nebo Vv souvislosti s takovym jednanim,
(B) nedodrzeni podminek Protokolu nebo jakychkoli
pisemnych pokynt Zadavatele klinického hodnoceni
nebo spolecnosti IQVIA Osobou odskodiovanou v
Instituci  nebo (C) nedodrzeni podminek této
Smlouvy Osobou odskodiiovanou Vv Instituci.
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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, and its directors, officers, employees and
agents (collectively, the “Study Sponsor Indemnitees™)
against any Claim to the extent such Claim arises out of
or relates to an Institution Indemnitee’s (a) negligence or
willful misconduct; (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 in writing within

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

9.5 While dealing with third parties’ claims, the Study
Sponsor or IQVIA may not admit a misconduct of the
Institution or the Investigator without Institution’s prior
consent.

9.2 Odskodnéni ze strany Instituce. Instituce se
zavazuje, ze pokud to nezakazuji Platné pravni
predpisy, odskodni Zadavatele klinického hodnoceni,
jeho spolupracovniky a cleny jejich statutdrnich
organt, vedouci pracovniky, zaméstnance a zastupce
(dale spole¢né ,,Osoby odskodiiované u Zadavatele
Klinického hodnoceni®), bude je hajit a zbavi je
odpovédnosti v souvislosti s veSkerymi Naroky, které
vzniknou z (a) nedbalého jednani nebo umyslného
poruseni povinnosti Osobou odskodiiovanou Vv
Instituci, (b) nedodrZzenim podminek Protokolu nebo
pisemnych pokynii Zadavatele Klinického hodnoceni
nebo spolecnosti IQVIA Osobou odskodiovanou v
Instituci  nebo (c) nedodrzenim podminek této
Smlouvy Osobou odSkodiiovanou Vv Instituci,
resp. v souvislosti s takovym jednanim.

9.3 Postup odskodnéni. O uplatnéni Naroku, za néjz
by mohla byt Odskodiujici strana odpoveédna podle
¢lanku 9.1 nebo 9.2 vyse, musi Strana OdSkodnujici
stranu pisemné& informovat do ||| G oo
uplatnéni takového Naroku. Odskodnujici strana
bude mit vyhradni pravo hajit se proti takovému
Naroku, vyjednavat o ném a pfipadné uzaviit dohodu
0 narovnani. Odskodnovana strana bude opravnéna
ucastnit se obhajoby proti takovému Naroku a na
vlastni néklady si najmout pravniho zastupce, ktery ji
bude pii obhajobé napomocen, avsak s tim, ze ve
vSech ohledech obhajoby proti Naroku bude
s konec¢nou platnosti rozhodovat Odskodiujici strana.
Strana  domadhajici se odskodnéni poskytne
Odskodnujici stran¢ na jeji naklady veskeré
informace a soucinnost, které muze Odskodiujici
strana pfiméfené pozadovat. Z vyporadani naroku
nebo ze zaloby nevzniknou Stranam zadné zavazky
ani jimi nebudou vazany, pokud k nim dojde bez
jejich ptedchoziho pisemného souhlasu, ktery vsak
nesmi byt bezdiivodné odmitnut nebo odkladan.

9.4 IQVIA timto vyslovné odmitda jakoukoli
odpovédnost v souvislosti s Hodnocenym
ptipravkem, vcetné jakékoliv odpovédnosti za
jakékoliv naroky vyplyvajici z okolnosti zplsobené
nebo domnéle zptisobené jakymkoliv Studijnim
ukonem spojenym s takovym pfipravkem vyjma
nedbalosti, imyslnym protipradvnim jednanim nebo
porusenim této Smlouvy ze strany IQVIA.

Zadavatel klinického hodnoceni ani IQVIA nejsou
opravnéni bez piedchoziho pisemného souhlasu
Instituce pti vyfizovani naroki tfetich stran uznat
pochybeni Instituce nebo Zkousejiciho 1ékare.

NBI-921352-FOS2021_Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA-NBI Global template — 04May2021
Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Neurocrine Biosciences, Inc. / NBI-921352-FOS2021

Fakultni nemocnice u sv. Anny v Brn& / || | | } I 1703
Version / Verze: redacted // 10122021

CONFIDENTIAL / DUVERNE
Page / Strana 27 of / 63



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

11. DEBARMENT

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

This Section 11 (Debarment) shall survive termination
or expiration of this Agreement.

12. _FINANCIAL DISCLOSURE AND CONFLICT OF
INTEREST

12.1 Upon Study Sponsor’s or IQVIA’s request,
Investigator agrees that, for each listed or identified
investigator or sub-investigator who is directly involved
in the treatment or evaluation of Study Subjects,
Investigator 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 Investigators or such sub-
investigator or their respective spouses or dependent

10. NAHRADA ZA UJMU NA ZDRAVi ZPUSOBENOU
SUBJEKTU KLINICKEHO HODNOCENI.

Zadavatel klinického hodnoceni uhradi Instituci
podle béznych aobvyklych sazeb pfimétené
anezbytné 1écebné vydaje, které mu vzniknou
v souvislosti s diagnostikovanim a 1é¢bou
(i) nezadoucich G&inkt piimo vyplyvajicich z pouZiti
Hodnoceného piipravku v souladu s Protokolem
a(ii)ajmy na zdravi vzniklé ptimo v disledku
postupu, ktery je vyzadovan Protokolem, avSak pod
podminkou, Ze takové nezadouci ucinky nebo takova
ujma na zdravi nebudou zpisobeny (A) nedbalosti,
umyslnym poruSenim povinnosti nebo nedodrZzenim
Protokolu, pisemnych pokynl Zadavatele klinického
hodnoceni nebo spolecnosti IQVIA ze strany
Instituce nebo (B) jiz existujicim zdravotnim stavem
Subjektu klinického hodnoceni nebo jeho zakladnim
onemocnénim.

11. VYLOUCENI

Centrum  klinického hodnoceni prohlasuje a
potvrzuje, ze Instituce, Zkousejici 1ékat ani nikdo
z ¢lenti Studijniho tymu nebyl zbaven pfislusného
opravnéni, nebyla mu uloZena sankce zakazu vykonu
¢innosti klinickych hodnoceni a dale, ze kterykoli z
téchto subjektii neni vysetfovan jakoukoli kontrolni
instituci, kdy vysledkem takového Setfeni i fizeni
mize byt ulozeni sankce zdkazu vykonu ¢innosti ¢i
odebrani opravnéni, a to v kterémkoli staté, a
Instituce se dale zavazuje neprodlené vyrozumét
Zadavatele  Klinického hodnoceni  a spole¢nost
IQVIA v pripadée, ze dojde k takovému vySetfovani,
diskvalifikaci, ulozeni sankce zakazu vykonu ¢innosti
nebo k odejmuti opravnéni k vykonu klinického
hodnoceni.

Tento Clanek 10 ,,Vylou¢eni" ziistane v platnosti po
ukonc¢eni nebo uplynuti doby trvani této Smlouvy.

12. FINANCNI INFORMACE A STRET ZAJMU

12.1 Zkousejici 1ékat souhlasi, Ze na zaklad¢ zadosti
Zadavatele Kklinického hodnoceni nebo IQVIA pro
kazdého uvedeného a identifikovaného zkousejiciho
lékate nebo spoluzkousejiciho 1ékate, ktefi se piimo
podili na 1é¢eni nebo hodnoceni Subjekti klinického
hodnoceni neprodlené ptedd Zadavateli Klinického
hodnoceni vyplnény a podepsany formulaf
finan¢niho prohlaseni a konfliktu zajmd poskytnuty
Zadavatelem Klinického hodnoceni nebo spole¢nosti
IQVIA, ktery byl vyplnén a podepsan Zkousejicim
lékafem nebo piipadnym spoluzkousejicim lékarem,
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children.

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

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

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 Investigator further consents to the transfer of
his/her financial disclosure data to the United States. In
such a case, Study Sponsor will implement adequate
safeguards prior to transfer of any personal data to the
third country so that protection of Investigator’s
personal data is ensured in compliance with the laws
applicable in Investigator’s country.

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

13. ANTI-KICKBACK,
TRANPARENCY.

ANTI-FRAUD, AND

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.

ve kterém  ZkouSejici 1ékai ¢i  pfipadny
spoluzkousejici 1ékaf ptiznavaji jakékoli piislusné
zajmy, které maji oni sami nebo jejich
manzelé/manzelky ¢i nezaopatfené déti.

12.2 IQVIA je opravnéna pozdrzet platby pro
Zkousejiciho z této Smlouvy v ptipadé, Ze Zadavatel
Klinického hodnoceni neobdrzi vyplnéné formulate
od  ZkouSejictho 1ékafe nebo  piipadného
spoluzkousejiciho 1ékare.

12.3 Zkousejici 1ékat zajisti urychlenou aktualizaci
formulatu dle potieby, s cilem zajistit jejich presnost
a tplnost v prub&hu realizace Klinického hodnoceni a

po dokonceni nebo predcasném
ukonéeni Klinického hodnoceni.

12.4 Centrum klinického hodnoceni souhlasi s tim, ze
vyplnéné formulafe mohou kontrolovat stitni a
regulacni ufady, Zadavatel Klinického hodnoceni,
IQVIA a jejich zastupci, a Centrum klinického
hodnoceni s takovymi kontrolami souhlasi.

12.5 Zkousejici 1ékar dale souhlasi s pfenosem dat o
finanénim prohlaseni do Spojenych statti americkych.
V takovém ptipad¢ Zadavatel klinického hodnoceni
zajisti odpovidajici zaruky pted predanim jakychkoli
udaju do teti zem¢ tak, aby byla zaji§téna ochrana
osobnich udaji Zkousejiciho 1ékate v souladu s
pravnimi predpisy na ochranu osobnich udaju
platnymi v zemi Zkousejiciho 1ékare.

12.6 Tento Clanek 12 (Finanéni informace a stiet
zajmu) zdstane v platnosti po ukonceni nebo uplynuti
doby trvani této Smlouvy.

13. ZAMEZENI UPLATKARSTVIi A PODVODU
A TRANSPARENTNOST.

13.1 Strany souhlasi, Zze tsudek Instituce
a Zkousejiciho 1ékate, pokud jde o poradenstvi a péci
o kazdy Subjekt Kklinického hodnoceni, nebude
ovlivnén thradou, kterou obdrzi na zadkladé této
Smlouvy, a dale osvédcuji, Ze tato kompenzace
nepfesahuje realnou trzni hodnotu sluzeb, které
poskytuji a ze zadné platby nejsou poskytovany za
ucelem pfimét je k nakupu nebo predepisovani
jakychkoliv 1€kt zatizeni nebo produktt.

13.2 Pokud Zadavatel Klinického hodnoceni nebo
IQVIA poskytnou jakékoli produkty nebo predmeéty
pro pouziti v Klinickém hodnoceni zdarma, Instituce
a Zkousejici 1ékat nebudou zadat thradu po zddném
Subjektu Klinického hodnoceni, pojistovné nebo
statnim/spravnim tfadu nebo jakékoli jiné tieti strané
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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 and that neither
Institution nor Investigator will pay another physician to
refer subjects to the Study.

13.4 Institution, and Investigator agree that they will not:

a) 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,

b) charge the Study Subject for being enrolled on the
Study whether directly or indirectly by imposing or
increasing charges on other items which would not
otherwise have been charged, or the charges increased,
had the Study Subject not been enrolled on the Study.

13.5 In the event that Institution makes any payments or
Transfers of Value to healthcare providers or healthcare
organizations in connection with this Agreement,
Institution will track such payment information and
report it to Study Sponsor in the timeframe and format
as reasonably requested by Study Sponsor. Study
Sponsor has the option to reasonably modify the scope
of information requested to ensure that it is compliant
with all reporting laws and other governmental reporting
obligations. In the event that Institution makes any
payments to a healthcare provider or healthcare
organization in connection with this Agreement,
Institution shall notify such healthcare provider or
healthcare organization of such required disclosures.

13.6 Institution acknowledges and agrees 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

za tyto zdarma poskytnuté produkty nebo predméty.

13.3 Instituce a Zkousejici lékat nebudou zadat
uhradu po zadném Subjektu Klinického hodnocenti,
pojistovné nebo statnim ufadé za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v pribéhu Klinického
hodnoceni, za které obdrzeli thradu a Ze ani Instituce
ani Zkousejici 1ékat nebudou poskytovat platbu
jinému Iékati za doporuceni subjekti do Klinického
hodnoceni.

