CLINICAL TRIAL AGREEMENT

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

e VSeobecna fakultni nemocnice v Praze,
having a place of business at U Nemocnice
499/2, 128 08 Praha 2, Czech Republic,
Identification number: 00064165, Tax
identification number: CZ00064165,
represented b

(the
“Institution”), and

having a work
address at ,

Czech Republic, (the “Investigator”), and

IQVIA RDS Czech Republic, s.r.o., having
a place of business at Pernerova 691/42, 186
00 Praha 8 - Karlin, Czech Republic,
Identification number: 247 68 651, Tax
identification number: CZ247 68651,
represented by Ing. Eva Falbrova, Managing
Director (“IQVIA”), and

Alkermes Inc., having a place of business at
900 Winter Street, Identification number:23-
2472830, represented by IQVIA RDS Czech
Republic, s.r.0. on the basis of a power of
attorney (“Sponsor’)

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

SMLOUVA O KLINICKEM HODNOCEN{

Tato smlouva o  klinickém  hodnoceni
(“Smlouva”) je uzavirana mezi nasledujicimi
stranami:

e VSeobecna fakultni nemocnice v Praze, se
sidlem U Nemocnice 499/2, 128 08 Praha 2,
Ceska  republika, Identifikaéni  &islo:
00064165, Danové identifikaéni Cislo:
CZ00064165 zastoupena

H
(“Zdravotnické
zarizeni”), a

. ,  Sadresou
iracoviété ,

, Ceska republika (“Zkousejici”), a

e 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, jednatelkou (“IQVIA”), a

e Alkermes Inc., se sidlem 900 Winter Street,
USA, Identifikacni Cislo: 23-2472830,
zastoupeny IQVIA RDS Czech Republic, s.r.o.
na zaklad¢ plné moci (“Zadavatel”)

KaZzda samostatné jako “Strana” a spolecné jako
“Strany”.

Cislo
Protocol ALKS 2680-201 Protokolu: | a| ks 2680-201
Number:
A Phase 2, Parallel-Group, Klinické hodnoceni fize 2 ke
Dose-Range-Finding Study stanoveni  rozmezi  dadvek
With Randomized Double- . S paralelnimi skupinami
.T.;‘SSCOI Blind Treatment and Open- llﬁfgfgkolw S obdobim  randomizované
) Label Periods to Evaluate ) dvojite  zaslepené lécby a
the Safety and Efficacy of otevienym obdobim
ALKS 2680 in Subjects With K vyhodnoceni bezpecnosti a
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Narcolepsy Type 1 ucinnosti pripravku
ALKS 2680 U pacientit s
narkolepsii typu 1
Protocol Datum (s
Date: 09 Sep 2024 Protokolu: 09. zari 2024
Sponsor: Alkermes, Inc. Zadavatel: Alkermes, Inc.
Stat ve kterém
ma sidlo Misto
Country Caxoo
where Site is . provadéni .
. Czech Republic klinického Ceska republika
Conducting .
Study hodnoceni,
které provadi
Studii
Location Vseobec_na Jakultni , Vseobecna fakultni nemocnice
nemocnice Vv Praze, MlStO, kde bude e g s g
where the L vx v Praze, Neurologicka klinika,
: Neurology Department, | provadéna A e g
study will be o _ - kterd je soucasti/oddélenim
) which is a division/part of | Studie: L .,
conducted: N Zdravotnického zarizeni
the Institution
Key
Enrollment Klicové datum
Date: zaiazeni:
l:?tickd komise SUKL Etickd komise SUKL
Srobarova 48 Srobdrova 48
EC 100 41 Praha 10 EK 100 41 Praha 10
Ceska republika Ceskd republika
E-mail: E-mail:

The following additional definitions shall apply

to this Agreement:

Ve Smlouveé jsou pouzity nasledujici smluvni

definice:

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 to
record all of the Protocol-required
information to be reported to Sponsor on
each Study Subject.

Protokol: klinicky protokol, na ktery je
odkazano vyse, a ktery mize podléhat ¢as od
¢asu zménam provedenym Zadavatelem (ve
smyslu niZe uvedené definice)

Formulate pro zaznamy o subjektech
hodnoceni (Case Report Form) nebo CRF:
formulat pro zdznamy o subjektech hodnoceni
(v listinné ¢i elektronické podob€) bude
pouzivan Mistem provadéni klinického

Czech Republic _Clinical Trial Agreement INST & INV - based on IQVIA Global template — 1 May 2019
Site: Vseobecna fakultni nemocnice; PI:

Alkermes ALKS 2680-201
Final/Redacted_19122024

CONFIDENTIAL
Page 2 of 70


mailto:eticka.komise@sukl.cz

Study: the clinical trial that is to be
performed in accordance with this
Agreement and the Protocol for purposes of
gathering information about the
compound/medical device identified in the
Protocol.

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

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

Investigational Product: the
compound/medical device identified in the
Protocol that is being tested in the Study.

hodnoceni za tucelem 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 ziskani a shromézdéni
informaci o slozce/zdravotnickém prostiedku
popsaném v Protokolu.

Subjekt studie: jednotlivec, ktery se ucastni
Studie, bud’ jakozto pfijemce Hodnoceného
1é¢iva (ve smyslu nize uvedené definice) nebo
jako kontrolni subjekt.

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

Hodnocené  1é¢ivo:  slozka/zdravotnicky
prostfedek definovany v Protokolu, ktery je
pfedmétem hodnoceni ve Studii.

Spravna  klinickd praxe nebo GCPs:

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
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, 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

Harmonizovana tripartitni smérnice pro
Spravnou klinickou praxi vydana
Mezinarodni radou pro  harmonizaci
technickych pozadavkd na humanni 1é¢ivé
ptipravky (ICH), ve znéni, jez je v prub&hu
Casu novelizovano a zasady vymezené
Helsinskou deklaraci, revidované v pribéhu
casu.

Zadavatel: zadavatel Studie.

Zdravotni zdznamy: primarni zdravotni
zaznamy Subjektt studie vedené
Zdravotnickym zafizenim ve vztahu k
Subjektu studie, zejména zaznamy o
poskytnuté péci, zaznamy o RTG vysSetienich,
protokoly o provedenych biopsiich, snimky z
ultrazvukovych vySetfeni a dal§i snimky
diagnostické povahy.

Studijni data a tudaje: veSkeré zaznamy,
zpravy a protokoly, jez jsou odlisné od
Zdravotnich zdznamt, a které jsou ziskéany,
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the Study including, without limitation,
reports (e.g., CRFs, data summaries, interim
reports and the final report), or electronic
data records, as well as any other documents
or materials created for the Study and
required to be submitted to Sponsor or its
agent, including but not limited to X-ray,
magnetic resonance imaging (“MRI”), or
other  types of medical images,
electrocardiogram (“ECG”),
electroencephalography (“EEG”), or other
types of tracings or printouts, or data
summaries 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
operated by a government agency, ministry
or department.

Item(s) of Value: should be interpreted

shromézdény ¢i vytvofeny v navaznosti na ¢i
pfipraveny v souvislosti se Studii, zejména
zpravy, zaznamy a protokoly (napt., CRFs,
datové pirehledy, mezitimni zpravy a
protokoly, a zav€reéna zprava) nebo
elektronické zaznamy dat, jakoz i veskeré
dalsi dokumenty ¢i materialy vytvofené pro
Studii, a u nichz je pozadovéano, aby byly
predlozeny Zadavateli nebo jeho zastupci,
zejména  rentgenové  snimky,  snimky
Z magnetické rezonance (,,MR“) nebo jiné
typy lékatskych snimki, elektrokardiogramy
(EKG), encefalogramy (,,EEG®) ¢i jiné typy
zaznamu ¢i vytiskll nebo souhrny dat, které
jsou pozadovany, aby byly poskytnuty
Zadavateli v souladu s Protokolem a
veSkerymi zaznamy ohledné¢ inventurni
evidence a naklddani s veSkerym mnoZzstvim
Hodnoceného 1éciva.

Zastupce vefejné moci: jakykoli ufednik ¢i
jakykoli zaméstnanec vladniho ufadu ¢i
jakéhokoli ministerstva, rezortu, ufadu Cci
agentury, nebo zastupce statniho/spravniho
ufadu; jakakoli osoba jednajici v tfedni
funkci jménem statniho/spravniho uradu ci
jakéhokoli ministerstva, ustavu, ufadu ¢i
agentury nebo zastupce vladniho ufadu;
jakykoli Gfednik ¢i1 zaméstnanec spolecnosti
¢ podnikatelského subjektu vlastnéného
statem, v dil¢im €1 plném rozsahu; jakykoli
ufednik  ¢i  zaméstnanec  mezinarodni
organizace vefejného charakteru jako napf.
Svétova banka ¢i Organizace spojenych
narodl; jakykoli ufednik ¢i  jakykoli
zaméstnanec politické strany ¢i jakakoli osoba
jednajici v ramci ji sveéfené pravomoci
jménem politické strany; a/nebo jakykoli
kandidat na politickou funkei; jakykoli 1ékar,
farmaceut ¢i jiny profesiondl ve zdravotnictvi,
pracujici pro €1 v jakékoli nemocnici, 1€karné
¢i jakémkoli jiném zafizeni zdravotnického
typu ve vlastnictvi ¢i  provozovaném
statnim/spravnim Ufadem, ministerstvem c¢i
ustavem.

Hodnotné véci: budou vyklddany v SirSim
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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).

Biological Samples. If so, specified in the
Protocol, Site may collect and provide to
Sponsor or its designee Biological Samples
(“Biological Samples”).

a. Use. Institution will not use Biological
Samples collected under the Protocol in any
manner or for any purpose other than that
described in the Protocol and/or the ICF and
further will not collect or bank additional
Biological Samples in parallel for any other
research related activities.

b. Sample Data. Sponsor or its designees
will test Biological Samples as described in
the Protocol. Unless otherwise specified in
the Protocol, Sponsor will not provide the
results of such tests (“Sample Data”) to the
Institution or Principal Investigator or Study
Subject. Sample Data will be treated as
Study Data; therefore, if Sponsor provides
Sample Data to the Institution or Principal
Investigator, that data will be subject to the
permitted use of Study Data as outlined in
this Agreement.

smyslu a mohou tak zejména zahrnovat
penézni Castky, platby ¢i ekvivalenty plateb,
jako napftiklad darkové certifikaty ¢i poukazy;
dary ¢i bezplatné poskytované vyrobky;
pohosténi, zabavu, i pohostinnost; cesty ¢i
proplaceni ndkladl; poskytovani sluzeb;
koupé majetku ¢i sluzeb za nadhodnocené
castky; prevzeti ¢i prominuti  splatnych
zavazki; vyhody nehmotného charakteru,
jako  napiiklad zvySené socialni  Ci
podnikatelské postaveni (napi., poskytovani
darti ¢i podpory na dobroc¢inné ucely, jez jsou
podporovany  statnimi/spravnimi  ufady);
a/nebo vyhod vuci tfetim osobam vztahujici
se k zastupcim vefejné moci (napf. blizci
¢lenové rodiny).

