CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement (“Agreement”) is
made by and between:

e Fakultni nemocnice Hradec Kralové,
located at Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Czech
Republic, Identification number: 00179906,
Tax identification number: CZ00179906,
represented by MUDr. Ales Herman, Ph.D.,
Director (the “Institution”), and

Tato

SMLOUVA O KLINICKEM HODNOCENI

smlouva o0  klinickém  hodnoceni

(“Smlouva”) je uzavirdna mezi ndasledujicimi
stranami:

Fakultni nemocnici Hradec Kralové, se
sidlem na adrese Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Ceska
republika, Identifika¢ni Cislo: 00179906,
Danové identifikacni ¢islo: CZ00179906,
zastoupenou MUDr. Alesem Hermanem,
Ph.D., feditelem (“Zdravotnické
zarizeni nebo ,,Poskytovatel®), a

- I i 2 - . <

place of employment at III. interni
gerontometabolicka klinika Fakultni
nemocnice Hradec Kralové, Sokolska 581,
500 05 Hradec Kralové — Novy Hradec
Kralové, Czech Republic (the

“Investigator”), and

e 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: 247 68 651, Tax
identification number: CZ247 68 651,
represented by Ing. Eva Falbrova

(“IQVIA”), Managing Director

e and for and on behalf of and in the name of
Arrowhead Pharmaceuticals, Inc., having a
place of business at 177 E Colorado Blvd.,
Suite 700, Pasadena, CA91105 (“Sponsor”™)
by virtue of a limited agency agreement dated
27th November 2024.

Each a “Party” and together the “Parties”.

mistem vykonu zaméstnani na adrese III.
interni gerontometabolickd klinika Fakultni
nemocnice Hradec Kralové, Sokolska 581, 500
05 Hradec Kralové — Novy Hradec Kralové,
Ceska republika (“Zkousejici”), a

IQVIA RDS Czech Republic, s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika, IC: 247 68 651,
DIC: CZ24768651, zastoupena Ing. Evou
Falbrovou (“IQVIA”), jednatelkou

a vzastoupeni a jménem spoleCnosti
Arrowhead Pharmaceuticals, Inc, se sidlem
177 E Colorado Blvd., Suite 700, Pasadena,
CA91105 (“Zadavatel”) na zdkladé
smlouvy o omezeném zastoupeni z
27. listopadu 2024.

Kazdé4 samostatné jako “Strana” a spole¢n¢ jako
“Strany”.

Protocol

Number- AROAPOC3-3006

Cislo Protokolu:

AROAPOC3-3006
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EUCT

2024-519712-13-00 EU CT ¢islo: 2024-519712-13-00
number:
A PHASE 3 OPEN-
LABEL EXTENSION
STUDY TO EVALUATE Otevi‘ené pokracovaci
THE LONG-TERM klinické hodnoceni faze 3 k
SAFETY AND Nézev posouzeni dlouhodobé
Protocol Title: | EFFICACY OF Protokolu: bezpecnosti a  ucinnosti
PLOZASIRAN IN ’ plozasiranu u dospélych s
ADULTS WITH hypertriglyceridémii
HYPERTRIGLYCERIDE (STUDIE SHASTA-10)
MIA (SHASTA-10
STUDY)
Protocol Date: | 22" November 2024 Datum 22. listopadu 2024
Protokolu:
Arrowhead Pharmaceuticals, Arrowhead Pharmaceuticals,
Sponsor: Zadavatel:

o]

nc.

Inc.

Country where

Stat ve kterém
ma sidlo Misto

Site is . provadéni “ .
Conducting Czech Republic Kinického Ceska republika
Study hodnoceni, které
provadi Studii
Location 1. internal , II1. interni
where the gerontometabolic clinic, l\fz)S\;[Z(,lélilie bude gerontometabolickd  klinika,
study will be which is a division/part of g cudie: kterd je soucasti/oddélenim
conducted: the Institution ) Zdravotnického zatizeni
Key
Enrollment Kli¢ové datum
Date: zafazeni:
EK SUKL

Statni Ustav pro Kontrolu Statni Ustav pro Kontrolu

Léciv EK Léciv
EC Srobarova 48 Srobarova 48

100 41 Praha 10 100 41 Praha 10

Czech Republic Ceskda republika
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The following additional definitions shall apply
to this Agreement:

Protocol: the clinical protocol referenced
above as it may be modified from time to
time by the Sponsor (defined below)

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

Study: the clinical trial that is to be
performed in accordance with this
Agreement and the Protocol for purposes of
gathering information about the
Investigational Product (defined below)
identified in the Protocol.

Study Subject: an individual who
participates in the Study, either as a recipient
of the Investigational Product or as a
control.

Study Staff: the cooperating individuals
involved in conducting the Study under the
direction of the Investigator.

Investigational Product:  the Sponsor’s
medicinal compound according to the
meaning in Act No. 378/2007 Coll.,
identified in the Protocol that is being tested
in the Study.

Good  Clinical Practices or GCPs:
International Council for Harmonisation of
Technical Requirements for
Pharmaceuticals for Human Use (ICH)
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to
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Ve Smlouvé jsou pouzity nasledujici smluvni
definice:

Protokol: klinicky protokol, na ktery je
odkazano vyse, a ktery mize podléhat Cas od
Casu zménam provedenym Zadavatelem (ve
smyslu nize uvedené definice)

Formuldfe pro zdznamy o subjektech
hodnoceni (Case Report Form) nebo CRF:
formulaf pro zaznamy o subjektech hodnoceni
(v listinné ¢i elektronické podob¢) bude
pouzivan Mistem provadéni klinického
hodnoceni (ve smyslu nize uvedené definice)
za uCelem zaznamu veskerych informaci
pozadovanych Protokolem, které podléhaji
oznamovani Zadavateli ve vztahu ke kazdému
Subjektu studie (ve smyslu nize uvedené
definice).

Studie: klinické hodnoceni, které bude
provedeno v souladu s touto Smlouvou a
Protokolem pro ucely ziskéni a shromézdéni
informaci o Hodnoceném [éCivu (ve smyslu
nize uveden¢ definice) popsaném v Protokolu.

Subjekt studie: jednotlivec, ktery se ucastni
Studie, bud’ jakozto piijemce Hodnoceného
lé¢iva nebo jako kontrolni subjekt.

Studijni persondl: jednotlivé spolupracujici
fyzické osoby zapojené do provadéni Studie
pod dohledem Zkousejiciho.

Hodnocené  1é¢ivo:  hodnoceny  1éCivy
pfipravek Zadavatele ve smyslu zakona C.
378/2007 Sb., definovany v Protokolu, ktery
je predmétem hodnoceni ve Studii.

Spravnd _ klinickd praxe nebo GCPs:
Harmonizovana tripartitni smérnice pro
Spravnou klinickou praxi vydana
Mezinarodni radou pro  harmonizaci
technickych pozadavki na humdanni lécivé
pfipravky (ICH), v platném znéni a zasady
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time and the principles set out in the
Declaration of Helsinki as revised from time
to time.

Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects’
primary medical records kept by the
Institution on behalf of the Study Subjects,
including, without limitation, treatment
entries, lab reports, x-rays, biopsy reports,
ultrasound photographs and other diagnostic
images.

Study Data: all records and reports, other
than Medical Records, collected or created
pursuant to or prepared in connection with
the Study including, without limitation,
reports (e.g., CRFs, data summaries, interim
reports and the final report) required to be
delivered to Sponsor pursuant to the
Protocol and all records regarding
inventories and dispositions of all
Investigational Product.

Government Official: ~ any officer or
employee of a government or of any
ministry, department, agency, or
instrumentality of a government; any person
acting in an official capacity on behalf of a
government or of any ministry, department,
agency, or instrumentality of a government;
any officer or employee of a company or of
a business owned in whole or part by a
government; any officer or employee of a
public international organization such as the
World Bank or the United Nations; any
officer or employee of a political party or
any person acting in an official capacity on
behalf of a political party; and/or any
candidate for political office; any doctor,
pharmacist, or other healthcare professional
who works for or in any hospital, pharmacy
or other healthcare facility owned or
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vymezené Helsinskou deklaraci, v platném
znéni.

Zadavatel: zadavatel Studie.

Zdravotni zdznamy: primarni zdravotni
zdznamy Subjekti studie vedené
Zdravotnickym zafizenim ve vztahu k
Subjektu studie, zejména zaznamy o
poskytnuté péci, laboratorni zéznamy,
zaznamy o RTG vySetfenich, protokoly o
provedenych biopsiich, snimky z
ultrazvukovych vySetfeni a dalSi snimky
diagnostické povahy.

Studijni data a udaje: veSkeré zaznamy,
zpravy a protokoly, jez jsou odlisné od
Zdravotnich zdznam, a které jsou ziskéany,
shromazdény ¢i vytvofeny v navaznosti na
Studii ¢i pfipraveny v souvislosti se Studii,
zejména zpravy, zdznamy a protokoly (napft.,
CRFs, datové ptehledy, mezitimni zpravy a
protokoly, a zévérecnd zprava), které jsou
pozadovany, aby byly poskytnuty Zadavateli
v souladu s Protokolem a veskerymi zdznamy
ohledné inventurni evidence a nakladani s
veskerym Hodnocenym lécivem.

Zastupce vefejné moci: jakykoli Ufednik ¢i
jakykoli zaméstnanec vladniho ufadu ¢i
jakéhokoli ministerstva, rezortu, ufadu C¢i
agentury, nebo zéstupce statniho/spravniho
ufadu; jakakoli osoba jednajici v ufedni
funkci jménem statniho/spravniho uradu ¢i
jakéhokoli ministerstva, ustavu, ufadu ¢i
agentury nebo zastupce vladniho ufadu;
jakykoli Ufednik ¢i zaméstnanec spolecnosti
¢ podnikatelského subjektu vlastnéného
statem, v dil¢im ¢i plném rozsahu; jakykoli
ufednik  ¢i  zaméstnanec  mezinarodni
organizace vefejného charakteru jako napf.
Svétova banka ¢i Organizace spojenych
narodl; jakykoli tufednik ¢i  jakykoli
zamgstnanec politické strany ¢i jakékoli osoba
jednajici v ramci ji sveéfené pravomoci
jménem politické strany; a/nebo jakykoli
kandidat na politickou funkeci; jakykoli 1ékat,
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operated by a government agency, ministry
or department.

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).

RECITALS:

WHEREAS, IQVIA is providing clinical
research organisation services to Sponsor under
a separate contract between IQVIA and Sponsor
which include monitoring of the Study and
contracting with clinical research sites;

WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to
conduct the Study and Sponsor and IQVIA
requests the Site to undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY
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farmaceut ¢i jiny profesional ve zdravotnictvi,
pracujici pro ¢i v jakékoli nemocnici, 1€karné
¢i jakémkoli jiném zafizeni zdravotnického
typu ve vlastnictvi ¢i  provozovaném
staitnim/spravnim ufadem, ministerstvem c¢i
ustavem.

Hodnotné véci: budou vyklddany v SirSim
smyslu a mohou tak zejména zahrnovat
penézni Castky, platby ¢i ekvivalenty plateb,
jako napftiklad darkové certifikaty ¢i poukazy;
dary ¢i bezplatné poskytované vyrobky;
pohosténi, zdbavu, ¢i pohostinnost; cesty ¢i
proplaceni nékladl; poskytovani sluzeb;
koup€ majetku ¢i sluzeb za nadhodnocené
Castky; prevzeti ¢i prominuti  splatnych
zavazkl; vyhody nehmotného charakteru,
jako naptiklad  zvySené socialni  ¢i
podnikatelské postaveni (napt., poskytovani
dart ¢i podpory na dobro¢inné ucely, jez jsou
podporovany  statnimi/spravnimi  ufady);
a/nebo vyhod vuci tfetim osobam vztahujici
se k zastupciim vefejné moci (napf. blizci
¢lenové rodiny).

UVODNI CAST:

VZHLEDEM K TOMU, Ze IQVIA poskytuje
Zadavateli sluzby smluvni vyzkumné organizace,
a to na zakladé¢ samostatné smlouvy uzaviené
mezi IQVIA a Zadavatelem, kterda zahrnuje
monitoring Studie a uzavirani smluv s klinickymi
vyzkumnymi centry;

VZHLEDEM K TOMU, ze Zdravotnické
zafizeni a ZkouSejici (dale spolecné jen “Misto
provadeéni klinického hodnoceni”) hodlaji provést
Studii a Zadavatel a IQVIA po Mistu provadéni
klinického hodnoceni pozaduje provedeni takové
Studie.

NYNI S OHLEDEM NA SHORA UVEDENE,
bylo dohodnuto nésledujici:

1. PROVEDENI STUDIE
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1.1. Compliance with Laws, Regulations,
and Good Clinical Practices

Site agrees that Site and Study Staff shall
perform the Study at Institution in strict
accordance with this Agreement, the
Protocol, any other Study documents
provided by the Sponsor, and any and all
applicable laws regulations and guidelines,
including in particular, but without
limitation, GCPs, Act No. 378/2007 Coll.,
on Pharmaceuticals and on amendments to
some related acts (“Act on
Pharmaceuticals”) and Decree  No.
463/2021 Coll., on more detailed conditions
for conducting clinical trials of medicinal
products for human use, as amended, Act
No. 372/2011 Coll., on Medical Services
and terms and conditions of performance of
such services (,,Act on Medical Services®),
Regulation (EU) No. 536/2014 of the
European Parliament and of the Council of
16 April 2014 on clinical trials on medicinal
products for human use, as well as all
national legislation, European regulations
and regulations regarding the protection of
personal data as implemented at national
level by Act No. 110/2019 Coll., on the
processing of personal data, 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
(GDPR) or any subsequent amendments or
laws substantially replacing any of the
foregoing (together “Applicable Laws”).
Site and Study Staff acknowledge that
IQVIA and Sponsor, and their respective
affiliates, need to adhere to the provisions of
(i) the Bribery Act 2010 of the United
Kingdom (Bribery Act); (ii) the Foreign
Corrupt Practices Act 1977 of the United
States of America (FCPA) and (iii) any
other applicable anti-corruption legislation.
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1.1 Soulad s Prdvnimi ptedpisy, natizenimi a
Sprévnou klinickou praxi

Misto provadéni klinického hodnoceni
souhlasi s tim, ze Misto provadéni klinického
hodnoceni a Studijni personal provede ve
Zdravotnickém zafizeni Studii v pfisném
souladu s touto Smlouvou, Protokolem,
ostatnimi Studijnimi dokumenty
poskytnutymi Zadavatelem a veSkerymi
prislusnymi pravnimi piedpisy a nafizenimi,
zejména véetné GCP, zak. ¢. 378/2007 Sb., o
1é¢ivech a zménach nékterych souvisejicich
zakona (“Zakon o 1é¢ivech”) a Vyhlasky ¢.
463/2021 Sb., o blizsich podminkach
provadéni klinickych hodnoceni humannich
1é¢ivych ptipravkl, v platném znéni, zak. €.
372/2011 Sb., o Zdravotnich sluzbach a
podminkach jejich poskytovani (,,Zdkon o
zdravotnich sluzbach®), nafizenim
Evropského parlamentu a Rady (EU) ¢.
536/2014 ze dne 16. dubna 2014 o klinickych
hodnocenich humannich 1é¢ivych ptipravka,
jakoz 1 veskerou narodni legislativu, evropské
nafizeni a pfedpisy ohledné ochrany osobnich
udaji, jak byly implementovany na narodni
urovni zakonem €. 110/2019 Sb., o zpracovani
osobnich  udajli, zejména  Nafizenim
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich Udaji a o volném pohybu téchto
udaji (GDPR) nebo jakychkoli naslednych
pozméiujicich ¢i podstatn€ nahrazujicich
pravnich pfedpisi ve vztahu ke shora
uvedenym  pravnim normam (spole¢né
“Ptislusné pravni ptedpisy”). Misto provadéni
klinického hodnoceni a Studijni personal
timto berou na védomi, ze IQVIA a Zadavatel,
a jejich odpovédné pobocky, se zavazuji
dodrzovat (i) britsky zdkon proti korupci z
roku 2010 (“Protikorupcni zakon”); (ii) zdkon
USA z roku 1977 o zahrani¢nich korup¢nich
praktikach z roku 1977 (“FCPA”) a (iii)
jakékoli dalsi pravni ptepisy v oblasti zdkazu
korup¢nich praktik.
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Sponsor and IQVIA hereby undertake not to
conclude any other contract in connection
with this Study with any employee of the
Institution.

1.2. Informed Consent Form

Site agrees to use an informed consent form
that has been provided and approved by
Sponsor or IQVIA and is in accordance with
applicable regulations and the requirements
of the Ethics Committee (“EC”) that is
responsible for reviewing the Study.
Investigator shall obtain the prior written
informed consent of each Study Subject.

1.3. Medical Records and Study Data

1.3.1. Collection, Storage and

Zadavatel a IQVIA se timto zavazuji, Ze
v souvislosti s touto Studii neuzaviou zadnou
jinou smlouvu s zadnym zaméstnancem
Poskytovatele.

1.2 Formulaf pisemného informovaného
souhlasu
Misto provadéni klinického hodnoceni

souhlasi s tim, Ze bude pouzivat formulat
informovaného souhlasu, ve znéni dodaném a
schvaleném Zadavatelem nebo IQVIA, a
ktery je v souladu s pfislusSnymi pravnimi
predpisy a pozadavky Etické komise (“EK”),
kterd je zodpovédnd za kontrolu Studie.

Zkou$ejici  pfedem  zajisti  pisemny
informovany souhlas kazdého Subjektu
studie.

1.3. Zdravotni zaznamy a Studijni data a udaje

1.3.1. Shromazd’ovani, uskladnéni a

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

Site shall:

1. 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,
regulations and industry
standards; and

ii. protect the Medical Records and
Study Data from unauthorized use,
access, duplication, and
disclosure. If directed by Sponsor
or IQVIA, Site will submit Study
Data using the electronic system
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likvidace: Misto provadéni  klinického
hodnoceni zajisti promptni, Uplné a presné
shromazd’ovani, zaznamenavani a

klasifikacni roztfidéni Zdravotnich zaznamu a
Studijnich dat a tidaja.

Misto provadéni klinického hodnoceni bude:
i. vésta skladovat Zdravotni zdznamy a
Studijni data a udaje bezpecnym
zpisobem s omezenim fyzického 1
elektronického ptistupu, dle podminek
konkrétniho pifipadu a s kontrolou
prostfedi pfisluSnou pro konkrétni typ
dat a udajii v souladu s pfislusnymi
pravnimi  pfedpisy, nafizenimi a
technickymi standardy; a

ii.  chranit Zdravotni zaznamy a Studijni
data a udaje proti neopravnénému
zneuziti, pfistupu, kopirovani i
odhaleni. Bude-li tak pozadovano
Zadavatelem ¢i  IQVIA, Misto
provadéni  klinického  hodnoceni
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iil.

provided by Sponsor or IQVIA or
their designated representative and
in accordance with 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 ensure
the prompt submission of CRFs;
and

take all reasonable measures to
prevent accidental or premature
destruction or damage of these
documents. The Institution will
keep all Medical Records and
Study Data as well as any
documentation related to study
subjects for 25 years after
completing the Study. Institution
will store the documentation for
reimbursement  specified  in
Attachment A. In accordance with
the obligations of a sponsor under
the ICH GCP, Sponsor will inform
Site in writing six (6) months in
advance that the Medical Records
and Study Data and other data are
no longer needed even if the
minimum retention period agreed
in this Agreement has not yet
elapsed. If Sponsor does not
require that Institution store the
documents any longer, Institution
will be entitled to destroy them.
Otherwise, Sponsor will pay for

1ii.

AROAPOC3-3006_CZE_CTA TRI_203-574_FN Hradec Kralove_JlIll 28May2025

predlozi Studijni data a udaje za
pouziti elektronického systému pro
elektronicky zaznam dat, ktery bude
poskytnuty Zadavatelem nebo IQVIA
nebo jimi uréenym zdstupcem, a to v
souladu s pokyny Zadavatele pro
elektronicky zdznam dat. Misto
provadéni  klinického  hodnoceni
zabrani neopravnénému piistupu ke
Studijnim datiim a udajim zajisténim
fyzické bezpecnosti elektronického
systétmu a dale =zajisti, ze Studijni
personal bude zachovavat v davérném
rezimu jim ptidélend ptistupova hesla.
Zkousejici souhlasi, ze shromazdi
veskera Studijni data a Gdaje obsazené
ve Zdravotnich zdznamech pted jejich
vlozenim do CRF. Misto provadéni
klinického hodnoceni zajisti
neprodlené piredkladani CRFs; a

pfijme veskerd pfimétend opatieni za
ucelem zabranéni nahodného i
predCasného zniceni ¢i poskozeni
téchto  dokumenti.  Zdravotnické
zatizeni uchova Zdravotni zdznamy a
Studijni data a udaje, jakoz 1 veSkerou
dokumentaci  vztahujici se ke
Subjektiim Studie po dobu 25 let od
ukonceni Studie. Poskytovatel provede
archivaci za poplatek uvedeny v
Ptiloze A. V souladu s povinnostmi
Zadavatele podle ICH GCP bude
Zadavatel v ptedstihu Sesti (6) mésict
od konce zpoplatnéné archivace
pisemné informovat Misto provadéni
klinického hodnoceni otom, Ze
Zdravotni zaznamy a Studijni data
audaje nejsou pottebné, uz pred
uplynutim minimélni doby uchovévani
udaji  dohodnuté v této Smlouvé.