13.4 Instituce, a ZkouSejici lékaf souhlasi, ze
nebudou:

a) zadat thradu po zadném Subjektu Klinického
hodnoceni, pojistovné nebo statnim/spravnim uradu
za jakékoliv navstévy, sluzby nebo vydaje vzniklé v
prubéhu Klinického hodnoceni, za které obdrzeli
thradu od IQVIA nebo Zadavatele klinického
hodnoceni,

b) Zadat uhradu po Subjektu Klinického hodnoceni za
to, Zze byl zafazen do Klinického hodnoceni, at’ uz
pfimo nebo nepfimo ulozenim nebo zvySenim
poplatkli na jiné predméty, které by jinak nebyly
uétovany, nebo zvysené poplatky, pokud by Subjekt
Klinického hodnoceni nebyl do Klinického hodnoceni
zafazen.

13.5 Bude-li Instituce poskytovatelim zdravotni péce
nebo zdravotnickym organizacim v souvislosti
stouto Smlouvou vyplacet jakékoli castky nebo
poskytovat jakékoli Hodnotné plnéni, povede
evidenci takovych plateb ¢i plnéni a informace o nich
bude Zadavateli klinického hodnoceni ptedkladat
vterminech ave formatu, jaké bude Zadavatel
Klinického  hodnoceni  pfiméfené  pozadovat.
Zadavatel Klinického hodnoceni ma mozZnost
pfiméfené upravit rozsah pozadovanych informaci
tak, aby byl v souladu s Platnymi pravnimi piedpisy
upravujicimi oznamovaci povinnost nebo jinymi
stitem stanovenymi oznamovacimi povinnostmi.
Bude-li Instituce v souvislosti stouto Smlouvou
vyplacet poskytovatelim zdravotnickych sluzeb nebo
zdravotnickym organizacim néjaké castky, bude je
rovnéz informovat o tom, Ze je povinno takové platby
hlasit.

13.6 Instituce bere na védomi a souhlasi s tim, Ze tato
Smlouva a veskeré souvisejici informace, véetné
plateb ajiného hodnotného plnéni poskytovanych
podle této Smlouvy Iékattm, fakultnim nemocnicim
a/nebo jinym poskytovatelim zdravotni péce a véetné
totoznosti uvedenych lékatti, fakultnich nemocnic
a/nebo jinych poskytovatelli zdravotni péce, mohou
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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.

13.7 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 by IQVIA pursuant to this Agreement represent fair
compensation for the services to be provided by Site.
Institutionand Investigator 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, any of Institution’s its trustees, officers
or directors, Investigator or 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.

14.2 Site shall comply with all applicable anti-corruption
laws, rules, regulations and decrees. Site agrees to fully
cooperate with all efforts of the Study Sponsor and
IQVIA inquiring into the Institution’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. Site agrees 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

byt Zadavatelem Klinického hodnoceni poskytovany
tietim stranam, jak to vyzaduji platné pravni predpisy
0 transparentnosti plateb (dale ,Pravni piredpisy
0 transparentnosti). Podle Pravnich pfedpist
0 transparentnosti jsou takové platby a jiné hodnotné
plnéni véetné identifikacnich udaju jejich pfijemct
statnimi ufady nebo etickymi komisemi zvefejiiovany
na vefejné pfistupnych webech. Platbami se rozuméji
mimo jiné hotovostni i bezhotovostni platby nebo
ndhrady za poplatky, stravovani nebo vydaje.
Zvetejnéni informaci v dobré vife ve snaze dodrzet
Pravni  ptedpisy o transparentnosti  nebude
povazovano za poruSeni povinnosti zachovavat
mléenlivost podle této Smlouvy ani za poruseni
platnych pravnich pfedpisti a nafizeni o ochrané
osobnich udaju.

13.7 Ustanoveni  tohoto  ¢lanku 13 zlstavaji
v platnosti i po uplynuti nebo ukonceni platnosti této
Smiouvy.

14. ZAKAZ PODPLACENI

14.1 Instituce a ZkouSejici 1ékaf timto souhlasi, ze
platby, které budou uhrazeny IQVIA na zaklad¢ této
Smlouvy, piedstavuji fadnou kompenzaci za sluzby
poskytnuté Centrem klinického hodnoceni. Instituce
a Zkousejici 1ékar timto ujistuji, ze platby ¢Ci
Hodnotné véci, které obdrzi na zakladé této Smlouvy
¢i v souvislosti se Studii jakkoli neovlivni jakékoli
rozhodnuti  Instituce, ZkouSejiciho 1ékate ¢i
jakéhokoli pfislusného vlastnika Instituce, jejich
spravet, vedoucich pracovnikd, c¢lentit jejiho
statutarniho organu, Zkousejiciho l1ékare ¢i jakékoli
Ptijemce plateb na zakladé této Smlouvy k tomu, aby
ucinil, jakoZzto Zastupce vetejné moci ¢i jakkoli jinak,
za uCelem poskytnuti pomoci Zadavateli Klinického
hodnoceni ¢i IQVIA v podobé zajisténi neopravnéné
vyhody ¢i za G¢elem ziskani ¢i zachovani si obchodni
prilezitosti.

14.2 Centrum klinického hodnoceni musi dodrzovat
vSechny platné protikorupéni zakony, pravidla,
predpisy a vyhlasky. Centrum klinického hodnoceni
se zavazuje, ze Zadavateli klinického hodnoceni
alIQVIA poskytne svoji plnou souéinnost pfi
kontrolach jeho ¢innosti, aby Zadavatel Klinického
hodnoceni a spole¢nost IQVIA mohli dostit svym
povinnostem podle zakona Spojenych statl
americkych o zahrani¢nich korupc¢nich praktikach,
vplatném znéni, zakona Spojeného kralovstvi
0 zakazu uplaceni a ptipadnych provadecich pravnich
predpisi  vramci Umluvy OECD o boji
S podplacenim vefejnych cinitellt v mezinarodnich
podnikatelskych transakcich. Centrum klinického
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performance by the Site of any function or activity in
connection with the Study. Site further agrees 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 Institution further represents and warrants that
Institution, itsofficers or directors, Investigator, Study
Staff or any Payee under this Agreement, will not assist
Study Sponsor to secure an improper advantage or
obtain or retain business, directly or indirectly pay, offer
or promise to pay, or give any Items of Value to any
person or entity for purposes of (i) influencing any act or
decision: (ii) inducing such person or entity to do or omit
to do any act in violation of their lawful duty; (iii)
securing any improper advantage; or (iv) inducing such
person or entity to use influence with the government or
instrumentality thereof to affect or influence any act or
decision of the government or instrumentality.

14.4 In addition to other rights or remedies under this
Agreement or at law, IQVIA or Study Sponsor 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.

hodnoceni se zavazuje, Ze nebude pfimo ani nepiimo
pozadovat zadné hodnotné plnéni, napf. finanéni ¢i
jinou vyhodu, zamyslené nebo jinak urcené jako
podnécovani k protipravnimu plnéni funkci nebo
protipravnimu  vykondvani  ¢innosti  Centrem
klinického hodnoceni v souvislosti s Klinickym
hodnocenim nebo jako odména za takové jednéni,
a ze za4dné takové hodnocené plnéni nebude piimo ani
neptfimo pfijimat. Centrum klinického hodnoceni se
dale zavazuje, Ze nebude pfimo ani nepfimo pfijimat
zadné penézni castky ani jiné hodnotné plnéni
a nebude je pfimo ani nepiimo vyplacet, poskytovat
nebo slibovat zadné ufedni osobé nebo zadnému
zam&stnanci jako pobidku, aby takova o0soba
provedla, nebo naopak neprovedla néjaky tkon,
kterym by poruSila své zidkonné povinnosti,
k zajisténi nepatficné vyhody nebo k ovlivnéni
takové osoby, aby vyuzila svého vlivu v pfislusné
instituci nebo v pfislusném tufadu k vydani nebo
ovlivnéni rozhodnuti ve prospéch Zadavatele
Klinického hodnoceni aIQVIA pii ziskani nebo
udrzeni zakazky.

14.3 Instituce dale prohlasuje a zaruuje se, Ze ona
sama ani vedouci pracovnici nebo ¢lenové jejiho
statutarniho organu, Zkousejici lékar, Studijni tym
nebo Pfijemci plateb podle této Smlouvy nebudou
Zadavateli klinického hodnoceni pomahat k zajisténi
neopravnéné vyhody ¢&i ziskdni ¢i  zachovani
obchodni prilezitosti, pfimo ¢i nepfimo, neuhradi,
nenabidne ¢i neslibi uhradit, nebo nedaruje jakoukoli
Hodnotnou véc jakékoli osobé ¢i subjektu v
souvislosti s nasledujicimi ucely: (i) ovlivnéni
jakéhokoli jednani ¢i rozhodnuti: (ii) pobidky C¢i
pohnuti takové osoby ¢i subjektu, aby néco konal
nebo se zdrzel urcitého jednani v rozporu se zakonem
uloZzenou povinosti; (ili) zajisténim jakékoli
neopravnéné vyhody; nebo (iv) pobidky ¢i pohnuti
takové osoby ¢i subjektu k zneuziti vlivu vuci
statnimu/spravnimu organu ¢i jeho zastupci v této
souvislosti, a to za ucelem ovlivnéni jakéhokoli
jednani ¢i rozhodnuti statniho/spravniho organu ¢i
jeho zastupce.

14.4 Nad ramec ostatnich prav a prostiedkl napravy
dle této Smlouvy, ¢i na zaklad¢ pfisluSnych pravnich
predpist, IQVIA nebo Zadavatel klinického
hodnoceni budou oprédvnéni ukoncit platnost této
Smlouvy v piipadé, ze Centrum klinického hodnoceni
porusi jakékoli podminky obsazené v tomto Clanku,
ptipadng, pokud IQVIA nebo Zadavatel klinického
hodnoceni zjisti, Ze jsou poskytovany ¢i byly
poskytnuty neopravnéné platby vuci €i ze strany
Instituce, ¢i Zkousejiciho 1ékafe nebo jakéhokoli
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15. TERM & TERMINATION

15.1 Term

This Agreement will become effective on the Effective
Date and shall continue through the date that all data and
reports are delivered to and accepted by Study Sponsor
and the Study is completed at Institution, unless
terminated earlier in accordance with this Section 15
(Term and Termination).

The estimated Study completion date is approximately

and is subject to change in
accordance with the Study Sponsor and Protocol
requirements.

Enrolment period will be between

and the expected
of Study Subject enrolled | N

15.2 Termination

This Agreement may be terminated (a) by any Party
immediately upon delivery of 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 prior written notice to the
Institution | from its delivery even without
stating a reason. In addition, any Party (the “Non-
Breaching Party”) may terminate this Agreement
immediately as of delivery of written notice for a
material breach of a provision of this Agreement by
another Party (the “Breaching Party”) if such breach is
not cured within following the
Breaching Party’s receipt of written notice of such
breach from the Non-Breaching Party. Institution may
also terminate this Agreement by a
written notice to Study Sponsor, IQVIA and Investigator
if, for reasons beyond the Institution’s control, the
Institution will be unable to complete the Study without
the completion having a negative impact on its main
activity, i.e. provision of medical services. Institution
will not be entitled to terminate the Agreement for this
reason should the safety of Study Subjects be
compromised.

jednotlivce ¢i subjektu jednajiciho jejich jménem.

15. PLATNOST & UKONCENI PLATNOSTI

15.1 Platnost

Tato Smlouva nabyva ucinnosti k Datu ucinnosti
a jeji platnost trva do dne, kdy Zadavatel Klinického
hodnoceni obdrzi a schvali vSechna data a zpravy
a Klinické hodnoceni bude v Instituci ukonéeno,
pokud nebude jeji platnost ukoncena diive podle
tohoto ¢lanku 15 (Platnost a ukondeni platnosti).
Predpokladané  datum  ukonéeni  Klinického
hodnoceni je ptiblizné , toto datum
viak miZe byt ménéno v souladu s pozadavky
Zadavatele klinického hodnoceni a Protokolu.