Biologické vzorky. Pokud je to stanoveno
V Protokolu, miize Misto provadéni klinického
hodnoceni odebirat a pfedavat Zadavateli
nebo jeho zmocnénci Biologické vzorky
(,,Biologické vzorky).

a. Pouzivani. Biologické vzorky odebirané
podle Protokolu nebude Zdravotnické zafizeni
pouzivat jinym zplisobem nez pro ucely
popsané¢ v Protokolu a/nebo ve formuléfi
informovaného souhlasu (ICF) a dale nebude
soub&zné odebirat ani ukladat dalsi Biologické
vzorky pro ucely jakékoli jiné Ccinnosti
souvisejici s vyzkumem.

b.Udaje ze vzorki. Zadavatel nebo jeho
zmocnénci budou Biologické vzorky testovat
zpusobem popsanym v Protokolu. Pokud neni
Vv Protokolu stanoveno néco jiného, Zadavatel
nebude vysledky takovych testil (,,Udaje ze
vzorkl‘) poskytovat Zdravotnickému
zafizeni, Hlavnimu zkouSejicimu ani
Subjektim studie. S Udaji ze vzorkd bude
nakladéno stejn¢ jako se Studijnimi daty
audaji; jestlize tedy Zadavatel poskytne
Udaje ze vzorkii Zdravotnickému zafizeni
nebo Hlavnimu zkousSejicimu, budou dané
udaje podléhat povolenému pouziti Studijnich
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RECITALS:

WHEREAS, IQVIA is providing clinical
research organisation services to Sponsor under
a separate contract between IQVIA and
Sponsor. IQVIA’s services 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 IQVIA requests the Site
to undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

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

Institution agrees that Investigator shall
conduct the Study in accordance with the
terms of this Agreement and applicable laws
and regulations and Institution agrees that
the Site and Study Staff shall perform the
Study at Institution in strict accordance with
this Agreement, the Protocol, any and all
applicable laws regulations and guidelines,
including in particular, but without
limitation, GCPs, provided, however, that if
deviations from the Protocol are required to
comply with GCP, or deviations from either
the Protocol or GCP are required to ensure
patient safety, then such deviations are
acceptable, but the Site agrees to promptly
notify IQVIA and Sponsor of any such
deviations no later than five (5) business
days after the deviation is implemented, Act
No. 378/2007 Coll., on Pharmaceuticals
and on amendments to some related acts
(“Act on Pharmaceuticals”) and Decree
No. 226/2008 Coll., on good clinical

dat a udaju popsanému v této Smlouve.

UVODNI CAST:

VZHLEDEM K TOMU, ze IQVIA poskytuje
Zadavateli sluzby smluvni vyzkumné organizace,
a to na zaklad¢ samostatné smlouvy uzaviené
mezi IQVIA a Zadavatelem. Sluzby IQVIA
zahrnuji monitoring Studie a uzavirani smluv s
klinickymi vyzkumnymi centry;

VZHLEDEM K TOMU, ze Zdravotnické
zafizeni a ZkouSejici (dale spolecné jen “Misto
provadéni klinického hodnoceni) hodlaji provést
Studii a IQVIA po Mistu provadéni klinického
hodnoceni pozaduje provedeni takové Studie.
NYNI S OHLEDEM NA SHORA UVEDENE,
bylo dohodnuto nasledujici:

1. PROVEDENI STUDIE

1.1 Soulad s Pravnimi piedpisy, nafizenimi a
Spravnou klinickou praxi

Zdravotnické zatfizeni s tim, Zze ZkouSejici
bude tuto Studii provadét v souladu
S podminkami této Smlouvy a pfisluSnymi
pravnimi predpisy a dale souhlasi, Ze Misto
provadéni klinického hodnoceni a Studijni
personal provedou ve Zdravotnickém zatizeni
Studii v ptfisném souladu s touto Smlouvou,
Protokolem, veskerymi pfisluSnymi pravnimi
pfedpisy a nafizenimi, zejména vcetné GCP,
avSak za predpokladu, Ze pokud jsou
odchylky od Protokolu nutné k dodrzeni
spravné klinické praxe (GCP) nebo pokud
jsou odchylky od Protokolu nebo GCP nutné
k zajisténi bezpecnosti pacientd, jsou takové
odchylky pfipustné, avSak Misto provadéni
klinického hodnoceni souhlasi s tim, ze
jakékoli takové odchylky neprodlené oznami
spole€nosti IQVIA a Zadavateli nejpozdéji
pét (5) pracovnich dni po uskute¢néni
odchylky, zak. ¢. 378/2007 Sb., o 1é¢ivech a
zménach nckterych souvisejicich zékont
(“Zakon o 1é¢ivech”) a Vyhlasky ¢. 226/2008
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practice and detailed conditions of clinical
trials on medicinal products, as amended,
Act No. 372/2011 Coll., on Medical
Services and terms and conditions of
performance of such services (,,Act on
Medical Services®) 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.

1.2. Informed Consent Form

Site agrees to use an informed consent form
that has been approved by Sponsor 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
Destruction: Site shall ensure the prompt,
complete, and accurate collection,
recording and classification of the Medical
Records and Study Data.

Site shall:

I. maintain and store Medical
Records and Study Data in a
secure manner with physical and
electronic access restrictions, as
applicable and environmental
controls appropriate  to the

Sb., o spravné klinick¢é praxi a blizSich
podminkach klinického hodnoceni 1é¢ivych
pripravka, v platném znéni, zak. ¢. 372/2011
Sb., o Zdravotnich sluzbach a podminkach
jejich poskytovani (,,Zékon o zdravotnich
sluzbach®) nebo jakychkoli naslednych
pozménujicich ¢i podstatné nahrazujicich
pravnich pfedpisi ve vztahu ke shora
uvedenym  pravnim normam, (spole¢né
“Prislusné pravni piedpisy”). Misto provadéni
klinického hodnoceni a Studijni personal
timto berou na védomi, ze IQVIA a Zadavatel,
a jejich odpovédné pobocCky, se zavazuji
dodrzovat (i) britsky zdkon proti korupci z
roku 2010 (“Protikorup¢ni zdkon”); (ii) zékon
USA z roku 1977 o zahrani¢nich korup¢nich
praktikach z roku 1977 (“FCPA”) a (iii)
jakékoli dalsi pravni prepisy na useku zadkazu
korup¢nich praktik.

1.2 Formuldf pisemného informovaného
souhlasu

Misto provadéni klinického hodnoceni
souhlasi s tim, Ze bude pouzivat formular
informovaného souhlasu, ve znéni
schvéleném Zadavatelem, a ktery je v souladu
s ptislusSnymi pravnimi piedpisy a pozadavky
Etické komise (“EK”), které jsou zodpovédné
za kontrolu Studie. Zkousejici pfedem zajisti
pisemny informovany souhlas kazdého
Subjektu studie.

1.3. Zdravotni zdznamy a Studijni data a udaje
1.3.1. Shromazd’ovani, uskladnéni a
likvidace: Misto provadéni klinického
hodnoceni zajisti v€asné, Uplné a piesné
shromazd’ovani, zaznamenavani a
klasifikac¢ni roztiidéni Zdravotnich zaznamu
a Studijnich dat a udaji.

Misto provadeéni klinického hodnoceni bude:
I.  vést a skladovat Zdravotni zaznamy

a Studijni data a tidaje bezpecnym
zpiisobem s omezenim fyzického i
elektronického piistupu, dle
podminek konkrétniho pfipadu a s
kontrolou prostfedi ptislusnou pro
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applicable data type and in
accordance with applicable laws,
regulations and industry
standards; and

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
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 measures to  prevent
accidental or premature
destruction or damage of these
documents and will keep records
related to the Study in the manner
required by the Protocol,
Applicable Law and ICH Good
Clinical ~ Practices, and in
accordance with the Institution's
standard procedures. Institution
and Principal Investigator will
retain all records and documents
pertaining to the Study under

konkrétni typ dat a udaji v souladu s
pfislusnymi  pravnimi  pfedpisy,
nafizenimi a technickymi standardy;
a

chranit Zdravotni zdznamy a Studijni
data a udaje proti neopravnénému
zneuziti, pristupu, kopirovani ¢i
odhaleni. Bude-li tak pozadovano
Zadavatelem ¢i  IQVIA, Misto
provadéni  klinického hodnoceni
piedlozi Studijni data a tdaje za
pouziti elektronického systému pro
elektronicky zdznam dat, ktery bude
poskytnuty ~ Zadavatelem  nebo
IQVIA  nebo jimi uréenym
zastupcem, a to v souladu s pokyny
Zadavatele pro elektronicky zdznam
dat. Misto provadéni klinického
hodnoceni zabrani neopravnénému
pfistupu ke Studijnim datim a
udajiim zajisténim fyzické
bezpecnosti elektronického systému
a dale zajisti, Ze Studijni personal
bude zachovavat v divérném rezimu
jim pfid€élend pfistupova hesla.
Zkousejici souhlasi, ze shromazdi
veskera Studijni data a udaje
obsazené ve Zdravotnich zaznamech
pted jejich vloZzenim do CRF. Misto
provadéni  klinického hodnoceni
zajisti neprodlené pfedkladani CRFs;
a

pfijme opatfeni za ucelem zabranéni
nahodného ¢i ptfedcasného zniceni ¢i
poskozeni téchto dokumentti a bude
uchovavat zaznamy tykajici se
Studie, zplisobem poZadovanym
Protokolem, PtislusSnymi pravnimi
ptedpisy a Spravnou klinickou praxi
ICH, av souladu se standardnimi
postupy Zdravotnického zafizeni.
Zdravotnické  zafizeni  a Hlavni
zkousejici budou uchovavat vsechny
zdznamy a dokumenty tykajici se
Studie za podminek pfispivajicich
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storage conditions conducive to
their stability and protection at the
Institution, for the longest of: (i)
twenty-five (25) years after
termination of the Study unless
Sponsor authorizes, in writing,
earlier destruction; or (ii) as
otherwise required by Applicable
Law. After expiration of this
period the Institution is entitled to
shred the  documents in
accordance with the relevant
legislation. In case the Sponsor is
interested in further extension of
the archiving period of the
documentation, it is obliged to
submit its request in writing to the
Institution at least two (2) months
before the expiry of the agreed
archiving  period and the
Institution shall arrange for further
archiving at the Sponsor’s expense
or shall deliver the documentation
to the Sponsor.

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. Institution shall retain
and store Medical Records. The Institution
and the Investigator will assign to Sponsor
all of their rights, title and interest, including
intellectual  property rights, to all
Confidential Information (as defined below)
and any other Study Data.

1.3.3. Access, Use, Monitoring and
Inspection. Site  hereby agrees that in
accordance with the terms set forth in this

Kk jejich  stabilit¢ aochrané¢ ve
Zdravotnickém zafizeni, nejdéle po:
(1) dobu dvaceti péti (25) let po
ukoncéeni Studie, pokud Zadavatel
likvidaci; nebo (ii) jinou dobu
vyzadovanou PfisluSnymi préavnimi
predpisy. Po uplynuti uvedené lhiity
je Zdravotnické zatizeni opravnéno
dokumenty skartovat dle ptislusnych
pravnich piredpist. V ptfipade, ze

Zadavatel mé& zijem o dalsi
prodlouzeni  obdobi  archivace
dokumentace, je povinen svij
pozadavek uplatnit pisemné

U Zdravotnického zafizeni nejméné
dva (2) mésice pred uplynutim
sjednané doby archivace
a Zdravotnické zafizeni dalsi
archivaci na naklady Zadavatele
zajisti, popf. mu dokumentaci vyda.

V ptipadé¢ ukonceni pracovnépravniho
poméru Zkousejiciho, odpovédnost za vedeni
Zdravotnich zdznam a Studijnich dat a idaja
bude urcena v souladu s pfisluSnymi pravnimi
ptedpisy, avSak Zdravotnické zafizeni se
vzadném piipad€ nezprosti svych povinnosti,
jez ji plynou z této Smlouvy ve vztahu k
vedeni Zdravotnich zdznamt a Studijnich dat
a udaja.

1.3.2. Vlastnictvi. Zdravotnické zafizeni si
ponechd a bude uchovavat Zdravotni
zaznamy. Zdravotnické zatizeni a ZkouSejici
pfevedou na Zadavatele veSkera sva prava,
naroky a tituly, vcetné¢ prav duSevniho
vlastnictvi k Duivérnym informacim (ve
smyslu niZze uvedeném) a k jakymkoli jinym
Studijnim datim a dajim.