Pokud nebude Zadavatelem
poZadovano dokumenty dale
uchovavat, bude je Poskytovatel

opravnén zlikvidovat. V opacném
pfipadé¢ bude Zadavatelem uhrazena
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additional archiving usual price at
the time when the request is made.

In case of termination of Investigator
employment relationship, the responsibility
for maintaining Medical Records and Study
Data shall be determined in accordance with
applicable regulations but Institution will
not in any case be relieved of its obligations
under this Agreement for maintaining the
Medical Records and Study Data.

1.3.2. Ownership. Sponsor owns and shall
retain all ownership of Confidential
Information (as defined below) and Study
Data. Institution has sole ownership of
Medical Records. The Institution and the
Investigator hereby assign to Sponsor all of
their rights, title and interest, including
intellectual  property rights, to all
Confidential Information and any other
Study Data.

1.3.3.  Access, Use, Monitoring and
Inspection. Site shall provide original or
copies (as the case may be) of all Study Data
to IQVIA and Sponsor for Sponsor’s use.
Site shall afford Sponsor and IQVIA and
their  representatives and  designees
reasonable access to Site’s facilities and to
Medical Records and Study Data so as to
permit Sponsor and IQVIA and their
representatives and designees to monitor the
Study.

As part of the monitoring, the Sponsor and
IQVIA and their representatives and
designees may access the Institution's
electronic system where Medical Records
and Study Data are maintained, in
accordance with the signed informed
consent of the Study Subject (random over-
the-shoulder inspection), only in the
presence of the Investigator, Sub-
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dalsi archivace za cenu obvyklou v
dob¢ vzneseni pozadavku.

V ptipadé ukonCeni pracovnépravniho
pomeéru Zkousejiciho, bude odpovédnost za
vedeni Zdravotnich zdznamu a Studijnich dat
a udajii uréena v souladu s piislusnymi
pravnimi  predpisy, avSak Zdravotnické
zafizeni se v zadném ptipad¢ nezprosti svych
povinnosti, jez mu plynou z této Smlouvy ve
vztahu k vedeni Zdravotnich zaznami a
Studijnich dat a udaja.

1.3.2. Vlastnictvi. Zadavatel je a nadale bude
vlastnikem vSech Duvérnych informaci
(definovanych niZe) a Studijnich dat a udajh.
Zdravotnické zafizeni mé& ve vyluéném
vlastnictvi Zdravotni zdznamy. Zdravotnické
zafizeni a ZkouSejici timto prevadéji na
Zadavatele veskera sva prava, naroky a tituly,
véetné prav  dusevniho vlastnictvi k
Divérnym informacim a k jakymkoli jinym
Studijnim datim a idajam.

1.3.3. Ptistup, Pouziti, Monitoring a Kontrola.
Misto provadéni klinického hodnoceni
poskytne originaly ¢i kopie (dle podminek
konkrétniho pfipadu) vSech Studijnich dat a
udaji IQVIA a Zadavateli pro moznost jejich
vyuziti  Zadavatelem. Misto provadéni
klinického hodnoceni umoZni Zadavateli a
IQVIA a jejich zastupcim a zmocnéncim
odpovidajici pfistup do prostor a zafizeni
Mista provadéni klinického hodnoceni a k
Zdravotnim zaznamim a Studijnim datim a
udajlim, aby umoznilo Zadavateli a IQVIA a
jejich zastupcim a zmocnéncim provedeni
monitoringu Studie.

Zadavatel a IQVIA a jejich zastupci a
zmocnénci miZzou v radmeci monitoringu
nahlizet do  elektronického  systému
Zdravotnického zatfizeni, kde jsou vedeny
Zdravotni zaznamy a Studijni data a udaje, v
souladu s podepsanym informovanym
souhlasem Subjektu studie (rnamdtkova
kontrola pres rameno), a to vyhradné za
pritomnosti Zkousejiciho, spoluzkousejiciho

CONFIDENTIAL
Page 9 of 74



Investigator, or Coordinator who has access
to the system. This check is an integral part
of routine monitoring and will always be
agreed in advance and is charged in
accordance with Attachment A to this
Agreement.

Site shall afford regulatory authorities
reasonable access to Site’s facilities and to
Medical Records and Study Data, and the
right to copy Medical Records and Study
Data, as required to fulfill their regulatory
obligations and oversight and to the extent
allowed by Applicable Laws.

The Site agrees to cooperate with the
representatives of IQVIA and Sponsor 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 Sponsor
and IQVIA of, and provide 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, and the Site shall permit
IQVIA and Sponsor to attend any such
inspections. The Site will make reasonable
efforts to separate, and not disclose, all
Confidential Information that is not required
to be disclosed during such inspections.
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nebo koordindtora, ktery ma do systému
pristup. Tato kontrola je nedilnou soucasti
bézného monitoringu, bude vzdy piedem
dohodnuta a je zpoplatnéna dle ptilohy A této
Smlouvy.

Misto provadéni klinického hodnoceni
umozni kontrolnim tfadim pfiméteny piistup
do prostor a zafizeni Mista provadéni
klinického hodnoceni a ke Zdravotnim
zdznamum a Studijnim datim a udajim, a
poskytne v rozsahu dle Ptislusnych pravnich
piedpist opravnéni ke kopirovani
Zdravotnich zaznamt a Studijnich dat a udaji
pozadovanych ke splnéni povinnosti vuci
kontrolnim ufadiim a dozorovych povinnosti.

Misto provadéni klinického hodnoceni
souhlasi, ze bude spolupracovat se zastupci
IQVIA a Zadavatele, ktefi navstivi Misto
provadéni klinického hodnoceni, a Misto
provadéni klinického hodnoceni souhlasi, ze
zajisti, ze zaméstnanci a zdstupci Mista
provadéni klinického hodnoceni nebudou
klast jakekoli prekazky ¢&i jakkoli jinak
vytvafet nepfiznivé pracovni podminky pro
takové zastupce.

Misto provadéni klinického hodnoceni
neprodlené vyrozumi Zadavatele a spole¢nost
IQVIA, a v téze souvislosti Zadavateli a
spolec¢nosti IQVIA poskytne veskeré kopie, o
jakékoli Zadosti, korespondenci ¢i
komunikaci pfijaté ¢i zaslané jakémukoli
statnimu/spravnimu  Gfadu ¢i  kontrolnimu
ufadu vztahujici se ke Studii, zejména vcetné
zadosti €1 oznameni o kontrole prostor a
zafizeni Mista vykonu klinického hodnoceni,
a Misto provadéni klinického hodnoceni
umozni IQVIA a Zadavateli, aby se takovych
kontrol zucastnili. Misto provadéni klinického
hodnoceni vyvine nezbytné usili za ucelem
oddélent, nikoli v§ak odhaleni ¢i zpfistupnéni,
veskerych Duvérnych informaci, jejichz
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1.3.4. License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in section
3 “Confidentiality”, for internal, educational
purposes, and (i) for preparation of
publications in accordance with Section 5
“Publication Rights”.

1.3.5. Survival. This section 1.3 “Medical
Records and Study Data” shall survive
termination or expiration of this Agreement.

1.4 Duties of Investigator

Investigator shall conduct the Study at
Institution and supervise any individual or
party to whom the Investigator delegates
Study-related duties and functions. In
particular, but without limitation, it is the
Investigator’s duty to review and understand
the information in the Investigator’s
Brochure. IQVIA or 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. During the study Investigator is
obliged to review all CRFs to ensure their
accuracy and completeness.

If the Investigator and Institution retain the
services of any individual or party to
perform Study-related duties and functions,
the Institution and Investigator shall ensure
this individual or party is qualified to
perform those Study-related duties and
functions and shall implement procedures to
ensure the integrity of the Study-related
duties and functions performed and any data
generated, including without limitation, the
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odhaleni ¢i zptistupnéni neni v této souvislosti
vyzadovano béhem takovych kontrol.

1.3.4. Licencni opravnéni. Zadavatel timto
Zdravotnickému zafizeni poskytuje trvalé,
nevyhradni, nepfevoditelné, jiz hrazené
licencni opravnéni, bez prava udé¢leni
sublicence, k uziti Studijnich dat a idaju (i) v
souladu se zavazky stanovenymi v Clanku 3
“Davérny rezim”, pro vnitini Ucely a pro
edukativni acely, a (ii) pro piipravu publikaci
v souladu s Clankem 5 “Prava na zvefejnéni”.

1.3.5 Pretrvavajici platnost. Tento odstavec
1.3 “Zdravotni zdznamy a Studijni data a
udaje” zlstane zavazny i v pfipadé zaniku
platnosti ¢i uplynuti doby platnosti této
Smlouvy.

1.4. Povinnosti Zkousejiciho

Zkousejici provede Studii ve Zdravotnickém
zafizeni a dohlédne na vSechny fyzické ¢i
pravnické osoby, kterym svéfi povinnosti a
funkce v souvislosti se Studii. Konkrétné pak
jde zejména ale nejen o povinnost
ZkouSejicitho  zkontrolovat a porozumét
informacim obsaZzenym v Souboru informaci
pro zkousejiciho. IQVIA nebo Zadavatel
zajisti, ze budou opatifena veskera pozadovana
kontrolni ~ schvaleni  od  pfislusnych
kontrolnich Ufadd a EK. Zkousejici se
zavazuje, ze se pied zahajenim Studie ujisti,
7e byly ziskany veskeré souhlasy a povoleni
pfislusnych kontrolnich Gfadi. ZkousSejici se
zavazuje, Zze v prubé¢hu studie budou
kontrolovany vSechny CRF tak, aby byla
zajisténa jejich presnost a tplnost.

Pokud Zkousejici a Zdravotnické zafizeni
vyuzivaji k plnéni povinnosti a funkci
v souvislosti se Studii sluzby jakékoli fyzické
nebo pravnické osoby, museji zajistit, aby tyto
fyzické nebo pravnické osoby byly k plnéni
ptisluSnych povinnosti a funkci souvisejicich
se Studii zplsobilé, a zavést postupy
zaruCujici integritu povinnosti a funkci
provadénych v souvislosti se Studii a
veSkerych  generovanych udaji, vcetné
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appropriate execution of related

subcontracts, where applicable.

Investigator agrees to provide a written
declaration revealing Investigator’s possible
economic or other interests, if any, in
connection with the conduct of the Study or
the Investigational Product.

Investigator agrees to provide a written
declaration revealing Investigator’s
disclosure obligations, if any, with the
Institution in connection with the conduct of
the Study and the Investigational Product.

Site agrees to provide prompt advance
notice to Sponsor and IQVIA if Investigator
will be terminating its employment
relationship in the Institution or is otherwise
no longer able to perform the Study. The
appointment of a new Investigator must
have the prior approval of Sponsor and
IQVIA, such approval or disapproval, as the
case may be, shall be given promptly.

1.5 Adverse Events

The Investigator shall report adverse events
and serious adverse events as directed in the
Protocol and by applicable laws and
regulations. The Investigator shall cooperate
with Sponsor in its efforts to follow-up on
any adverse events. The Site shall comply
with EC reporting obligations.

Sponsor will promptly report to the Site, the
EC, and IQVIA, any finding that could
affect the safety of Study Subjects or their
willingness to continue participation in the
Study, influence the conduct of the Study, or
alter the EC approval to continue the Study.
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fadného plnéni piipadnych souvisejicich
subdodavatelskych smluv.

Zkousejici souhlasi, ze poskytne pisemné
prohlaseni  vztahujici se  k pfipadnym
ekonomickym ¢i jinym z4jmim Zkousejiciho
v souvislosti s provadénim této Studie ¢i ve
vztahu k Hodnocenému lé€ivu.

Zkousejici souhlasi, ze poskytne pisemné
prohlaseni, jez bude odhalovat zéavazky
Zkousejiciho, jsou-li néjaké, a to wvici
Zdravotnickému zafizeni ve vztahu a v

souvislosti s  provadénim  Studie a
Hodnocenym 1écivem.
Misto provadéni klinického hodnoceni

souhlasi, Ze zasle pfedem promptni oznameni
Zadavateli a IQVIA v ptipadé, ze Zkousejici
ukon¢i pracovni pomér ve Zdravotnickém
zatizeni ¢i nebude-li Zkousejici z jakéhokoli
jiného davodu schopen provadét Studii.
Ustanoveni nového ZkousSejictho bude
podléhat predchozimu schvaleni Zadavatele a
IQVIA, ktefi promptné¢ udéli souhlas c¢i
nesouhlas.

1.5. Nezadouci piihody

Zkous$ejici oznadmi nezadouci piihody a
zavazné nezadouci pithody v souladu s
poZadavky Protokolu a pfisluSnymi pravnimi
pfedpisy a nafizenimi. Zkousejici se zavazuje,
7ze bude spolupracovat se Zadavatelem
v souvislosti s jeho Usilim vynaloZzeném v
ramci kontrolniho procesu ve vztahu k
jakékoli nezadouci piihod€. Misto provadéni
klinického hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyzZadovanymi
EK.

Zadavatel bez zbyte¢ného odkladu vyrozumi
Misto vykonu klinického hodnoceni, EK a
IQVIA, ohledné jakéhokoli zjisténi, jez je
zpusobilé ovlivnit bezpecnost subjektii studie
¢i jejich vili a ochotu pokracovat v Ucasti ve
Studii, mit vliv na provadéni Studie, ¢i zménit
vydané souhlasné stanovisko EK vztahujici se
k pokracovani ve Studii.
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1.6 Use and Return of Investigational
Product and Equipment

Sponsor or a duly authorized agent of
Sponsor, shall supply Institution or
Investigator with sufficient amount of
Investigational Product as described in the
Protocol.

The Investigational Product shall be
supplied to the pharmacy No. 20 of the
Institution, always duly packed in
packaging designated for the Investigational
Product and labelled in compliance with
Article 66 of Regulation No 536/2014 of the
European Parliament and of the Council on
clinical trials on medicinal products for
human use. Delivery of the Study Drug shall
be done from Monday to Friday between
7 AM and 2 PM.

The Site shall use the Investigational
Product and any comparator products
provided in connection with the Study,
solely for the purpose of properly
completing the Study and shall maintain the
Investigational Product as specified by
Sponsor and according to applicable laws
and regulations, including storage in a
locked, secured area at all times.

Upon completion or termination of the
Study, the Site shall return or destroy, at
Sponsor’s  option, the Investigational
Product, comparator products, and materials
and all Confidential Information (as defined
below) at Sponsor’s sole expense.

Institution and Investigator shall comply
with all laws and regulations governing the
disposition or destruction of Investigational
Product and any instructions from IQVIA or
Sponsor that are not inconsistent with such
laws and regulations.
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1.6. Pouziti a vraceni Hodnoceného 1é¢iva a
Vybaveni

Zadavatel, ¢i jeho fadn¢ opravnény zastupce,
doda Zdravotnickému zafizeni ¢i
Zkousejicimu dostate¢né mnozstvi
Hodnoceného 1é¢iva dle podminek popsanych
v Protokolu.

Hodnoceny pfipravek bude dodan bezplatné
do Iékarny ¢. 20 Poskytovatele vzdy v fadné
zabalenych obalech a oznaceny v souladu
s ustanovenim ¢l. 66 nafizeni Evropského
parlamentu a Rady ¢. 536/2014, o klinickych
hodnocenich humannich 1é¢ivych ptipravkd.
Dodéavky se budou uskuteciiovat v Po-Pa od
7.00 h do 14.00 h.

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené 1éCivo a jakykoli
komparacni produkt poskytnuty v souvislosti
se Studii vyhradné pro ucely fadného
dokon¢eni Studie a bude uchovavat
Hodnocené 1écivo dle pokynl Zadavatele a v
souladu s pfisluSnymi pravnimi ptedpisy,
nafizenimi a pravidly, vcetné povinnosti
skladovat Hodnocené 1é¢ivo v uzamceném a
zabezpeCeném prostoru, a to po celou
piredmétnou dobu.

V navaznosti na dokonceni ¢i ukonceni
Studie, Misto provadéni klinického hodnoceni
vrati ¢1 zlikviduje, a to pIné dle volby
Zadavatele, Hodnocené lécivo, komparaéni
produkty a materialy, jakoz i veSkeré Duvérné
informace (ve smyslu niZe uvedené definice)
pln€ a vyluéné na nédklady Zadavatele.

Zdravotnické zafizeni a ZkouSejici se
zavazuji, Ze budou jednat v souladu s
veskerymi pravnimi pfedpisy, nafizenimi a
pravidly upravujicimi nakladani s
Hodnocenym lécivem ¢i likvidaci
Hodnoceného 1é¢iva a jakymikoli instrukcemi
a pokyny poskytnutymi Zadavatelem nebo
spole¢nosti IQVIA, jeZ nejsou v rozporu s

CONFIDENTIAL
Page 13 of 74



A separate loan agreement will be
concluded if any equipment is provided to
the Institution. The Site shall use any
equipment or materials provided by Sponsor
solely in connection with conducting the
Study. The Site shall return any equipment
or materials provided by Sponsor for use in
the Study, in good working order
notwithstanding any reasonable wear and
tear, unless Sponsor and Institution has a
written agreement for Institution to acquire
the equipment for fair market value.

1.7 Key Enrollment Date
The Site understands and agrees that if Site

has not enrolled at least |GGG
I by the Key Enrollment Date then
Sponsor may terminate this Agreement in
accordance with Section 15 “Term &
Termination” Sponsor/IQVIA has the right
to limit enrollment at any time.

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

2. PAYMENT

takovymi pravnimi pfepisy, nafizenimi a
pravidly.

Pokud bude Poskytovateli poskytnuto
jakékoliv vybaveni, bude uzaviena separatni
smlouva o vypujéce. Misto provadéni
klinického hodnoceni bude pouzivat veskeré
vybaveni ¢i materialy poskytnuté
Zadavatelem vyhradné pro ucely provadéni
Studie. Misto provadéni klinického hodnoceni
vrati  jakékoli vybaveni ¢i  materidly
poskytnuté Zadavatelem pro jejich pouziti ve
Studii, v dobrém funkénim stavu s
prihlédnutim k béznému opotiebeni, nebude-
li uzaviena pisemna smlouva mezi
Zadavatelem a Zdravotnickym zafizenim, na
jejimz zaklad¢é Zdravotnické zatfizeni nabude
vlastnictvi k takovému vybaveni za
piiméfenou trzni cenu.

1.7. Kli¢ové datum zafazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, ze v piipad¢, ze Misto
provadéni klinického hodnoceni nezatadi
alesponn || G swdic ke
Klicovému datu zatazeni, pak Zadavatel bude
opravnén ukoncit tuto Smlouvu v souladu s
Clankem 15 “Platnost & Ukonéeni platnosti”.
Zadavatel /IQVIA jsou opravnéni omezit
zatazeni Subjektd studie, a to v kterykoli
casovy okamzik.

1.8. Studie bude provedena na zaklad¢
povoleni vydaného Statnim ustavem pro
kontrolu 1é¢iv a souhlasného stanoviska
Etické komise.

2. PLATBY

In consideration for the proper performance of  V souvislosti s fadnym plnénim Studie Mistem
the Study by Site in compliance with the terms  provadéni klinického hodnocenti, a to v souladu
and conditions of this Agreement, payments s podminkami a ustanovenimi této Smlouvy,
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shall be made in accordance with the provisions
set forth in Attachment A, with the last payment
being made after the Site completes all its
obligations hereunder, and IQVIA has received
all properly completed CRFs and, if IQVIA
requests, all other Confidential Information (as
defined below). The estimated value of financial

payment under this Agreement shall be
approximately CZK 629 192,00.
3. CONFIDENTIALITY
3.1 Definition
"Confidential Information" means the

confidential and proprietary information of
Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the
Investigational Product, technical
information relating to the Investigational
Product, all Pre-Existing Intellectual
Property (as defined in Section 4) of
Sponsor, and the Protocol; and (i1) 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 Study Data and Inventions (as
defined in Section 4).

Confidential Information shall not include
information that:

i. can be shown by documentation to have
been public knowledge prior to or after
disclosure by Sponsor, other than
through wrongful acts or omissions
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budou poskytovany platby dle podminek a
ustanoveni definovanych v Piiloze A, piicemz
posledni platba bude uskuteénéna poté, co
Misto provadéni klinického hodnoceni splni a
dokonci veskeré zavazky, jez mu vyplyvaji z
této Smlouvy, a IQVIA obdrzi veskeré radné
vyplnéné CRF a, bude-li tak IQVIA vyzadovat,
veSkeré dalsi Davérné informace (ve smyslu
nize uvedené definice). Pfedpokladana hodnota
finan¢niho plnéni dle této Smlouvy Ccini
ptiblizn¢ 629 192,00 K¢.