Obdobi naboru bude ptiblizné

a predpokladany
ﬁoéet zafazenych Subjektd klinického hodnoceni

15.2 Ukonceni platnosti

Tato Smlouva mize byt vypovézena (a) kteroukoli
Stranou s okamzitou ucinnosti na zakladé doruceni
pisemného oznameni ostatnim Strandm, pokud to
bude nezbytné kvili ochrané bezpecnosti, zdravi
nebo pohody Subjekti Klinického hodnoceni, nebo
(b) Zadavatelem Klinického hodnoceni alIQVIA
(i) s okamzitou uéinnosti na zakladé pisemného
oznameni ostatnim Strandm, pokud nebude nalezena
vhodna nahrada za Zkousejiciho lékafe, jak je
uvedeno v ¢lanku 2.4 (Povinnosti  Zkousejiciho
l1ékate), nebo (ii) na zakladé¢ pisemného ozndmeni
zaslaného  Instituci s vypovédni Ihitou [l
B odc dne jeho dorugeni i bez uvedeni
divodu. Kterakoli Strana (dale ,,NeporuSujici
strana‘“) mize tuto Smlouvu vypoveédét s okamzitou
ucinnosti na zakladé doruceni pisemného oznameni
také zdiavodu podstatného poruseni ustanoveni
Smlouvy jinou Stranou (dale ,,Porusujici strana®),
pokud takové poruseni nebude odstranéno do
poté, co Porusujici strana obdrzi
pisemné upozornéni na poruseni od Neporusujici
strany. Instituce je také opravnéna ukonéit tuto
Smlouvu pisemnou vypovédi, nebude-li tim ohrozena
bezpecnost Subjekti klinického hodnoceni, jestlize v
dtsledku vzniku piekdzky, jez nastala nezavisle na
jeho wvuli, nebude Instituce dlouhodobé schopna
dokoncit Klinické hodnoceni, aniz by tim nebyla
negativné ovlivnéna jeho hlavni ¢innost, kterou je
poskytovani zdravotni péce. Vypovédni doba cini

a poc¢ina bézet dnem nasledujicim
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15.3 Termination by Study Sponsor. This Agreement
may be terminated by Study Sponsor -effective
immediately as of delivery of written notice for any of
the following reasons:

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

(i) 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 Site has failed to
recruit or enroll a sufficient number of
subjects for participation in the Study.

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

15.4 Effects of Termination or Study Completion. Upon
an early termination of this Agreement: (a) Investigator
will immediately stop enrolling subjects into the Study
and cease administering the Investigational Product to
Study Subjects and conducting Study procedures on
Study Subjects, to the extent medically advisable and in
cooperation with Study Sponsor; (b) IQVIA, on behalf
of Study Sponsor, shall make a final payment for visits
or milestones properly performed pursuant to this
Agreement in the amounts specified in Exhibit A;
provided, however, that ten percent (10%) 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 will be promptly returned to IQVIA; and (d)
Institution will (i) furnish to Study Sponsor or IQVIA,
within ||| || of the effective date of
termination, all Study Data, including completed or
partially completed CRFs and (ii) return or destroy all
Investigational Product and Confidential Information in
accordance with the terms of this Agreement. Within

of termination of this Agreement,
Investigator will submit final written reports to Study
Sponsor as specified in the Protocol. This Section 15.4

po dni doruceni této vypovédi Zadavateli klinického
hodnoceni, IQVIA a Zkousejicimu Iékafi.

15.3 Ukonéeni Zadavatelem Klinického hodnoceni.
Zadavatel Klinického hodnoceni miZe tuto Smlouvu
s okamzitou platnosti vypovédét ke dni doruceni
pisemného ozndmeni také z nékteré¢ho z nasledujicich
davodi:

(i) Ptislusny kontrolni ufad odvola povoleni
nebo souhlas s provadénim Klinického
hodnoceni.

(ii) Studijni data budou podporovat ukonéeni
Klinického hodnoceni z jakéhokoli
divodu, vcetné bezpecnosti a pohodli
Subjektt Klinického hodnoceni.

(iii) Zadavatel klinického hodnoceni podle
vlastniho uvazeni rozhodne, ze se Centru
klinického hodnoceni nepodafilo ziskat
nebo zaradit dostatecny pocet Subjektl pro
ucast v Klinickém hodnoceni.

(iv) V ptipadé, ze Instituci, Zkousejicimu 1ékati
nebo nékomu ze Studijniho tymu bude
vysloven zékaz ¢innosti nebo pozbudou
zpusobilosti k vykonu ¢innosti.

15.4_Uginky piedéasného ukonéeni nebo dokonéeni
Klinického hodnoceni. Pfi pted¢asném ukonceni
platnosti této Smlouvy: (a) Zkousejici 1ékat okamzité
ukonéi zafazovani Subjektt do Klinického hodnoceni
a prestane Subjektim klinického hodnoceni podavat
hodnoceny piipravek a provadét unich postupy
vyzadované pro Klinické hodnoceni, bude-li to
z 1ékarského hlediska vhodné ave spolupraci se
Zadavatelem klinického hodnoceni; (b) IQVIA za
Zadavatele  Klinického  hodnoceni  provede
zavéreCnou platbu za kontrolni navstévy nebo
milniky fadné provedené podle této Smlouvy ve vysi
uvedené v Priloze A; avsak s tim, Ze deset procent
(10 %) této zavéreéné platby bude zadrzeno az do
koneéného schvaleni vSech stranek formulait CRF
a pripadného objasnéni veskerych dat Zadavatelem
Klinického hodnoceni a splnéni vSech dalsich
platnych podminek stanovenych v této Smlouve; (c)
veskeré financni prostfedky, které nebudou splatné
podle vySe uvedeného vypoctu, ale které jiz IQVIA
Instituci vyplatila, budou neprodlené vraceny IQVIA;
a (d) Instituce (i) doda  Zadavateli  Klinického
hodnoceni nebo IQVIA od data
ucinnosti ukonceni vSechna Studijni data vcetné
vyplnénych nebo ¢asteéné vyplnénych formulait
CRF a (ii) podle podminek této Smlouvy vrati nebo
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shall survive expiration or termination of this
Agreement.

16. MISCELLANEOUS.

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 notice) and shall be delivered:

a) in person

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

c) by a commercial overnight courier that guarantees
next day delivery and provides a receipt, or by email
receipt confirmed, and such notices shall be addressed
as follows:

zni¢i vSechny davky Hodnoceného piipravku
a veskeré Daveérné informace. Do ||| | Gz od
skonCeni platnosti této Smlouvy ZkouSejici lékat
ptedlozi Zadavateli Klinického hodnoceni zavéreéné
pisemné zpravy stanovené v Protokolu. Clanek 15.4
zastava v platnosti i po uplynuti doby platnosti nebo
ukonceni platnosti této Smlouvy.

16. RUZNE
16.1 Oznameni

Veskera oznameni vyzadovana nebo povolena podle
této Smlouvy nabyvaji uéinnosti dorucenim (nebo
pozdgjsim datem uvedenym v oznameni) a budou
uéinéna v pisemné podob¢ a budou dorucena:

a)osobné

b) doporu¢enym dopisem, s pfedem zaplacenym
postovnym, s dorucenkou,

¢) komeréni noéni kuryrni sluzbou, ktera zarucuje
doruceni dalsi den a poskytne potvrzeni, nebo e-
mailem s potvrzenim o doruceni. Tato oznameni
budou adresovana takto:

Email:

To Institution / Zdravotnickému

Name / Nazev: Neurocrine Biosciences, Inc.
Address / Adresa: 12780 El Camino Real
San Diego, CA 92130

Attn: Chief Medical Officer

With a copy to: Chief Legal Officer

Name / Nazev: IQVIA RDS Czech Republic s.r.o.
Address / Adresa: Pernerova 691/42, 186 00 Praha 8 - Karlin,
Czech Republic / Ceské republika

To Study Sponsor / Zadavateli Klinické USA
hodnoceni: -
Email:
Email:
And to/A také
To IQVIA/IQVIA: IQVIA

Office of the General Counsel
P.O. Box 13979

Research Triangle Park,

NC 27709-3979

Attention: General Counsel

Name / Nazev: Department of Clinical Trials/Oddéleni
klinickych studii, Fakultni nemocnice u sv. Anny v Brné
Address / Adresa: Pekaifska 664/53, 656 91, Brno, Czech

zatizent. Republic/Ceska republika
Email:
To Investigator / Zkousejicimu: Name / Jméno a ptijmeni:
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mailto:legal@neurocrine.com

Email:

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 numbered amendment executed by

all 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 this Agreement or
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

Address / Adresa: Pekaiska 664/53, 656 91, Brno, Czech
Republic/Ceska republika

16.2 Celistvost Smlouvy

Tato Smlouva, véetné pfiloh, predstavuje vyhradni,
celistvé a uplné ujednani Stran s ohledem na predmét
Smlouvy a nahrazuje veskeré ostatni pisemné a stni
dohody vztahujici se k tomuto Klinickému
hodnoceni.

16.3 Vzdani se uplatnéni

Neuplatnéni jakéhokoli prava ¢i podminky této
Smlouvy nezakladd domnénku vzdani se uplatnéni
takového prava ¢i podminky.

16.4 Zmény

Tuto Smlouvu je mozné prodluzovat nebo jinym
zpisobem ménit pouze na zakladé pisemného
¢islovaného dodatku podepsaného v§emi Stranami.

16.5 Nezavislost Stran

Instituce a ZkousSejici 1ékat jednaji jako nezavisli
smluvni dodavatelé Zadavatele Klinického hodnoceni
a IQVIA anebudou povazovani za jejich zastupce.
Zadavateli klinického hodnoceni ani IQVIA nevznika
povinnost poskytovat ZkouSejicimu 1ékafi, Instituci
nebo Studijnimu tymu zaméstnanecké vyhody, hradit
za n¢ piispévky na penzijni pojisténi, uzaviit pojisténi
zam&stnavatele pro pfipad Urazu nebo nemoci
zameéstnanci, uplatiovat srazkovou dan na jejich
ptijmy nebo odvadét za né¢ dan& v souvislosti se
zam&stnaneckym pomérem.

16.6 Prevod a Subdodavatelé

Tato Smlouva bude zavazna vici Stranam i jejich
pravnim nastupctim a postupniktim.

Centrum klinického hodnoceni nepfevede jakakoli
prava ¢i zavazky z této Smlouvy bez piedchoziho
pisemného souhlasu IQVIA nebo Zadavatele
Klinického hodnoceni.

S pfedchozim pisemnym souhlasem Zadavatele
Klinického hodnoceni muze Instituce v kazdém
piipad¢ zadat provadéni nékterych svych ¢innosti
podle této Smlouvy kvalifikovanym tfetim strandm
pod podminkou, Ze (a) takové povolené tieti strany
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with the terms and conditions in this Agreement; (b)
Institution causes such permitted third parties to be
bound by and comply with the terms of this Agreement;
(c) Institution remains liable for such permitted third
parties’ performance; and (d) neither Investigator nor
any sub-investigator has any direct or indirect financial
interest in any such permitted third parties. For the
avoidance of doubt, all permitted third parties used to
perform the Study are included in the definition of Study
Staff.

Upon Study Sponsor’s request, IQVIA may assign this
Agreement to Study Sponsor or to a third party, and
IQVIA shall not be responsible for any obligations or
liabilities under this Agreement that arise after the date
of the assignment, and the Site hereby consents to such
an assignment. Site will be given prompt written 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 Trading in Securities

Institution agrees and acknowledges that by virtue of its
participation in the Study, it will access to data and
information arising out of the conduct of the Study,
which is material non-public information related to
Study Sponsor. Institution agrees not to use, or cause or
encourage any other person or entity to use, any material
non-public information arising out of the Study to
purchase or sell the securities of Study Sponsor.

16.10 Severability; Reformation

Each provision in this Agreement is independent and
severable from the others, and no provision will be
rendered unenforceable because any other provision is
found by a proper authority to be invalid or
unenforceable in whole or in part. If any provision of this
Agreement is found by such an authority to be invalid or
unenforceable in whole or in part, such provision will be

budou tyto ¢innosti vykonavat zptiisobem, ktery bude
v souladu s podminkami této Smlouvy, (b) Instituce
zajisti, aby takové povolené tfeti strany byly vazany
podminkami této Smlouvy a dodrzovaly je,
(c) Instituce nadale ponese odpovédnost za ¢innosti
provadeéné povolenymi tietimi stranami
a (d) Zkousejici 1ékai ani Zzadny z pfipadnych
spoluzkousejicich 1ékaiti nebudou mit zadny piimy
nebo nepfimy financni podil v takovych povolenych
tretich stranach. Aby se prede$lo pochybnostem,
zahrnuje definice Studijniho tymu vSechny povolené
tieti strany vyuzivané K provadéni Klinického
hodnoceni.