1.3.3. Ptistup, Pouziti, Monitoring a Kontrola.

Misto provadéni klinického hodnoceni timto
souhlasi, ze za podminek stanovenych v této
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Agreement upon written notice and to the
extent provided by the informed consent of
Study Subject or if required by law, it shall
provide original or copies (as the case may
be) of all Study Data to IQVIA and Sponsor
for Sponsor’s use unless such copies contain
legally impermissible individually
identifiable data of the Study Subject.. 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-
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.

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. (to the extent permissible by
applicable legislation and the ICF)

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

Smlouveé, na zakladé¢ pisemné zadosti
avrozsahu stanoveném  informovanym
souhlasem Subjektu studie nebo na zékladé
zakona poskytne originaly ¢i kopie (dle
podminek konkrétniho pfipadu) vSech
Studijnich dat a udaju IQVIA aZadavateli pro
moznost jejich vyuziti Zadavatelem, pouze
vSak za predpokladu, Zze takové kopie
nebudou obsahovat nepovolené, individualné
identifikovatelné informace o Subjektu
klinického hodnoceni.. 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
udajiim, aby umoznilo Zadavateli a IQVIA a
jejich zéastupcim a zmocnéncim provedeni
monitoringu Studie. Zadavatel a IQVIA a
jejich zastupci a zmocnénci mizou v ramci
monitoringu nahlizet do elektronického
systému Zdravotnického zatizeni, kde jsou
vedeny Zdravotni zdznamy a Studijni data a
udaje, v souladu s  podepsanym
informovanym souhlasem Subjektu studie
(namdtkova kontrola pres rameno), a to
vyhradné za pfitomnosti Zkousejiciho,
spoluzkousejictho nebo koordinatora, ktery
ma do systému pfistup. Tato kontrola je
nedilnou soucasti bézného monitoringu a
bude vzdy pfedem dohodnuta.

Misto provadéni klinického hodnoceni
umozni regulatornim GOfadim pfiméfeny
ptistup do prostor a zatizeni Mista provadéni
klinického hodnoceni a ke Zdravotnim
zdznamum a Studijnim datdm a adajim, a
poskytne opravnéni ke kopirovani
Zdravotnich zdznamt a Studijnich dat a udaja
(v rozsahu povoleném pravnimi piedpisy
a informovanym souhlasem).

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
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otherwise create a hostile working
environment for such representatives. Site
will ensure the full cooperation of the Study
Staff with any inspection and will ensure
timely access to applicable records and data.
Institution and/or Principal Investigator will
promptly resolve any discrepancies that are
identified between the Study Data and the
Medical Records.

The Site shall immediately notify IQVIA of,
and provide 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.

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, non-
commercial research and for educational
purposes, and (ii) 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.

zajisti, ze zameéstnanci a zastupci Mista
provadéni klinického hodnoceni nebudou
klast jakékoli piekazky ¢i jakkoli jinak
vytvaret nepfiznivé pracovni podminky pro
takové zastupce. Misto provadeéni klinického
hodnoceni zajisti plnou spolupréci Studijniho
personalu pii jakékoli inspekci a zajisti
vCasny pristup k pfislusSnym zdznamim
a datlim. Zdravotnické zatizeni a/nebo Hlavni
zkousejici  bezodkladné¢ vyfesi veskeré
nesrovnalosti zjisténé mezi Studijnimi daty
a udaji a Zdravotnimi zaznamy.

Misto provadéni klinického hodnoceni
neprodlené¢ vyrozumi IQVIA, a v téze
souvislosti IQVIA poskytne veskeré kopie, o
jakékoli  zadosti,  korespondenci  ¢i
komunikaci piijaté ¢i zaslané jakémukoli
statnimu/spravnimu  ufadu ¢i  regulatorni
autorit¢ vztahujici se ke Studii, zejména
véetné zadosti ¢i oznameni o kontrole prostor
a zafizeni Mista provadéni klinického
hodnoceni, a Misto provadéni klinického
hodnoceni umozni IQVIA a Zadavateli, aby
se takovych kontrol zucastnili. Misto
provadéni  klinického hodnoceni vyvine
nezbytné Usili za icelem odd¢leni, nikoli vSak
odhaleni ¢ zpfistupnéni,  veSkerych
Dlvérnych informaci, jejichz odhaleni ¢i
zptistupnéni neni v  této  souvislosti
vyZadovano béhem takovych kontrol.

1.3.4. Licen¢ni opravnéni. Zadavatel timto
Zdravotnickému zafizeni poskytuje trvalé,
nevyhradni, nepfevoditelné, jiz hrazené
licenéni opréavnéni, bez prava udé€leni
sublicence, k uziti Studijnich dat a udaji (i) v
souladu se zdvazky stanovenymi v Clanku 3
“Davérny rezim”, pro vnitini ucely, vyzkum
nekomeréniho charakteru a pro edukativni
ucely, a (i) pro pfipravu publikaci v souladu
s Clankem 5 “Prava na zvefejnéni”.

1.3.5 Pretrvavajici platnost. Tento odstavec
1.3 “Zdravotni zaznamy a Studijni data a
udaje” zlstane zavazny i v piipadé zaniku
platnosti ¢i vyprseni platnosti této Smlouvy.
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1.4.Duties of Investigator

Investigator is responsible for the conduct of
the Study at Institution and for supervising
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 prior to the
commencement of Study. The Investigator
is responsible prior to commencement of the
study to ensure that all approvals by
applicable regulatory authorities and ECs
have been obtained and to review all CRFs
to ensure their accuracy and completeness.

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.

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.

1.4. Povinnosti ZkousSejiciho

Zkousejici je odpoveédny za provedeni Studie
ve Zdravotnickém zafizeni a za dohled nad
vSemi fyzickymi ¢i pravnickymi osobami,
kterym svéii povinnosti a funkce v souvislosti
se Studii. Konkrétné¢ pak jde zejména ale
nejen o povinnost Zkousejiciho zkontrolovat
a porozumét informacim obsazenym v
Souboru informaci pro zkousejiciho . IQVIA
nebo Zadavatel =zajisti, ze budou pied
zahdjenim  studie = opatiena  veSkerd
pozadovand  kontrolni  schvaleni  od
pfislusnych regulatornich ufadd a EK.
Zkousejici se zavazuje, ze pred zahdjenim
Studie ov¢ri, ze byly ziskany veskeré souhlasy
a povoleni pfislusnych regulatornich trada a
EK a Ze byly zkontrolovany vSechny CRF tak,
aby byla zajiSténa jejich presnost a Uplnost.

Pokud Zkousejici a Zdravotnické zatizeni
vyuzivaji k plnéni povinnosti a funkei
Vv souvislosti se Studii sluzby jakékoli fyzické
nebo pravnické osoby, museji zajistit, aby tyto
fyzické nebo pravnické osoby byly k plnéni
pfislusnych povinnosti a funkci souvisejicich
se Studii zplsobilé, a zavést postupy
zaruCujici integritu povinnosti a funkci
provadénych v souvislosti se Studii a
veskerych generovanych udajt.

ZkousSejici souhlasi, ze poskytne pisemné
prohldSeni vztahujici se k potencidlnim
zajmim ZkouSejiciho ekonomické ¢i jiné
povahy, ¢i odhali jiné zajmy, je-li jich, ato v
souvislosti s provadénim této Studie ¢i ve
vztahu k Hodnocenému lécivu.

ZkousSejici souhlasi, ze poskytne pisemné
prohldSeni, jez bude odhalovat zéavazky
Zkousejiciho, jsou-li néjaké, a to wvici
Zdravotnickému zafizeni ve vztahu a v
souvislosti s  provadénim  Studie a
Hodnocenym lé¢ivem.
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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. In the event Sponsor does not
approve a  replacement  Principal
Investigator, Sponsor or IQVIA may
terminate this Agreement in accordance
with the Termination provisions below.

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 its EC reporting obligations.

Sponsor will promptly report to the Site, the
Site’s EC, and IQVIA, any finding that
could affect the safety of participants or
their willingness to continue participation in
the Study, influence the conduct of the
Study, or alter the Site’s EC approval to
continue the Study.

The Sponsor is responsible for the
fulfillment of legal obligations in relation to
State Institute for Drug Control (“SUKL”)
and Ethics Committee (“EC”), and, as
appropriate, to any other authorities,
including notifications of initiation and
termination of the Study, submitting reports
and reporting adverse effects, notifications
of new facts, measures taken and other
informational obligations, approval of the

Misto provadéni klinického hodnoceni
souhlasi, ze zaSle pfedem vcasné oznameni
Zadavateli a IQVIA v ptipadé, ze ZkousSejici
ukon¢i pracovni pomér ve Zdravotnickém
zafizeni i nebude-li Zkousejici z jakéhokoli
jiného divodu schopen provadét Studii.
Ustanoveni nového Zkousejictho bude
podléhat ptfedchozimu schvaleni Zadavatele a
IQVIA. Pokud Zadavatel nahrazeni Hlavniho
zkousejiciho neschvali, budou moci Zadavatel
nebo IQVIA tuto Smlouvu vypovédét podle
nize uvedenych ustanoveni o Ukonceni
platnosti.

1.5. Nezédouci piihody

ZkouSejici oznami nezadouci piihody a
zavazné nezadouci ptihody v souladu s
pozadavky Protokolu a ptisluSnymi pravnimi
pfedpisy a nafizenimi. Zkousejici se zavazuje,
ze bude spolupracovat se Zadavatelem
v souvislosti s jeho usilim vynalozeném v
ramci kontrolniho procesu ve vztahu k
jakékoli nezaddouci prihodé. Misto provadéni
klinického hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyzadovanymi
jeho EK.

Zadavatel bez zbyte¢ného odkladu vyrozumi
Misto provadéni klinického hodnoceni, EK a
IQVIA, ohledn¢ jakéhokoli zjisténi, jez je
zpusobilé ovlivnit bezpecenost ucastnikl ¢i
jejich vili a ochotu pokracovat v Ucasti ve
Studii, mit vliv na provadéni Studie, ¢i zménit
vydané souhlasné¢ stanovisko EK Mista
provadéni klinického hodnoceni vztahujici se
k pokracovani ve Studii.

Zadavatel odpovidd za plnéni zakonnych
povinnosti ve vztahu ke Statnimu Ustavu pro
kontrolu 16¢iv (,SUKL*) a Etickym komisim
(,EK*), pfipadn¢ kjinym kontrolnim
ufadim, ato vcetné¢ ohlaSeni zahdjeni a
ukonceni Studie, podavani zprav a hlaseni
nezddoucich uc€inkd, ozndmeni novych
skutecnosti a pfijatych opatfeni a dalSich
informacnich povinnosti, schvaleni

informovaného souhlasu ajeho zmén,
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Informed Consent and its changes, approval
of the amendments to the Protocol, as well
as for any actions towards State Institute for
Drug Control and EC in the context of the
Study.

The Sponsor undertakes to inform the
Institution, without delay, of the end of the
Study (prior to or on the scheduled due or
premature termination date). Furthermore,
the Sponsor is obliged to immediately
inform the Institution in the event that
SUKL suspends or prohibits the conduct of
the Study and if the consent of EC is
(temporarily or permanently) withdrawn.
The Sponsor shall also immediately inform
the Institution of any facts that may
adversely affect the safety or health of any
of the subjects or have an impact on the
further implementation of the Study,
including information arising from studies
carried out in other places of the Study and
inform the Institution of any suspicions of
the adverse effects of the Investigational
Product that have been notified to the
Sponsor.

The Sponsor declares that all information
submitted for the purposes of conducting the
Study (including the Protocol) is complete
and correct for the purposes of conducting
the Study and further that the Case Report
Form System (CRF) meets the requirements
for completeness, accuracy, reliability and
secure backup of the data entered, is fit for
purpose, its free access to and subsequent
use by the Institution and the Investigator
will not violate any third party right, and the
Institution will not be liable for loss,
damage, destruction or misuse of the data
entered.