3. DUVERNY REZIM

3.1 Definice

"Divérné informace" budou vykladany jako
informace duvérmé a majetkové povahy
nalezejici  Zadavateli, pfi¢emz budou
zahrnovat (i) veskeré informace, jez byly
Zdravotnickému zafizeni, ZkouSejicimu ¢i
kterémukoli ¢lenu persondlu Zdravotnického
zafizeni, poskytnuty, odhaleny, zptistupnény
¢i sdéleny Zadavatelem ¢i jeho jménem,
zejména vcetn€¢ informaci o Hodnoceném
1é¢ivu, technickych informaci vztahujicich se
k Hodnocenému lé¢ivu, veskeré Existujici
dusevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) Zadavatele, a Protokol;
a (i1) informace vztahujici se k procesu
zafazovani do Studie, informace vztahujici se
k aktudlnimu stavu Studie, komunikace vuci a
od kontrolnich radl, informace vztahujici se
k aktualnimu stavu Hodnoceného 1é¢iva na
regulatorni urovni a Studijnich dat a udajt, a
dale k Objeviim (ve smyslu definice uvedené
v Clanku 4).

Pojem Dlvérné informace
informace, ve vztahu ke kterym:

nezahrnuje

i. na zéklad& pfislusné dokumentace lze
prokézat, Ze byly vefejné¢ znadmé pied
okamzikem ¢i po okamziku jejich
odhaleni, zpfistupnéni ¢i sdéleni ze
strany Zadavatele, aniz by tim doslo k
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attributable to Investigator, Institution
or any of its personnel;

ii.can be shown by documentation to have
been in the possession of Investigator,
Institution or any of its personnel prior
to disclosure by Sponsor, from sources
other than Sponsor that did not have an
obligation of confidentiality to Sponsor;
or

iii. can be shown by documentation to have
been independently developed by
Investigator, Institution or any of its
personnel without use of or reference to
Confidential Information.

3.2 Obligations
Site and Institution’s personnel, including

Study Staff shall not

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

ii. disclose Confidential Information to
any third party, except as permitted
by this Section 3 and as required by
law or by a regulatory authority or as
authorized in writing by Sponsor.

To protect Confidential Information,
Institution shall:

1. limit dissemination of Confidential
Information to only those Study Staff
having a need to know for purposes of
performing the Study and who are
bound by written or professional
obligations of confidentiality at least as
stringent as those herein;

jakémukoli protipravnimu jedndni i
opominuti pficitatelnému Zkousejicimu,
Zdravotnickému zatfizeni ¢i jakémukoli
jejich zaméstnanci;

ii. na zaklad¢ ptislusné dokumentace lze
prokdzat, Zze byly v  dispozici
Zkousejiciho, Zdravotnického zatizeni ¢i
jakéhokoli zaméstnance ptfed jejich
zvefejnénim, sdélenim ¢i zpfistupnénim
ze strany Zadavatele, a byly ziskany ze
zdroju odlisnych od Zadavatele, piicemz
tyto nebyly vazany povinnosti divérnosti
vuéi Zadavateli;

iii. na zaklad¢ piislusné dokumentace lze
prokéazat, ze byly vyvinuty nezavisle
Zkousejicim, Zdravotnickym zafizenim ¢i
jakymkoli jejich zameéstnancem bez
pouziti Divérnych informaci nebo
odkazu na n¢;

3.2 Povinnosti

Misto provadéni klinického hodnoceni a

zaméstnanci Zdravotnického zafizeni, a to

vcetné Studijniho personalu, nebudou

i.  vyuzivat Divérmé informace pro
jakykoli jiny ucel, nezli je provadéni
Studie, nebo

il. odhalovat, zptistupnovat ¢i sdélovat
Dutvérné informace jakékoli tieti strané,
s vyjimkou opravnéni povolen¢ho v
tomto Clanku 3 a nebo povinnosti
uloZzené¢  zakonem ¢1  jakymkoli
kontrolnim ufadem nebo na zakladé
pisemného svoleni Zadavatele.

Za ucelem ochrany Duvérnych informaci,
Zdravotnické zarizeni souhlasi, Ze:

i. omezi distribuci Duvérnych informaci
pouze vaéi tém Clenim Studijniho
persondlu, ktefi takové skutecnosti
potiebuji znat v souvislosti s provadénim
Studie aktefi jsou vazani pisemnym
zavazkem nebo profesionalni povinnosti
zachovani  davérnosti, kterd bude
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ii. advise all Study Staff who receive
Confidential Information of the
confidential nature of such
information;

iii. remain responsible and liable for any
breach of this Agreement by its Study
Staff;

and

iv. protect such Confidential Information
using the same measures it takes to
protect its own  confidential
information, using no less than
reasonable measures to protect
Confidential Information from
disclosure.

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

3.3 Compelled Disclosure
In the event that Institution or Investigator
receives legal notice from a governing
agency, regulatory body, or other party
holding a valid legal right seeking to compel
disclosure of any Confidential Information,
the Site shall provide Sponsor with prompt
notice so that Sponsor may seek a protective
order or other appropriate remedy. In the
event that such protective order or other
remedy is not obtained, the notice recipient
shall furnish only that portion of the
Confidential Information which is legally
required to be disclosed, and shall request
confidential treatment for the Confidential

minimalné stejné piisnd jako povinnost
stanovena touto Smlouvou;

ii. bude informovat vSechny ¢leny Studijniho
personalu, kterym budou Duvérné
informace odhaleny, zpfistupnény ¢i
sdéleny, o duvérné povaze takovych
informaci; a

iii. bude nadale odpovédné za jakékoli
poruseni  této  Smlouvy  Studijnim
personalem;

iv. bude chranit Divérné informace za pouziti
stejnych  opatieni, kterd  pouziva
k ochrané¢ svych vlastnich davérnych
informaci, pfi pouziti minimalné
pfiméfenych opatfeni za icelem ochrany
Duvérnych  informaci ptfed jejich
odhalenim ¢i zpfistupnénim.
Z4dné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni
klinického hodnoceni odhalit, zpfistupnit,
zvefejnit ¢i sdélit Studijni data a udaje v
povoleném rozsahu v souladu s upravou
uvedenou v Clanku 5 “Prava na zveiejnéni”.

3.3 Zakonem uloZené odhaleni

V pfipadé, ze Zdravotnické zafizeni Ci
Zkou$ejici obdrzi ufedni oznameni od
nadfizeného uradu, kontrolniho Uradu nebo
jiného subjektu, ktery k tomu ma zdkonné
pravo, ktery bude pozadovat odhaleni, sdéleni
¢i zptistupnéni jakékoli Dlveérné informace,
Misto provadéni klinického hodnoceni
Zadavateli takovou skute¢nost neprodlené
oznami, aby mél Zadavatel mozZnost uplatnit
predbézné/ochranné opatieni ¢i jakykoli jiny
vhodny ochranny ¢i ndpravny prostfedek. V
pfipad¢, ze takové predbéZné/ochranné
opatfeni €1 jiny vhodny ochranny ¢i napravny
prostiedek neni vydan ¢i dosaZen, piijemce

Information. vyzvy poskytne pouze takovou Cast
Dutvérnych informaci, a to v rozsahu, v jakém
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Notwithstanding the foregoing, Institution,
Sponsor and IQVIA hereby acknowledge
that this Agreement shall be published
pursuant to Act no. 340/2015 Sb., on
Agreements Register. As and between the
Parties, Institution agrees to publish the
Agreement pursuant to the foregoing. Any
information which constitutes trade secret of
either Party 1is exempted from such
publication. For the purposes of this
Agreement, trade secrets include, but are not
limited to, Attachment 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 Institution requires to be
provided with the revised and agreed in
writing final version of the Agreement with
highlighted sections considered as trade
secrets by Sponsor pursuant to Section 504
of Act No. 89/2012 Coll., the Civil Code.
This information is normally not available
publicly or in the relevant business circles
and is competitively significant for the
Sponsor. The disclosure of such personal
data and trade secrets could thus harm the
interests of the Sponsor. The Institution will
obtain prior approval from Sponsor before
further redacting the final version of the
Agreement. The Institution will inform
IQVIA of publishing the Agreement in the

Agreements Register by sending a
confirmation of  publication to:
I should  the

Institution fail to publish this Agreement
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je jejich odhaleni, sd€leni ¢i zptistupnéni
pozadovano, pfiCemz bude vyzadovat
uplatiiovani davérného rezimu ve vztahu
k témto Diveérnym informacim.

Bez ohledu na vyse uvedené, Zdravotnické
zafizeni, Zadavatel a IQVIA timto berou na
védomi, ze tato smlouva bude uvefejnéna
v souladu se zak. ¢. 340/2015, o registru
smluv. Za uvefejnéni dle ptredchozi véty
odpovida Zdravotnické zatizeni. Takovémuto
uveiejnéni nepodléhaji ty tdaje, které tvori
obchodni tajemstvi nckteré ze smluvnich
stran. Dle této Smlouvy se obchodnim
tajemstvim rozumi zejména Pfiloha A
- Rozpocet a platebni ptehled, minimalni
cilovy pocet zatazeni, ocekdvany zatazeny
pocet subjektli a ocekavana délka trvani
Studie. Déle nebudou takovémuto uvefejnéni
podléhat osobni udaje fyzickych osob, ledaze
jsou jiz zvefejnény v jiném vefejné
pristupném registru. Poskytovatel vyzaduje
zaslat revidovanou a pisemné odsouhlasenou
findlni verzi smlouvy ve strojové Citelném
formatu s podbarvenym textem, ktery
Zadavatel povazuje za obchodni tajemstvi dle
ust. § 504 zakona €. 89/2012 Sb., obcanského
zakoniku. Tyto informace jsou béZné
nedostupné  vefejné €1 v pfisluSnych
obchodnich kruzich a pro Zadavatele
konkuren¢né vyznamné. Uvetejnéni takovych
osobnich Uidaji a obchodnich tajemstvi by tak
mohlo  poskodit zajmy = Zadavatele.
Poskytovatel je povinen ziskat souhlas
Zadavatele prostfednictvim IQVIA pied tim,
neZ bude kone¢nou verzi Smlouvy dale ménit
nad rdmec podbarveného textu ze strany
Zadavatele. Zdravotnické zatizeni vyrozumi
IQVIA o uvetejnéni smlouvy v registru smluv
tak, Ze zaSle potvrzovaci e-mail na
B coili smlouva
Zdravotnickym zafizenim uvefejnéna ve lhité
5 pracovnich dni od data posledniho podpisu,
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within 5 working days from the Ilast
signature date, it may be published by the
Sponsor or IQVIA.

The Parties agree that the initiation visit shall
not occur until the final Agreement has been
published in the Agreements Register and
until then neither Sponsor nor IQVIA shall
supply any Investigational Product to the
institutional pharmacy.

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

3.5 Survival

This Section 3 “Confidentiality” shall
survive termination or expiration of this
Agreement for ten (10) years.

4. INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property
Ownership of inventions, discoveries,
works of authorship and other
developments existing as of the
Effective Date and all patents,
copyrights, trade secret rights and other
intellectual property rights therein
(collectively, “Pre-existing Intellectual
Property”), is not affected by this
Agreement, and no Party or Sponsor
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.

4.2 Inventions
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jsou k jejimu uvetejnéni opravnéni IQVIA ¢i
Zadavatel.

Strany berou na védomi, Ze nedojde
kone¢n¢ho dokumentu v registru smluv,
pficemz nebude ze strany Zadavatele ¢i
IQVIA pted uvefejnénim smlouvy dodéno
7zadné¢ hodnocené lé¢ivo do nemocniéni
1ékarny.

3.4 Vraceni ¢i likvidace

V navaznosti na ukonceni platnosti této
zaklad¢ pisemného pozadavku Zadavatele,
Misto provadéni klinického hodnoceni
Zadavateli vrati, ptipadné dle pozadavku
Zadavatele zlikviduje, veSkeré Duvérné
informace, odlisné od Studijnich dat a tidaju.

3.5 Pietrvavajici platnost

Tento Clanek 3 “Duvérny rezim” zistane v
platnosti 1 v ptipad¢ uplynuti doby platnosti ¢i
pfi vyprSeni platnosti této Smlouvy, a to po
dobu deseti (10) let.

4. DUSEVNI VLASTNICTVIi

4.1 Existujici duSevni vlastnictvi
Vlastnictvi vSech objevll, vynalezi,
autorskych dél a jinych vysledkti dusevni
¢innosti, jeZ existuji k Datu Uc¢innosti, a
dale veskeré patenty, autorska prava,
obchodni tajemstvi a dal$i prava k
objektim duSevniho vlastnictvi, s timto
souvisejici (spolecné déle jen, “Existujici
duSevni  vlastnictvi”’), neni jakkoli
dotceno touto Smlouvou, a jakékoli Strana
¢1 Zadavatel nemaji naroky vici ¢i prava k
jakémukoli pfedmétu Existujiciho
duSevniho vlastnictvi jiného, neni-li tak
vyslovné pisemné ujednano v jakékoli
pisemné dohod¢ mezi Stranami uzaviené.

4.2. Objevy
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For purposes hereof, the term
“Inventions” means all inventions,
discoveries and developments
conceived, first reduced to practice or
otherwise discovered or developed by a
Party or Sponsor or any of such entity’s
personnel in performance of the Study.
Sponsor owns and shall retain all
Inventions, that are conceived, first
reduced to practice or otherwise
discovered or developed by the
Institution, the Investigator or any of
their personnel in performance of the
Study.

4.3. Assignment of Inventions
Institution shall, and shall cause its
personnel to, disclose all Inventions
promptly and fully to Sponsor in
writing, and Institution, on behalf of
itself and its personnel, will assign to
Sponsor all of its rights, title and interest
in and to Inventions, including all
patents, copyrights 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. Institution
shall cooperate and assist Sponsor by
executing, and causing its personnel to
execute, all documents reasonably
necessary for Sponsor to secure and
maintain Sponsor’s ownership rights in
Inventions.

4.4. License
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Pojem “Objevy* znamena pro ucely této
Smlouvy veskeré objevy, vynélezy a
predméty vyvoje, jez byly vyvinuty,
uvedeny poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢i rozvinuty Stranou i
Zadavatelem nebo jakymkoli
zaméstnancem €1 Clenem  personalu
takového subjektu pii provadeéni Studie.
Zadavatel je a bude vlastnikem veskerych
Objevl, jez budou vyvinuty, uvedeny
poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢i rozvinuty Zdravotnickym
zafizenim, ZkouSejicim ¢i jakymkoli
jejich zaméstnancem ¢i ¢lenem personalu
v souvislosti s provadénim Studie.

4.3. Pfevod prév k Objeviim

Zdravotnické zafizeni se zavazuje, Ze
odhali, zptistupni ¢i sdéli a dale zajisti, Ze
jeji zaméstnanci odhali, zpfistupni ¢i sdeli
veskeré Objevy, a to neprodlené a plné
Zadavateli v  pisemné formé, a
Zdravotnické zafizeni, jménem svym a
jménem a v  zastoupeni svych
zaméstnancl, pievede na Zadavatele
veSkerd sva prava, naroky a zdmy k
Objevim, vcéetn¢  vSech  patentd,
autorskych dél a jinych prav dusevniho
vlastnictvi k tomuto se vztahujicim, jakoz
1 vesSkerd prava procesni povahy a naroky
na ndhrady Skod a uzitky, jez jiz vznikly v
disledku  minulého ¢ soucasného
poruseni  shora  uvedenych  prav.
Zdravotnické zafizeni se zavazuje, Ze
bude nalezité¢ spolupracovat a poskytne
Zadavateli soucinnost pii vyhotoveni a
uzavieni, a zajisti, Ze jeji zaméstnanci
vyhotovi a uzaviou, veSkeré dokumenty
divodn¢ Zadavatelem pozadované za
ucelem ochrany a zajiSténi vlastnickych
prav Zadavatele k Objevim.

4.4. Licen¢ni opravnéni
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S.
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Sponsor hereby grants to Institution a
perpetual, non-exclusive, non-
transferable, paid-up license, without
right to sublicense, to use Inventions,
subject to the obligations set forth in

Section Confidentiality, for internal
educational purposes.

4.5. Patent Prosecution

Site shall cooperate, at Sponsor’s

request and expense, with Sponsor’s
preparation, filing, prosecution, and
maintenance of all patent applications
and patents for Inventions.

4.6. Survival

This Section 4 “Intellectual Property”
shall survive termination or expiration
of this Agreement.

PUBLICATION RIGHTS

5.1 Publication and Disclosure

S.

Zadavatel timto udé€luje Zdravotnickému
zafizeni trvalé, nevyhradni,
nepievoditelné, jiz hrazené licen¢ni
opravnéni, bez prava udé€leni sublicence k
pouziti Objevl, a to v souladu s
povinnostmi  ulozenymi v  Clanku
“Duavérny rezim”, pro vnitini ucely, a pro
edukativni ucely.

4.5. Patentové fizeni

Misto provadéni klinického hodnoceni se
zavazuje, ze bude spolupracovat a
poskytne soucinnost, a to v ndvaznosti na
vyzvu Zadavatele a na jeho naklady a s
jeho ucasti, v souvislosti s pfipravou,
podanim, vedenim patentového fizeni a
udrzovanim  veSkerych  patentovych
prihlasek a patentl pro veskeré Objevy.

4.6. Pretrvavajici platnost

Tento Clanek 4 “Dusevni vlastnictvi”
zustane v platnosti 1 v piipadé ukonceni
platnosti i pfi uplynuti doby platnosti této
Smlouvy.

PRAVA NA ZVEREJNENI

5.1. Publikovani a zpfistupnéni
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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. Institution and Investigator
agree to submit any proposed
publication or presentation to Sponsor
for review at least sixty (60) days prior
to submitting any such proposed
publication to a publisher or proceeding
with such proposed presentation. Within
sixty (60) days of its receipt, 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. At
Sponsor’s request Institution and/or
Investigator, as applicable, shall remove
specifically  identified Confidential
Information (other than Study Data)
and/or delay the proposed publication or
presentation for an additional sixty (60)
days to enable Sponsor to seek patent
protection for Inventions.
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Zdravotnické zatizeni a Zkousejici budou
opravnéni publikovat a prezentovat
vysledky ¢innosti Zdravotnického
zafizeni a Zkousejiciho, jenz je provadéna
na zékladé této Smlouvy, a to vcetné
Studijnich dat a udajt, vylucné v souladu
s pozadavky stanovenymi v tomto Clanku.
Zdravotnické zafizeni a ZkousSejici
souhlasi, ze Zadavateli ptedlozi jakoukoli
navrhovanou publikaci a prezentaci pro
ucely jejich kontroly ve lhaté alesponi
Sedesati (60) dnG pfed piedlozenim
jakékoli takové publikace piislusnému
vydavateli ¢i pred jejich navrhovanou
prezentaci. Ve lhuté Sedesati (60) dnti od
jejich pfijeti, Zadavatel se pisemné vyjadii
Zdravotnickému zatizeni a/nebo
ZkouSejicimu, vzdy dle podminek
konkrétniho ptipadu, ve vztahu k jakékoli
informaci  obsazen¢ v  takovych
materiadlech, jez predstavuje Duvérnou
informaci (odliSnou od Studijnich dat a
udaji) nebo jez muze predstavovat
piekdzku moznosti dosazeni patentové
ochrany piislusného Objevu. Na zadost
Zadavatele budou Zdravotnické zafizeni,
resp. ZkouSejici povinni vzdy dle
podminek konkrétniho pfipadu, odstranit
definované informace oznacCené jako
Diivérné informace (jez jsou odlisné od
Studijnich dat a udajit) a/nebo odlozit
navrhované publikace Ci prezentace po
dobu dodate¢nych Sedesati (60) dnil, aby
umoznil Zadavateli uplatnéni patentové
ochrany ve vztahu k takovému Objevu.
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5.2. Multi-Center Publications

As this Study is a multi-center study,
Institution and Investigator agree that
they shall not, without the Sponsor’s
prior written consent, independently
publish, present or otherwise disclose
any results of or information pertaining
to Institution’s and Investigator’s
activities  conducted  under  this
Agreement until a  multi-center
publication is published; provided,
however, that if a multi-center
publication is not published within
twenty-four  (24) months after
completion of the Study and lock of the
database at all research sites or any
earlier termination or abandonment of
the Study, 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 this Section 5.