Na zakladé zadosti Zadavatele klinického hodnoceni,
IQVIA je opravnéna pirevést tuto Smlouvu na
Zadavatele klinického hodnoceni nebo jakoukoli tieti
stranu, a IQVIA nebude odpovédna za jakékoli
zavazky ¢i odpovédnosti dle této Smlouvy, jez
vyplynou po datu pfevodu a Centrum klinického
hodnoceni timto souhlasi s takovym postoupenim.
Centrum klinického hodnoceni musi byt takové
postoupeni ¢i  pievod oznameno pisemné bez
zbytecného odkladu nabyvatelem.

16.7 Opravnéna tieti strana

Strany berou na védomi a souhlasi s tim, Ze neexistuji
zadné dalsi opravnéné tfeti strany s pravem trvat na
plnéni ustanoveni této Smlouvy.

16.9 Obchodovani s cennymi papiry

Instituce souhlasi a bere na védomi, ze na zakladé své
ucasti v Klinickém hodnoceni bude mit pfistup
k adajim a informacim vyplyvajicim z provadéni
Klinického hodnoceni, které jsou podstatnymi
nevefejnymi informacemi tykajicimi se Zadavatele
Klinického hodnoceni. Instituce se zavazuje, Ze
nevyuzije zadné podstatné nevefejné informace
vyplyvajici z Klinického hodnoceni k nakupu nebo
prodeji cennych papird Zadavatele Klinického
hodnoceni, ani k takovému jednani nevyuZije nebo
nebude pobizet zadnou jinou fyzickou ¢i pravnickou
osobu.

16.9 Oddélitelnost ustanoveni; neplatnost nebo
neudinnost ustanoveni

Vsechna ustanoveni této Smlouvy jsou nezavisla
a oddélitelna od ostatnich ustanoveni a zadné z nich
se nestane nevymahatelnym, jestlize bude néjaké jiné
ustanoveni pfislusnym organem jako celek nebo
¢astecné shledano neplatnym nebo nevymahatelnym.
Pokud takovy organ shledd nékteré ustanoveni této
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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 state and local laws or regulations

16.10 Applicable Law

This Agreement shall be interpreted and enforced under
the laws of Czech Republic. All disputes arising from
this Agreement will be resolved before the competent
courts of the Czech Republic.

16.11 Prevailing language

The Agreement is drawn up in English and in Czech
language versions. In case of any dispute Czech
language version shall prevail.

16.12 Survival

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

16.13 Counterparts

This Agreement shall be executed in four (4) original
counterparts, with each Party receiving one (1)
counterpart.

16.14 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.

Smlouvy jako celek nebo ¢asteéné neplatnym nebo
nevymahatelnym, bude takové ustanoveni zménéno
a vykladano tak, aby byly co nejlépe naplnény cile
nevymahatelného nebo neplatného ustanoveni
a zamér Stran v mezich platnych pravnich ptedpist.
Kazda ze Stran se zavazuje, ze bude v dobré vife
jednat 0 zménach Smlouvy véetné rozpodtu, pokud to
bude nutné, aby Strany vyhovély platnym statnim
a mistnim zakontim nebo predpistim.

16.10 Rozhodné pravo

Tato Smlouva bude vykladana a vymahana v souladu
s pravnim fadem Ceské republiky. Veskeré spory
z této Smlouvy budou feSeny pied piislusnymi soudy
Ceské republiky.

16.11 Rozhodna jazykova verze

Tato Smlouva je vyhotovena v anglickém a ceském
jazykovém znéni. V ptipad¢ jakéhokoli rozporu bude
rozhodujici ¢eska jazykova verze.

16.12 Pretrvavajici platnost

Podminky této Smlouvy, jez obsahuji prava a
povinnosti, jeZ svoji povahou piekracuji okamzik
dokonéeni Klinického hodnoceni, ziistanou zavazné i
v pfipadé ukonceni ¢i uplynuti doby platnosti této
Smouvy, a to i v ptipad¢, Ze tak neni v této Smlouve
vyslovné uvedeno.

16.13 Stejnopisy
Tato Smlouva je vyhotovena ve ctyfech (4)
vyhotovenich, z nichz kazda smluvni strana obdrzi po

jednom (1).

16.14 INTEGRITA DAT

INSTITUCE A ZKOUSEJICI LEKAR DALE
SOUHLASI S TIM A BEROU NA VEDOMI, ZE
PADELANI, FALSOVANI NEBO
POZMENOVANI JAKYCHKOLI DAT NEBO
JINYCH INFORMACI POSKYTNUTYCH
INSTITUCI NEBO ZKOUSEJICIM LEKAREM
V SOULADU STOUTO SMLOUVOU ZE
STRANY INSTITUCE, ZKOUSEJICIHO LEKARE
NEBO KOHOKOLI ZJEJICH ZAMESTNANCU
NEBO ZASTUPCU MUZE VEST
K TRESTNEPRAVNIMU POSTIHU INSTITUCE
A ZKOUSEJICIHO LEKARE AKE VZNIKU
OBCANSKOPRAVNI ODPOVEDNOSTI VUCI
ZADAVATELI KLINICKEHO HODNOCENT.

NBI-921352-FOS2021_Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA-NBI Global template — 04May2021
Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Neurocrine Biosciences, Inc. / NBI-921352-FOS2021

Fakultni nemocnice u sv. Anny v Brn& / || | | } I 1703
Version / Verze: redacted // 10122021

CONFIDENTIAL / DUVERNE
Page / Strana 38 of / 63



16.15 In compliance with Sec. 558 (2) of Act No.
89/2012 Coll., Civil Code, as amended, the Parties
hereby exclude the use of business practices between the
Parties.

16.16 Study Sponsor and IQVIA hereby undertake not
to conclude any other contract with any employee of the
Institution in connection with this Study.

THIS SECTION IS INTENTIONALLY
LEFT BLANK

Smluvni strany timto v souladu s § 558 odst. 2 zakona
¢. 89/2012 sb., obcanského zakoniku, ve znéni
pozd¢jsich predpist, vyslovné vylucuji pouziti
obchodnich zvyklosti ve svém pravnim styku v
souvislosti s touto Smlouvou.

Zadavatel klinického hodnoceni/IQVIA se timto
zavazuje, ze Vv souvislosti stimto Klinickym
hodnocenim v Instituci neuzavie Zzadnou jinou
smlouvu s zddnym zaméstnancem Instituce.

TATO CAST JE ZAMERNE PONECHANA
PRAZDNA
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Signed by IQVIA RDS Czech Republic s.r.o., under a Power of Attorney dated 24 May 2021, in the name of
NEUROCRINE BIOSCIENCES, INC. / Podepsano IQVIA RDS Czech Republic s.r.o., na zakladé Plné moci
vystavené dne 24. kvétna 2021, jménem spole¢nosti NEUROCRINE BIOSCIENCES, INC.

Name/ Jméno:

Signature/ Podpis:

Date/ Datum: 10.12.2021

ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic s.r.o. / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE IQVIA RDS Czech Republic s.r.o.

By/ Jméno: Ing. Eva Falbrova

Title/ Funkce: Managing Director / Jednatelka

Signature/ Podpis:

Date/ Datum:
10.12.2021

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice u sv. Anny v Brné / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni nemocnice u sv. Anny v Brng

By/ Jméno: Ing. Vlastimil Vajdak

Title/ Funkce: Director / Reditel

(must authorized to sign on Institution's behalf)/(musi se jednat o podpis opravnéného zastupce
Instituce):

Signature/ Podpis:

Date/ Datum:
14.12.2021

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR / NA DUKAZ SOUHLASU PRIPOJUJE
SVUJ PODPIS ZKOUSEJICI LEKAR

Name/ Jméno: I

Signature/ Podpis:

Date/ Datum:
15.12.2021
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uziv
Psací stroj
10.12.2021

uziv
Psací stroj
10.12.2021

uziv
Psací stroj
14.12.2021

uziv
Psací stroj
15.12.2021


Attachments: Prilohy:

Exhibit A — Budget and payment schedule Priloha A — Rozpocet a platebni piehled
Exhibit B — Power of attorney/delegation letter of Piiloha B — PIna moc/delegaéni dopis pro IQVIA
IQVIA

Piiloha C — Standardni smluvni dolozky

Exhibit C — Standard Contractual Clauses
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EXHIBIT A PRiLOHA A
BUDGET & PAYMENT SCHEDULE ROZPOCET A PLATEBNi PREHLED
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EXHIBITB PRIiLOHA B

POWER OF ATTORNEY/DELEGATION LETTER OF PLNA MOC / DELEGACNI DOPIS PRO SPOLECNOST
IQVIA IQVIA
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ExHIBITC PRIiLOHA C

STANDARDNI SMLUVNI DOLOZKY — DOHODA O

DATA PRIVACY AGREEMENT L. . , N
ZPRACOVANI OSOBNICH UDAJU

SECTION I ODDIL I
Clause 1 Dolozka 1
Purpose and scope Ucel a oblast piisobnosti
a) The purpose of these standard contractual a) Ugelem téchto standardnich smluvnich
clauses is to ensure compliance with the dolozek je zajistit dodrzovani pozadavki
requirements of Regulation (EU) uvedenych  vnafizeni  Evropského
2016/679 of the European Parliament and parlamentu a Rady (EU) 2016/679 ze dne
of the Council of 27 April 2016 on the 27.dubna 2016 o0 ochran¢ fyzickych
protection of natural persons with regard 0sob v souvislosti se zpracovanim
to the processing of personal data and on osobnich 1daji aovolném pohybu
the free movement of such data (General téchto udaji (obecné nafizeni o ochrané
Data Protection Regulation)* for the tdaji)!, pokud jde o predavani osobnich
transfer of personal data to a third udaja do tieti zemé.
country.
b) The parties (as named in Annex | of b) Strany (jak jsou uvedeny v Piiloze 1
Exhibit C): Standardnich smluvnich dolozek):

i.  the natural or legal person(s), public i. fyzicka nebo pravnicka osoba ¢i
authority/ies, agencyl/ies or other osoby, organ ¢i organy vetejné moci,
body/ies (hereinafter ‘entity/ies’) agentura C¢i agentury nebo jiny
transferring the personal data, as subjekt ¢i jiné subjekty (dale jen
listed in Annex I.A (hereinafter each »subjekt™ ¢i ,,subjekty*) predavajici
‘data exporter’), and osobni udaje, uvedené v pfiloze

| ¢asti A (dale jen ,,vyvozce Udaji‘),
a

1 Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union institution or body as controller,
reliance on these Clauses when engaging another processor (sub-processing) not subject to Regulation (EU) 2016/679 also ensures compliance
with Article 29(4) of Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the protection of natural
persons with regard to the processing of personal data by the Union institutions, bodies, offices and agencies and on the free movement of such
data, and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC (OJ L 295, 21.11.2018, p. 39), to the extent these Clauses and
the data protection obligations as set out in the contract or other legal act between the controller and the processor pursuant to Article 29(3) of
Regulation (EU) 2018/1725 are aligned. This will in particular be the case where the controller and processor rely on the standard contractual
clauses included in Decision 2021/915. / Pokud je vyvozcem udaji zpracovatel, na néjz se vztahuje natizeni (EU) 2016/679 a ktery jednd jménem
organu nebo subjektu Unie jako spravce, spoléhani se na tyto dolozky pfi zapojeni jiného zpracovatele (dil¢i zpracovani), na kterého se nafizeni
(EU) 2016/679 nevztahuje, rovnéz zajistuje soulad s ¢l. 29 odst. 4 natizeni Evropského parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna 2018
o ochrané fyzickych osob v souvislosti se zpracovanim osobnich udaji organy, institucemi a jinymi subjekty Unie, a o volném pohybu téchto
tdajii a o zruseni nafizeni (ES) €. 45/2001 a rozhodnuti 1247/2002/ES (Ut. vést. L 295 ze dne 21.11.2018, s. 39), v rozsahu, v némz jsou tyto
dolozky a povinnosti tykajici se ochrany udaji stanovené ve smlouvé nebo jiném pravnim aktu mezi spravcem a zpracovatelem podle 1. 29 odst.
3 nafizeni (EU) 2018/1725 sladény. To bude zejména piipad, kdy se spravce a zpracovatel spoléhaji na standardni smluvni dolozky obsazené v
rozhodnuti 2021/915.
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d)

the entity/ies in a third country
receiving the personal data from the
data exporter, directly or indirectly
via another entity also party to these
Clauses, as listed in Annex LA
(hereinafter each ‘data importer”)

have agreed to these standard contractual
clauses (hereinafter: ‘Clauses’).