1.6. Use and Return of Investigational
Product and Equipment

schvaleni dodatkii k Protokolu, a také za
jednani vici SUKL a EK v souvislosti s touto
Studii.

Zadavatel se zavazuje neprodlen¢ informovat
Zdravotnické zafizeni o ukonceni Studie (v
pfedcasném nebo v fadném predpokladaném
terminu). Dale je Zadavatel povinen
Zdravotnické zatizeni neprodlené informovat,
v piipads, e SUKL pozastavi nebo zakaze
provadéni Studie a dale bude-li souhlas EK
(docasné nebo trvale) odvolan. Zadavatel je
rovnéz povinen neprodlené¢ informovat
Zdravotnické zafizeni o veskerych
skuteCnostech, které mohou nepfizniveé
ovlivnit bezpecnost nebo zdravi Subjektl
klinického hodnoceni nebo mit vliv na dalsi
provadéni Studie, vcetné informaci vzeslych
ze Studie, provadéné na jinych mistech
a informovat Zdravotnické zafizeni o vSech
jemu ozndmenych podezienich na nezadouci
ucinky Hodnoceného 1éciva.

Zadavatel prohlasuje, Ze veSkeré informace
pfedané pro ucely provadéni Studie (vCetné
Protokolu) jsou uplné a spravné pro ucely
provadéni Studie a dale, Ze systém pro
zadavani zpracovani udajii ze studie (CRF)
spliiuje pozadavky na uplnost, piesnost,
spolehlivost a bezpe¢né zalohovani vlozenych
dat, je vhodny pro dany ucel, jejim
bezplatnym zptistupnénim Zdravotnickému
zafizeni a ZkouSejicimu a naslednym
pouzivanim nebude poruseno jakékoliv pravo
treti strany a Zdravotnické zatizeni nebude
odpovédné za ztratu, poSkozeni, zni¢eni nebo
zneuziti vlozenych dat.

1.6. Pouziti a vraceni Hodnoceného 1é¢iva a
Vybaveni
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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 Site shall use the Investigational
Product provided in connection with the
Study, solely for the purpose of properly
completing the Study and shall maintain the
Investigational Product as specified by
Sponsor and according to applicable laws
and regulations, including storage in a
locked, secured area at all times. Any other
use of Investigational Product constitutes a
material breach of this Agreement.

The Sponsor shall ensure the distribution of
the Investigational Product, to the pharmacy
of the Institution, where it will be received
and examined by the authorised pharmacist
(in the same manner as any other shipment,
i.e. whether the delivery is unharmed, in
case of specific requirements for a
transportation, whether such requirements
have been duly followed, and afterwards the
receipt of shipment will be confirmed),
furthermore on the basis on presenting an
order form, the Investigator shall collect the
Investigational Product and take full
responsibility for the consignment.

IQVIA shall notify at least 3 business days
in advance, when the shipment is scheduled
to be delivered. This notification shall be
done either by e-mail to a following address:
I o' by phone. IQVIA
shall deliver the shipment to the following
address: Oddéleni HVLP, Ke Karlovu 2,
Praha 2, responsible pharmacist
and , tel.

Sponsor undertakes to provide for the
Investigational Product within time frames
necessary for proper conduct of the Study.

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

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené 1éCivo poskytnuté v
souvislosti se Studii vyhradné¢ pro ucely
fadného dokonceni Studie a bude uchovavat
Hodnocené 1écivo dle pokynt Zadavatele a v
souladu s pfisluSnymi pravnimi ptedpisy,
nafizenimi a pravidly, vcetné¢ povinnosti
skladovat Hodnocené 1é¢ivo v uzamcéeném a
zabezpeCeném prostoru, a to po celou
pfedmétnou dobu. Jakékoli jiné pouziti
Hodnoceného 1éciva predstavuje podstatné
poruseni této Smlouvy.

Zadavatel  zajisti  distribuci  zasilky
Hodnoceného 1é¢iva do 1€karny
Zdravotnického zafizeni, kde je odpovédny
farmaceut pfevezme a zkontroluje (jako jiné
zasilky - tzn. neni-li poskozena, v ptipadé
zvlastnich pozadavkt na transport, byly-li
tyto pozadavky dodrzeny, piijem zésilky
potvrdi), nasledné si na zadanku, podepsanou
Zkousejicim, Zkousejici zésilku vyzvedne
a je za ni plné zodpovédny.

IQVIA je povinna ozndmit do 3 pracovnich
dnii pfed dodanim zésilky, kdy bude zasilka

do lékarn feddna budto emailem na
R b0 tclefonicky.

IQVIA zajisti dodani zésilky na adresu:
Oddéleni HVLP, Ke Karlovu 2, Praha 2,

odpovédny farmaceut -a
ﬁ, tel. ,

Zadavatel se zavazuje zajistit Hodnocené
lé¢ivo v mnozstvi a Casovych intervalech
potiebnych pro fadné provedeni Studie.
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Upon completion or termination of the
Study, the Site shall return the
Investigational Product and materials and all
Confidential Information (as defined below)
at Sponsor’s sole expense. Sponsor
undertakes that, as a waste producer, it will
at its own expense ensure that unused
Investigational Product is handed to the
authorized person according to Act No.
541/2020 Coll., on Waste, as amended.

Institution and Investigator shall comply
with all laws and regulations governing the
disposition of Investigational Product and
any instructions from IQVIA that are not
inconsistent with such laws and regulations.

If Sponsor or IQVIA provide any equipment
to the Institution for the purpose of the
conduct of the Study, the Parties will enter
into a separate Loan Agreement under Sec.
2193 et seq. of Act No. 89/2012 Sb., Civil
Code.

After the completion of the Study, the Site
shall return any equipment or materials
provided by Sponsor for use in the Study.

1.7. Key Enrollment Date

The Site understands and agrees that if Site
has not enrolled at least

by the Key
Enrollment Date then IQVIA or/and
Sponsor may terminate this Agreement in
accordance with Section 15 “Term &
Termination” Sponsor/IQVIA has the right
to limit enrollment at any time.

V névaznosti na dokoneni ¢i ukonceni
Studie, Misto provadéni klinického hodnoceni
vrati Hodnocené 1éCivo a materidly, jakoz i
veskeré Duvérné informace (ve smyslu nize
uvedené definice) pIné a vylucné na néklady
Zadavatele. Zadavatel se jako putvodce
odpadu zavazuje, Ze zajisti na vlastni naklady,
jak v pribehu, tak i po skonceni Studie,
predani nepouzitelného Hodnoceného léCiva
opravnéné osob¢ v souladu s ustanovenimi
zakona ¢. 541/2020 Sb., o odpadech a jeho
provadécimi piedpisy v platném znéni.

Zdravotnické zafizeni a ZkousSejici se
zavazuji, ze budou jednat v souladu s
veSkerymi pravnimi pfedpisy, nafizenimi a
pravidly upravujicimi nakladani S
Hodnocenym  lé¢ivem a  jakymikoli
instrukcemi a pokyny poskytnutymi IQVIA,
jez nejsou v rozporu s takovymi pravnimi
pfepisy, nafizenimi a pravidly.

Pokud Zadavatel nebo IQVIA doda do
Zdravotnického zafizeni vybaveni za ucelem
provedeni Studie, zavazuji se smluvni strany
uzaviit smlouvu o vypujcce, kterd bude mit

nalezitosti dle ustanoveni § 2193 a nasl.
zakona ¢. 89/2012 Sb., obcansky zakonik.

Po skonfeni studie vrati misto provadéni
klinického hodnoceni jakékoli vybaveni ¢i
materidly poskytnuté Zadavatelem pro jejich
pouziti ve Studii.

1.7. Kli¢ové datum zatazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, Ze v ptipad¢€, Ze Misto
provadéni klinického hodnoceni nezatadi
alespoti || T swudie ke
Kli¢ovému datu zatazeni, pak IQVIA a/nebo
Zadavatel budou opravnéni ukoncit tuto
Smlouvu v souladu s Clankem 15 “Platnost &
Ukonceni platnosti”. Zadavatel /IQVIA jsou
opravnéni omezit zatfazeni Subjekti studie, a
to v kterykoli Casovy okamzik.

2. PAYMENT 2. PLATBY

In consideration for the proper performance of
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the Study by Site in compliance with the terms
and conditions of this Agreement, payments
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
968810 CZK.

The Institution acknowledges and agrees that
the Investigator and its study team will be
remunerated under a separate contract between
the Investigator and the Sponsor.

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 (ii) Study
enrollment information, information
pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the
regulatory status of the Investigational
Product, and Study Data and Inventions (as
defined in Section 4).

provadeéni klinického hodnoceni, a to v souladu
s podminkami a ustanovenimi této Smlouvy,
budou poskytovany platby dle podminek a
ustanoveni definovanych v Pfiloze A, pficemz
posledni platba bude uskute¢néna poté, co
Misto provadéni klinického hodnoceni splni a
dokonc¢i veskeré zavazky, jez mu vyplyvaji z
této Smlouvy, a IQVIA obdrzi veskeré fadné
vyplnéné CRF a, bude-li tak IQVIA vyzadovat,
veskeré dalsi Duvérné informace (ve smyslu
nize uvedené definice).

Ptredpokladand hodnota financniho plnéni dle
této Smlouvy ¢ini pfiblizné 968810 K¢&.

Zdravotnické zafizeni bere na védomi
a souhlasi, ze ZkouSejici ajeho studijni tym
budou odménéni na zakladé samostatné
smlouvy  uzaviené mezi  ZkouSejicim
a Zadavatelem

3. DUVERNY REZIM

3.1 Definice

"Dlvérné informace" budou vykladany jako
informace duvérmé a majetkové povahy
nalezejici  Zadavateli, pfiCemZz budou
zahrnovat (1) veskeré informace, jeZ byly
Zdravotnickému zafizeni, ZkouSejicimu ¢i
kterémukoli ¢lenu personalu Zdravotnického
zafizeni, poskytnuty, odhaleny, zptistupnény
¢1 sdéleny Zadavatelem ¢i jeho jménem,
zejména vcetné informaci o Hodnoceném
1é¢ivu, technickych informaci vztahujicich se
k Hodnocenému lécivu, veskeré Existujici
dusevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) Zadavatele, a Protokol;
a (il) informace vztahujici se k procesu
zatfazovani do Studie, informace vztahujici se
k aktualnimu stavu Studie, komunikace vici a
od regulatornich ufadii, informace vztahujici
se k aktudlnimu stavu Hodnoceného 1é¢iva na
regulatorni urovni a Studijnich dat a udajt, a
dale k Objeviim (ve smyslu definice uvedené
v Clanku 4).
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Confidential Information shall not include
information that:

3.2

can be shown by documentation to have
been public knowledge prior to or after
disclosure by Sponsor, other than
through wrongful acts or omissions
attributable to Investigator, Institution
or any of its personnel;

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;

can be shown by documentation to
have been independently developed by
Investigator, Institution or any of its
personnel; or

is permitted to be disclosed by written
authorization from Sponsor.

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 unless Sponsor provides
prior written consent or

ii. disclose Confidential Information to
any third party, except as permitted
by this Section 3. or by Section 5
“Publication Rights”, or as required
by law or by a regulatory authority or
as authorized in writing by the
disclosing party.

Pojem  Duvérné

informace nezahrnuje

informace, ve vztahu ke kterym:

3.2

na zaklad¢ piislusné dokumentace lze
prokdzat, ze byly vefejné¢ znamé pted
okamzikem ¢i po okamziku jejich
odhaleni, zpfistupnéni ¢i sdéleni ze
strany Zadavatele, aniz by tim doslo k
jakémukoli protiprdvnimu jednani ¢i
opominuti pficitatelnému Zkousejicimu,
Zdravotnickému zatizeni ¢i jakémukoli
jejich zaméstnanci;

na zékladé pfislusné dokumentace lze
prokdzat, ze byly v dispozici
Zkousejiciho, Zdravotnického zatizeni
¢i jakéhokoli zaméstnance pied jejich
zvefejnénim, sdélenim ¢i zptistupnénim
ze strany Zadavatele, a byly ziskany ze
zdroju odlisnych od Zadavatele, pticez
tyto  nebyly vazdny  povinnosti
divérnosti vici Zadavateli;

na zaklad¢ prislusSné dokumentace lze
prokéazat, ze byly vyvinuty nezavisle
Zkousejicim, Zdravotnickym zatizenim
¢i jakymbkoli jejich zaméstnancem; nebo

jejich odhaleni, zptistupnéni ¢i sd€leni
lze provést na zdkladé pisemného
svoleni Zadavatele.