5.3. 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 5.1 or Section 5.2
(“Unpublished Data”) remains within
the  definition  of  Confidential
Information, and Institution and
Investigator shall not, and shall require
their personnel not to, disclose
Unpublished Data to any third party or
disclose any Study Data to any third

party.
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5.2. Multicentrické publikovani

Protoze je tato Studie multicentrickou
studii, Zdravotnické zatizeni a Zkousejici
timto souhlasi, Ze bez piedchoziho
pisemného souhlasu Zadavatele nebudou
nezavisle publikovat, prezentovat ¢i
jakkoli jinak odhalovat, zvefejiovat,
sdélovat Ci  zpiistupnovat  jakékoli
vysledky nebo informace vztahujici se k
¢innostem Zdravotnického zafizeni a
Zkousejiciho, jez jsou provadény na
zéklad¢ této Smlouvy, a to az do doby, nez
dojde ke zvefejnéni multicentrické
publikace; to vSak za podminky, ze
nedojde-li k multicentrickému zvefejnéni
nejpozdéji do dvaceti Ctyt (24) mésict od
okamziku dokonceni Studie a uzavieni
databaze ve vSech vyzkumnych centrech
¢i k jakémukoli dfivéjsimu ukonceni
platnosti ¢i pfed¢asnému ukonceni Studie,
Zdravotnické zatizeni a Zkousejici budou
opravnéni publikovat a prezentovat
vysledky ¢innosti Zdravotnického
zafizeni a Zkousejiciho, jez je provadéna
na zékladé této Smlouvy, a to vcetné
Studijnich dat a udaja, vyhradné v souladu
s podminkami stanovenymi v tomto
odstavci 5.

5.3. Duaveérnost nepublikovanych tidaju

Zdravotnické zatizeni a ZkousSejici timto
berou na védomi a souhlasi, Ze Studijni
data a udaje, jeZ nebyly publikovany,
prezentovany ¢i jakkoli jinak odhaleny,
zvefejnény, zpiistupnény ¢i sdéleny na
zaklad€ upravy stanovené v odstavci 5.1
nebo 5.2 (“Nepublikované udaje”),
zustanou zahrnuty do ramce definice
Dlvérnych informaci, a Zdravotnické
zafizeni a ZkouSejici se zavazuji, ze
neodhali, nezvefejni, nezpfistupni ¢i
nesdéli a zavazou své zaméstnance ve
shodném rozsahu v této souvislosti,
jakékoli Nepublikované udaje jakékoli
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5.4. Media Contacts

Institution and Investigator shall not,
and shall ensure that Institution’s
personnel do not engage in interviews or
other contacts with the media, including
but not limited to newspapers, radio,
television and the Internet, related to the
Sponsor, the Study, the Investigational
Product, Inventions, or Study Data
without the prior written consent of
Sponsor. This provision does not
prohibit publication or presentation of
Study Data in accordance with this
section 5.

5.5. Use of Name, Registry and
Reporting

No Party hereto shall use any other
Party’s name, or Sponsor’s name, in
connection with any advertising,
publication or promotion without prior
written permission, except that the
Sponsor and IQVIA may use the Site’s
name in Study publications and
communications, including without
limitation clinical trial websites and
Study newsletters. Sponsor will register
the Study with a public clinical trials
registry in accordance with applicable
laws and regulations and will report the
results of the Study publicly when and to
the extent required by applicable laws
and regulations.

tieti strané ¢i nezvefejni jakakoli Studijni
data ¢i udaje jakékoli treti strané.

5.4. Kontakty s médii

Zdravotnické zafizeni a ZkouSejici
nebudou, a zajisti, Zze zaméstnanci
Zdravotnického zafizeni nebudou,
poskytovat jakékoli rozhovory ¢i jiné
formy kontakti s médii, zejména s
vydavatelstvimi  novin, provozovateli
rozhlasového  vysilani, provozovateli
televizniho  vysilani a  spolecnostmi
pusobicimi na Internetu, a to v souvislosti
se Zadavatelem, se Studii, Hodnocenym
lé¢ivem, Objevy nebo Studijnimi daty a
udaji bez ptedchoziho pisemného svoleni
Zadavatele. Toto ustanoveni nebrani
moznosti  publikovat ¢i  prezentovat
Studijni data a udaje v souladu s timto
Clankem 5.

5.5. Pouziti nédzvu ¢i jména, registrace a
oznamovani

Zadna strana této Smlouvy neni
opravnéna pouzit jména ¢i ndzvu jiné
Strany, nazvu Zadavatele, a to
v souvislosti s jakoukoli reklamni
¢innosti, k publikacnim ¢i marketingovym
ucelim bez piedchoziho pisemného
svoleni, svyjimkou pfipadi, kdy
Zadavatel a IQVIA budou opravnéni
pouzit nazvu Mista provadéni klinického
hodnoceni v souvislosti s publikacemi
tykajicimi  se  Studie a  vramci
komunikace, vCetné a bez omezeni
webovych stranek vénovanych klinickym
hodnocenim a pro ucely newsletter
vydavanych v souvislosti se  Studii.
Zadavate]l bude Studii  registrovat
v souladu s ptislusnymi pravnimi
predpisy a nafizenimi a bude oznamovat
vysledky Studie vefejné tehdy a v rozsahu
ulozeném piisluSnymi pravnimi predpisy
a nafizenimi.

5.6. Survival 5.6. Pretrvavajici platnost
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This Section 5 “Publication Rights”
shall survive termination or expiration
of this Agreement.

6. PERSONAL DATA

The Site, Sponsor and IQVIA 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.

The transfer of data of other data subjects to
third countries must comply with Articles 44
to 46 of the GDPR, in particular according to
the Standard Contractual Clauses No. L
199/37 of Commission Decision (EU)
2021/914 of 4 June 2021 (L 199/31).

The Processor complies with the measures
pursuant to Article 28 of the GDPR and
Article 16 of Act No. 110/2019 Coll., on the
processing of personal data. The Sponsor is
the data controller. The Institution shall be
the processor of personal data in relation to
the Sponsor in the performance of the
purpose of this Agreement and the controller
of personal data in relation to patient data, the
Principal Investigator, members of the Study
Team and other employees of the Institution.
The Institution shall transmit patient data
only in pseudonymized form or, if not
prevented from fulfilling the purpose of this
Agreement, anonymized data.

. STUDY SUBJECT INJURY, INSURANCE AND
DAMAGES

Sponsor hereby represents and warrants
that it will provide clinical trial
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Tento Clanek 5 “Prava na zvefejnéni”
zlustane v platnosti 1 v piipadé ukonceni
platnosti ¢i pii uplynuti platnosti této
Smlouvy.

6. OSOBNi UDAJE

Misto provadéni klinického hodnocenti,
Zadavatel a IQVIA se zavazuji dodrzovat
veskeré piislusné pravni predpisy o
soukromi Udaji a ochran¢ udaji pfi
zpracovavani osobnich udajt tak, jak jsou
definovéany v téchto ptislusnych pravnich
ptedpisech o soukromi udaji a ochrané
udaju.

Predani udaji dalSich subjektd udaji do
tretich zemi musi byt v souladu s ¢l. 44 az
46 GDPR, zejména dle Standardnich
smluvnich dolozek ¢. L 199/37 =z
Rozhodnuti komise (EU) 2021/914 ze dne
4.6.2021 (L 199/31).

Zpracovatel dodrzuje opatteni dle ¢l. 28
GDPR a § 16 zakona ¢. 110/2019 Sb., o
zpracovani osobnich udaji. Zadavatel je
spravcem osobnich udaji. Poskytovatel je
vici zadavateli v rdmci plnéni ucelu této
smlouvy zpracovatelem osobnich udaju a
va¢i  udajim  pacientl, Hlavnimu
zkous$ejicimu, ¢lenim Studijniho tymu a
dalS$im  zaméstnancim  Poskytovatele
spravcem osobnich udaji. Poskytovatel
pfedava 1udaje o pacientech pouze
v pseudonymizované¢ podobé¢, piipadné
nebrani-li to plnéni Gcelu této smlouvy,
anonymizované udaje.

7. POSKOZENi ZDRAVi SUBJEKTU STUDIE,
POJISTENI A ODSKODNENI

Zadavatel prohlasuje a potvrzuje, Ze v

souladu s ust. § 58 odst. 2 zakona ¢.

CONFIDENTIAL
Page 25 of 74



insurance in accordance with § 58, par.
2 Act on Pharmaceuticals as may be
subsequently amended.

The Site shall without undue delay
notify IQVIA and Sponsor in writing of
any claim of illness or injury actually or
allegedly due to an adverse reaction to
the Investigational Product and
cooperate with Sponsor in the handling
of the adverse event.

Sponsor shall reimburse Institution for
the direct, reasonable and necessary
medical expenses incurred by Institution
for the treatment of any adverse event
experienced by, illness of or bodily
injury to a Study Subject that is caused
by treatment of the Study Subject in
accordance with the Protocol, and injury
to the extent, to the extent that a claim is
successfully asserted against the
Institution and the Investigator in a court
of competent jurisdiction by the Study
Subject or other persons entitled to do so
under applicable law, including, but not
limited to, a claim for personal injury
(including death) arising out of the use
of the Investigational Product or any
procedure or procedure performed on
the Study Subject in accordance with the
requirements of the Protocol, except to
the extent that such adverse event,
illness or personal injury is caused by:

a) failure by Institution,
Investigator or any of their
respective personnel to comply
with this Agreement, the
Protocol, any written
instructions of Sponsor
concerning the Study, or any
applicable law, regulation or
guidance, including GCPs,
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378/2007 Sb., o 1é¢ivech, v platném znéni,
zajisti pojisténi klinického hodnoceni.

Misto provadéni klinického hodnoceni je
povinno bez zbyteéného odkladu pisemné
vyrozumét IQVIA a Zadavatele o
jakémkoli naroku vztahujicimu se k
onemocnéni €1 Gyjmé na zdravi, k nimz
skute¢né ¢i udajné doslo v souvislosti s
nezadouci reakci na Hodnocené 1éCivo a
zavazuje se plné spolupracovat se
Zadavatelem pfi feSeni nezadouci
udalosti.

Zadavatel uhradi Zdravotnickému
zafizeni pfimé, piiméfené a nezbytné
zdravotni  vydaje,  které  vznikly
Zdravotnickému zafizeni v souvislosti s
1écbou jakychkoli nezadoucich udélosti,
nemoci nebo Ujmy na zdravi Subjektu
studie zpiisobené 1é€bou Subjektu studie v
souladu s Protokolem, a jmu v rozsahu,
v jakém je vici Zdravotnickému zatizeni
a ZkouSejicimu u pfislusného soudu
subjektem hodnoceni nebo jinymi k tomu
podle platnych pravnich pfedpisi
opravnénymi osobami uspé$né uplatnén
zejména narok na nahradu Gjmy na zdravi
(v€etn¢ smrti) vzniklé z diivodu pouziti
Hodnoceného 1écivého piipravku nebo
jakéhokoli  vykonu nebo  postupu
vykonaného na subjektu hodnoceni dle
pozadavki  Protokolu, s vyjimkou
ptipadl, kdy takova nezddouci udalost,
nemoc nebo Ujma na zdravi je zpisobena:

a) pochybenim  Zdravotnického
zafizeni, Zkousejiciho nebo
jakéhokoliv jejich zaméstnance jednat
vsouladu s touto Smlouvou,
Protokolem, jakoukoliv pisemnou
instrukci  Zadavatele tykajici se
Studie, nebo jakéhokoliv platného
zdkona nebo provadéciho predpisu
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issued by any regulatory

authority, or

b) negligence or willful misconduct
by Institution, Investigator or
any of their respective personnel
or

c) the natural progression of an
underlying medical condition of
such Study Subject.

The Sponsor’s liability to reimburse the
Institution under this provision shall not be
limited to the amount payable under any
insurance required to be carried by Sponsor
but shall extend to the full amount of the
Institution’s actual damages in the amount
of Study Subject’s claim or of Study
Subject's legal representative's claim
successfully claimed under Czech legal
order.

Institution shall not be entitled to such
reimbursement according to the previous
paragraph if:

a) The injury of Study Subject (including
death) has been caused by wllful act,
negligence, wrongful conduct or breach
of any obligation stipulated for the
Institution or the Investigator by legal
guideline or by this Agreement
including all its appendices;

b) Upon Sponsor’s request the Institution
has not made possible for the Sponsor
take a part in out of court negotiations
concerning the claim which may result
in a legal suit at law;

¢) The Institution has recognized the claim
without prior obtaining Sponsor’s
written consent to such recognition.

This Section 7 subsection “Study
Subject Injury and Damages” shall
survive termination or expiration of this
Agreement.
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nebo postupu, véetné¢ GCP, vydaném
jakymkoliv kontrolnim tfadem, nebo

b) nedbalosti nebo Umyslnym
nespravnym jednanim
Zdravotnického zatizeni, Zkousejicim
nebo jakymkoliv jejich zéastupcem
nebo

c) piirozenou progresi zékladniho
onemocnéni u daného Subjektu studie.

Odpovédnost ~ Zadavatele  odskodnit
Zdravotnické  zafizeni dle  tohoto
ustanoveni nebude limitovdna c¢éstkou
splatnou dle jakéhokoliv  pojisténi
uzavieného Zadavatelem, ale bude se
vztahovat na celou ¢astku skutecné skody
Zdravotnického zafizeni ve vySi ndroku
Subjektu  studie nebo naroku jeho
zakonného zastupce uspésné uplatnéného
dle ¢eského pravniho fadu.

Nérok  Zdravotnického
nahradu  Skody dle
ustanoveni nevznika, jestlize:

zafizeni na
ptedchoziho

a) posSkozeni zdravi (vCetn& smrti) Subjektu

studie  bylo  zplsobeno  umysing,
nedbalosti, protipradvnim jednanim nebo
nesplnénim povinnosti stanovené
Zdravotnickému zatizeni ¢i ZkouSejicimu
pravnim piedpisem nebo v této Smlouvé,
véetné vSech jejich pfiloh;

b) na zadost Zadavatele mu Zdravotnické

zafizeni  neumoznilo  ucCastnit  se
mimosoudniho vyjednavéani o vzneseném
naroku nebo nasledné¢ho soudniho fizeni;

c) Zdravotnické zafizeni uznalo vzneseny

narok, aniZz by obdrzela ptedchozi
pisemny souhlas Zadavatele.

Tento Clanek 7 podsekce "Poskozeni zdravi
Subjektu Studie a OdSkodnéni" ziistane v
platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.
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8.I0VIA DISCLAIMER

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

This Section 8 “IQVIA Disclaimer”
shall survive termination or expiration
of this Agreement.

9. CONSEQUENTIAL DAMAGES

Neither IQVIA nor Sponsor shall be
responsible to the Site for any lost
profits, lost opportunities, or other
consequential damages, nor shall Site be
responsible to IQVIA or Sponsor for any
lost profits, lost opportunities, or other
consequential damages.

Nothing herein is intended to exclude or
limit any liability of any party for death
or personal injury caused by the
negligence of such party.

Neither IQVIA nor Sponsor shall be
responsible  to  Institution or
Investigator for any lost profits, any
lost opportunities and any damages
that are indirect and not connected
with the Study.
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8. ODMITNUTI ODPOVEDNOSTI IQVIA

IQVIA timto vyslovné odmita jakoukoli
odpovédnost v souvislosti s Hodnocenym
1é¢ivem, vcetné jakékoliv odpoveédnosti
za  jakékoliv  ndroky  vyplyvajici
z okolnosti  zplisobené nebo domnéle
zpusobené jakymkoliv Studijnim
postupem spojenym s takovym Ié¢ivem
vyjma rozsahu, v jakém je takova
odpovédnost  zapfiCinéna nedbalosti,
umyslnym protipravnim jednanim nebo
porusenim této Smlouvy ze strany IQVIA.

Tento Clanek 8 "Odmitnuti odpovédnosti
IQVIA" zlstane v platnosti i po ukonceni
nebo uplynuti doby trvani této Smlouvy.

NASLEDNA SKODA

Ani IQVIA ani Zadavatel nebudou vici
Mistu provadéni klinického hodnoceni
odpovédni ve vztahu k jakémukoli uslému
zisku, ztraté obchodnich prilezitosti, ¢i
jakymkoli souvisejicim Skoddam, ani
Misto provadéni klinického hodnoceni
nebude odpovédné vuci IQVIA nebo
Zadavateli ve vztahu k jakémukoli us§lému
zisku, ztrat€¢ obchodnich pftilezitosti, ¢i
jakymkoli souvisejicim Skodam.

Ugelem zadného =z ustanoveni této
Smlouvy neni vylou¢it nebo omezit
odpovédnost kterékoli ze stran za umrti
nebo jmu na zdravi osob zplsobené
nedbalosti dané strany.

Ani IQVIA ani Zadavatel nebudou
vuci Zdravotnickému zatizeni nebo
Zkousejicimu odpovédni ve vztahu k
jakémukoli uSlému zisku, ztraté
obchodnich ptilezitosti nebo
jakymkoli nepfimym Skodam, které
nesouvisi se Studii.
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This  Section 9  “Consequential
Damages” shall survive termination or
expiration of this Agreement.

10. DEBARMENT

11.
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The Site represents and warrants that
neither Institution nor Investigator, nor
any of Institution’s employees, agents or
other persons performing the Study at
Institution, have been debarred,
disqualified or banned from conducting
clinical trials or are under investigation
by any regulatory authority for possible
debarment or any similar regulatory
action in any country, and the Site shall
notify IQVIA and Sponsor immediately

if any such investigation,
disqualification, debarment, or ban
occurs.

This Section 10 “Debarment” shall

survive termination or expiration of this
Agreement.

FINANCIAL DISCLOSURE AND

10.

Tento Clanek 9 "Nasledné $koda" ziistane
v platnosti po ukonceni nebo uplynuti
doby trvani této Smlouvy.

VYLOUCENI

Misto provadéni klinického hodnoceni
prohlasuje a  potvrzuje, ze ani
Zdravotnické zatizeni, ani ZkousSejici, ani
kterykoli ze zaméstnancli, zastupci
Zdravotnického zafizeni ¢i jakakoli jina
osoba, ktera se podili na vykonu Studie ve
Zdravotnickém zafizeni, nebyla zbavena
ptislusného opravnéni, nebyla ji uloZena
sankce zakazu vykonu ¢innosti klinickych
hodnoceni a déle, ze kterykoli z téchto
subjekti neni vySetfovan jakymkoliv
kontrolnim Gfadem, kdy pravdépodobnym
vysledkem takového Setfeni ¢i fizeni mize
byt wuloZeni sankce zdkazu vykonu
¢innosti ¢i odebrani opravnéni, a to v
kterémkoli staté, a Misto provadéni
klinického hodnoceni se dale zavazuje
neprodlen¢  vyrozumét IQVIA a
Zadavatele v  pfipadé¢, zZe dojde
k takovému vySetfovani, diskvalifikaci,
uloZeni sankce zdkazu vykonu cinnosti
nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

Tento Clanek 10 "Vyloudeni" ziistane v
platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

11. FINANCNI INFORMACE A STRET ZAJMU

CONFLICT OF INTEREST

Upon Sponsor’s or IQVIA’s request,
Site agrees that, for each listed or
identified  investigator or  sub-
investigator who is directly involved in
the conduct of the Study, or in the
treatment or evaluation of Study
Subjects, Investigator shall promptly
return to IQVIA a financial and conflict
of interest disclosure form that has been
completed and signed by such
investigator or sub-investigator, which

Misto provadéni klinického hodnoceni
souhlasi, ze na zaklad€ Zadosti Zadavatele
nebo IQVIA Zkousejici pro kazdého
uvedeného a identifikovaného
zkousejictho nebo  spoluzkousejiciho,
ktefi se pfimo Ucastni této Studie, nebo se
pfimo podili na léceni nebo hodnoceni
Subjektii studie neprodlené pieda IQVIA
vyplnény a  podepsany  formulaf
finan¢niho prohlaSeni a konfliktu z4jmu,
ktery byl vyplnén a podepsan takovym
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shall disclose any applicable interests
held by those investigators or sub-
investigators or their spouses or
dependent children.

IQVIA may withhold payments if it
does not receive a completed form from
each such investigator and sub-
investigator.

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

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

The Investigator further consents to the
transfer of his/her financial disclosure
data to the Sponsor’s country of origin
and to the U. S., even though data
protection may not exist or be as
developed in those countries as in the
Site’s own country.

This Section 11 “Financial Disclosure
and Conflict of Interest” shall survive
termination or expiration of this
Agreement.

12. ANTI-KICKBACK AND ANTI FRAUD

Institution and Investigator agree that
their 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
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zkousejicim nebo spoluzkousejicim, ve
kterém tito zkousejici ¢i spoluzkousejici
pfiznavaji jakékoli piislusné zajmy, které
maji oni sami nebo jejich
manzelé/manzelky ¢i nezaopatiené déti.

IQVIA je opravnén pozdrzet platby,
v ptipad¢, Zze neobdrzi vyplnéné formulaie
od kazdého takového zkousSejiciho a
spoluzkousejiciho.

Zkousejici zajisti urychlenou aktualizaci
formulait dle potieby, s cilem zajistit

jejich presnost a uplnost v pribéhu

realizace Studie a jeden (1) rok po
dokonceni Studie.