These Clauses apply with respect to the
transfer of personal data as specified in
Annex |.B.

The Appendix to these Clauses
containing the Annexes referred to
therein forms an integral part of these
Clauses.

Clause 2

Effect and invariability of the Clauses

a)

These Clauses set out appropriate
safeguards, including enforceable data
subject rights and effective legal
remedies, pursuant to Article 46(1) and
Article 46(2)(c) of Regulation (EU)
2016/679 and, with respect to data
transfers from controllers to processors
and/or processors to processors, standard

contractual clauses pursuant  to
Article 28(7) of Regulation (EU)
2016/679, provided they are not

modified, except to select the appropriate
Module(s) or to add or update
information in the Appendix. This does
not prevent the parties (as named in
Annex | of Exhibit C) from including the
standard contractual clauses laid down in
these Clauses in a wider contract and/or
to add other clauses or additional
safeguards, provided that they do not
contradict, directly or indirectly, these
Clauses or prejudice the fundamental
rights or freedoms of data subjects.

c)

d)

subjekt ¢i subjekty ve tieti zemi,
pfijimajici pfimo nebo nepifimo
prostiednictvim jiného subjektu, jenz
je rovnéz stranou téchto dolozek,
osobni udaje od vyvozce udaja,
uvedené v piiloze I ¢asti A (dale jen
»dovozce udaju‘),
se dohodly na téchto standardnich
smluvnich  dolozkdch  (dale jen
,»dolozky*).
Tyto dolozky se pouziji s ohledem na
pfedavani osobnich udaji podle piilohy
| ¢asti B.
Dodatek Kk témto dolozkam obsahujici
prilohy, na néz se v téchto dolozkéach
odkazuje, tvoii nedilnou soucast téchto
dolozek.

DoloZka 2
Utinek a neménnost doloZzek

Tyto dolozky stanovi vhodné zaruky,
véetn¢ vymahatelnych prav subjektu
udaji aucinné pravni ochrany, podle
¢l.46 odst.1 acl. 46 odst.2 pism. c)
nafizeni (EU) 2016/679 a s ohledem na
predavani udaji od spravcu
zpracovatelim a/nebo od zpracovateld
zpracovatelim, standardni  smluvni
dolozky podle ¢l.28 odst. 7 nafizeni
(EU) 2016/679, pokud nebudou
zménény, s vyjimkou vybéru vhodného
modulu (vhodnych modull) nebo za
ucelem pridani nebo  aktualizace
informaci v dodatku. To smluvnim
stranam (jak jsou uvedeny v Ptiloze 1
Standardnich ~ smluvnich  doloZek)
nebrani v tom, aby zahrnuly standardni
smluvni dolozky stanovené v téchto
dolozkach do S§irS$i smlouvy a/nebo
pfidaly dal$i dolozky nebo dodatecné
zaruky, pokud nebudou piimo nebo
nepifimo v rozporu s témito dolozkami
nebo nebudou dot¢ena zakladni préva
nebo svobody subjekti udaji.

NBI-921352-FOS2021_Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA-NBI Global template — 04May2021
Clinical Trial Agreement / Smlouva o klinickém hodnoceni
Neurocrine Biosciences, Inc. / NBI-921352-FOS2021
Fakultni nemocnice u sv. Anny v B¢ /

Version / Verze: redacted // 10122021

CONFIDENTIAL / DUVERNE
Page / Strana 46 of / 63

1703



b) These Clauses are without prejudice to
obligations to which the data exporter is
subject by virtue of Regulation (EU)
2016/679.

Clause 3
Third-party beneficiaries

a) Data subjects may invoke and enforce
these Clauses, as third-party
beneficiaries, against the data exporter
and/or data importer, with the following
exceptions:

i. Clause 1, Clause 2, Clause 3, Clause
6, Clause 7,
ii.  Module Four: Clause 8.1 (b) and
Clause 8.3(b);
iii.  N/A
iv. N/A
v. Clause 13;

vi.  Clause 15.1(c), (d) and (e);

vii.  Clause 16(e);

viii.  Module Four: Clause 18.

b) Paragraph (a) is without prejudice to
rights of data subjects under Regulation
(EV) 2016/679.

Clause 4
Interpretation

a) Where these Clauses use terms that are
defined in Regulation (EU) 2016/679,
those terms shall have the same meaning
as in that Regulation.

b) These Clauses shall be read and
interpreted in the light of the provisions
of Regulation (EU) 2016/679.

c) These Clauses shall not be interpreted in
a way that conflicts with rights and
obligations provided for in Regulation
(EV) 2016/679.

Clause 5

b) Témito dolozkami nejsou dotéeny
povinnosti, které se vztahuji na vyvozce
udajt na zakladé natizeni (EU) 2016/679.

Dolozka 3
Opravnéné treti strany

a) Subjekty tdaji se mohou jako opravnéné
treti strany ve vztahu k vyvozci a/nebo
dovozci udaji dovolavat téchto dolozek
avymahat je, ato Snésledujicimi
vyjimkami:

i. dolozka 1, dolozka 2, dolozka 3,

dolozka 6, dolozka 7;

ii. modul 4: dolozka 8.1 pism. b)
a dolozka 8.3 pism. b);

iii.  N/A

iv. N/A

v. dolozka 13;

vi.  dolozka 15.1 pism. ¢), d) a e);

vii.  dolozka 16 pism. e);

viii.  modul 4: dolozka 18.

b) Pismenem a) nejsou dotCena prava
subjekti udaji podle natfizeni (EU)
2016/679.

DoloZka 4
Vyklad

a) Pokud tyto dolozky pouzivaji pojmy,
které jsou vymezeny v nafizeni (EU)
2016/679, maji tyto pojmy stejny vyznam
jako v uvedeném nafizeni.

b) Tyto dolozky je tfeba Cist a vykladat
s ohledem na ustanoveni nafizeni (EU)
2016/679.

c) Tyto dolozky nebudou vykladany
zadnym zpasobem, ktery by byl
V rozporu S pravy a povinnostmi
stanovenymi v natizeni (EU) 2016/679.

DoloZka 5
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Hierarchy

In the event of a contradiction between these
Clauses and the provisions of related agreements
between the parties (as named in Annex | of
Exhibit C), existing at the time these Clauses are
agreed or entered into thereafter, these Clauses
shall prevail.

Clause 6
Description of the transfer(s)

The details of the transfer(s), and in particular the
categories of personal data that are transferred
and the purpose(s) for which they are transferred,
are specified in Annex 1.B.

Clause 7 - Optional
Docking clause

a) An entity that is not a party to these
Clauses may, with the agreement of the
parties (as named in Annex | of Exhibit
C), accede to these Clauses at any time,
either as a data exporter or as a data
importer, by completing the Appendix
and signing Annex L A.

b) Once it has completed the Appendix and
signed Annex LA, the acceding entity
shall become a party to these Clauses and
have the rights and obligations of a data
exporter or data importer in accordance
with its designation in Annex LA.

c) The acceding entity shall have no rights
or obligations arising under these Clauses
from the period prior to becoming a

party.

SECTION Il - OBLIGATIONS OF THE
PARTIES (as named in Annex | of Exhibit C)

Hierarchie

V piipadé rozporu mezi témito dolozkami
austanovenimi  souvisejicich dohod mezi
stranami (jak jsou wuvedeny v Pfiloze 1
Standardnich  smluvnich  dolozek), které
existovaly v dobé sjednani téchto dolozek, nebo
které byly uzavieny az po jejich sjednani, maji
tyto dolozky prednost.

DoloZka 6
Popis prredavani

Podrobnosti tykajici se predavani, zejména
kategorie osobnich udaji, které jsou predavany,
a ucel nebo ucely, pro které jsou predavany, jsou
uvedeny v piiloze I ¢asti B.

DoloZka 7 - Volitelna
Dolozka o pristoupeni

a) Subjekt, ktery neni stranou téchto
dolozek, mize se souhlasem stran (jak
jsou uvedeny v Ptiloze 1 Standardnich
smluvnich dolozek) ktémto dolozkam
kdykoli pfistoupit, bud’ jako vyvozce
udaji, nebo jako dovozce udaji, ato

vyplnénim  dodatku  a podepsanim
ptilohy I ¢asti A.
b) Poté, co pfistupujici subjekt vyplni

dodatek a podepise ptilohu I ¢ast A, stane
se stranou téchto doloZzek a mé prava
apovinnosti  vyvozce udaji  nebo
dovozce udaji vsouladu se svym
uréenim v piiloze I asti A.

c) Pfistupujici subjekt nema zadna prava ani
povinnosti na zakladé¢ téchto dolozek
plynouci z obdobi pted tim, neZ se stal
stranou.

ODDIL II - POVINNOSTI STRAN (jak jsou
uvedeny v Ptiloze 1 Standardnich smluvnich
dolozek)
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Clause 8

Data protection safeguards

The data exporter warrants that it has used
reasonable efforts to determine that the data
importer is able, through the implementation of

appropriate

technical and organisational

measures, to satisfy its obligations under these
Clauses.

b)

d)

8.1 Instructions

The data exporter shall process the
personal data only on documented
instructions from the data importer acting
as its controller.

The data exporter shall immediately
inform the data importer if it is unable to
follow those instructions, including if
such instructions infringe Regulation
(EU) 2016/679 or other Union or
Member State data protection law.

The data importer shall refrain from any
action that would prevent the data
exporter from fulfilling its obligations
under Regulation (EU) 2016/679,
including in the context of sub-
processing or as regards cooperation with
competent supervisory authorities.

After the end of the provision of the
processing services, the data exporter
shall, at the choice of the data importer,
delete all personal data processed on
behalf of the data importer and certify to
the data importer that it has done so, or
return to the data importer all personal
data processed on its behalf and delete
existing copies.

8.2 Security of processing
The parties (as named in Annex | of

Exhibit C) shall implement appropriate
technical and organisational measures to

DoloZka 8

Zaruky ochrany udaju

Vyvozce udaji zarucuje, Zze vynalozil pfiméiené
usili, aby mohl stanovit, zda je dovozce udaju
schopen — zavedenim vhodnych technickych
a organizacnich opatfeni — plnit své povinnosti
podle téchto dolozek.

b)

d)

a)

8.1. Pokyny

Vyvozce udaji zpracovava osobni udaje
pouze na zaklad¢ dolozenych pokyni od
dovozce udaju, ktery jednd jako jeho
Spravce.

Vyvozce udaji neprodlené informuje
dovozce udaji, pokud neni schopen tyto
pokyny dodrzovat, v¢etné¢ pripadi, kdy
tyto pokyny poruSuji nafizeni (EU)
2016/679 nebo jiné pravni predpisy Unie
nebo ¢lenského statu v oblasti ochrany
udajt.

Dovozce tudaji se zdrzi piijimani
jakychkoli opatieni, ktera by vyvozci
udajii brénila v plnéni jeho povinnosti
podle natizeni (EU) 2016/679, mimo jiné
v kontextu dil¢tho zpracovéani, nebo

pokud se jedna o spolupraci
S ptisluSnymi dozorovymi tfady.
Po skonceni poskytovani

zpracovatelskych sluzeb vyvozce udaji
vsouladu svolbou dovozce udaju
vymaze  vSechny  osobni  udaje
zpracovavané jménem dovozce udajl
apotvrdi dovozci udaji, Ze tak ucinil,
nebo dovozci tidajl vrati vSechny osobni
udaje  zpracovavané jeho jménem
a vymaze vSechny existujici kopie.

8.2. Zabezpeceni zpracovani
Strany (jak jsou uvedeny v Piiloze 1

Standardnich ~ smluvnich  dolozek)
zavedou vhodna technické a organizacni
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b)

ensure the security of the data, including
during transmission, and protection
against a breach of security leading to
accidental or unlawful destruction, loss,
alteration, unauthorised disclosure or
access (hereinafter ‘personal data
breach’). In assessing the appropriate
level of security, they shall take due
account of the state of the art, the costs of
implementation, the nature of the
personal data?, the nature, scope, context
and purpose(s) of processing and the
risks involved in the processing for the
data subjects, and in particular consider
having recourse to encryption or
pseudonymisation, including during
transmission, where the purpose of
processing can be fulfilled in that
manner.