Povinnosti

Misto provadéni klinického hodnoceni a
zaméstnanci Zdravotnického zafizeni, a to
véetné Studijniho personélu, nebudou

vyuzivat Diavérné informace pro
jakykoli jiny ucel, nezli je provadéni
Studie, pokud k tomu Zadavatel

neposkytne pfedchozi pisemny souhlas,
nebo

odhalovat, zpfistupiiovat ¢i sdélovat
Diivérné informace jakékoli tieti strané,
s vyjimkou opradvnéni povoleného Vv
tomto Clanku 3. nebo Clanku 5 “Prava
na zvefejnéni”, nebo povinnosti ulozené
zakonem ¢i jakymkoli regulatornim
ufadem nebo na zdkladé¢ pisemného
svoleni odhalujici strany.
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To protect Confidential Information,
Institution agrees to:

I. limit dissemination of Confidential
Information to only those Study Staff
having a need to know for purposes of
performing the Study;

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

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

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 notice from a third party seeking to
compel disclosure of any Confidential
Information, the notice recipient 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 Information.

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

I. omezi distribuci Duvérnych informaci
pouze vici tém cClenim Studijniho
personalu, ktefi takové skutecnosti
potiebuji znat v souvislosti s provadénim
Studie;

ii. bude informovat
Studijniho personalu,
Dlvérné informace
zptistupnény ¢i  sdéleny,
povaze takovych informaci; a

vSechny  cCleny
kterym budou
odhaleny,

o davérné

lii. pfijme nezbytna opatieni za ucelem
ochrany Duvérnych informaci pied jejich
odhalenim ¢i zpfistupnénim.

Z4adné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni
klinického hodnoceni odhalit, zpfistupnit,
zvetejnit ¢i sdélit Studijni data a udaje v
povoleném rozsahu v souladu s Gpravou
uvedenou v Clanku 5 “Prava na zvefejnéni”.

3.3 Zakonem uloZené odhaleni

V piipadé, ze Zdravotnické =zatizeni i
Zkousejici obdrzi oznameni ¢i vyzvu od tieti
strany, kterd bude pozadovat odhaleni, sd¢leni
¢1 zpiistupnéni jakékoli Divérné informace,
pfijemce takové vyzvy Zadavateli takovou
skutecnost neprodlené¢ oznami, aby mél
Zadavatel moznost uplatnit
pfedbéZné/ochranné opatteni ¢i jakykoli jiny
vhodny ochranny ¢i népravny prostredek. V
pfipad¢, Ze takové predbézné/ochranné
opatfeni €1 jiny vhodny ochranny ¢i ndpravny
prostiedek neni vydan ¢i dosaZen, pfijemce
vyzvy poskytne pouze takovou Cast
Duvérnych informaci, a to v rozsahu, v jakém
je jejich odhaleni, sd€leni ¢i zpfistupnéni
pozadovano, pficemz bude vyZadovat
uplatnovani davérného rezimu ve vztahu
k témto Divérnym informacim.
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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 Sh., 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 is 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 is obliged to
publish this Agreement in accordance
with the article herein above. The
version for publication shall be created
and provided to the Institution by the
IQVIA in a machine-readable format to
the  following  e-mail  address:
B o0 the date of the
execution hereof. The Institution will
inform IQVIA of publishing the
Agreement in the Agreements Register

on the following email address:
d. Should  the
Institution fail to publish this Agreement
within 5 working days from the last
signature date, it may be published by

the Sponsor or IQVIA.

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, at Sponsor’s expense,

Bez ohledu na vySe uvedené,
Zdravotnické zafizeni, Zadavatel a
IQVIA timto berou na védomi, ze tato
smlouva bude zvefejnéna v souladu se
zak. ¢. 340/2015, o registru smluv. Za
zvefejnéni dle ptedchozi véty odpovida
Zdravotnické  zafizeni. Takovémuto
zvetejnéni nepodléhaji ty udaje, které
tvofi obchodni tajemstvi nckteré ze
smluvnich stran. Dle této Smlouvy se
obchodnim tajemstvim rozumi zejména
Ptiloha A - Rozpocet a platebni prehled,
minimalni  cilovy pocet =zafazeni,
oc¢ekavany zarazeny pocet subjektd a
ocekdavand délka trvani Studie. Dale
nebudou takovémuto zvetejnéni podléhat
osobni udaje fyzickych osob, ledaze jsou
jiz  zvefejnény v  jiném  vefejné
pfistupném registru. Za zvefejnéni
smlouvy dle pfedchoziho odstavce
odpovida Zdravotnické zafizeni. Verzi
Smlouvy k uvetejnéni vytvori a poskytne
Zdravotnickému zafizeni IQVIA
nejpozdéji v den podpisu této Smlouvy, a
to ve strojové Citelném formatu v
elektronické  podobé  zaslanim na
emailovou  adresu: .
Zdravotnické zatizeni vyrozumi IQVIA 0

zvetejnéni smlouvy v registru smluv na e-
meilovou adresu (NN
Neni-li smlouva Zdravotnickym
zafizenim zvefejnéna ve lhit¢ 5
pracovnich dni od data posledniho
podpisu, jsou k jejimu zvefejnéni
opravnéni IQVIA ¢i Zadavatel.

3.4 Vraceni ¢i likvidace

V navaznosti na ukonceni platnosti této

vvvvvv

zaklad¢ pisemného pozadavku Zadavatele na
naklady  Zadavatele Misto  provadéni
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all Confidential Information other than
Study Data and except that required to be
retained at the Site by applicable law.

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

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 shall own 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.

klinického hodnoceni Zadavateli vrati,
ptipadné dle pozadavku Zadavatele zlikviduje
veSkeré Duvérné informace odlisné od
Studijnich dat a udaji s vyjimkou téch, u
nichz je piislusSnymi pravnimi predpisy
pozadovano, aby byly uchovany v Misté
provadeéni klinického hodnoceni.

3.5 Pretrvavajici platnost

Tento Clanek 3 “Davérny rezim” zistane v
platnosti i v ptipad¢ ukonceni platnosti ¢i pti
vyprseni platnosti této Smlouvy, a to po dobu
deseti (10) let.

4, DUSEVNIi VLASTNICTVI

4.1 Existujici duSevni vlastnictvi
Vlastnictvi vSech objevil, vynalezi,
autorskych dél a jinych vysledkt dusevni
¢innosti, jez existuji k Datu Gcinnosti, 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
¢i Zadavatel nemaji naroky viici ¢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

Pojem “Objevy* znamena pro ucely této
Smlouvy veSkeré objevy, vyndlezy a
predméty vyvoje, jez byly vyvinuty,
uvedeny poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢i rozvinuty Stranou ¢i
Zadavatelem nebo jakymkoli
zaméstnancem €1 Clenem  persondlu
takového subjektu pii provadeéni Studie.
Zadavatel bude vlastnikem veskerych
Objevl, jez budou vyvinuty, uvedeny
poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢i rozvinuty Zdravotnickym
zafizenim, ZkouSejicim ¢1  jakymkoli
jejich zaméstnancem ¢i ¢lenem personélu
v souvislosti s provadénim Studie.
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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
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,
non-commercial research and for
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.

4.3. Pfevod prav k Objevim

Zdravotnické zafizeni se zavazuje, ze
odhali, zptistupni ¢i sd€li a dale zajisti, ze
jeji zaméstnanci odhali, zptistupni ¢i sdéli
veskeré Objevy, a to neprodlen¢ a plné
Zadavateli v  pisemné formé, a
Zdravotnické zafizeni, jménem svym a
jménem a v  zastoupeni  svych
zam¢stnancl, pievede na Zadavatele
veskera svd prava, naroky a zijmy k
Objeviim,  vcéetné  vSech  patentd,
autorskych dél a jinych prav dusevniho
vlastnictvi k tomuto se vztahujicim, jakoz
1 veskera prava procesni povahy a naroky
na nahrady Skod a uzitky, jez jiz vznikly v
disledku  minulého ¢i  soucasného
poruSeni  shora  uvedenych  prav.
Zdravotnické zafizeni se zavazuje, Zze
bude ndlezité spolupracovat a poskytne
Zadavateli souc¢innost pfi vyhotoveni a
uzavieni, a zajiisti, ze jeji zaméstnanci
vyhotovi a uzaviou, veskeré dokumenty
divodné¢ Zadavatelem pozadované za
ucelem ochrany a zajisténi vlastnickych
prav Zadavatele k Objevim.

4.4. Licencni opravnéni

Zadavatel timto udéluje Zdravotnickému
zafizeni trvalé, nevyhradni,
nepfevoditelné, jiz hrazené licen¢ni
opravnéni, bez prava udé€leni sublicence k
pouziti Objevl, a to v souladu s
povinnostmi  ulozenymi v  Clanku
“Dlvérny rezim”, pro vnitini Ucely,
vyzkum nekomeréniho charakteru a pro
edukativni ucely.

4.5. Patentové tizeni

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
piihlasek a patentl pro veskeré Objevy.
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4.6. Survival

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

PUBLICATION RIGHTS

5.1Publication and Disclosure
Institution and Investigator shall have
the right to publish or present the results
of Institution’s and Investigator’s
activities  conducted  under  this
Agreement, including Study Data, only
in accordance with the requirements of
this Section. Institution and Investigator
agree to submit any proposed
publication or presentation to Sponsor
for review at least thirty (30) days prior
to submitting any such proposed
publication to a publisher or proceeding
with such proposed presentation. Within
thirty (30) 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.
Sponsor shall have the right to require
Institution and/or Investigator, as
applicable, to remove specifically
identified Confidential Information
(other than Study Data) and/or to delay
the proposed publication or presentation
for an additional sixty (60) days to
enable Sponsor to seek patent protection
for Inventions.

4.6. Pfetrvavajici platnost

Tento Clanek 4 “Dusevni vlastnictvi”
zustane v platnosti 1 v piipadé ukonceni
platnosti ¢i pfi vyprSeni platnosti této
Smiouvy.

PRAVA NA ZVEREJNENI

5.1. Publikovani a zpfistupnéni
Zdravotnické zatizeni a Zkousejici budou
opravnéni publikovat a prezentovat
vysledky ¢innosti Zdravotnického
zafizeni a Zkousejiciho, jez je provadéna
na zédkladé¢ této Smlouvy, a to vcetné
Studijnich dat a udaja, vyluéné v souladu
s pozadavky stanovenymi v tomto Clanku.
Zdravotnické zafizeni a ZkouSejici
souhlasi, ze Zadavateli predlozi jakoukoli
navrhovanou publikaci a prezentaci pro
ucely jejich kontroly ve lhaté alespon
tficeti (30) dni pted predlozenim jakékoli
takové publikace prislusnému vydavateli
¢i pted jejich navrhovanou prezentaci. Ve
lhaté triceti (30) dnt od jejich piijeti,
Zadavatel se pisemné vyjadii
Zdravotnickému zatizeni a/nebo
ZkouSejicimu, vzdy dle podminek
konkrétniho ptipadu, ve vztahu k jakékoli
informaci  obsazen¢ v  takovych
materidlech, jez ptedstavuje Diivérnou
informaci (odliSnou od Studijnich dat a
udajii) nebo jez muze predstavovat
pfekdzku mozZnosti dosazeni patentové
ochrany pfislusného Objevu. Zadavatel
bude  oprdvnén  poZadovat  VUcCi
Zdravotnickému zafizeni a/nebo
Zadavateli, vzdy dle  podminek
konkrétniho piipadu, odstranéni
definovanych informaci oznacenych jako
Diivérné informace (jez jsou odlisné od
Studijnich dat a udajit) a/nebo poZadovat
odloZzeni navrhované publikace ¢i
prezentace po dobu dodatecnych Sedesati
(60) dnt, aby umoznil Zadavateli
uplatnéni patentové ochrany ve vztahu k
takovému Objevu.
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5.2. Multi-Center Publications

Due to the fact that 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
eighteen (18) 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
Section 5.3  “Confidentiality  of
Unpublished Data”.