Misto provadéni klinického hodnoceni
souhlasi stim, ze vyplnéné formuléfe
mohou kontrolovat statni a regulacni
ufady, Zadavatel, IQVIA a jejich zéstupci,
a Misto provadéni klinického hodnoceni
s takovymi kontrolami souhlasi.

Zkousejici dale souhlasi s pfenosem dat o
finanénim prohlaseni do zem¢é sidla
Zadavatele a Spojenych statli americkych,
a to i kdyby v téchto zemich neplatil nebo
neexistoval natolik vyspély reZim ochrany
dat jako ve vlastni zemi Mista provadéni
klinického hodnoceni.

Tento Clanek 11 "Finanéni informace a
sttet z4mu" zistane v platnosti po
ukonceni nebo uplynuti doby trvani této
Smlouvy.

12. ZAMEZENI UPLATKARSTVI A PODVODU

Zdravotnické zafizeni a ZkouSejici
souhlasi, ze jejich usudek, pokud jde o
poradenstvi a péci o kazdy subjekt
hodnoceni, nebude ovlivnén uhradou,
kterou obdrzi na zéklad¢ této Smlouvy, a
dale osveédcuji, Ze tato kompenzace
nepiesahuje realnou trzni hodnotu sluzeb,
které¢ poskytuji a ze zadné platby nejsou
poskytovany za ucelem pfimét je
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of inducing them to purchase or
prescribe any drugs, devices or products.

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

Institution and Investigator agree that
they will not bill any Study Subject,
insurer, or governmental agency for any
visits, services or expenses incurred
during the Study for which they have
received compensation from IQVIA or
Sponsor, or which are not part of the
ordinary care they would normally
provide for the Study Subject, and that
neither Institution nor Investigator will
pay another physician to refer subjects
to the Study.

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
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. ANTI-BRIBERY

13.
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k ndkupu nebo ptedepisovani jakychkoliv
1€k, zatizeni nebo produkti.

Pokud Zadavatel nebo IQVIA poskytnou
jakékoli produkty nebo pfedméty pro
pouziti ve Studii zdarma, Zdravotnického
zafizeni a ZkousSejici souhlasi, ze nebudou
zadat tthradu po zadném Subjektu studie,
pojistovné nebo statnim/spravnim ufadu
nebo jakékoli jiné tfeti strané za tyto

zdarma poskytnuté produkty nebo
pfedméty.
Zdravotnické zafizeni a ZkouSejici

souhlasi, Zze nebudou zadat uhradu po
zadném Subjektu Studie, pojistovné nebo
statnim ufadé za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v pribéhu
Studie, za které obdrzeli uhradu od IQVIA
nebo Zadavatele, nebo které nejsou
souCasti bézné péce, kterou by za
normalnich okolnosti poskytli Subjektu
studie a ze ani Zdravotnické zafizeni ani
ZkouSejici nebudou poskytovat platbu
jinému lékati za doporuceni subjektti do
Studie.

Zdravotnické zafizeni a
souhlasi, ze nebudou:

a) zadat Uhradu po Z4dném Subjektu
studie, pojistovné nebo
statnim/sprdvnim  Gfadu  za
jakékoliv navstévy, sluzby nebo
vydaje vzniklé v pribéhu Studie,
za které obdrzeli Uhradu od
IQVIA nebo Zadavatele

b) zadat uhradu po Subjektu studie za
to, Ze byl zatazen do Studie, at’
uZ ptimo nebo nepiimo ulozenim
nebo zvySenim poplatkil na jiné
predméty, které by jinak nebyly
uctovany, nebo zvysené
poplatky, pokud by Subjekt
studie nebyl do Studie zatazen.

Zkousejici

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

Institution and Investigator further
represent and warrant that neither they
nor any of their respective directors,
employees, agents, or consultants, nor
any payee under this Agreement, will, in
order to assist Sponsor or IQVIA to
secure an improper advantage or obtain
or retain business, directly or indirectly
pay, offer or promise to pay, or give any
Items of Value to any person or entity
for purposes of (1) 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.
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Zdravotnické zatfizeni a ZkousSejici timto
souhlasi, ze platby, které budou uhrazeny
na zékladé¢ této Smlouvy, piedstavuji
fadnou kompenzaci za sluzby poskytnuté
Mistem provedeni klinického
hodnoceni. Zdravotnické  zafizeni a
Zkousejici timto prohlasuji a zavazuji se,
ze platby ¢i Hodnotné véci, které obdrzi
na zakladé této Smlouvy ¢i v souvislosti
se Studii jakkoli neovlivni jakékoli
rozhodnuti Zdravotnické zarizeni,
Zkousejiciho ¢leny spravnich organi,
zameéstnance, zastupce, konzultanty ¢i
jakékoli pfijemce plnéni na zdkladé této
Smlouvy ktomu, aby ucinil, jakozto
Zastupce vetejné moci ¢i jakkoli jinak, za
ucelem poskytnuti pomoci Zadavateli ¢i
IQVIA v podobé zajisténi neopravnéné
vyhody ¢i za Gcelem ziskani ¢i zachovani
si obchodni ptilezitosti.

Zdravotnické zatizeni a ZkousSejici dale
prohlasuji a zavazuji se, Ze ani oni, ani
jakykoli jejich ¢len statutdrniho organu,
zastupce ¢i konzultant, ani jakykoli
pfijemce plnéni dle této Smlouvy, a to za
ucelem pomoci Zadavateli ¢1 IQVIA
k zaji$téni neopravnéné vyhody ¢i ziskani
¢1 zachovani obchodni pftilezitosti, ptimo
¢1 neptimo, neuhradi, nenabidne ¢i neslibi
uhradit, nebo nedaruje  jakoukoli
Hodnotnou véc jakékoli osobé€ ¢i subjektu
v souvislosti s nasledujicimi Ucely: (1)
ovlivnéni  jakéhokoli  jedndni  ¢i
rozhodnuti: (i1) pobidky ¢i pohnuti takoveé
osoby ¢i subjektu, aby néco konal nebo se
zdrzel urcitého jedndni v rozporu s se
zakonem ulozenou povinnosti; (iii)
zajisténim jakékoli neopravnéné vyhody;
nebo (iv) pobidky ¢i pohnuti takové osoby
¢1  subjektu  kzneuziti vlivu  vici
staitnimu/spravnimu  orgdnu  ¢i  jeho
zastupci v této souvislosti, a to za ucelem
ovlivnéni jakéhokoli jednéni ¢i rozhodnuti
statniho/spravniho  orgdnu ¢i  jeho
zastupce.
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14.

In addition to other rights or remedies
under this Agreement or at law, IQVIA
and Sponsor may terminate this
Agreement if Site breaches any of the
representations or warranties contained
in this Section or if IQVIA or 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.

INDEPENDENT CONTRACTORS

The Investigator and Institution and
Study Staff are acting as independent
contractors of IQVIA and Sponsor and
shall not be considered the employees or
agents of IQVIA or Sponsor.

Neither IQVIA nor Sponsor shall be
responsible for any employee benefits,
pensions,  workers’  compensation,
withholding, or employment-related
taxes as to the Investigator or Institution
or their staff.

15. TERM & TERMINATION
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15.1 Term

This Agreement will become valid on
the date on which it is signed by the last
Party and binding on Parties on the date
of its publication in the Register of
Agreements, in accordance with Act
No. 340/2015 Coll., on Register of
Agreements (the ,,Effective Date*) and
shall continue until completion or until
terminated in accordance with this
Section 15 “Term & Termination”.

14.

15.

Nad ramec ostatnich prav a prostredkl
napravy dle této Smlouvy, ¢i na zaklade
pfislusnych prévnich ptedpist, IQVIA a
Zadavatel budou opravnéni ukoncit
platnost této Smlouvy v pfipadé, ze Misto
provadéni klinického hodnoceni porusi
jakékoli prohlaseni ¢i zaruky obsazené
v tomto Clanku, piipadng, pokud IQVIA
nebo Zadavatel zjisti, Ze jsou poskytovany
¢i byly poskytnuty neopravnéné platby
vuci €i ze strany Zdravotnického zatizeni
¢1i  ZkouSejiciho  nebo  jakéhokoli
jednotlivce ¢i subjektu jednajiciho jejich
jménem.

NEZAVISLI DODAVATELE

ZkouSejici a Zdravotnické zafizeni a
Studijni personal budou jednat jako
nezavisli poskytovatelé¢ smluvniho plnéni
IQVIA a Zadavatele a nebudou jakkoli
povazovani za zameéstnance Ci zastupce
IQVIA nebo Zadavatele.

Ani IQVIA ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se
k benefitim, penzim, ndhradam, narokiim
k diichodovému piipojisténi,
pracovnépravnim odméndm, srazkovym

¢i  jinym  pracovnépravnim  danim
tykajicim  se  ZkouSejiciho  nebo
Zdravotnického zafizeni nebo jejich
zaméstnancul.

PLATNOST & UKONCENI PLATNOSTI

15.1 Platnost

Tato Smlouva nabyvé platnosti k datu,
kdy bude podepsana posledni smluvni
stranou a ucinnosti k datu, kdy bude
uvefejnéna v Registru smluv dle zdkona
¢ 340/2015 Sb., o registru smluv (,,Datum
ucinnosti) a zlstane v ucinnosti do
okamziku dokonceni ¢i ukonceni v
souladu s timto Clankem 15 ,Platnost a
ukonceni platnosti®.
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The estimated start of Study Subject
enrolment: .
The estimated Study completion date is
approximately | NS -nd is
subject to change in accordance with the
Sponsor and Protocol requirements.
IQVIA on behalf of the Sponsor
undertakes to inform the Institution of
the overall completion of the Study.

The expected number of Study Subject
enrolled is [|.

15.2 Termination

IQVIA and Sponsor may terminate this
Agreement for any reason effective
immediately upon written notice.

The Site may terminate upon 30 days’
written notice if it reasonably
determines that it is unsafe to continue
the Study. Upon receipt of notice of
termination, the Site shall immediately
cease any Study Subject recruitment,
follow the specified termination
procedures including the provision of
Study Data to Sponsor, ensure that any
required subject follow-up procedures
are completed, and make all reasonable
efforts to minimize further costs, and
IQVIA shall make a final payment for
visits or milestones properly performed
pursuant to this Agreement in the
amounts specified in Attachment A;
Payments will be in each case reduced
by ten (10 %) percent. This reduced
amount shall represent a value of any/all
activities related to close-out of the
database, and will be made upon the
final acceptance by Sponsor of all CRF
pages and all data clarifications issued
and satisfaction of all other applicable
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Ptedpoklddané zahdjeni naboru Subjektii
Studie: .
Predpokladané datum ukonceni Studie je
piicemz toto datum muze
byt pfedmétem zmény na zakladée
pozadavkii Zadavatele a v souladu
s podminkami Protokolu. IQVIA
v zastoupeni Zadavatele se zavazuje
informovat Zdravotnické =zafizeni o
celkovém ukonéeni Studie.

Ptredpokladany pocet zafazenych Subjekta
studie jefl}

15.2._ Ukonceni platnosti

IQVIA a Zadavatel jsou opravnéni
ukon¢it platnost této Smlouvy z
jakéhokoli diivodu s okamzitou ucinnosti
neprodlen¢ na  zdklad¢  doruceni
pisemného ozndmeni.

Misto provadéni klinického hodnoceni je
opravnéno ukoncit platnost této Smlouvy
pisemnym oznamenim s vypovéedni lhiitou
30 dnl v piipadé, Ze Misto provadeni
klinického hodnoceni divodné usoudi, ze
pokracovani ve Studii neni bezpecné. V
navaznosti na doruceni oznameni o
ukonceni platnosti Misto provadéni
klinického hodnoceni neprodlené ukonci
jakykoli nabor Subjektti studie, bude
jednat v souladu s definovanymi postupy
pro ukonceni, véetné¢ piedani Studijnich
dat a udaji Zadavateli, zajisti, Ze ve
vztahu k Subjektim Studie budou
dokonceny jakékoli procesy kontrolni
povahy, a vyvinou nezbytné usili za
ucelem limitace jakychkoli dalSich
nakladd, pficemz IQVIA provede
zaverecnou uhradu za navstévy a milniky,
jez byly tadn¢ provedeny na zaklad¢ a v
souladu s touto Smlouvou, a to ve vysi
castek definovanych v Piiloze A. Platby
budou v kazdém pfiipadé sniZzeny o ¢astku
ve vysi deseti (10 %) procent. Takto
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conditions set forth herein. If a material
breach of this Agreement appears to
have occurred and termination may be
required, then, except to the extent that
Study  Subject safety may be
jeopardized, Sponsor may suspend
performance of all or part of this
Agreement, including, but not limited
to, Study Subject enrollment.

16. NOTICE

Any notices required or permitted to be
given hereunder shall be given in writing
and shall be delivered:

a) in person
b) by certified mail
¢) by e-mail of .pdf/scan or other

non-editable format notice with
confirmed transmission report, or

d) by a courier that provides a
receipt, and such notices shall be
addressed as follows:

16.

snizend Castka bude predstavovat hodnotu
veskerych ¢innosti spojenych s uzavienim
databaze, a bude poskytnuta poté, co
Zadavatel schvali veskeré stranky
formulaird CRF, a dale poté, co budou
poskytnuta veskerd vyjasnéni dat a dale
dojde ke splnéni veskerych ostatnich
podminek, jeZz jsou stanoveny v této
Smlouvé. V pripadé, ze dojde ke vzniku
domnéni, Ze dosSlo k podstatnému
poruseni této Smlouvy a mize tak dojit k
ukonceni platnosti této Smlouvy, pak s
vyjimkou a v rozsahu, v jakém muiize byt
ohrozena bezpetnost Subjektl studie,
Zadavatel mohou pierusit naplnéni celé ¢i
¢asti této Smlouvy, zejména vcetné
zatazovani Subjekta studie.

OZNAMENI

Veskera oznameni vyzadovanad nebo
povolend podle této Smlouvy budou
ucinéna v pisemné podobé a budou
dorucena:

a)osobné

b)doporuc¢enym dopisem

c) e-mailem ve formatu pdf/scan nebo
vjiném formatu, ktery znemoZiuje
zasah do obsahu s potvrzenou zpravou o
pfenosu nebo

d) kuryrni  sluZbou,
potvrzeni.  Tato
adresovana takto:

ktera
oznameni

poskytne
budou

To Sponsor / Zadavateli:

Name / Nazev: Arrowhead Pharmaceuticals, Inc.

Address / Adresa: 177 E Colorado Blvd., Suite 700,
Pasadena, CA 91105
ATT: General Counsel

Email: |

To IQVIA /IQVIA:

Name / Nazev: IQVIA RDS Czech Republic, s.r.o.

AddressV/ Adresa: Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika
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And to/A také

Global Legal Department
100 IMS Drive

Parsippany, NJ 07054 USA
Attention: General Counsel

Email: I |

To Institution / Zdravotnickému
zafizeni

Name / Nazev: Fakultni nemocnice Hradec Kralové
Address / Adresa: Sokolska 5 81: 50005 Hradec Kralové
— Novy Hradec Kralové, Ceska republika, [}

|
Tel./ Tel: |

To Investigator / ZkousSejicimu

Name / Jméno a piijmen: | G
Address / Adresa: Fakultni nemocnie Hradec Kralové,
III. Interni gerontometabolickd klinika, Sokolské 581,

50005 Hradec Kralové — Novy Hradec Kralové, Ceské

republika

17. FORCE MAJEURE 17.

The performance by either Party of any
obligation on its part to be performed
hereunder shall be excused by floods,
fires or any other Act of God, accidents,
wars, riots, embargoes, delay of carriers,
inability to obtain materials, failure of
power or natural sources of supply, acts,
injunctions, or restraints of government
or other force majeure preventing such
performance, whether similar or
dissimilar to the foregoing, beyond the
reasonable control of the Party bound by
such obligation, provided, however, that
the Party affected shall exert its
reasonable efforts to eliminate or cure or
overcome any of such causes and to
resume performance of its obligations
with all possible speed.
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Tel/ Te!:

Vys8i Mmoc

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jez ma byt takovou Stranou splnéna
na zékladé podminek této Smlouvy, bude
prominuto v dasledku zaplav, pozart ¢i
jinych projevli Vyssi moci, nehod, valek,
nepokoji, embarg, prodleni dopravci,
nemoznosti opatfit pfisluSné materialy,
nebude-1i dodana elektricka energie €1 jiné
ptirodni zdroje, v disledku rozhodnuti,
zakazli €1 omezeni statniho/spravniho
ufadu ¢i jiného prvku vyssi moci, ktery
zabrani splnéni takové povinnosti, bez
ohledu na to, zda je shodny ¢i odliSny od
shora uveden¢ho, a ktery stoji mimo
moznost ovlivnéni pfislusné Strany, ktera
je takovou povinnosti vazana, to vSak za
podminky, Ze takto dotéend Strana vyvine
odpovidaji usili za ucelem odstranéni ¢i
napravy ¢i prekonani jakéhokoli takového
divodu ¢i pfi¢iny a bude pokracovat v
plnéni svych povinnosti v nejbliZz§im
mozZném ¢asovém okamziku.
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18. MISCELLANEOUS

18.1 Entire Agreement

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

18.2 No Waiver/Enforceability

Failure to enforce any term of this
Agreement shall not constitute a waiver
of such term.

If any part of this Agreement is found to
be unenforceable, the rest of this
Agreement will remain in effect.

18.3 _Assignment of the Agreement
This Agreement shall be binding upon
the Parties and their successors and
assigns.
The Site shall not assign or transfer any
rights or obligations under this
Agreement without the written consent
of IQVIA and Sponsor.

Upon Sponsor’s request, IQVIA may

assign this Agreement to a third party, and
IQVIA shall not be responsible for any
obligations or liabilities wunder this
Agreement that arise after the date of the
assignment. Site will be given prompt
notice of such assignment by the assignee.
This notification will give effect to the
assignment to Site. Additionally, Sponsor
retains the right to assign this Agreement to
any third party in the event of a merger,
consolidation or sale or license of
substantially all of the assets to which this
Agreement relates.

18.
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RUZNE

18.1. Celistvost Smlouvy

Tato Smlouva, vcetné piiloh, pfedstavuje
vyhradni, celistvé a uplné ujednéni Stran a
nahrazuje veskeré ostatni pisemné a ustni
dohody vztahujici se k této Studii.

18.2. Vzdéni se uplatnéni/Vynutitelnost
Neuplatnéni  jakéhokoli  prava  ¢i
podminky této Smlouvy nezaklada
domnénku vzdani se uplatnéni takového
prava ¢i podminky.

V pfipad¢, ze bude kterdkoli ¢ast této
Smlouvy shleddna jako nevykonatelna,
zbytek této Smlouvy zlistane 1 nadale v
platnosti.

18.3. Pfevod Smlouvy

Tato Smlouva bude zdvaznd viici Strandm
i jejich pravnim  nastupcim a
postupniktim.

Misto provadéni klinického hodnoceni
nepievede jakakoli prava ¢i zavazky z této
Smlouvy bez ptedchoziho pisemného
souhlasu IQVIA nebo Zadavatele.

Na zékladé Zadosti Zadavatele, je IQVIA
opravnéna pievést tuto Smlouvu na jakoukoli
treti stranu, a IQVIA nebude odpovédna za
jakékoli zavazky ¢i odpovédnosti dle této
Smlouvy, jez vyplynou po datu pievodu.
Mistu provedeni klinického hodnoceni bude
takové postoupeni Ci pievod oznameno bez
zbyte¢ného odkladu nabyvatelem. Timto
ozndmenim nabude postoupeni uUCinnosti
vuci Mistu provedeni klinického hodnoceni.
Zadavatel si také ponechava pravo postoupit
tuto Smlouvu tfeti strané, pokud dojde k fuzi,
konsolidaci nebo prodeji podstatné ¢asti
vSech jeho aktiv, kterych se tato Smlouva
tyka, nebo k poskynuti licence na vyuzivani
takovych aktiv.
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18.4. Applicable Law

This Agreement shall be interpreted and
enforced under the laws of Czech
Republic. Any disputes that are not
resolved amicably will be heard and
determined by the competent courts in
the Czech Republic.

18.5 Prevailing language

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

18.6 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.

18.4 Rozhodné pravo

Tato Smlouva bude vykldddna a
vyméhana v souladu s pravnim fadem
Ceské  republiky. Projednani a
rozhodovani piipadnych sport, které
nebudou vyfeSeny smirem, bude feSeno
spomoci piislusnych soudd v Ceské
republice.

18.5 Rozhodné jazykova verze.
Tato Smlouva je vyhotovena v anglickém
a Ceském jazykovém znéni. V pftipadé
jakéhokoli rozporu bude rozhodujici ¢eska
jazykova verze.