The data exporter shall assist the data
importer in ensuring appropriate security
of the data in accordance with paragraph
(@). In case of a personal data breach
concerning the personal data processed
by the data exporter under these Clauses,
the data exporter shall notify the data
importer without undue delay after
becoming aware of it and assist the data
importer in addressing the breach.

The data exporter shall ensure that
persons authorised to process the
personal data have committed themselves
to confidentiality or are under an
appropriate  statutory obligation of
confidentiality.

b)

opatfeni k zajiSténi zabezpeceni udaji,
ato i béhem piedavani, a zajisti ochranu
pied porusenim zabezpeceni vedoucim
k ndhodnému  nebo  protipravnimu
zniceni, ztrat€¢, zmeén¢, neopravnénému
poskytnuti nebo zptistupnéni (dale jen
,poruseni zabezpeceni osobnich udaja*).
Pfi  posuzovani  vhodné  drovné
zabezpeceni strany nalezit¢ zohledni
aktualni stav techniky, naklady na
provedeni, povahu osobnich tdaji?,
povahu, rozsah, kontext atucel nebo
ucely zpracovani arizika pro subjekty
udaji spojena se zpracovanim, a zejména
zvazi pouziti Sifrovani nebo
pseudonymizace, a to i béhem piedavani,
pokud lze timto zplisobem splnit ucel
zpracovani.

Vyvozce tdaji pomaha dovozci udaji pii
zajistovani odpovidajiciho zabezpeceni
udaju  vsouladu s pismenem  a).
V piipadé poruseni zabezpeceni
osobnich udaji tykajiciho se osobnich
udaji zpracovavanych vyvozcem udajt
podle téchto dolozek vyvozce udaji poda
hlaSeni dovozci udaji bez zbytecného
odkladu poté, co se oném dozvédél,
adovozci udaji  bude pii feSeni
uvedeného poruseni napomocen.
Vyvozce udaji zajisti, aby se osoby
opravnéné zpracovavat osobni udaje
zavazaly K ml¢enlivosti, nebo aby se na
n¢ vztahovala zdkonna povinnost
mlcenlivosti.

8.3 Documentation and compliance 8.3. Dokumentace a plnéni povinnosti

2 This includes whether the transfer and further processing involves personal data revealing racial or ethnic origin, political opinions, religious or
philosophical beliefs, or trade union membership, genetic data or biometric data for the purpose of uniquely identifying a natural person, data
concerning health or a person’s sex life or sexual orientation, or data relating to criminal convictions or offences. / To vyzaduje anonymizaci
udajt takovym zpusobem, aby jiz nikdo nemohl byt nikym identifikovatelny, v souladu s 26. bodem odivodnéni natizeni (EU) 2016/679, a aby
byl tento proces nevratny.
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a) The parties (as named in Annex | of
Exhibit C) shall be able to demonstrate
compliance with these Clauses.

b) The data exporter shall make available to
the data importer all information
necessary to demonstrate compliance
with its obligations under these Clauses
and allow for and contribute to audits.

Clause 9
N/A
Clause 10
Data subject rights

The parties (as named in Annex | of Exhibit C)
shall assist each other in responding to enquiries
and requests made by data subjects under the
local law applicable to the data importer or, for
data processing by the data exporter in the EU,
under Regulation (EU) 2016/679.

Clause 11
Redress

a) The data importer shall inform data
subjects in a transparent and easily
accessible format, through individual
notice or on its website, of a contact point
authorised to handle complaints. It shall
deal promptly with any complaints it
receives from a data subject.

Clause 12
Liability

a) Each party shall be liable to the other
party/ies for any damages it causes the

a) Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek) musi
byt schopny prokéazat dodrzovani téchto
dolozek.

b) Vyvozce Gdaju poskytne dovozci udaji
veSkeré informace potfebné k dolozeni
toho, Ze byly splnény povinnosti
stanovené v téchto dolozkach, umozni
provedeni auditti a bude k nim pfispivat.

DoloZka 9
N/A
DoloZka 10
Prava subjekta udaji

Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek) si vzdjemné
pomahaji pfi odpovidani na dotazy a zadosti
subjektic  Gdaji  podle  mistniho  prava
pouzitelného na dovozce udaji nebo v piipadé
zpracovani udaju dovozcem udaji v EU podle
nafizeni (EU) 2016/679.

DoloZka 11
Naprava

a) Dovozce udaji transparentné a Ve snadno
pfistupném formatu informuje subjekty
udaji  prostrfednictvim individualniho
oznameni nebo na svych internetovych
strankach o kontaktnim misté
opravnéném vyiizovat stiznosti. Takové
misto neprodlen¢  vyfidi  jakékoli
stiznosti, které od subjektu tdaji ptijme.

DolozZka 12

Odpovédnost

a) Kazda strana je  vuéi  druhé
strané/ostatnim strandm odpovédna za
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other party/ies by any breach of these
Clauses.

jakoukoli ujmu, kterou druhé
stran¢/ostatnim  strandm pii poruseni
téchto dolozek zptisobi.

b) Each party shall be liable to the data b) Kazda strana je odpovédna vici subjektu
subject, and the data subject shall be udajii  asubjekt udaji ma narok na
entitled to receive compensation, for any nahradu jakékoli hmotné nebo nehmotné
material or non-material damages that the ujmy, kterou strana zpusobi subjektu
party causes the data subject by udaju  poruSenim prav nalezejicich
breaching the third-party beneficiary opravnéné tieti strané na zakladé téchto
rights under these Clauses. This is dolozek. Tim neni dotéena odpovédnost
without prejudice to the liability of the vyvozce udaji podle nafizeni (EU)
data exporter under Regulation (EU) 2016/679.

2016/679.

c) Where more than one party is responsible c) Pokud je za Gjmu zpusobenou subjektu
for any damage caused to the data subject udaju v dusledku poruseni téchto dolozek
as a result of a breach of these Clauses, odpovédna vice nez jedna strana, nesou
all responsible parties (as named in spole¢nou a nerozdilnou odpovédnost
Annex | of Exhibit C) shall be jointly and vSechny odpovédné strany (jak jsou
severally liable and the data subject is uvedeny v Piiloze 1 Standardnich
entitled to bring an action in court against smluvnich dolozek) a subjekt udaji je
any of these Parties. opravnén proti kterékoli z téchto stran

podat zalobu u soudu.

d) The parties (as named in Annex | of d) Smluvni strany (jak jsou uvedeny v
Exhibit C) agree that if one party is held Piiloze 1 Standardnich smluvnich
liable under paragraph (c), it shall be dolozek) se dohodly, ze pokud je jedna ze
entitled to claim back from the other smluvnich stran odpovédna podle
party/ies that part of the compensation pismene c¢), je opravnéna pozadovat od
corresponding to its/their responsibility druhé smluvni strany/ostatnich
for the damage. smluvnich stran zpét ¢ast nahrady ujmy

odpovidajici jeji odpovédnosti za Gjmu.

e) The data importer may not invoke the e) Dovozce udaji se nemize dovolavat

conduct of a processor or sub-processor
to avoid its own liability.

Clause 13

N/A

SECTION Il - LOCAL LAWS AND

OBLIGATIONS IN CASE OF ACCESS BY

PUBLIC AUTHORITIES

Clause 14

jednani  zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

DoloZka 13

N/A

ODDIL III - MISTNI PRAVNI PREDPISY
A POVINNOSTI V PRIPADE PRISTUPU

ORGANU VEREJNE MOCI

DoloZka 14
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Local laws and practices affecting
compliance with the Clauses

a) The parties (as named in Annex | of
Exhibit C) warrant that they have no
reason to believe that the laws and

third country of

destination applicable to the processing
of the personal data by the data importer,
including any requirements to disclose
personal data or measures authorising
access by public authorities, prevent the
fulfilling
obligations under these Clauses. This is
based on the understanding that laws and
practices that respect the essence of the
fundamental rights and freedoms and do
is necessary and
proportionate in a democratic society to
safeguard one of the objectives listed in
(EV)
2016/679, are not in contradiction with

practices in the

data importer from

not exceed what

Article 23(1) of Regulation

these Clauses.

b) The parties (as named in Annex | of
Exhibit C) declare that in providing the
warranty in paragraph (a), they have
taken due account in particular of the

following elements:

i. the specific circumstances of the
transfer, including the length of the
processing chain, the number of
actors involved and the transmission

intended onward

transfers; the type of recipient; the
purpose of processing; the categories
and format of the transferred personal
data; the economic sector in which the
transfer occurs; the storage location of

channels used;

the data transferred;

ii. the laws and practices of the third
country of destination— including
those requiring the disclosure of data
to public authorities or authorising
access by such authorities — relevant
in light of the specific circumstances

its

Mistni pravni predpisy a postupy majici

a)

b)

dopad na dodrZovani doloZek

Strany (jak jsou uvedeny v Priloze 1
Standardnich ~ smluvnich  dolozek)
zarucuji, ze nemaji diivod se domnivat,
ze pravni predpisy a postupy ve treti zemi
urceni, které se vztahuji na zpracovani
osobnich tdajii dovozcem udajt, vcéetné
jakychkoli pozadavkli na zpfistupnéni
osobnich udaji nebo opatteni, kterymi se
povoluje pfistup organiim veiejné moci,
brani dovozci udaji pii plnéni svych
povinnosti podle téchto dolozek. To je
zalozeno na predpokladu, Ze pravni
predpisy apostupy, které respektuji
podstatu  zakladnich prav a svobod
a nepiekracuji to, co je v demokratické
spolecnosti nezbytné a pfiméiené
k zajisténi jednoho zcili uvedenych
v ¢l. 23 odst. 1 natizeni (EU) 2016/679,
Nejsou v rozporu s témito dolozkami.

Smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
doloZek) prohlasuji, ze pi1 poskytovani
zaruky uvedené v pismenu a) nalezité
zohlednily zejména nasledujici prvky:

i. konkrétni okolnosti pfedani, vcetné
délky zpracovatelského fetézce, poctu
zapojenych  subjekti  a pouzitych
kanalti pro ptenos udaji, zamyslené
dal$i pfedani, druh piijemce, ucely

zpracovani, kategorie a format
pfedavanych osobnich udaju,
hospodaiské odvétvi, vnémz se

predavani uskutecniuje, misto, kde se
predané udaje uchovavaji;

ii. pravni predpisy a postupy tieti zemé
urceni — vcetn¢ téch, které vyzaduji
zptistupnéni udaji orgdniim vetejné
moci nebo povoluji pristup téchto
organi — relevantni s ohledem na
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c)

d)

of the transfer, and the applicable
limitations and safeguards (*);

iii. any relevant contractual, technical or
organisational safeguards put in place
to supplement the safeguards under
these Clauses, including measures
applied during transmission and to the
processing of the personal data in the
country of destination.

The data importer warrants that, in
carrying out the assessment under
paragraph (b), it has made its best efforts
to provide the data exporter with relevant
information and agrees that it will
continue to cooperate with the data
exporter in ensuring compliance with
these Clauses.
The parties (as named in Annex | of
Exhibit C) agree to document the
assessment under paragraph (b) and
make it available to the competent
supervisory authority on request.

The data importer agrees to notify the

data exporter promptly if, after having

agreed to these Clauses and for the
duration of the contract, it has reason to
believe that it is or has become subject to
laws or practices not in line with the
requirements under paragraph (a),
including following a change in the laws
of the third country or a measure (such as

d)

konkrétni okolnosti pifedéani, jakoz
i pouzitelnd omezeni a zaruky?,

iii. veSkeré piislusné smluvni, technické
nebo organizacni zaruky zavedené za
ucelem doplnéni zaruk podle téchto
dolozek, véetné opatieni
uplatnovanych béhem predani
a zpracovani osobnich udaji v zemi
urceni.

Dovozce udaju zarucuje, ze pii provadéni

posouzeni podle pismene b) vynalozil

maximalni Usili, aby poskytl vyvozci
udaji relevantni informace, a souhlasi

S tim, ze bude pfi zajistovani dodrzovani

téchto dolozek svyvozcem udaji

I nadale spolupracovat.