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 in greater detail than the same may
be disclosed in any publications,
presentations or disclosures made in

5.2. Multicentrické publikovéni

Protoze je tato Studie multicentrickou
studii, Zdravotnické zafizeni a Zkousejici
timto souhlasi, Ze bez predchoziho
pisemného souhlasu Zadavatele nebudou
nezavisle publikovat, prezentovat ¢i
jakkoli jinak odhalovat, zvefejiiovat,
sdélovat ¢i  zpfistupnovat jakékoli
vysledky nebo informace vztahujici se k
¢innostem Zdravotnického zafizeni a
Zkousejiciho, jez jsou provadény na
zakladé 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 osmnécti (18) mésict od
okamziku dokonceni Studie a uzavfeni
databaze ve vSech vyzkumnych centrech

vvvvvv

platnosti ¢i pfed¢asnému ukonceni Studie,
Zdravotnické zatizeni a ZkousSejici budou
opravnéni  publikovat a prezentovat
vysledky ¢innosti Zdravotnického
zatizeni a Zkousejiciho, jez je provadéna
na zakladé této Smlouvy, a to vcetné
Studijnich dat a tdaji, vyhradn¢ v souladu
s podminkami stanovenymi v odstavci 5.3
“Dtivérnost nepublikovanych udaja”.

5.3. Duvérnost nepublikovanych tidaju

Zdravotnické zafizeni a ZkouSejici timto
berou na védomi a souhlasi, ze Studijni
data a udaje, jeZ nebyly publikovany,
prezentovany ¢i jakkoli jinak odhaleny,
zvefejnény, zpiistupnény ¢i sdéleny na
zéklad¢ Upravy stanovené v odstavci 5.1
nebo 5.2 (“Nepublikované udaje”),
zustanou zahrnuty do réamce definice
Duvérnych informaci, a Zdravotnické
zafizeni a ZkouSejici se zavazuji, Ze
neodhali, nezvefejni, nezpfistupni ¢i
nesdéli a zavaZou své zameéstnance ve
shodném rozsahu v této souvislosti,
jakékoli Nepublikované udaje jakékoli
treti strané ¢i nezvefejni jakakoli Studijni
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accordance with Section 5.1 or Section
5.2.

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
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.

55. Use of Name, Reqgistry 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 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.

data ¢i udaje jakékoli tfeti stran¢, a to v
rozsahu vétSim, nezli v jakém mohou byt
odhaleny, zvefejnény, zpfistupnény i
sd€leny v jakékoli publikaci, prezentaci ¢i
jiném odhaleni na zakladé odstavce 5.1
nebo 5.2.

5.4. Kontakty s médii

Zdravotnické zafizeni a ZkouSejici
nebudou, a zajisti, Ze zaméstnanci
Zdravotnického zafizeni nebudou,
poskytovat jakékoli rozhovory ¢i jiné
formy kontaktd s médii, zejména vcetné
vydavatelstvi ~ novin,  provozovateli
radiového vysilani, provozovateli
televizniho vysilani a  spole¢nostmi
pusobicimi na Internetu, a to v souvislosti
se Studii, Hodnocenym lé€ivem, Objevy
nebo Studijnimi daty a udaji bez
predchoziho pisemného svoleni
Zadavatele. Toto wustanoveni nebrani
moznosti  publikovat ¢i  prezentovat
Studijni data a tdaje v souladu s timto
Clankem.

5.5. Pouziti ndzvu ¢i jména, registrace a
oznamovani

Zidna strana této Smlouvy neni
opravnéna pouzit jména ¢i nazvu jiné
Strany, nazvu Zadavatele, a to
v souvislosti s jakoukoli reklamni
¢innosti, k publika¢nim ¢i marketingovym
ucelim bez predchoziho 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, vcetn€ webovych stranek
vénovanych klinickym hodnocenim a pro
ucely newsletteri vydavanych
v souvislosti se Studii. Zadavatel bude
Studii registrovat v souladu s ptislusnymi
pravnimi pfedpisy a nafizenimi a bude
oznamovat vysledky Studie vefejné tehdy
a Vvrozsahu uloZeném  pfisluSnymi
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5.6. Survival

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

6. PERSONAL DATA

The Site 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 in
particular the General Data Protection
Regulation (EU) 2016/679 of the European
Parliament and the Council.; as well as with
the Standard Contractual Clauses — Module 4
incorporated to this Agreement through
Attachment C.

6.1 Personal Data

Both prior to and during the course of the
Study, the Investigator and his/her teams
may be called upon to provide personal data.
This data falls within the scope of the law
and regulations relating to the protection of
personal data and may be used by IQVIA,
Sponsor, and their affiliates in compliance
with applicable law, including as set forth
below and for the length of time reasonably
necessary for the purposes below.

For the Investigator, this personal data may
include names, contact information, work
experience and professional qualifications,
publications, resumes, educational
background and information related to
financial disclosures or other potential
conflict of interest, and payments made to
Payee(s) under this Agreement for the
following purposes:

(i) the conduct of clinical trials and/or
statistical analysis;
(i1) verification

by governmental or

pravnimi pfedpisy a nafizenimi.

5.6. Pretrvévajici platnost

Tento Clanek 5 “Priva na zvefejnéni”
zustane v platnosti i v pfipad¢ ukonceni
platnosti ¢i pfi vyprSeni platnosti této
Smlouvy.

6. OSOBNi UDAJE

Misto provadéni klinického hodnoceni a IQVIA
se zavazuji dodrzovat veSkeré piislusné pravni
predpisy o soukromi udajii a ochran¢ udaji pii
zpracovavani osobnich udaji tak, jak jsou
definovany v téchto piislusnych pravnich
ptedpisech o soukromi udajii a ochrané udajii
zejména Natizeni Evropského parlamentu a Rady
(EU) 2016/679 o ochrané osobnich udajli, jakoZz i
se Standardnimi smluvnimi dolozkami - Modul 4,
které jsou soucasti této dohody prostrednictvim
ptilohy C.

6.1 Osobni udaje

Jak pted zahajenim, tak i v prubehu provadéni
Studie mohou byt Zkousejici a jeho tym
vyzvani K poskytnuti svych osobnich tudaji.
Tyto udaje spadaji do ramce pravnich predpisi
na useku ochrany osobnich udajti a mohou byt
pouzivany spolec¢nosti IQVIA, Zadavatelem a
jejich pobockami v souladu s pfislusnymi
pravnimi pifedpisy, jak je uvedeno nize, a po
pfimétenou dobu nezbytnou k nize uvedenym
uceltim.

V ptipadé ZkouSejiciho mohou tyto osobni
udaje zahrnovat jména, kontaktni tudaje,
dosavadni pracovni zkuSenosti a profesni
kvalifikaci, publikace, Zivotopis, informace o
absolvovaném vzd¢€lani, informace tykajici se
finan¢nich vztaht a jinych potencidlnich stieti
z4gimi a udaje o platbdich vyplacenych
Ptijemci (Pfijemctim) plateb dle této Smlouvy,
a to pro nasledujici ucely:

(i) provadéni klinickych hodnoceni a/nebo
statistickych analyz;
(if) oveéfeni  ze nebo

strany  statnich
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regulatory agencies, the Sponsor, IQVIA,
and their agents and affiliates;

(iii) compliance with legal and regulatory
requirements;

(iv) publication on wwwe.clinicaltrials.gov
and websites and databases that serve a
comparable purpose;

(v) storage in databases to facilitate the
selection of investigators for future clinical
trials or other business; and
(vi)anti-corruption compliance.

Investigator’s personal data may be
transferred to countries outside of
Investigator’s country, which may not
provide for the same level of protection as is
applicable in Investigator’s country. In such
event, IQVIA or Sponsor, as applicable, will
make sure that appropriate safeguards are
secured in advance of any transfer in
accordance with IQVIA’s or Sponsor’s, as
applicable, legal obligations to ensure the
protection of Investigator’s personal data
according to the data protection laws and
regulations applicable in Investigator’s
country.

Names of members of Study Staff may be
processed in IQVIA’s study contacts
database for study-related purposes only.

6.2 Study Subject Personal Data.

The Investigator shall obtain Study Subject
written consent for the collection and use of
Study Subject personal data for Study
purposes, including the disclosure, transfer
and processing of data collected in
accordance with the Protocol, in compliance
with applicable data protection provisions.

regulacnich tfadl, Zadavatele, spole¢nosti
IQVIA a jejich zéstupci ¢i pobocek,

(iii) dodrzovani pravnich pozadavku
a pozadavku kontrolnich ufada;
(iv) zvetejnéni na strankach

www.clinicaltrials.gov a webovych strankach
a serverech, které slouzi obdobnému ucelu;
(v) uchovavani v databazich pro tucely
usnadnéni vybéru zkousejicich pro budouci
klinickd hodnoceni nebo jiné zalezitosti; a
(vi)zajisténi souladu na poli zakazu jakéhokoli
korup¢niho jednéni.

Osobni udaje Zkousejictho mohou byt
pfedavany do zemi mimo zemi ZkousSejiciho,
které nemuseji poskytovat stejnou uroven
ochrany, jakd plati vzemi ZkouSejicitho. V
takovém pripad¢ IQVIA nebo pfipadné
Zadavatel zajisti, aby byly vsouladu se
zdkonnymi povinnostmi spolecnosti IQVIA
nebo pfipadné Zadavatele ptfed kazdym
takovym predanim ziskény pfislusné zaruky,
které  zajisti ochranu osobnich udaji
Zkousejicitho podle zakont a predpisi o
ochrané tdaju platnych v zemi Zkousejiciho.

Jména ¢lent Studijniho personalu mohou byt
zpracovavana v-databazi studijnich kontaktt
spolecnosti IQVIA, a‘to vyluéné k Gcelim
souvisejicim s-klinickymi studiemi.

6.2 Osobni udaje Subjektt studie.

Zkousejici zajisti ziskani pisemného souhlasu
Subjektu  studie se  shromazd’ovanim
a pouzivanim osobnich udajii Subjektu studie
pro ucely souvisejici se Studii, a to vcetné
zptistupnéni, pfedani a zpracovani osobnich
udaji  ziskanych dle Protokolua dale v
souladu s ptislusnymi ustanovenimi 0 ochran¢
osobnich udaj.
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6.3 Data Controller

The Sponsor shall be the data controller for
such personal data except that, if IQVIA
deals with any personal data under this
Agreement in the manner of a data
controller, IQVIA shall be the data controller
of such personal data to the extent of such
dealings.

IQVIA may process "personal data", as
defined in the applicable data protection
legislation enacted under the same or
equivalent/similar ~ national  legislation
(collectively "Data Protection Legislation™),
of the Investigator and Study Staff for study-
related purposes and all such processing will
be carried out in accordance with the Data
Protection Legislation.

6.4 Survival
This Section 6 “Personal Data” shall survive
termination or expiration of this Agreement.

7. STUDY SUBJECT INJURY, INSURANCE AND
DAMAGES

Study Subject Injury means a physical
injury or drug-related psychiatric event
directly caused by administration or use
of the Investigational Product and/or a
properly administered Protocol
procedure required by the Protocol that
the Study Subject would not have
received if the Study Subject had not
participated in the Study.