18.6 Pretrvavajici platnost:

Podminky této Smlouvy, jez obsahuji
prava a povinnosti, jez svoji povahou
ptekracuji okamzik dokonceni Studie,
zustanou zavazné i v piipadé ukonceni ¢i
uplynuti doby této Smlouvy, a to i v
ptipadé, ze tak neni v této Smlouve
vyslovné uvedeno.

THIS SECTION IS TATO CAST JE ZAMERNE
INTENTIONALLY LEFT BLANK PONECHANA PRAZDNA
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ACKNOWLEDGED AND AGREED BY ARROWHEAD PHARMA CEUTICALS, INC.
SIGNED BY IQVIA RDS CZECH REPUBLIC, s.r.o., ACTING FOR AND ON BEHALF
OF AND IN THE NAME OF SPONSOR / NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS ZASTUPCE SPOLECNOSTI ARROWHEAD PHARMACEUTICALS INC.,
PODEPSANO SPOLECNOSTI IQVIA RDS CZECH REPUBLIC, s.r.o. JEDNAJICI ZA
ZADAVTELE

By/ Jméno: Ing. Eva Falbrova

Title/ Funkce: Based on mandate / Na zikladé povéreni
Signature/ Podpis:

Date/ Datum: 4.6.2025

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: Executive director / Jednatelka
Signature/ Podpis:

Date/ Datum: 4.6.2025

ACKNOWLEDGED AND AGREED BY FAKULTNI NEMOCNICE HRADEC
KRALOVE: / NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY
ZASTUPCE FAKULTNI NEMOCNICE HRADEC KRALOVE:

By/ Jméno: MUDr. Ale§ Herman, Ph.D.

Title/ Funkce: Director/feditel
(must authorized to sign on Institution's behalf)/(musi se jednat o podpis opravnéného zastupce
Zdravotnického zatizeni be):

Signature/ Podpis:

Date/ Datum: 27. 6. 2025
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ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na diikaz souhlasu
pripojuje sviij podpis Zkousejici:

Name/ Jméno: |

Signature/ Podpis:
Date/ Datum: 27. 6. 2025
Attachments: Piilohy:
Attachment A - Budget and payment Piiloha A — Rozpocet a platebni piehled
schedule Ptiloha B — Plnd moc/delegaéni dopis pro
Attachment B - Power of attorney/delegation IQVIA
letter of IQVIA o p , .
Ptiloha C — St
Attachment C — Standard Contractual filoha C andardni smluvni dolozky
Clauses
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ATTACHMENT A

BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

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

(“Payee”):

Contract Payee

Payee Name
(Must match name
in the contract)

Fakultni nemocnice
Hradec Kralové

Sokolska 581, 500

Currency

05 Hradec Kralové —
Payee Address Novy Hradec
Krélové, Ceska
republika
VAT/Tax ID
(Tax 1D must
exactly match the
payee name | €Z00179906
indicated above, or
tax exempt when
applicable)
Banking
Information:
Ceska narodni
Bank Name banka
Bank Street Na Prikopé 28
Bank City Praha 1
Bank Postal Code 11503
Bank Country Czech Republic
Receiving Account | CZK

CZ23 0710 0000

IBAN 0000 2463 9511
Swift Code (8 or 11
Characters) CNBACZPP

If the contracted Payment Currency does
not match your bank account, you may need
to provide an Intermediary Bank. Please
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PRILOHA A
ROZPOCET A ROZPIS PLATEB

A. UDAJE O PRIJEMCI PLATEB

Smluvni Strany se dohodly, ze nize uvedeny pfijemce
plateb je fadnym piijemcem plateb z této Smlouvy a ze
platby vyplacené¢ podle této Smlouvy budou hrazeny
vyhradné tomuto piijemci plateb (dale jen ,Pfijemce
plateb®):

Smluvni PFrijemce plateb:
Jméno/nazev
Ptijemce plateb
(Musi se shodovat
se jménem/ndzvem
ve smlouve)

Fakultni nemocnice Hradec
Kralové

Sokolska 581, 500 05 Hradec

Adresa - Prijemce | 1o z5ve — Novy  Hradec

plateb Kréalové, Ceska republika
DPH/DIC

(Danové

identifika¢ni ¢islo

musi piesné

odpovidat vyse

uvedenému CZ00179906
Jjménu/nazvu

pfijemce  plateb,

pfipadné stavu

osvobozeni od

dang)

Bankovni informace:

Nazev banky Ceska narodni banka

Ulice banky Na Piikopé 28

Mésto banky Praha 1

Postovni

smeérovaci ¢islo | 11503

banky

Zem¢ banky Czech Republic

M¢na uctu K¢

IBAN 5521213 0710 0000 0000 2463

Variabilni symbol | ¢islo faktury
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contact your Financial institution for
details. If an Intermediary bank is required,
please provide Bank Name, Account
Number if applicable and SWIFT Code of
Intermediary Bank along with all other
required Wire instructions

Contact Information
Name of recipient
sending invoices to

Email

Language
Preference

Name of payment
recipient to receive
payment notification
and details

Czech

Email
Language
Preference

Q
N
[}
el
=

In case of changes in the Payee’s bank details, Site is
obliged to inform | NEEEENN
writing by sending an email to:

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

The Parties acknowledge that the designated Payee is
authorized to receive all of the payments for the services
performed under this Agreement.
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Swift kod (8 nebo
11 znaki)

Pokud se sjednand ména plateb neshoduje s vasim
bankovnim uétem, mozna budete muset uvést
zprostfedkujici banku. Podrobnosti vdm sdéli vase

CNBACZPP

finanéni  instituce. Pokud je pozadovana
zprostiedkujici banka, uved’te prosim nazev banky,
Cislo uctu, je-li kdispozici, a SWIFT kod

zprostiedkujici banky spolu se vSemi dal§imi
pozadovanymi pokyny pro bankovni pievody

Kontaktni informace:
Jméno  pfijemce
zasilajiciho faktury
spole¢nosti IQVIA

E-mail

Preferovany jazyk
Jméno  piijemce
plateb, ktery bude
pfijimat ozndmeni
o platb¢

a podrobnosti
E-mail

Cesky

Preferovany jazyk | Cesky

Dojde-li ke zmén& bankovniho spojeni Pfijemce plateb,
musi otom Misto provadéni klinického hodnoceni
pisemné informovat spolecnost R
e e-mailem zaslanym na adresu:
I

Misto provadéni klinického hodnoceni kontaktuje
pfislusného c¢lena studijniho tymu IQVIA, aby poskytlo
podepsanou dokumentaci o zménach v bankovnim spojeni
Piijjemce plateb. Strany se dohodly, Ze nebude nutno
uzavirat zadny dalSi dodatek ke Smlouvé, jestliZze se zména
bude tykat pouze bankovniho spojeni, av§ak nezméni se
samotny piijemce plateb ani zemé&, v niz se nachazi jeho
bankovni ucet.

Strany timto berou na védomi, ze uvedeny Ptijemce plateb
je opravnén piijimat veskeré platby za sluzby poskytované
na zékladé této Smlouvy.
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If the Investigator is not the Payee, then the Payee's
obligation to reimburse the Investigator, if any, is
determined by a separate agreement between Investigator
and Payee. This agreement may involve different payment
amounts and intervals, according to the Institution's
internal guidelines, than the payments made by IQVIA to
the Payee.

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

B.PAYMENT TERM

IQVIA will pay the Payee every 3 months, on a completed
visit per subject basis in accordance with the attached
budget. Reference number: number of Invoice.

Payments including any Screening Failure and conditional
subject activity that may be payable will be made based
upon prior 3 months enrolment data confirmed by subject
CREFs received from the Investigator and data verification
supporting subject visitation. A proforma statement, which
contains the completed subject visits and associated
payments for the period, will be sent to the Payee. The
Payee will raise their invoice to match the statement.
Invoices will be payable within 30 days from the date of
receipt by IQVIA of the invoice, including any applicable
back-up documentation. Payments will be in each case
B (his reduced amount shall
represent a value of any/all activities related to close-out
of the database, including all CRFs pages, all data
clarifications issued, the receipt and approval of any
outstanding regulatory documents as required by IQVIA
and/or Sponsor, the return of all unused supplies to IQVIA,
and upon satisfaction of all other applicable conditions set
forth in the Agreement.

Any expense or cost incurred by Site in performing this
Agreement that is not specifically designated as
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Neni-li Pfijemcem plateb Zkousejici, bude piipadna
povinnost Piijemce plateb vyplacet Zkousejicimu odménu
dle vnitini smérnice Poskytovatele, na zaklad¢ které
mohou byt stanoveny jiné castky plateb vcetné jinych
vyplatnich terminti nez c¢astky, které bude spolecnost
IQVIA vyplacet Ptijemci plateb.

Zkousejici bere na védomi, ze pokud neni Piijemcem
plateb ZkousSejici, spolecnost IQVIA nebude platit
ZkouSejicimu ani v pfipadé, ze Ptijemce plateb platby
Zkousejicimu neprovede.

B.PLATEBNi PODMINKY

Spole¢nost IQVIA bude poskytovat finanéni plnéni
Ptijjemci plateb kazdé tii (3) mésice v souladu
s ptilozenym rozpoctem vzdy za uskuteCnéné navstévy
jednotlivych subjekti hodnoceni. Variabilni symbol: ¢islo
faktury.

Platby, vcetné ptipadnych plateb za jakékoli subjekty,
které neprojdou vstupnimi vySetfenimi (,,screening
failure®), a ikony spojené se subjekty provadéné podle
potteby budou vyplaceny na zékladé udaji o poctu
subjektl zatazenych v pfedchozich 3 mésicich dolozenych
formulari CRF subjekt obdrzenych od Zkousejiciho a po
ovéieni udajii o uskuteénénych navstévach subjekti.
Piijemci plateb bude zaslan pro forma vypis, ktery bude
obsahovat uskute¢néné navstévy subjekti v daném
obdobia souvisejici  platby. Pfijemce plateb vystavi
fakturu odpovidajici vypisu. Datum splatnosti faktury
bude tficet (30) dnli od data obdrZeni faktury spolecnosti
IQVIA, vcetné souvisejici dokumentace. Platby budou ve
viech pripadech | HENEEEEEE. T
snizena Castka predstavuje hodnotu veSkerych ukont
souvisejicich s uzavienim databaze vcetné piedani vSech
stranek formularti CRF, vysvétleni ptipadnych nejasnosti
ohledné¢ dat, doruceni a schvaleni pfipadnych dalSich
dokladii od kontrolnich ufadli vyZadovanych spolecnosti
IQVIA a/nebo Zadavatelem, vraceni vSech
nespotiebovanych pomilicek a materidlu spolecnosti
IQVIA a splnéni vSech ostatnich podminek této Smlouvy.

Jakékoli naklady avydaje, které vzniknou Mistu
provadéni klinického hodnoceni v souvislosti s plnénim
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reimbursable by IQVIA or Sponsor under the Agreement
(including this Budget and Payment Schedule) is the sole
responsibility of the Site.

In case that the Institution is a payer of VAT, appropriate
rate of VAT according to a mandatory statute, will be
included to the above mentioned invoice amounts.

All government taxes are the sole responsibility of the
Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement

C. BUDGET TABLE
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této Smlouvy akteré nejsou vyslovné oznaCeny jako
proplatitelné ze strany spolecnosti IQVIA ¢i Zadavatele za
podminek této Smlouvy (vCetné jeji casti Rozpocet
a Rozpis plateb), pijdou plné ktizi Mista provadéni
klinického hodnoceni .

Pokud je Zdravotnické zafizeni platcem DPH, bude ke
vSem vysSe uvedenym fakturovanym c¢astkam piipoctena
DPH v zadkonné vysi.

Platba vSech wvnitrostatnich dani bude
odpovédnosti Piijemce plateb.

Zavazna diskvalifikujici porusSeni Protokolu nebudou
podle podminek této Smlouvy proplacena.

vylu¢nou

C. TABULKA ROZPOCTU
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D. FEE FOR CONTRACT NEGOTIATION D. POPLATEK ZA PROJEDNANI SMLOUVY

A one-time, non-refundable payment will be paid in the Jednorazovy nevratny poplatek v &astce || GzN
amount of || t© cover Study start-up pokryvajici ¢innosti pii zahdjeni Studie zahrnujici
activities including contract negotiation after the projednani smlouvy bude uhrazen po podpisu smlouvy
Agreement execution and receipt of invoice. a po obdrzeni faktury.
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I. EC FEES I. POPLATKY ETICKYM KOMISIiM
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EC costs will be paid upon receipt of an invoice issued by
the EC, and are not included in the attached Budget.
Payment will be made directly to the EC. Any subsequent
re-submissions or renewals, upon approval by IQVIA and
Sponsor, will be paid upon receipt of appropriate
documentation.

J. START UP FEE FOR THE STUDY TEAM

Site Start up fee of B il bc rcimbursed to

Poplatky etickym komisim budou propléceny po obdrzeni
faktury vystavené etickou komisi, a nejsou zahrnuty do
ptilozeného rozpoctu. Platby za pfipadnd nasledna
opakovana podani nebo prodlouzeni budou se souhlasem
spolecnosti IQVIA a Zadavatele hrazeny po ptedlozeni
odpovidajicich dokladt. Platby budou hrazeny pifimo
etické komisi. Platby za pfipadnd nasledna opakovana
podani nebo prodlouzeni budou se souhlasem spolecnosti
IQVIA a Zadavatele hrazeny po ptedlozeni odpovidajicich
dokladi.

J. START UP POPLATEK PRO STUDIINi TYM
Poplatek za =zahdjeni studie v mist¢ klinického

the Payee upon Agreement execution and receipt of hodnoceni ve vysi || | | B bude Piijemci plateb

invoice to cover costs incurred by the Site to fulfill
regulatory requirements and feasibility in order to initiate
the Study at the Site.

K. PHARMACY SET UP FEE

proplacen po uzavieni smlouvy a po pfijeti faktury na
pokryti nakladd, které mistu klinického hodnoceni
vzniknou v souvislosti se splnénim regulacnich a
vstupnich pozadavki za uc¢elem zahdjeni studie v misté
klinického hodnoceni.

K. POPLATEK ZA ZAHAJENI CINNOSTI LEKARNY

A onetime, non-refundable Pharmacy Set-Up payment of Jednorazovy, nevratny poplatek ve vysi | Gc_ za

B il be made upon Agreement execution

and receipt of an invoice.

L. STORAGE STUDY DRUG (PLOZASIRAN/PLACEBO)

zahdjeni Cinnosti 1ékdrny bude uhrazen po podpisu
smlouvy a po obdrzeni faktury.

L. POPLATEK ZA UCHOVAVANI HODNOCENEHO

PHARMACY FEE

A monthly flat fee for storage of Investigational Product
of | sta:ting by the month of receiving the
initial supply of IP to the Pharmacy will be made upon
receipt of an invoice.

M. PHARMACY: RECEIVE STUDY DRUG, CHECK LABELS,

PRIPRAVKU (PLOZASIRANU/PLACEBA)

Mgésicni pausalni poplatek ve vysi || GGz vode
uhrazen po obdrZeni faktury po¢inaje mésicem pfijeti prvni
zasilky hodnoceného piipravku lékarnou.

M. POPLATEK ZA PRIJETI JEDNOTLIVE ZASILKY

RECORD

A non-refundable payment of s per receipt of
one shipment of Investigational Product will be made for

Pharmacy services related to receiving and unpacking
study medication and completing relevant documentation,
including checking labels. Payment will be made upon
receipt of an itemized invoice by IQVIA, the date of the
shipment must be included on the invoice.

N. PHARMACY CLOSE OUT FEE
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HODNOCENEHO PRiPRAVKU, KONTROLU STiTKU A
ZAZNAMY

Za sluzby lékarny spojené s pifjmem a vybalenim
jednotlivé zasilky hodnocenych ptipravki a vyplnénim
pfislusné dokumentace, vcetné¢ kontroly S§titk, bude
uhrazena nevratna platba ve vysi || za jeden
pfijem hodnoceného piipravku. Platba bude provedena po
obdrZeni polozkové faktury od spolecnosti IQVIA, na
fakture musi byt uvedeno datum pfijeti hodnocené¢ho
ptipravku.

N. POPLATEK ZA UKONCENI CINNOSTI LEKARNY
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A one-time, non-refundable Pharmacy Close-out payment
will be made upon receipt of invoice at a cost o

B - cnd of study.

O. RECORD STORAGE/ARCHIVING FEE

A record storage payment of | . vi1! be made
upon Agreement execution and receipt of invoice and are
not included in the attached Budget. In accordance with
Sponsor’s  Protocol requirements, Institution shall
maintain all Site Study records in a safe and secure
location to allow easy and timely retrieval, when needed.

P.STUDY CLOSE OUT FEE

A one-time, non-refundable Study Close-Out payment of
B ! bc made upon completion and
approval by IQVIA of any outstanding data documentation
(data entry completion and data clarifications issued) and
regulatory documentation and upon receipt of invoice.

Q. CTA AMENDMENT PROCESSING

A CTA Amendment Processing Fee of I i
be made upon CTA Amendment execution and receipt of
invoice in the event of a Sponsor driven CTA amendment.

R. MONITORING VISIT FEE

Payee will be reimbursed for monitoring visits performed
by Study monitor at the Institution in the amount of i
B 0QViA will pay upon receipt of an
itemized invoice, the date of the monitoring visit and
duration (number of days) must be included on the invoice.

S.PAYMENT DISPUTES

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

T.INVOICES

Payments will be issued by IQVIA based on Visit Budget,
payment frequency and payment terms as described above.
Payments will be made only upon receipt of corresponding
invoices, including back-up documentation, in the
specified currency, as described below. Invoices will be
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Jednorazovy, nevratny poplatek za ukonceni ¢innosti
1ékarny ve vysi || ]l bude uhrazen po obdrzeni
faktury na konci studie.

0. POPLATEK ZA UCHOVAVANI
ZAZNAMU/ARCHIVACI DOKUMENTU

Poplatek za uchovavani zdznami ve vysi || R
. bude uhrazen po podpisu smlouvy a po obdrzeni
faktury a neni zahrnut v pfilozeném rozpoctu. V
souladu s pozadavky protokolu Zadavatele musi
Zdravotnické zafizeni uchovavat vSechny zaznamy o
studii na bezpetném misté, aby je bylo mozné v
ptipad¢ potteby snadno a v¢as vyhledat.

P. POPLATEK PRI UKONCENI STUDIE

Jednorazovy, nevratny poplatek pii ukonceni studie ve
vysi bude uhrazen po dokonceni a schvaleni
veSkeré zbyvajici dokumentace (dokonceni zaddvani
udaji a dofeSeni zaslanych pozadavkil) a regulacni
dokumentace spolecnosti IQVIA a po obdrZeni faktury.

Q. POPLATEK ZA VYJEDNAN{ DODATKU KE SMLOUVE
Poplatek za vyjednani dodatku ke smlouvé iniciovaného

Zadavatelem ve vysi || bvde uhrazen po
podpisu dodatku a obdrZeni faktury.

R. POPLATEK ZA MONITOROVACI NAVSTEVU

Piijemci plateb bude uhrazena Castka za monitorovaci
navstévy  provedené¢  studijnim  monitorem  ve
Zdravotnickém zaiizeni ve vysi |G
B spolccnost IQVIA zaplati po obdrzeni
polozkové faktury, na faktufe musi byt uvedeno datum
monitorovaci ndvstévy a doba trvani (pocet dni).

S. PLATEBNi SPORY

Jakékoli nesrovnalosti v platbach béhem Studie bude moci
Misto provadeéni klinického hodnoceni rozporovat do
tficeti (30) dnii po doruceni zéveérecné platby.

T. FAKTURY

Platby budou uvoliiovany spole¢nosti IQVIA na zékladé
rozpoctu navstév, frekvence plateb a platebnich podminek,
jak je popsano vySe. Platby budou provedeny az po
obdrzeni  pfislusnych  faktur vcetné  souvisejici
dokumentace ve stanovené meéné, jak je popsano vyse.
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payable within 30 days from the date of receipt by IQVIA
of the invoice, including any applicable back-up
documentation.

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

Invoices to be billed to:

IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/41, 186 00

Praha 8 - Karlin,

Czech Republic

Identification number: 24768651

VAT identification number: CZ24768651

be sent to:

Invoices _including back-up to

In addition invoices can be submitted via portal. The
Payee has received an email to create an account in our
Payments Portal. From the Portal Payee will be able to
access subject activities by protocol, submit invoices as

well as view payment details for all payments made by
IQVIA.

Link to the Portal:

Emailed or uploaded invoices and backup are

Faktury budou splatné do 30 dnti od data doruceni faktury
spolecnosti IQVIA vcetné veSkeré prislusSné souvisejici
dokumentace.