Strany (jak jsou uvedeny v Priloze 1
Standardnich ~ smluvnich  doloZzek)
souhlasi, ze posouzeni podle pismene b)
zdokumentuji ana pozadani zpfistupni
pfislusnému dozorovému utradu.

Dovozce udaji souhlasi stim, Zze
neprodlen¢ uvédomi vyvozce udaji,
pokud ma po vyjadieni souhlasu s témito
ustanovenimi a po dobu trvani smlouvy
divod se domnivat, Ze se na n¢j vztahuji,
nebo se zacCaly vztahovat pravni predpisy
nebo postupy, které nejsou v souladu
s pozadavky podle pismene a), a to i po
zméng v pravnich predpisech tieti zemé

a disclosure request) indicating an nebo opatieni (jako je naptiklad Zadost

3 As regards the impact of such laws and practices on compliance with these Clauses, different elements may be considered as part of an overall
assessment. Such elements may include relevant and documented practical experience with prior instances of requests for disclosure from public
authorities, or the absence of such requests, covering a sufficiently representative time-frame. This refers in particular to internal records or other
documentation, drawn up on a continuous basis in accordance with due diligence and certified at senior management level, provided that this
information can be lawfully shared with third parties. Where this practical experience is relied upon to conclude that the data importer will not be
prevented from complying with these Clauses, it needs to be supported by other relevant, objective elements, and it is for the parties to consider
carefully whether these elements together carry sufficient weight, in terms of their reliability and representativeness, to support this conclusion. In
particular, the parties have to take into account whether their practical experience is corroborated and not contradicted by publicly available or
otherwise accessible, reliable information on the existence or absence of requests within the same sector and/or the application of the law in
practice, such as case law and reports by independent oversight bodies. / Pokud jde o dopad takovych pravnich piedpisti a postupti na dodrzovani
téchto dolozek, za soucast celkového posouzeni 1ze povazovat rizné prvky. Mezi tyto prvky mohou patfit relevantni a zdokumentované praktické
zkusenosti s predchozimi ptipady zadosti o zpfistupnéni od organti vefejné moci nebo neexistence takovych zadosti, které pokryvaji dostate¢né
reprezentativni ¢asovy ramec. Tyka se to zejména internich zaznami nebo jiné dokumentace, vypracovavané pribézné v souladu s nalezitou péci
a certifikované na urovni vrcholového vedeni, za predpokladu, Ze tyto informace 1ze v souladu s pravnimi piedpisy sdilet se tietimi stranami.
Pokud se na zéklade¢ této praktické zkuSenosti dospéje k zavéru, ze dovozci tidaji nebude branéno v dodrzovani téchto dolozek, je tieba to
podpofit dalsimi relevantnimi, objektivnimi prvky a je na smluvnich stranach, aby peclivé zvazily, zda tyto prvky maji spole¢né dostate¢nou vahu
na podporu tohoto zavéru, pokud jde o jejich spolehlivost a reprezentativnost. Smluvni strany musi zejména zohlednit, zda jsou jejich praktické
zkuSenosti potvrzeny vefejné dostupnymi nebo jinak piistupnymi spolehlivymi informacemi o existenci ¢i neexistenci zadosti ve stejném odvétvi
a/nebo o uplatiovani prava v praxi, jako je napfiklad judikatura a zpravy nezavislych organi dohledu, a nejsou s nimi v rozporu.
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f)

application of such laws in practice that
is not in line with the requirements in
paragraph (a).

Following a notification pursuant to
paragraph (e), or if the data exporter
otherwise has reason to believe that the
data importer can no longer fulfil its
obligations under these Clauses, the data
exporter  shall  promptly identify
appropriate measures (e.g. technical or
organisational measures to ensure
security and confidentiality) to be
adopted by the data exporter and/or data
importer to address the situation. The
data exporter shall suspend the data
transfer if it considers that no appropriate
safeguards for such transfer can be
ensured, or if instructed by the competent
supervisory authority to do so. In this
case, the data exporter shall be entitled to
terminate the contract, insofar as it
concerns the processing of personal data
under these Clauses. If the contract
involves more than two parties (as named
in Annex | of Exhibit C), the data
exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
named in Annex | of Exhibit C) have
agreed otherwise. Where the contract is
terminated pursuant to this Clause,
Clause 16(d) and (e) shall apply.

Clause 15

Obligations of the data importer in case of

access by public authorities

15.1 Notification

a) The data importer agrees to notify the

data exporter and, where possible, the
data subject promptly (if necessary with
the help of the data exporter) if it:

0 poskytnuti udajt), jez svédci o tom, ze
uplatnovani téchto pravnich predpist
vpraxi neni vsouladu s pozadavky
uvedenymi v pismeni a).

Po ozndmeni podle pismene e), nebo
pokud ma vyvozce udaji jinak divod se
domnivat, Ze dovozce udajii jiz nemtize
plnit své povinnosti na zaklad¢ téchto
dolozek, vyvozce udaji neprodlené urci
vhodnd opatfeni (napf. technickd nebo
organiza¢ni opatteni k zajisténi
bezpe¢nosti a divérnosti), kterd ma
piijmout vyvozce udaji a/nebo dovozce
udaji k feSeni situace. Vyvozce udaji
pozastavi piedavani udaja, pokud se
domniva, ze pro toto predavani nemohou
byt zajistény zadné vhodné zaruky, nebo
pokud mu da pokyn piislusny dozorovy
ufad. V tomto pfipad¢€ je vyvozce udaji
opravnén vypoveédét smlouvu, pokud jde
0 zpracovani osobnich udaji podle téchto
dolozek. Jestlize smlouva zahrnuje vice
nez dvé smluvni strany (jak jsou uvedeny
v Piiloze 1 Standardnich smluvnich
dolozek), mize vyvozce udaji toto pravo
na vypovézeni uplatnit pouze ve vztahu
K piislusné strané, pokud se strany (jak
jsou uvedeny v Ptiloze 1 Standardnich
smluvnich dolozek) nedohodly jinak.
Jestlize je smlouva vypovézena podle
této dolozky, pouzije se dolozka 16 pism.

d) ae).

Dolozka 15

Povinnost dovozce udaji v pripadé pristupu

organi verejné moci

15.1. Oznameni

a) Dovozce udaju souhlasi stim, Ze

neprodlen¢ uvédomi vyvozce udaja, a je-
li to mozné, subjekt udaji (v ptipadé
potieby s pomoci vyvozce udajit), pokud:
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b)

d)

i. receives a legally binding request
from a public authority, including
judicial authorities, under the laws of
the country of destination for the
disclosure of personal data transferred
pursuant to these Clauses; such
notification shall include information
about the personal data requested, the
requesting authority, the legal basis
for the request and the response
provided; or

Ii. becomes aware of any direct access by
public authorities to personal data
transferred pursuant to these Clauses
in accordance with the laws of the
country  of  destination;  such
notification ~ shall  include all
information available to the importer.

If the data importer is prohibited from
notifying the data exporter and/or the
data subject under the laws of the country
of destination, the data importer agrees to
use its best efforts to obtain a waiver of
the prohibition, with a view to
communicating as much information as
possible, as soon as possible. The data
importer agrees to document its best
efforts in order to be able to demonstrate
them on request of the data exporter.
Where permissible under the laws of the
country of destination, the data importer
agrees to provide the data exporter, at
regular intervals for the duration of the
contract, with as much relevant
information as possible on the requests
received (in particular, number of
requests, type of data requested,
requesting authority/ies, whether
requests have been challenged and the
outcome of such challenges, etc.).

The data importer agrees to preserve the

information pursuant to paragraphs (a) to

(c) for the duration of the contract and

make it available to the competent

supervisory authority on request.

b)

d)

i. na zakladé pravnich pfedpisu zemé
uréeni obdrzi pravné zédvaznou zadost
od orgédnu vefejné moci, vcetné
soudnich  organti, o zpfistupnéni
osobnich tudajii pfedanych podle
téchto doloZzek; takové oznameni
obsahuje informace o0 pozadovanych
osobnich udajich, dozadujicim organu,
pravnim zékladu zadosti a poskytnuté
odpovédi, nebo

ii. se dozvi o jakémkoli pfimém piistupu
organi  vefejné moci k osobnim
udajim predavanym podle téchto
dolozek v souladu s pravnimi piedpisy
zem€ urCeni; takové oznameni
obsahuje vSechny informace dostupné
dovozci.

Pokud je podle pravnich ptedpist zemé
ur¢eni  dovozci  udajui  zakazano
informovat vyvozce tdaji a/nebo subjekt
udaji, souhlasi dovozce udaju s tim, ze
za ucelem co nejrychlejsiho sdé€leni co
nejvétsiho mnozstvi informaci vynalozi
maximalni usili, aby od tohoto zakazu
bylo upusténo. Dovozce tdaji souhlasi,
7ze zdokumentuje své maximalni usili,
aby je mohl na zadost vyvozce udaji
prokézat.

Je-li to povoleno pravnimi piedpisy zemé
urceni, dovozce udaji souhlasi, ze bude
poskytovat vyvozci idaji v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantngj§i informace o pfijatych
zadostech (zejména informace o poctu
zé&dosti, druhu pozadovanych tdaji,
dozadujicim organu nebo organech, zda
byly tyto zadosti napadeny a vysledek
takového napadeni atd.).

Dovozce tdajt souhlasi s tim, Ze po dobu
trvani smlouvy bude informace podle
pismene a) az ¢) uchovavat a na vyzadani
je poskytne pfisluSnému dozorovému
ufadu.
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e) Paragraphs (a) to (c) are without e) Pismeny a) az ¢) neni dotfena povinnost
prejudice to the obligation of the data dovozce tdaji podle dolozky 14 pism. ¢)
importer pursuant to Clause 14(e) and adolozky 16 neprodlené informovat
Clause 16 to inform the data exporter vyvozce udaji, pokud neni schopen tyto
promptly where it is unable to comply dolozky dodrzovat.
with these Clauses.

15.2 Review of legality and data 15.2. Piezkum zakonnosti a minimalizace
minimisation udaji

a) The data importer agrees to review the a) Dovozce udaju souhlasi stim, Ze
legality of the request for disclosure, in piezkouma zakonnost zadosti
particular whether it remains within the 0 poskytnuti  udaju, zejména zda
powers granted to the requesting public nepiekrocila meze pravomoci udélenych
authority, and to challenge the request if, dozadujicimu organu vefejné moci, a ze
after careful assessment, it concludes that zadost napadne, pokud po peclivém
there are reasonable grounds to consider posouzeni dojde k zavéru, ze existuji
that the request is unlawful under the opodstatnéné duvody se domnivat, Ze
laws of the country of destination, zadost je podle pravnich piedpisi zemé
applicable obligations under ureni, platnych  zavazki  podle
international law and principles of mezinarodniho prava a zasad
international comity. The data importer mezinarodni  zdvofilosti  protipravni.
shall, under the same conditions, pursue Dovozce udaju za stejnych podminek
possibilities of appeal. When challenging vyuziva moznosti odvolani. Pfi napadeni
a request, the data importer shall seek zadosti dovozce udaju pfijme predbézna
interim measures with a view to opatfeni s cilem pozastavit ucinky
suspending the effects of the request until zadosti, dokud pfislusny soudni organ
the competent judicial authority has nerozhodne  o0jeji  opodstatnénosti.
decided on its merits. It shall not disclose Nezpfistupni pozadované osobni udaje,
the personal data requested until required dokud mu takovd povinnost nebude
to do so under the applicable procedural stanovena na  zakladé  platnych
rules. These requirements are without procesnich pravidel. Témito pozadavky
prejudice to the obligations of the data nejsou dotceny povinnosti dovozce udaji
importer under Clause 14(e). podle dolozky 14 pism. e).

b) The data importer agrees to document its b) Dovozce udaju souhlasi, ze
legal assessment and any challenge to the zdokumentuje své pravni posouzeni
request for disclosure and, to the extent i jakékoli napadeni zadosti o poskytnuti
permissible under the laws of the country udaji aVrozsahu povoleném pravnimi
of destination, make the documentation pfedpisy zem¢ ureni  zpfistupni
available to the data exporter. It shall also dokumentaci vyvozci tdaji. Na pozadani
make it available to the competent ji  rovnéz  zptistupni  pfisluSnému
supervisory authority on request. dozorovému utradu.

c) The data importer agrees to provide the c) Dovozce udaji souhlasi s poskytnutim

minimum amount of information
permissible when responding to a request

mnozstvi
na zadost

minimalniho
informaci pfi

piipustného
odpovédi
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for disclosure, based on a reasonable
interpretation of the request.