Sponsor hereby represents and warrants
that it will provide clinical trial
insurance in accordance with § 58, par.
2 Act on Pharmaceuticals as may be
subsequently amended.

The Site shall promptly notify but in any
event within three (3) days after the

6.3 Spravce tdajh.

Spravcem téchto osobnich 1daji bude
Zadavatel; bude-li vsak s-jakymikoli osobnimi
udaji podle této Smlouvy nakladat jako
spravce udaji  spolecnost IQVIA, bude
v-rozsahu, v-jakém snimi  bude takto
nakladat, spravcem udaji ona.

Spole¢nost IQVIA je opravnéna zpracovavat
,osobni udaje“ Zkousejiciho a Studijniho
personalu tak, jak jsou definovéany pfislusnymi
pravnimi piedpisy na ochranu osobnich tdaji
vydanymi  na  zékladé  shodné  ¢i
ekvivalentni/obdobné vnitrostatni legislativy
(spole¢n¢ dale jen ,Pfedpisy na ochranu
osobnich udaji*), pro ucely souvisejici se
Studii, pfi¢emz veskeré takové zpracovani
bude provadéno v souladu s Piedpisy na
ochranu osobnich udaja.

6.4 Pretrvéavajici platnost

Tento Clanek 6 ,,Osobni udaje* zlstane v
platnosti i v pfipad¢ ukonceni platnosti ¢i pii
vyprseni platnosti této Smlouvy.

7. POSKOZENI ZDRAVI SUBJEKTU STUDIE,
POJISTENI A ODSKODNENI

Ujma na zdravi Subjektu studie znamena
fyzické poSkozeni nebo psychiatrickou
ptihodu souvisejici s 1é¢ivym piipravkem
pfimo zptsobenou podanim nebo uzitim
Hodnoceného 1éciva a/nebo s tkonem
vyzadovanym  Protokolem a fadné
provedenym dle Protokolu, ktery by
Subjekt studie nepodstoupil, pokud by se
Studie netcastnil.

Zadavatel prohlasuje a potvrzuje, Ze v
souladu s ust. § 58 odst. 2 zakona ¢.
378/2007 Sb., o 1é€ivech, v platném znéni,
zajisti pojisténi klinického hodnoceni.

Misto provadéni klinického hodnoceni je
povinno neprodleng, ale v kazdém ptipadé
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occurrence of the Study Subject Injury
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, 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,
issued by any regulatory
authority, or

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

c) failure of the Investigator to
provide reasonable guidance to
the Study Subject regarding the
requirements of the Study,

d) the Study Subject’s pre-existing
medical conditions,

do ti (3) dnt po vyskytu Ujmy na zdravi
Subjektu studie, pisemné vyrozumét
IQVIA a Zadavatele o jakémkoli naroku
vztahujicimu se k onemocnéni ¢i ijme na
zdravi, k nimz skutecné ¢i udajné doslo v
souvislosti s nezddouci reakci na
Hodnocené 1éCivo a zavazuje se plné
spolupracovat se Zadavatelem pii feSeni
nezadouci udalosti.

Zadavatel  uhradi =~ Zdravotnickému
zafizeni piimé, piiméiené a nezbytné
zdravotni  vydaje,  které  vznikly
Zdravotnickému zafizeni v souvislosti s
1écbou jakychkoli nezadoucich udalosti,
nemoci nebo Ujmy na zdravi Subjektu
studie zptisobené 1écbou Subjektu studie v
souladu s Protokolem, s vyjimkou
ptipadt, kdy takova nezddouci udalost,
nemoc nebo Gjma na zdravi je zpiisobeno:

a) pochybenim Zdravotnického
zafizeni, = ZkouSejictho  nebo
jakéhokoliv jejich zameéstnance
jednat  vsouladu s  touto
Smlouvou, Protokolem,
jakoukoliv  pisemnou instrukci
Zadavatele tykajici se Studie, nebo
jakéhokoliv platného zakona nebo
provadéciho  ptedpisu  nebo
postupu, vcetné¢ GCP, vydaném
jakoukoliv regulacni autoritou,

nebo

b) nedbalosti  nebo  Umyslnym
nespravnym jednénim
Zdravotnického zafizeni,

Zkou$ejicim nebo jakymkoliv
jejich zastupcem nebo

C) porusenim povinnosti Zkousejiciho
poskytnout Subjektu studie
divodné pokyny tykajici se
pozadavkl Studie

d) jiz  existujicimi  zdravotnimi
obtizemi Subjektu studie,
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e) the natural progression of the
Study Subject’s disease or
condition.

f) physical injury or drug-related
psychiatric injuries occurring, or
caused by treatment provided,
outside of such Study Subject’s
participation in the Study.

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 subject’s claim or of 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 subject (including death)
has been caused by willful 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) The Institution fails to notify the
Sponsor in writing within twenty (20)
working days of the date the Institution
became aware of the claim for damages
having been made. The notice shall be
send by registered post to the Sponsor.

¢) 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

b)

e) pfirozenym postupem onemocnéni
nebo zdravotnich obtizi Subjektu
studie,

f) fyzickym poskozenim nebo
psychiatrickou ujmou
souvisejicimi S lécivym
piipravkem, k nimz doSlo nebo
které byly zplsobeny Iécbou
poskytovanou mimo ramec ucasti
daného Subjektu studie ve Studii.

Odpovédnost  Zadavatele  odskodnit
Zdravotnické  zafizeni dle  tohoto
ustanoveni nebude limitovana Ccastkou
splatnou dle jakéhokoliv  pojisténi
uzavieného Zadavatelem, ale bude se
vztahovat na celou ¢astku skute¢né Skody
Zdravotnického zatfizeni ve vySi naroku
subjektu nebo naroku jeho zakonného
zastupce uspeésné uplatnéného dle ceského
pravniho fadu.

Narok  Zdravotnického

nahradu  Skody  dle
ustanoveni nevznika, jestlize:

zafizeni na
piedchoziho

poskozeni zdravi (v€etné smrti) subjektu
hodnoceni bylo zplsobeno UmysIng,
nedbalosti, protipravnim jednanim nebo
nesplnénim povinnosti stanovené
Zdravotnickému zatizeni ¢i ZkouSejicimu
pravnim predpisem nebo v této Smlouve,
vcéetné vSech jejich ptiloh;
Zdravotnického zafizeni do dvaceti (20)
pracovnich dnli ode dne, kdy se
dozvédéla, ze byl vuci ni uplatnén narok
na ndhradu Skody, neoznamila tuto
skute¢nost pisemn¢ Zadavateli. Oznameni
musi byt odeslano doporucenou postou
Zadavateli.

na zadost Zadavatele mu Zdravotnické
zafizeni  neumoZznila  UCastnit  se
mimosoudniho vyjednavani o vzneseném
naroku nebo nasledného soudniho fizeni;
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in a legal suit at law;

d) 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.

8. INDEMNIFICATION

Sponsor agrees to indemnify, defend, and
hold harmless (“Indemnify”) the
investigators; any institution at which the
Study is conducted, its officers, agents, and
employees(collectively, “Indemnified
Parties”); against any claim filed by a third
party for damages, costs, liabilities and/or
expenses arising out of a Study Subject
Injury define above,

Exclusions. Excluded from this agreement to
indemnify are any claims for damages
resulting from: (a) failure by an Indemnified
Party to comply with the Protocol or written
instructions from Sponsor; (b) failure of an
Indemnified Party to comply with
Applicable Law; or (c) negligence or willful
misconduct by an Indemnified Party.

Notice and Cooperation. Institution and
Principal Investigator agree to provide
Sponsor with prompt notice of, and full
cooperation in handling, any claim that is
subject to indemnification. If so, requested
by Sponsor, Institution and Principal
Investigator agree to authorize Sponsor to
carry out the sole management of defense of
an indemnified claim.

Settlement or Compromise. No settlement or
compromise of a claim subject to this
indemnification provision will be binding on

d) Zdravotnické zafizeni uznalo vzneseny
narok, aniz by obdrzela piedchozi
pisemny souhlas Zadavatele.

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

8.ODSKODNENI

Zadavatel souhlasi, Ze odSkodni, bude
obhajovat a zbavi odpovédnosti (dale jen
,Odskodni®) zkousejici 1ékate, veskera
zdravotnicka zafizeni, v nichz se Studie
provadi, jejich vedouci pracovniky, zastupce
a zaméstnance (spole¢né ,,Odskodiiované
strany”) pro piipad jakychkoli narokt
uplatiiovanych tfeti stranou na nédhrady
Skody, naklady, zéavazky a/nebo vydaje
vyplyvajici z vySe definované Ujmy na
zdravi Subjektu studie,

Vyjimky. Z této dohody o odskodnéni jsou
vylouceny jakékoli naroky na ndhradu Skody
vyplyvajici z: (a) nedodrzeni Protokolu nebo
pisemnych pokyni Zadavatele ze strany
Odskodnované strany; (b) nedodrZeni
PtisluSnych pravnich ptedpis ze strany
Odskodnované strany; nebo (c) nedbalosti
nebo umyslného pochybeni Odskodnované
strany.

Oznameni a spoluprace. Zdravotnické
zafizeni a Hlavni zkouSejici souhlasi s tim, Ze
Zadavateli neprodlen¢ oznami veskeré
naroky, které jsou pfedmétem odSkodnéni,
a poskytnou mu plnou soucinnost pii jejich
feSeni. Bude-li to Zadavatel vyzadovat,
Zdravotnické zatizeni a Hlavni zkouSejici
souhlasi s tim, Ze Zadavatele zmocni
k vyhradnimu vedeni obhajoby ve véci
odskodiovaného naroku.

Vypotfddani  nebo  urovnani.  Zadné
vyporadani ani urovnani naroku
podléhajiciho tomuto ustanoveni
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Sponsor without Sponsor’s prior written
consent. Sponsor will not unreasonably
withhold such consent of a settlement or
compromise. Neither Indemnification Party
(collectively  Indemnified Parties and
Sponsor) will admit fault on behalf of the
other Indemnification Party without the
written approval of that Indemnification
Party.

9.INSURANCE.

Institution will secure and maintain in full
force and effect throughout the performance
of the Study (and following termination of
the Study to cover any claims arising from
the Study) insurance coverage for medical
professional liability with limits in
accordance with applicable laws for all
medical professionals conducting the Trial,
including Principal Investigator. Institution
will promptly provide copies of all
applicable insurance certificates upon
request.

Sponsor will secure and maintain in full
force and effect insurance coverage to fulfill
its indemnification obligations expressed in
this Agreement herein in accordance with
applicable laws.

10. IOVIA 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 10 “IQVIA Disclaimer”
shall survive termination or expiration

0 odSkodnéni nebude pro Zadavatele
zavazné, pokud s nim nebude predem
pisemné souhlasit. Souhlas s vypotradanim
nebo urovnanim vSak Zadavatel nesmi
odmitnout bezdivodné. Zadna se Stran
odSkodnéni (spolecné Odskodnované strany
a Zadavatel) nepiipusti zavinéni druhé Strany
odskodnéni bez jejiho pisemného souhlasu.

9. POJISTENI

Zdravotnické zafizeni zajisti a uzavie
pojisténi profesni odpovédnosti s limity
pojistného kryti odpovidajicimi ptisluSnym
pravnim predpisim pro vSechny
zdravotnické pracovniky provad¢jici
Klinick¢é hodnoceni, vc¢etn¢ Hlavniho
zkousSejiciho, a bude ho udrzovat v platnosti
a ucinnosti po celou dobu provadéni Studie
(a jest¢ po jejim ukonceni ke kryti
pripadnych narokt vyplyvajicich ze Studie).
Zdravotnické zafizeni na pozadani bez
prodleni piedlozi kopie vSech piislusnych
pojistnych certifikati.