Faktury za jakékoli dodate¢né platby kromé téch, které
jsou uvedeny v této smlouvé (tj. dalsi tthrady), musi byt
také zaslany spolecnosti IQVIA a schvaleny zadavatelem.
Vsechny faktury budou vystaveny nasledujicim
zpusobem:

Fakturacni udaje:

IQVIA RDS Czech Republic, s.r.o.
Pernerova 691/41, 186 00

Praha 8 - Karlin

Ceska republika

ICO: 24768651

DIC: CZ24768651

Adresa pro zasilani faktur a souvisejicich dokumentii:

Faktury lze také posilat prostfednictvim portalu. Ptijemci
plateb byl zaslan e-mail s Zadosti o vytvoreni ictu v nasem
platebnim portalu. V portdlu bude mit Ptijemce plateb
pfistup k cinnostem spojenym se subjekty podle
Protokolu, bude moct zadavat faktury a zobrazovat si
udaje o platbach provedenych spolecnosti IQVIA.

Odkaz na portal. |

Uprednostiiujeme zasilani faktur a podpurné
dokumentace e-mailem. Pokud je zapotiebi zasilat

preferred. In the event of invoices in hard copy need

faktury v tiSténé podobé, zasilejte je prosim na

to be sent, please send to the following address:

The following information should be included on the
invoice:
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nasledujici adresu:

Na faktufe musi byt uvedeny nasledujici Gdaje:
o celé jméno, adresa a telefonni ¢islo ZKOUSEJICIHO
LEKARE
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o Complete INVESTIGATOR name, address and phone
number

Invoice Date

Invoice Number

Payee Name (must match Payee indicated in CTA)
Payment Amount

Complete description of services rendered

Study Number:

Sponsor Name

Invoices should be printed on
letterhead

O 0O O O O O O O

site/institution

All invoice and payment related inquiries shall be
addressed directly to IQVIA Clinical Trial Payments at

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

In the event of a change in billing information or Tax
identification number impacting IQVIA or Sponsor,
IQVIA is obliged to immediately inform the Institution

- Legal Department, e-mail:
I - N -
Finance and Analysis Department,

If Sponsor/IQVIA fails to pay a duly issued invoice on
time, the Institution is legally entitled to statutory default
interest in accordance with Section 1970 of Act No.
89/2012 Coll., the Civil Code, as amended.
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o datum vystaveni faktury

o Cislo faktury

o jméno/nazev Piijemce plateb (musi odpovidat
Ptijemci plateb uvedenému v CTA)

o castka platby

o kompletni popis poskytnutych sluzeb

o (islo klinického hodnoceni

0 nazev Zadavatele

Veskeré dotazy tykajici se faktur a plateb smétujte

piimo na spolecnost IQVIA Clinical Trial
Payments na adresu
Faktury ajakakoli privodni dokumentace nesméji

obsahovat zadné osobni identifikovatelné tidaje Zadného
Subjektu studie, jako napiiklad jeho jméno a piijmeni,
inicialy, datum narozeni, adresu, telefonni cislo, Cislo
pasu, e-mailovou adresu nebo informace o kreditni
karté. Pokud faktury nebo jakékoli privodni dokumentace
takové idaje obsahuji, IQVIA o tom vyrozumi Pfijemce
plateb. Pfijemce plateb bude muset predlozit upravenou
fakturu a podkladovou dokumentaci, neobsahujici zadné
osobni identifikovatelné udaje jakéhokoli Subjektu studie.

Pokud dojde ke zméné fakturaéni adresy nebo DIC
majicich vliv na IQVIA nebo Zadavatele, je IQVIA
povinna neprodlend informovat Poskytovatele: [

— pravni odbor. [N -
I - or» I

Pokud Zadavatel/IQVIA neuhradi fadné vystavenou
fakturu vcas, ma Poskytovatel narok na zdkonné uroky
z prodleni v souladu s § 1970 zdkona ¢. 89/2012 Sb.,
obcansky zakonik, v platném znéni.
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NO OTHER ADDITIONAL FUNDING REQUESTS ZADNE DALSI ZADOSTI O FINANCOVANI

WILL BE CONSIDERED NEBUDOU SCHVALOVANY.
All amounts include all applicable taxes and excludes Vsechny ¢astky zahrnuji veskeré piislusné dané, nikoli
VAT. vSak DPH.
All payments for this Study in accordance with the Veskeré platby za tuto Studii podle ptilozeného rozpoctu
attached Budget will be paid by IQVIA electronically. bude spole¢nost IQVIA hradit elektronicky bankovnim
pfevodem.
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ATTACHMENT B PRILOHA B

POWER OF ATTORNEY/DELEGATION LETTER OF PLNA MOC/DELEGACNI DOPIS PRO IQVIA
IQVIA
AROAPOC3-3006_CZE_CTA TRI_203-574_FN Hradec Kralove_|JIIll 28May2025 CONFIDENTIAL

Page 55 of 74



Attachment C — Standard Contractual Clauses

MODUL 4: Processor to Controller / PFedani od Zpracovatele Spravci

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 pozadavka
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 o ochrané fyzickych
protection of natural persons with regard osob v souvislosti se zpracovanim
to the processing of personal data and on osobnich 1daji aovolném pohybu
the free movement of such data (General téchto udajii (obecné natizeni o ochrané
Data Protection Regulation)! for the udaji)1, pokud jde o predavani osobnich
transfer of personal data to a third udaju do treti zem¢.
country.
b) The parties (as named in Annex I of this b) Strany (jak jsou uvedeny v Pfiloze 1
Attachment C): Standardnich smluvnich dolozek):

1. the natural or legal person(s), public i.  fyzickd nebo pravnickd osoba ¢i
authority/ies, agency/ies or other osoby, organ ¢i organy vefejné moci,
body/ies (hereinafter ‘entity/ies’) agentura ¢i agentury nebo jiny
transferring the personal data, as subjekt ¢i jiné subjekty (dale jen
listed in Annex [.A (hereinafter each »subjekt €1 ,,subjekty*) predavajici
‘data exporter’), and osobni 1udaje, uvedené v piiloze

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 tidajl zpracovatel, na né&jz se vztahuje nafizeni (EU) 2016/679 a ktery jedna jménem
organu nebo subjektu Unie jako spravce, spoléhani se na tyto dolozky pii zapojeni jiného zpracovatele (dil¢i zpracovani), na
kterého se natizeni (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 tidaji organy, institucemi
a jingmi subjekty Unie, a o volném pohybu t&chto udaji a o zrugeni natizeni (ES) &. 45/2001 a rozhodnuti 1247/2002/ES (U¥. 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 €l. 29 odst. 3 natizeni (EU) 2018/1725 sladény. To bude zejména
pripad, kdy se spravce a zpracovatel spoléhaji na standardni smluvni dolozky obsazené v rozhodnuti 2021/915.
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ii.

d)

Effect

a)

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 1.B.

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

Clause 2

and invariability of the Clauses

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 I of this Attachment C) from
including the standard contractual
clauses laid down in these Clauses in a
wider contract and/or to add other clauses
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ii.

c)

d)

a)

I ¢asti A (dale jen ,,vyvozce udaju‘),
a
subjekt ¢i subjekty ve tieti zemi,
pfijimajici pfimo nebo nepiimo
prostiednictvim jiného subjektu, jenz
je rovnéz stranou téchto dolozek,
osobni tudaje od vyvozce udaju,
uvedené v priloze I ¢asti A (dale jen
»dovozce udaji®),
se dohodly na téchto standardnich
smluvnich  dolozkach  (dale jen
,»dolozky*).
Tyto dolozky se pouziji s ohledem na
pfedavani osobnich udaji podle piilohy
I ¢asti B.
Dodatek k témto dolozkdm obsahujici
ptilohy, na néz se v téchto dolozkach
odkazuje, tvofi nedilnou soucast téchto
dolozek.

DoloZka 2

U¢inek a neménnost doloZek

Tyto dolozky stanovi vhodné zaruky,
véetné¢ vymahatelnych prav subjektu
udajii aucinné pravni ochrany, podle
Cl. 46 odst. 1 acl.46 odst.2 pism. c)
nafizeni (EU) 2016/679 a s ohledem na
predavani udaju od spravel
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 pfidani nebo  aktualizace
informaci v dodatku. To smluvnim
stranam (jak jsou uvedeny v Piiloze 1
Standardnich ~ smluvnich  dolozek)
nebrani v tom, aby zahrnuly standardni
smluvni dolozky stanovené v téchto
dolozkdch do S$ir§i smlouvy a/nebo
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b)

or additional safeguards, provided that
they do not contradict, directly or
indirectly, these Clauses or prejudice the
fundamental rights or freedoms of data
subjects.

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:

1.  Clause 1, Clause 2, Clause 3, Clause
6, Clause 7;

ii.  Module Four: Clause 8.1 (b) and
Clause 8.3(b);

imi. 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
(EU) 2016/679.

Clause 4
Interpretation
a) Where these Clauses use terms that are
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defined in Regulation (EU) 2016/679,
those terms shall have the same meaning
as in that Regulation.

b)

ptidaly dalsi dolozky nebo dodatecné
zaruky, pokud nebudou pifimo nebo
nepfimo v rozporu s t€émito dolozkami
nebo nebudou dotcena zakladni prava
nebo svobody subjektl udaju.

Témito dolozkami nejsou doteny
povinnosti, které se vztahuji na vyvozce
udajt na zéklad¢ natizeni (EU) 2016/679.

Dolozka 3

Opravnéné treti strany

a) Subjekty udaji se mohou jako opravnéné
treti strany ve vztahu k vyvozci a/nebo
dovozci udajii dovoléavat téchto dolozek
avymahat je, ato s nasledujicimi
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 dotéena prava
subjekti udaji podle natizeni (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.
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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
(EU) 2016/679.

Clause 5
Hierarchy

In the event of a contradiction between these
Clauses and the provisions of related agreements
between the parties (as named in Annex I of this
Attachment 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 [.B.

Clause 7 - Optional
N/A

SECTION II - OBLIGATIONS OF THE
PARTIES (as named in Annex I of this
Attachment C)

Clause 8

Data protection safeguards
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b) Tyto dolozky je tieba cCist a vykladat
s ohledem na ustanoveni natizeni (EU)

2016/679.

c) Tyto dolozky nebudou vyklddany
zadnym zpasobem, ktery by byl
V rozporu S pravy a povinnostmi

stanovenymi v nafizeni (EU) 2016/679.

Dolozka 5
Hierarchie
V ptipadé¢ rozporu mezi témito dolozkami
a ustanovenimi  souvisejicich dohod mezi
stranami (jak jsou uvedeny v Pfiloze 1
Standardnich ~ smluvnich  dolozek), které

existovaly v dob¢ sjednani téchto dolozek, nebo
které byly uzavieny az po jejich sjednani, maji
tyto dolozky pfednost.

DoloZka 6

Popis predavani

Podrobnosti tykajici se predavani, zejména
kategorie osobnich udaji, které jsou predavany,
a ucel nebo ucely, pro které jsou predavany, jsou

uvedeny v ptiloze I ¢asti B.

DoloZka 7 - Volitelna
N/A

ODDIL IT —- POVINNOSTI STRAN (jak jsou
uvedeny v Piiloze 1 Standardnich smluvnich
dolozek)

Dolozka 8

Zaruky ochrany tudaji
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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  organizational

measures, to satisfy its obligations under these
Clauses.

8.1 Instructions

a)

b)

d)

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

a)

The parties (as named in Annex I of this
Attachment C)  shall  implement
appropriate technical and organizational
measures to ensure the security of the

AROAPOC3-3006_CZE_CTA TRI_203-574_FN Hradec Kralove_|JIIll 28May2025

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

8.1. Pokyny

a)

b)

d)

Vyvozce udaji zpracovava osobni udaje
pouze na zaklad¢é dolozenych pokynu od
dovozce udaji, ktery jednd jako jeho
spravce.

Vyvozce Udaji neprodlené informuje
dovozce udaji, pokud neni schopen tyto
pokyny dodrZovat, v¢etné ptipadd, kdy
tyto pokyny poruSuji nafizeni (EU)
2016/679 nebo jiné pravni predpisy Unie
nebo Clenského stitu v oblasti ochrany
udaju.

Dovozce Udaji se zdrzi pfijimani
jakychkoli opatieni, kterd by vyvozci
udaji branila v plnéni jeho povinnosti
podle natizeni (EU) 2016/679, mimo jiné
v kontextu dil¢iho zpracovani, nebo
pokud se jedna o spolupraci
s ptisluSnymi dozorovymi ufady.

Po skoncent poskytovani
zpracovatelskych sluzeb vyvozce udaji
vsouladu svolbou dovozce udajh
vymaze  vSechny  osobni  udaje
zpracovavané jménem dovozce udaji
a potvrdi dovozci udajii, ze tak ucinil,
nebo dovozci Gdajl vrati vSechny osobni
udaje zpracovdvané jeho jménem
a vymaze vSechny existujici kopie.

8.2. Zabezpeceni zpracovani

a)

Strany (jak jsou uvedeny v Piiloze 1
Standardnich ~ smluvnich  dolozek)
zavedou vhodna technické a organizacni
opatfeni k zajiSténi zabezpeceni Udaj,
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b)

data, including during transmission, and
protection against a breach of security
leading to accidental or unlawful
destruction, loss, alteration, unauthorized
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
pseudonymization, 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
(a). 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 authorized to process the
personal data have committed themselves
to confidentiality or are under an
appropriate  statutory  obligation of
confidentiality.

8.3 Documentation and compliance

b)

a to i béhem piedavani, a zajisti ochranu
pfed porusenim zabezpeCeni vedoucim
k ndhodnému  nebo  protipravnimu
zniceni, ztraté, zmén€, neopravnénému
poskytnuti nebo zpfistupnéni (dale jen
,poruseni zabezpeceni osobnich udaja*).
Pii  posuzovani  vhodné  Urovné
zabezpeCeni strany nalezité¢ zohledni
aktudlni stav techniky, naklady na
provedeni, povahu osobnich udaji2,
povahu, rozsah, kontext atucel nebo
ucely zpracovéani arizika pro subjekty
udajii spojend se zpracovanim, a zejména
zvazi pouziti Sifrovani nebo
pseudonymizace, a to i béhem ptredavani,
pokud lze timto zplisobem splnit ucel
zpracovani.

Vyvozce tdaji poméha dovozci udaji pii
zajisStovani odpovidajicitho zabezpeceni
udajic  vsouladu s pismenem  a).
V piipadé poruseni zabezpeceni
osobnich udaju tykajiciho se osobnich
udajii zpracovdvanych vyvozcem udaji
podle téchto dolozek vyvozce idajii poda
hlaSeni dovozci udaji bez zbyte¢ného
odkladu poté, co se oném dozveédeél,
adovozci udaji  bude pfi feSeni
uvedeného poruseni napomocen.
Vyvozce Udajii zajisti, aby se osoby
opravnéné zpracovavat osobni udaje
zavazaly k mlcenlivosti, nebo aby se na
né¢ vztahovala zdkonnd povinnost
mlcenlivosti.

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 udaji takovym zptisobem, aby jiz nikdo nemohl byt nikym
identifikovatelny, v souladu s 26. bodem odiivodnéni natizeni (EU) 2016/679, a aby byl tento proces nevratny.
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a) The parties (as named in Annex I of this
Attachment 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 I of this
Attachment 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
authorized to handle complaints. It shall
deal promptly with any complaints it
receives from a data subject.

Clause 12

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

b) Vyvozce udaju poskytne dovozci udaji
veskeré informace potfebné k dolozeni
toho, ze byly splnény povinnosti
stanovené v téchto dolozkach, umozni
provedeni auditii a bude k nim pfispivat.

DoloZka 9

N/A

DoloZka 10

Prava subjekta adaji

Strany (jak jsou wuvedeny v Pfiloze 1
Standardnich smluvnich dolozek) si vzajemné
pomahaji ptfi odpovidani na dotazy a Zadosti
subjekti.  0daji  podle mistniho préva
pouzitelného na dovozce udaji nebo v pripadé
zpracovani udaji dovozcem udaji v EU podle
nafizeni (EU) 2016/679.

DoloZka 11
Naprava

a) Dovozce udaju transparentné a ve snadno
pfistupném formatu informuje subjekty
udajii  prostfednictvim individudlniho
oznameni nebo na svych internetovych
strankach o kontaktnim misté
opravnéném vyfizovat stiznosti. Takové
misto  neprodlené¢  vyfidi  jakékoli
stiznosti, které od subjektu udaju ptijme.

Dolozka 12

Odpovédnost
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a)

b)

c)

d)

€)

Each party shall be liable to the other
party/ies for any damages it causes the
other party/ies by any breach of these
Clauses.

Each party shall be liable to the data
subject, and the data subject shall be
entitled to receive compensation, for any
material or non-material damages that the
party causes the data subject by
breaching the third-party beneficiary
rights under these Clauses. This is
without prejudice to the liability of the
data exporter under Regulation (EU)
2016/679.

Where more than one party is responsible
for any damage caused to the data subject
as a result of a breach of these Clauses,
all responsible parties (as named in
Annex I of this Attachment C) shall be
jointly and severally liable and the data
subject is entitled to bring an action in
court against any of these Parties.

The parties (as named in Annex I of this
Attachment C) agree that if one party is
held liable under paragraph (c), it shall be
entitled to claim back from the other
party/ies that part of the compensation
corresponding to its/their responsibility
for the damage.

The data importer may not invoke the
conduct of a processor or sub-processor
to avoid its own liability.

Clause 13

N/A
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a)

b)

c)

d)

e)

Kazdd  strana je  vaéi  druhé
stran¢/ostatnim strandm odpovédna za
jakoukoli ujmu, kterou druhé
stran¢/ostatnim stranam pii  poruseni
téchto dolozek zplisobi.

Kazda strana je odpoveédna viici subjektu
udaji asubjekt udaji ma narok na
nahradu jakékoli hmotné nebo nehmotné
ujmy, kterou strana zpisobi subjektu
udaji  porusenim prav nalezejicich
opravnéné treti stran¢ na zakladé téchto
dolozek. Tim neni dot¢ena odpovédnost
vyvozce Udaji podle nafizeni (EU)
2016/679.

Pokud je za jmu zplsobenou subjektu
udaji v disledku poruseni téchto dolozek
odpovédnd vice nez jedna strana, nesou
spole¢nou a nerozdilnou odpovédnost
vSechny odpovédné strany (jak jsou
uvedeny v Piiloze 1 Standardnich
smluvnich dolozek) a subjekt udaji je
opravnén proti kterékoli z téchto stran
podat zalobu u soudu.

Smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek) se dohodly, Ze pokud je jedna ze
smluvnich stran odpovédna podle
pismene c), je opravnéna pozadovat od
druhé smluvni strany/ostatnich
smluvnich stran zpét ¢ast nahrady ujmy
odpovidajici jeji odpovédnosti za Gjmu.
Dovozce udaji se nemiize dovolavat
jednéni  zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

DoloZka 13

N/A
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SECTION III -

LOCAL LAWS AND

OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

Clause 14

Local laws and practices affecting compliance
with the Clauses

a)

b)

The parties (as named in Annex I of this

Attachment C) warrant that they have no

reason to believe that the laws and

practices in the 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 authorizing
access by public authorities, prevent the
data importer from fulfilling its
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
not exceed what is necessary and
proportionate in a democratic society to
safeguard one of the objectives listed in

Article 23(1) of Regulation (EU)

2016/679, are not in contradiction with

these Clauses.

The parties (as named in Annex I of this

Attachment C) declare that in providing

the warranty in paragraph (a), they have

taken due account in particular of the
following elements:

1. the specific circumstances of the
transfer, including the length of the
processing chain, the number of
actors involved, and the transmission
channels used; 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
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ODDIL III - MiSTNi PRAVNI PREDPISY
A POVINNOSTI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

DoloZka 14

Mistni pravni predpisy a postupy majici
dopad na dodrZovani doloZek

a)

b)

Strany (jak jsou uvedeny v Piiloze 1
Standardnich ~ smluvnich  dolozek)
zarucuji, ze nemaji diivod se domnivat,
ze pravni predpisy a postupy ve tieti zemi
urceni, které se vztahuji na zpracovani
osobnich udaji dovozcem udajti, véetné
jakychkoli pozadavkli na zpfistupnéni
osobnich tdaji nebo opatteni, kterymi se
povoluje pfistup organiim vetejné moci,
brani dovozci 0daji pfi plnéni svych
povinnosti podle téchto dolozek. To je
zalozeno na predpokladu, Ze pravni
pfedpisy a postupy, které respektuji
podstatu  zdkladnich prav a svobod
a neptekracuji to, co je v demokratické
spolecnosti nezbytné a pfimé&iené
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 ptfi poskytovani
zaruky uvedené v pismenu a) naleZité
zohlednily zejména nasledujici prvky:

i. konkrétni okolnosti pfedani, vcetné
delky zpracovatelského fetézce, poctu
zapojenych  subjektli  a pouZzitych
kanalt pro ptenos udajii, zamyslené
dalsi predani, druh pfijemce, ucely

zpracovani, kategorie a format

pfedavanych osobnich udaj,

hospodaiské odvétvi, vnémz se
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c)

d)

transfer occurs; the storage location of
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 authorizing
access by such authorities — relevant
in light of the specific circumstances
of the transfer, and the applicable
limitations and safeguards (*);

iii. any relevant contractual, technical or
organizational 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 I of this

Attachment C) agree to document the

assessment under paragraph (b) and

c)

d)

predavani uskuteciiuje, misto, kde se
predané udaje uchovavaji;

ii. pravni ptfedpisy a postupy tieti zemé
ureni — vcetné téch, které vyzaduji
zptistupnéni udaji orgdnim vetejné
moci nebo povoluji pfistup téchto
organi — relevantni s ohledem na
konkrétni okolnosti pifedani, jakoz
i pouzitelnéd omezeni a zaruky3;

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

Dovozce udajt zarucuje, ze pii provadeéni

posouzeni podle pismene b) vynalozil

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

s tim, Ze bude pfi zajiStovani dodrzovani

téchto dolozek s vyvozcem udaja

i nadale spolupracovat.