SECTION IV - FINAL PROVISIONS

Clause 16

Non-compliance with the Clauses and

a)

b)

termination

The data importer shall promptly inform
the data exporter if it is unable to comply
with these Clauses, for whatever reason.
In the event that the data importer is in
breach of these Clauses or unable to
comply with these Clauses, the data
exporter shall suspend the transfer of
personal data to the data importer until
compliance is again ensured or the
contract is terminated. This is without
prejudice to Clause 14(f).
The data exporter shall be entitled to
terminate the contract, insofar as it
concerns the processing of personal data
under these Clauses, where:
i. the data exporter has
suspended the transfer of
personal data to the data

importer  pursuant  to
paragraph (b) and
compliance with these

Clauses is not restored
within a reasonable time
and in any event within
one month of suspension;

ii. the data importer is in
substantial or persistent
breach of these Clauses;
or

iii. the data importer fails to
comply with a binding
decision of a competent
court or supervisory
authority regarding its
obligations under these
Clauses.

0 zpiistupnéni, ato na  zdklad¢

pfiméteného vykladu zadosti.

ODDIL IV - ZAVERECNA USTANOVENI

a)

b)

DoloZka 16

NedodrzZeni doloZek a vypovézeni

Dovozce udaji neprodlené¢ informuje
vyvozce udaji, pokud neni z jakéhokoli
davodu schopen tyto dolozky dodrzet.
Pokud dovozce udajt porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet,
vyvozce udaju pozastavi piedavani
osobnich tudajii dovozci udaji, dokud
neni dodrzovani opét =zajisténo nebo
smlouva vypovézena. Timto neni
dotéena dolozka 14 pism. f).

Vyvozce udaji je opravnén vypoveédet
smlouvu Vv rozsahu, vnémz se jedna
0 zpracovani osobnich udaji podle téchto
dolozek, pokud:

I. vyvozce tdaji pozastavil
pfedavani osobnich udaji
dovozci udajt podle pism.
b) adodrZzovani téchto
doloZek neni v pfiméfené
lhité a v kazdém piipadé
do jednoho mésice od
pozastaveni obnoveno;

ii. dovozce udaju  tyto
dolozky podstatné nebo
trvale porusuje nebo

iii. dovozce udaju nedodrzi

zavazné rozhodnuti
ptislusného soudu nebo
dozorového uradu

tykajiciho se jeho
povinnosti podle téchto
dolozek.
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d)

In these cases, it shall inform the
competent supervisory authority of such
non-compliance. Where the contract
involves more than two parties (as named
in Annex | of Exhibit C), the data
exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
named in Annex | of Exhibit C) have
agreed otherwise.

Personal data collected by the data
exporter in the EU that has been
transferred prior to the termination of the
contract pursuant to paragraph (c) shall
immediately be deleted in its entirety,
including any copy thereof. The data
importer shall certify the deletion of the
data to the data exporter. Until the data is
deleted or returned, the data importer
shall continue to ensure compliance with
these Clauses. In case of local laws
applicable to the data importer that
prohibit the return or deletion of the
transferred personal data, the data
importer warrants that it will continue to
ensure compliance with these Clauses
and will only process the data to the
extent and for as long as required under
that local law.

Either party may revoke its agreement to
be bound by these Clauses where (i) the
European Commission adopts a decision
pursuant to Article 45(3) of Regulation
(EU) 2016/679 that covers the transfer of
personal data to which these Clauses
apply; or (ii) Regulation (EU) 2016/679
becomes part of the legal framework of
the country to which the personal data is
transferred. This is without prejudice to

d) V takovych ptipadech

o nedodrzeni
informuje pfislusny dozorovy ufad.
Pokud smlouva zahrnuje vice nez dvé
smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek), mize vyvozce udaji toto pravo
na vypoveézeni uplatnit pouze ve vztahu
Kk ptislusné strané, pokud se strany (jak
jsou uvedeny v Priloze 1 Standardnich
smluvnich dolozek) nedohodly jinak.
Osobni udaje shromdzdéné vyvozcem
udaji v EU, které byly piedany pred
vypovézenim smlouvy podle pismene c),
musi byt neprodlené¢ vymazany v celém
rozsahu, vcetné veskerych jejich kopii.
Dovozce udaji potvrdi vyvozci udaji, ze
byly udaje vymazany. Dokud nejsou
udaje vymazany nebo vraceny, dovozce
udaji nadale zajistuje soulad s témito
dolozkami. V piipad¢€, ze se na dovozce
udaji vztahuji mistni pravni ptedpisy,
které mu zakazuji pfedané osobni udaje
vratit nebo vymazat, dovozce udaju
zaruCuje, ze bude inadale zajiStovat
dodrzovani téchto dolozek a bude udaje
zpracovavat pouze v takovém rozsahu
a tak dlouho, jak to uvedené mistni pravo
vyzaduje.

Kterakoli ze stran muze odvolat svij
souhlas stim, Ze bude vazana témito
dolozkami, pokud i) Evropskda komise
pfijme rozhodnuti podle ¢l. 45 odst. 3
natfizeni (EU) 2016/679 tykajici se
pfedavani osobnich udaji, na které se
tyto dolozky vztahuji, nebo i1) se natfizeni
(EU) 2016/679 stane soucasti pravniho
rdmce zemé, do které jsou osobni udaje
pfedavany. Tim nejsou dotleny dalsi

other obligations applying to the povinnosti vztahujici se na dotéené
processing in question under Regulation zpracovani  podle nafizeni (EU)
(EU) 2016/679. 2016/679.
Clause 17 DoloZka 17
Governing law Rozhodné pravo
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These Clauses shall be governed by the law of a
country allowing for third-party beneficiary
rights. The parties (as named in Annex | of
Exhibit C) agree that this shall be the law of the
Czech Republic.

Clause 18
Choice of forum and jurisdiction

Any dispute arising from these Clauses shall be
resolved by the courts of the Czech Republic.

Tyto dolozky se fidi pravem zemé, jez umoziuje
uplatnovat prava nalezejici opravnéné tieti
stran¢. Strany (jak jsou uvedeny v Pfiloze 1
Standardnich smluvnich dolozek) se dohodly, ze
se budou Fidit pravem Ceské republiky.

DoloZka 18
Volba soudu a piislusnost

Veskeré spory Vypvl}'fvajici z téchto dolozek
budou feSeny soudy Ceské republiky.
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ANNEX | of Exhibit C Data Privacy
Agreement

A. LIST OF PARTIES

Data exporter(s): [Identity and contact details
of the data exporter(s) and, where applicable, of
its/their data  protection officer and/or
representative in the European Union]

Name: Fakultni nemocnice u sv. Anny v Brné,
state budgetary organization

Address: Pekaiska 53, 656 91, Brno, Czech
Republic

Contact person’s name, position and contact
details:
DPO, e-mail:

Activities relevant to the data transferred under
these Clauses: scientific research

Role (controller/processor): processor

Data importer(s): [Identity and contact details
of the data importer(s), including any contact
person with responsibility for data protection]

Name: Neurocrine Biosciences, Inc.

Address: 12780 El Camino Real San Diego, CA
92130 United States

Contact person’s name, position and contact
details: , DPO,

Activities relevant to the data transferred under
these Clauses: scientific research
Role (controller/processor): controller

B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data
is transferred

PRILOHA I P¥ilohy C - Standardnich
Smluvnich DoloZek — Dohody o zpracovani
osobnich udaja

A. SEZNAM SMLUVNICH STRAN

Vyvozce (vyvozci) udaju: /Totoznost
a kontaktni  udaje  vyvozce/vyvozci  udaju
a Vv prislusnem pripade jeho/jejich poverence pro
ochranu osobnich udajii  a/nebo zastupce
v Evropské unii]

Jméno/nazev: Fakultni nemocnice u sv. Anny
v Brné, statni prispévkova organizace

Adresa: Pekaiskd 53, 656 91 Brno, Ceska
republika

Jméno, funkce akontaktni tdaje kontaktni
osoby: —
povefenkyné pro ochranu osobnich udajl, e-
e I

Cinnosti relevantni pro predavani udaji na
zaklade téchto dolozek: védecky vyzkum

Uloha (spravce/zpracovatel): zpracovatel

Dovozce nebo dovozci udaju: [Totoznost
a kontaktni udaje dovozce/dovozcu udajii, véetné
Jjakeékoli kontaktni osoby, ktera je odpovédna za
ochranu udajii]

Jméno/nazev: Neurocrine Biosciences, Inc.
Adresa: 12780 EI Camino Real San Diego, CA
92130 United States

Jméno, funkce akontaktni udaje kontaktni
osoby: , DPO,

Cinnosti relevantni pro predavani udaji na
zaklad¢ téchto dolozek: védecky vyzkum
Uloha (spravce/zpracovatel): spravce

B. POPIS PREDANI

Kategorie subjektii udajii, jejichz osobni udaje se
predavaji
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Patients & study staff members

Categories of personal data transferred
Study Staff Members: Firsthame, surname,
email, postal address, phone number

Special category data transferred (if applicable)
and applied restrictions or safeguards that fully
take into consideration the nature of the data and
the risks involved, such as for instance strict
purpose limitation, access restrictions (including
access only for staff having followed specialised
training), keeping a record of access to the data,
restrictions for onward transfers or additional
security measures.

Patients: Patients ID, health data relevant for the
Study, ethnical or racial origin

The frequency of the transfer (e.g. whether the
data is transferred on a one-off or continuous
basis).

Continuous
Nature of the processing

The processing consists in  collecting,
transferring, archiving, personal data relating to
the subjects enrolled in this clinical study.

Purpose(s) of the data transfer and further
processing

The purpose of this processing is to conduct the
clinical study in accordance with the clinical trial
protocol and Good Clinical Practices (GCP)

The period for which the personal data will be
retained, or, if that is not possible, the criteria
used to determine that period

Pacienti & ¢lenové studijniho tymu

Kategorie preddavanych osobnich udajii
Clenové studijniho tymu: Jméno, piijmeni,
email, adresa, telefonni ¢islo

Udaje zvldstni kategorie které se predavaji
(v prislusnych pripadech), a uplatnéna omezeni
nebo zaruky, jez plné zohlednuji povahu udajii
a souvisejici rizika, napriklad prisné ucelove
omezeni, omezeni pristupu (vietné pristupu
pouze pro zaméstnance, kteri absolvovali
specializované  Skoleni), vedeni zaznamu
0 pristupu  k udajiom, omezeni pro dalsi
predavani  nebo  dodatecna  bezpecnostni
opatreni.

Pacienti: kod pacienta, tidaje o zdravotnim stav

relevantni pro Studii, etnicky ¢i rasovy ptivod

Cetnost predavani (napr. zda jsou udaje
predavany jednordzove nebo priitbézne).
Prabézné

Povaha zpracovani

Zpracovani spoc¢iva ve shromazd’ovéni, pfenosu
a archivaci osobnich udajt tykajicich se subjektt
zatazenych do této klinické studie.

Ucel nebo
zpracovani

ucely predani udaju adalsi

Uéelem tohoto zpracovéni je provedeni klinické
studie v souladu s protokolem klinického
hodnoceni a spravnou klinickou praxi (GCP).

Doba, po kterou budou osobni udaje
uchovavany, nebo neni-li ji mozné urcit, kritéria
pouZzita pro stanoveni této doby
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The processing will continue until completion of
the services and for any subsequent storage or

processing period (at least [ after the
study end).

For transfers to (sub-) processors, also specify
subject matter, nature and duration of the
processing

Data will be transferred to IQVIA as a processor
of the Study Sponsor for the purpose of
processing the personal data of the Study
Subjects and Study Staff for the Study Sponsor.

Zpracovani bude pokracovat az do ukonceni
sluzeb a po jakoukoli nasledujici dobu
uchovdvani nebo  zpracovani  (nejméné

B <onceni studie).

Pokud jde o predavani (dilcim) zpracovateliim,

rovnez uvedte predmét, povahu a trvani
zpracovani
Data budou predavana IQVIA jakozto

zpracovateli Zadavatele za ucelem zpracovani
osobnich tudaji Subjektd studie a Clent
studijniho tymu pro Zadavatele.
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