Strany (jak jsou uvedeny v Ptiloze 1
Standardnich ~ smluvnich  dolozek)
souhlasi, Ze posouzeni podle pismene b)

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 timeframe.
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 pfedpist
a postupt na dodrzovani téchto dolozek, za soucast celkového posouzeni lze povazovat rizné prvky. Mezi tyto prvky mohou patfit
relevantni a zdokumentované praktické zkuSenosti s predchozimi ptipady zadosti o zpfistupnéni od orgénti vefejné moci nebo
neexistence takovych zadosti, které pokryvaji dostate¢né reprezentativni ¢asovy ramec. Tyka se to zejména internich zaznamu
nebo jiné dokumentace, vypracovavané pribézné v souladu s nalezitou péci a certifikované na Grovni vrcholového vedeni, za
predpokladu, Ze tyto informace lze v souladu s pravnimi predpisy sdilet se tfetimi stranami. Pokud se na zéklad¢ této praktické
zkusenosti dospéje k zavéru, ze dovozci udaji 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 uplatilovani prava v praxi, jako je napiiklad judikatura a zpravy nezavislych organi
dohledu, a nejsou s nimi v rozporu.
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e)

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
a disclosure request) indicating an
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
organizational —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 I of this Attachment C), the data
exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
named in Annex I of this Attachment C)
have agreed otherwise. Where the
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e)

zdokumentuji ana pozadani zpfistupni
pfislusnému dozorovému utadu.
Dovozce udaji souhlasi stim, Zze
neprodlené¢ uvédomi vyvozce udaju,
pokud ma po vyjadieni souhlasu s témito
ustanovenimi a po dobu trvani smlouvy
divod se domnivat, ze se na né¢j vztahuji,
nebo se zacCaly vztahovat pravni predpisy
nebo postupy, které nejsou v souladu
s pozadavky podle pismene a), a to i po
zmén¢ v pravnich predpisech treti zemé
nebo opatieni (jako je napiiklad zadost
o poskytnuti udaji), jez svéd¢i o tom, ze
uplatnovani téchto pravnich predpist
vpraxi neni vsouladu s pozadavky
uvedenymi v pismeni a).

Po oznameni podle pismene e), nebo
pokud ma vyvozce udaji jinak divod se
domnivat, Ze dovozce Udajl jiz nemlze
plnit své povinnosti na zakladé téchto
dolozek, vyvozce tidaji neprodlené urci
vhodna opatieni (napf. technickd nebo
organizacéni opatteni k zajisténi
bezpecnosti a divérnosti), ktera ma
pfijmout vyvozce udaji a/nebo dovozce
udajii k feSeni situace. Vyvozce udaji
pozastavi predavani Udaji, pokud se
domniva, Ze pro toto preddvani nemohou
byt zajistény zadné vhodné zaruky, nebo
pokud mu dé4 pokyn pfislusny dozorovy
ufad. V tomto pfipad¢ je vyvozce udaji
opravnén vypoveédét smlouvu, pokud jde
0 zpracovani osobnich tdajt podle téchto
dolozek. Jestlize smlouva zahrnuje vice
nez dvé smluvni strany (jak jsou uvedeny
v Priloze 1 Standardnich smluvnich
dolozek), mize vyvozce udaji toto pravo
na vypoveézeni uplatnit pouze ve vztahu
k pfislusné strané, pokud se strany (jak
jsou uvedeny v Piiloze 1 Standardnich
smluvnich dolozek) nedohodly jinak.
Jestlize je smlouva vypovézena podle
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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:

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.

b) 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.

této dolozky, pouzije se dolozka 16 pism.
d) ae).

DoloZka 15

Povinnost dovozce tdaji v pripadé pristupu
organt verejné moci

15.1. Oznameni

a) Dovozce 1daji souhlasi stim, ze
neprodlené uvédomi vyvozce udaju, a je-
li to mozné, subjekt udaju (v ptipadé
potieby s pomoci vyvozce udajit), pokud:
i. na zékladé pravnich predpisi zemé

urceni obdrzi pravné zdvaznou zadost
od organu vefejné moci, vcetné
soudnich  organl, o zpfistupnéni
osobnich 1daji pfedanych podle
téchto dolozek; takové oznameni
obsahuje informace o pozadovanych
osobnich udajich, dozadujicim organu,
pravnim zakladu zadosti a poskytnuté
odpovédi, nebo

ii. se dozvi o jakémkoli pfimém pfistupu
organli vefejné moci k osobnim
udajim predavanym podle téchto
doloZek v souladu s pravnimi ptredpisy
zemé urCeni; takové oznameni
obsahuje vSechny informace dostupné
dovozci.

b) Pokud je podle pravnich ptedpisti zemé
ureni  dovozci  udaji zakazano
informovat vyvozce tidajii a/nebo subjekt
udajt, souhlasi dovozce udaji s tim, ze
za ucelem co nejrychlejsiho sd€leni co
nejvetsitho mnozstvi informaci vynalozi
maximalni usili, aby od tohoto zakazu
bylo upusténo. Dovozce tdaji souhlasi,
ze zdokumentuje své maximalni usili,
aby je mohl na zadost vyvozce udaji
prokazat.
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c)

d)

e)

a)

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.
Paragraphs (a) to (c) are without
prejudice to the obligation of the data
importer pursuant to Clause 14(e) and
Clause 16 to inform the data exporter
promptly where it is unable to comply
with these Clauses.

15.2 Review of legality and data minimization

The data importer agrees to review the
legality of the request for disclosure, in
particular whether it remains within the
powers granted to the requesting public
authority, and to challenge the request if,
after careful assessment, it concludes that
there are reasonable grounds to consider
that the request is unlawful under the
laws of the country of destination,
applicable obligations under
international law and principles of
international comity. The data importer
shall, under the same conditions, pursue
possibilities of appeal. When challenging
a request, the data importer shall seek
interim measures with a view to
suspending the effects of the request until
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c)

d)

e)

15.2. Piezkum
udaji

a)

Je-1i to povoleno pravnimi pfedpisy zemée
urceni, dovozce udaju souhlasi, ze bude
poskytovat vyvozci tdaji v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantnéjsi  informace o pfijatych
zadostech (zejména informace o poctu
zadosti, druhu pozadovanych 1daji,
dozadujicim orgénu 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 c) uchovavat a na vyzadani
je poskytne prislusnému dozorovému
ufadu.

Pismeny a) az c¢) neni dotcena povinnost
dovozce udaji podle dolozky 14 pism. )
a dolozky 16 neprodlené informovat
vyvozce udaji, pokud neni schopen tyto
dolozky dodrZovat.

zakonnosti  a minimalizace

stim, Ze
pfezkouma zakonnost Zadosti
o poskytnuti  udaji, zejména zda
nepiekrocila meze pravomoci udélenych
dozadujicimu organu vefejné moci, a Ze
zadost napadne, pokud po peclivém
posouzeni dojde k zavéru, Ze existuji
opodstatnéné diivody se domnivat, Ze
zadost je podle pravnich predpisit zemé
urCeni,  platnych  zdvazkd  podle
mezinarodniho prava a zasad
mezindrodni  zdvofilosti  protipravni.
Dovozce udaji za stejnych podminek
vyuziva moznosti odvolani. Pfi napadeni
zadosti dovozce udajl pfijme predbézna
opatfeni s cilem pozastavit ucinky
zadosti, dokud pfisluSny soudni organ

Dovozce udajii  souhlasi
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b)

the competent judicial authority has
decided on its merits. It shall not disclose
the personal data requested until required
to do so under the applicable procedural
rules. These requirements are without
prejudice to the obligations of the data
importer under Clause 14(e).

The data importer agrees to document its
legal assessment and any challenge to the
request for disclosure and, to the extent
permissible under the laws of the country
of destination, make the documentation
available to the data exporter. It shall also
make it available to the competent
supervisory authority on request.

The data importer agrees to provide the
minimum amount of information
permissible when responding to a request
for disclosure, based on a reasonable
interpretation of the request.

SECTION 1V - FINAL PROVISIONS

Clause 16
Non-compliance with the Clauses and
termination

a) The data importer shall promptly inform

b)

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:
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b)

nerozhodne  ojeji  opodstatnénosti.
Nezpfistupni pozadované osobni udaje,
dokud mu takova povinnost nebude
stanovena na  zakladé¢  platnych
procesnich pravidel. Témito pozadavky
nejsou dotCeny povinnosti dovozce udajt
podle dolozky 14 pism. e).

Dovozce udajt souhlasi, ze
zdokumentuje své pravni posouzeni
i jakékoli napadeni zadosti o poskytnuti
udaji a v rozsahu povoleném pravnimi
pfedpisy zemé¢ uréeni  zpfistupni
dokumentaci vyvozci udaji. Na pozadani
ji  rovnéz  zpfistupni  pfisluSnému
dozorovému utadu.

Dovozce udaji souhlasi s poskytnutim

minimalniho  pfipustného  mnozstvi
informaci pii odpovédi na zadost
o zpristupnéni, ato na  zéklad¢

pfiméteného vykladu zadosti.

ODDIL IV - ZAVERECNA USTANOVENI

DoloZka 16

NedodrzZeni doloZek a vypovézeni

a)

b)

Dovozce tudaji neprodlené informuje
vyvozce udajii, pokud neni z jakéhokoli
dtvodu schopen tyto dolozky dodrzet.
Pokud dovozce tdajii porusi tyto dolozky
nebo neni schopen tyto dolozky dodrZzet,
vyvozce udajii pozastavi predavani
osobnich Udaji dovozci Udaji, dokud
neni dodrZzovéani opét zajiSténo nebo
smlouva vypovézena. Timto neni
dotcena dolozka 14 pism. f).

Vyvozce udajii je opravnén vypoveédeét
smlouvu v rozsahu, vnémz se jedna
o zpracovani osobnich udaju podle téchto
dolozek, pokud:
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d)

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.
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 I of this Attachment C), the
data exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
named in Annex I of this Attachment 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
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d)

i. vyvozce udaji pozastavil
pfedavani osobnich udaji
dovozci udaja podle pism.
b) adodrzovani téchto
dolozek neni v pfimétené
lhaté a v kazdém pripadée
do jednoho mésice od
pozastaveni obnoveno;

ii. dovozce udaji  tyto
dolozky podstatné nebo
trvale porusuje nebo

iii. dovozce udaji nedodrzi

zavazné rozhodnuti
pfislusného soudu nebo
dozorového uradu

tykajiciho se jeho

povinnosti podle téchto

dolozek.
V takovych pfipadech o nedodrzeni
informuje pfislusny dozorovy ufad.
Pokud smlouva zahrnuje vice nez dvé
smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
doloZek), mlze vyvozce udajl toto pravo
na vypovézeni uplatnit pouze ve vztahu
k ptislusné strané, pokud se strany (jak
jsou uvedeny v Piiloze 1 Standardnich
smluvnich doloZek) nedohodly jinak.
Osobni udaje shroméazdéné vyvozcem
udajii v EU, které byly ptredany pied
vypovézenim smlouvy podle pismene c),
musi byt neprodlené vymazany v celém
rozsahu, vetné veskerych jejich kopii.
Dovozce tdaji potvrdi vyvozci udaji, ze
byly tdaje vymaziny. Dokud nejsou
udaje vymazany nebo vraceny, dovozce
udajii nadéle zajistuje soulad s témito
dolozkami. V piipad€, ze se na dovozce
udaji vztahuji mistni pravni ptedpisy,
které mu zakazuji predané osobni udaje
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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.

vratit nebo vymazat, dovozce udaji
zarucuje, ze bude inaddle zajiStovat
dodrzovani téchto dolozek a bude udaje
zpracovavat pouze v takovém rozsahu,
a tak dlouho, jak to uvedené mistni pravo
vyzaduje.

e) Either party may revoke its agreement to f) Kterdkoli ze stran muze odvolat svij
be bound by these Clauses where (i) the souhlas stim, ze bude vazana témito
European Commission adopts a decision dolozkami, pokud i) Evropskd komise
pursuant to Article 45(3) of Regulation piijme rozhodnuti podle ¢l. 45 odst. 3
(EU) 2016/679 that covers the transfer of natizeni (EU) 2016/679 tykajici se
personal data to which these Clauses pfedavani osobnich udaji, na které se
apply; or (i1) Regulation (EU) 2016/679 tyto doloZky vztahuji, nebo ii) se natizeni
becomes part of the legal framework of (EU) 2016/679 stane soucasti pravniho
the country to which the personal data is ramce zemé, do které jsou osobni udaje
transferred. This is without prejudice to pfedavany. Tim nejsou dotleny dalsi
other obligations applying to the povinnosti vztahujici se na dotcené
processing in question under Regulation zpracovani  podle  nafizeni (EU)
(EU) 2016/679. 2016/679.

Clause 17 Dolozka 17
Governing law Rozhodné pravo

These Clauses shall be governed by the law of a Tyto dolozky se fidi pravem zemé, jeZ umoziuje
country allowing for third-party beneficiary uplatiovat prava naleZejici opravnéné tieti
rights. The parties (as named in Annex I of this strané. Strany (jak jsou uvedeny v Pfiiloze 1
Attachment C) agree that this shall be the law Standardnich smluvnich doloZek) se dohodly, Ze

of the Czech Republic. se budou fidit pravem Ceské republiky.
Clause 18 DoloZka 18
Choice of forum and jurisdiction Volba soudu a prislu§nost

Any dispute arising from these Clauses shall be Veskeré spory vyplyvajici ztéchto dolozek
resolved by the courts of the Czech Republic. budou feseny soudy Ceské republiky.
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ANNEX I of Attachment 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 Hradec Kralové

Address: Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Krélové, Czech Republic
Contact person’s name, position and contact

details: || G D-- protection
officer, |

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: Arrowhead Pharmaceuticals, Inc.
Address: 177 E Colorado Blvd., Suite 700,
Pasadena, CA 91105 (USA)

Contact person’s name, position and contact
details:

Data Protection Officer: || GG
Email: [

Activities relevant to the data transferred under
these Clauses: Research and development
services including health and scientific research..

Role (controller/processor): controller
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PRILOHA I P¥ilohy C — Dohody o zpracovani
osobnich udaja

A. SEZNAM SMLUVNICH STRAN

Vyvozce (vyvozci) udaji: [Totoznost
a kontaktni  udaje  vyvozce/vyvozcii  udaju
a v prislusnem pripadeé jeho/jejich povérence pro
ochranu osobnich udaju a/nebo zastupce
v Evropské unii]

Fakultni

Jméno/nazev: nemocnice Hradec

Kralové

Adresa: Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Ceska republika

Jméno, funkce akontaktni udaje kontaktni
osoby: . o cicnec pro
ochranu osobnich udaji. || | GGG

Cinnosti relevantni pro predavani udaji na
zaklad¢ téchto dolozek: védecky vyzkum

Uloha (spravce/zpracovatel): zpracovatel

Dovozce nebo dovozci udaju: /[TotoZnost
a kontaktni udaje dovozce/dovozcu udajii, vcetné

Jjakékoli kontaktni osoby, ktera je odpovédna za

ochranu udaju]

Jméno: Arrowhead Pharmaceuticals, Inc.
Adresa: 177 E Colorado Blvd., Suite 700,
Pasadena, CA 91105 (USA)

Jméno, funkce a kontaktni tdaje kontaktni
osoby:

Data Protection Officer: || | |GG
Email: [

Cinnosti souvisejici s udaji predavanymi podle
téchto dolozek: Vyzkumné a vyvojové sluzby
vcetné zdravotnického a védeckého vyzkumu.

Uloha (spravce/zpracovatel): spravce
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B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data
is transferred

- subjects participating in the clinical research
(patients) and potential subjects

- Investigator and staff of the hospital/foundation
conducting the clinical research:  sub-
investigators in  clinical research, and
pharmacists, physicians and other relevant
healthcare professionals

Categories of personal data transferred

For subjects participating in the clinical

research (patients) and for potential subjects:

- date of birth and/or age, gender

- personal identification number assigned to
data subjects participating in the clinical
research;

- health data

- genetic data

- racial or ethnic origin

- information on sexual life

For  Investigator —and  staff of the

hospital/foundation conducting the clinical

research:

- name and contact details;

- data regarding their experience and
qualifications;  publications,  resumes,
educational background;

- connection data (e.g., logs, IP address,
cookies)

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

Continuous basis

Nature of the processing
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B. POPIS PREDANI

Kategorie subjektti udajii, jejichz osobni tidaje se
predavaji

- subjekty ucastnici se klinického hodnoceni
(pacienti) a potencialni subjekty

- ZkouSejici a zaméstnanci  nemocnice
provadejici klinické hodnoceni: spoluzkousejici
v klinickém hodnoceni a lékarnici, lékari a dalsi
prislusni zdravotnicti pracovnici.

Kategorie pieddvanych osobnich tidaji
U subjekti klinického hodnoceni (pacientii) a
potencidlnich subjektii
- Datum narozeni a/nebo vek, pohlavi
-Osobni identifikacni cislo pridélené subjektiim
ucastnicim se klinického hodnoceni;
- zdravotni udaje
- genetické udaje
- rasovy nebo etnicky puvod
- informace o sexualnim Zivoté

U zkouSejicich a pracovnikii nemocnice

provadejicich klinické hodnoceni:

- Jméno a kontaktni udaje;
- Informace o jejich zkusenostech a kvalifikaci;
publikace, Zivotopis, vzdélani;

- Udaje o pripojent (nap¥. protokoly, IP adresa,
soubory cookie)

Cetnost predavani (napt. zda jsou udaje
pfedavany jednordzové nebo pribézngé).

Pribeézné predavani

Povaha zpracovani
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The Personal Data processed will be subject to
the following basic processing activities.:
Receiving data, including accessing, retrieval,
data entry

Holding data, including storage, organization
and structuring
Using data,
consultation
Updating  data, including
adaptation and combination
Protecting data, including restricting and
encrypting Sharing data, including disclosure,
dissemination, allowing access or otherwise
making available Anonymization and/or erasing
data, including destruction and deletion after the
required retention period

including  analyzing and

correcting,

Purpose(s) of the data transfer and further
processing

Clinical trial and scientific research. The
Clinical Study AROAPOC3-3006 is intended to
allow Sponsor to gain information on the
efficacy and long term safety of Plozasiran in
adult subjects with HTG. The objectives of the
research are described in detail in the Study
Protocol.

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

The retention period for this study is defined in
the Protocol section 16.2 (Retention of Records)

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

not applicable to this module
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Zpracovavané osobni udaje budou podléhat
nasledujicim zakladnim cinnostem zpracovani':
- Prijimani  udajii,  vcéetné  pristupu,
vyhledavani, zadavani udajii.
- Uchovavani udaji, vcetné jejich ukladani,
usporadani a strukturovani

- Pouzivani udajii, vcetné analyzy a
konzultaci

- Aktualizace udajii, véetné oprav, uprav a
kombinaci.

- Ochrana udaju, véetné omezeni a Sifrovani

- Sdileni udajui, vcéetné zverejnéni, Sireni,

umoznéni  pristupu nebo  jiného
ZpFistupneni

Anonymizace a/nebo vymazani udaju, vcetné

zniceni a vymazani po uplynuti poZadované doby
uchovavani udaji

Ucel nebo ucely predani udajli a dalsi zpracovani

Klinické hodnoceni a védecky vyzkum. Klinicka
studie AROAPOC3-3006 md Zadavateli umoznit
ziskat informace o ucinnosti a dlouhodobé
bezpecnosti pripravku Plozasiran u dospélych
osob s HTG. Cile vyzkumu jsou podrobné
popsany v protokolu studie.

Doba, po kterou budou osobni udaje
uchovavany, nebo neni-li ji mozné urcit, kritéria
pouzita pro stanoveni této doby

Doba uchovavani zaznamu pro tuto studii je
definovana v casti 16.2 protokolu (Uchovavani
zdznamit).

Pokud jde o pfedavani (dil¢im) zpracovatellim,

rovnéz uvedte predmét, povahu a trvani
zpracovani
Nevztahuje se na tento modul
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