Zadavatel uzavie a bude udrzovat v platnosti
a ucinnosti pojisténi svych povinnosti
ohledné¢ odskodnéni wuvedenych v této
Smlouvé v souladu s pfislusSnymi pravnimi

predpisy.

10. ODMITNUTIi ODPOVEDNOSTI IOVIA

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

Tento Clanek 10 "Odmitnuti
odpovédnosti IQVIA" ziistane v platnosti
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of this Agreement.

11. 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.

This  Section 11 “Consequential
Damages” shall survive termination or
expiration of this Agreement.

12. DEBARMENT

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
debarment or any similar regulatory
action in any country, and the Site shall
notify IQVIA immediately if any such
investigation, disqualification,
debarment, or ban occurs.

1 po ukonceni nebo uplynuti doby trvani
této Smlouvy.

11. NASLEDNA SKODA

Ani IQVIA ani Zadavatel nebudou vuci
Mistu provadéni klinického hodnoceni
odpovédni ve vztahu k jakémukoli uslému
zisku, ztrat¢ obchodnich pftilezitosti, Ci
jakymkoli souvisejicim $koddm, ani
Misto provadéni klinického hodnoceni
nebude odpovédné vuci IQVIA nebo
Zadavateli ve vztahu k jakémukoli uslému
zisku, ztraté¢ obchodnich pfilezitosti, ¢i
jakymkoli souvisejicim Skodam.

Utelem zadného z ustanoveni této
Smlouvy neni vyloucit nebo omezit
odpovédnost kterékoli ze stran za umrti
nebo Ujmu na zdravi osob zplsobené
nedbalosti dané strany.

Tento Clanek 11 "Nésledna $koda"
zustane v platnosti po ukonceni nebo
uplynuti doby trvani této Smlouvy.

12. VYLOUCENI

Misto provadéni klinického hodnoceni
prohlasuje a  potvrzuje, Ze ani
Zdravotnické zatizeni, ani ZkouSejici, ani
kterykoli ze zaméstnanclt, zastupct
Zdravotnického zafizeni ¢i jakakoli jinad
osoba, ktera se podili na provadéni Studie
ve Zdravotnickém zafizeni, nebyla
zbavena pfisluSného opravnéni, nebyla ji
uloZena sankce zdkazu vykonu Einnosti
klinickych hodnoceni a dale, Ze kterykoli
z téchto subjektdl neni vySetiovan
jakoukoli  kontrolni instituci, kdy
vysledkem takového Setfeni ¢i fizeni miize
byt wuloZzeni sankce zdkazu vykonu
¢innosti ¢i odebrani opravnéni, a to v
kterémkoli staté, a Misto provadeéni
klinického hodnoceni se dale zavazuje
neprodlen¢ vyrozumét IQVIA v piipade,
ze dojde ktakovému  vySetfovani,
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diskvalifikaci, uloZeni sankce zakazu
vykonu Cinnosti nebo k odejmuti
opravnéni k  provadéni  klinického

hodnoceni.

This Section 12 “Debarment” shall Tento Clanek 12 "Vyloudeni" zlistane v
survive termination or expiration of this platnosti po ukonceni nebo uplynuti doby
Agreement. trvani této Smlouvy.

13. FINANCIAL DISCLOSURE AND 13. FINANCNi INFORMACE A STRET
CONFLICT OF INTEREST ZAIMU
Upon Sponsor’s or IQVIA’S request, Misto provadéni klinického hodnoceni
Site agrees that, for each listed or souhlasi, ze na zdkladé zadosti Zadavatele
identified  investigator or  sub- nebo IQVIA Zkousejici pro kazdého
investigator who is directly involved in uvedeného a identifikovaného
the treatment or evaluation of Study zkousejictho nebo  spoluzkousejiciho,
Subjects, Investigator shall promptly kteti se pfimo podili na léCeni nebo
return to IQVIA a financial and conflict hodnoceni Subjektl studie neprodlené
of interest disclosure form that has been pteda IQVIA vyplnény a podepsany
completed and signed by such formulat  finanéniho  prohlaseni a
investigator or sub-investigator, which konfliktu zajmu, ktery byl vyplnén a
shall disclose any applicable interests podepsan takovym zkousejicim nebo
held by those investigators or sub- spoluzkousejicim, ve  kterém tito
investigators or their spouses or zkousejici ¢i spoluzkousejici piiznavaji
dependent children. jakékoli ptislusné zajmy, které maji oni

sami nebo jejich manzelé¢/manzelky Cci
nezaopatiené déti.

IQVIA may withhold payments if it IQVIA je opravnén pozdrzet platby,
does not receive a completed form from Vv piipad¢, ze neobdrzi vyplnéné formulare
each such investigator and sub- od kazdého takového zkousejiciho a
investigator. spoluzkousejiciho.

Investigator shall ensure that all such Zkousejici zajisti urychlenou aktualizaci
forms are promptly updated as needed to formulaii dle potieby, s cilem zajistit
maintain their accuracy and jejich presnost a uplnost v pribéhu
completeness during the Study and for realizace Studie a jeden (1) rok po
one (1) year after Study completion. dokonceni Studie.

Site agrees that the completed forms Misto provadéni klinického hodnoceni
may be subject to review by souhlasi stim, Ze vyplnéné formulafe
governmental or regulatory agencies, mohou kontrolovat statni a regulacni
Sponsor, IQVIA, and their agents, and ufady, Zadavatel, IQVIA a jejich zastupci,
the Site consents to such review. a Misto provadéni klinického hodnoceni

s takovymi kontrolami souhlasi.

The Investigator further consents to the Zkousejici dale souhlasi s pfenosem dat o
transfer of his/her financial disclosure finanénim prohlaseni do zemé sidla
data to the Sponsor’s country of origin Zadavatele a Spojenych stati americkych,
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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 13 “Financial Disclosure
and Conflict of Interest” shall survive
termination or expiration of this
Agreement.

14. 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
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.

14.

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 13 "Finanéni informace a
sttet z4jmu" zlstane v platnosti po
ukonceni nebo uplynuti doby trvani této
Smiouvy.

ZAMEZENI UPLATKARSTVI A PODVODU

Zdravotnické zafizeni a ZkousSejici
souhlasi, ze jejich tsudek, pokud jde o
poradenstvi a péci o kazdy subjekt
hodnoceni, nebude ovlivnén uhradou,
kterou obdrzi na zaklad¢ této Smlouvy, a
dale osvédéuji, Zze tato kompenzace
nepiesahuje realnou trzni hodnotu sluzeb,
které poskytuji a ze zddné platby nejsou
poskytovany za tucelem pifimét je k
nakupu nebo predepisovani jakychkoliv
1€k, zatizeni nebo produktii.

Pokud Zadavatel nebo IQVIA poskytnou
jakékoli produkty nebo piedméty pro
pouziti ve Studii zdarma, Zdravotnického
zafizeni a Zkousejici souhlasi, ze nebudou
zadat thradu po Zadném Subjektu studie,
pojistovné nebo statnim/spravnim uiadu
nebo jakékoli jiné tfeti strané za tyto

zdarma poskytnuté produkty nebo
predméty.
Zdravotnické zafizeni a ZkouSejici

souhlasi, Ze nebudou Zzadat uthradu po
z4dném Subjektu Studie, pojistovne nebo
statnim ufadé¢ za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v prubéhu
Studie, za které obdrzeli uhradu od IQVIA
nebo Zadavatele, nebo které nejsou
soucasti bézné péce, kterou by za
normdlnich okolnosti poskytli Subjektu
studie a ze ani Zdravotnické zatizeni ani
Zkousejici nebudou poskytovat platbu
jinému lékati za doporuceni subjekti do
Studie.
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15. ANTI-BRIBERY

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 any of
Institution’s  respective  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 employees,
agents, 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 ltems of
Value to any person or entity for
purposes of (i) influencing any act or
decision: (ii) inducing such person or
entity to do or omit to do any act in
violation of their lawful duty; (iii)
securing any improper advantage; or (iv)
inducing such person or entity to use
influence with the government or
instrumentality thereof to affect or
influence any act or decision of the
government or instrumentality.

15.

ZAKAZ PODPLACENI

Zdravotnické zatfizeni a ZkouSejici timto
souhlasi, ze platby, které budou uhrazeny
na zéklad¢ této Smlouvy, piedstavuji
fadnou kompenzaci za sluzby poskytnuté
Mistem provedeni klinického
hodnoceni. Zdravotnické  zafizeni a
Zkousejici timto prohlasuji a zavazuji se,
ze platby ¢i1 Hodnotné véci, které obdrzi
na zaklad¢ této Smlouvy ¢i v souvislosti
se Studii jakkoli neovlivni jakékoli
rozhodnuti  Zdravotnického  zafizeni,
Zkousejiciho ¢i jakéhokoli ptislusného
zaméstnance, zastupce, konzultanty ¢i
jakékoli ptfijemce plnéni na zdkladé této
Smlouvy k tomu, aby ucinil, jakozto
Zastupce vetejné moci Ci jakkoli jinak, za
ucelem poskytnuti pomoci Zadavateli ¢i
IQVIA v podobé zajisténi neopravnéné
vyhody ¢i za G¢elem ziskani ¢i zachovani
si obchodni prilezitosti.

Zdravotnické zafizeni a ZkousSejici dale
prohlasuji a zavazuji se, ze ani oni, ani
jakykoli jejich zéastupce, ani jakykoli
ptijemce plnéni dle této Smlouvy, a to za
ucelem pomoci Zadavateli ¢i IQVIA k
zajisténi neopravnéné vyhody ¢i ziskéani ¢i
zachovani obchodni ptileZitosti, pfimo ¢i
nepiimo, neuhradi, nenabidne ¢i neslibi
uhradit, nebo nedaruje  jakoukoli
Hodnotnou véc jakékoli osobé ¢i subjektu
v souvislosti s nasledujicimi ucely: (i)
ovlivnéni  jakéhokoli  jedndni  ¢i
rozhodnuti: (i1) pobidky ¢i pohnuti takove
osoby ¢i subjektu, aby néco konal nebo se
zdrzel urcitého jednani v rozporu s se
zdkonem ulozenou povinosti;  (iii)
zajisténim jakékoli neopravnéné vyhody;
nebo (iv) pobidky ¢i pohnuti takové osoby
¢1 subjektu k zneuziti vlivu VvUcCi
staitnimu/spravnimu  orgdnu  ¢i  jeho
zastupci v této souvislosti, a to za ucelem
ovlivnéni jakéhokoli jednéni ¢i rozhodnuti
statniho/spravniho  organu ¢ jeho
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16.

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

17. TERM & TERMINATION

17.1 Term

This Agreement will become binding on
the date on which it is signed by the last
Party and effective 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 17 “Term & Termination”.

16.

zastupce.

Nad ramec ostatnich prav a prostiedka
napravy dle této Smlouvy, ¢i na zékladé
ptislusnych pravnich pfedpisi, IQVIA
nebo Zadavatel budou opravnéni ukoncit
platnost této Smlouvy v ptipad¢, ze Misto
provadéni klinického hodnoceni porusi
jakékoli prohlaseni ¢i zaruky obsazené v
tomto Clanku, piipadné, pokud IQVIA
nebo Zadavatel zjisti, Ze jsou poskytovany
¢i byly poskytnuty neopravnéné platby
vici ¢i ze strany Zdravotnického zatizeni
¢i 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 nebudou jakkoli povazovani za
zamé&stnance ¢i zastupce IQVIA nebo
Zadavatele.

Ani IQVIA ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se k
benefitim, penzim, nahradam, naroktim k

dichodovému piipojisténi,
pracovnépravnim odménam, srazkovym
¢1  jinym  pracovnépravnim  danim
tykajicim  se  ZkouSejictho  nebo
Zdravotnického zafizeni nebo jejich
zameéstnancl.

17. PLATNOST & UKONCENI PLATNOSTI

17.1 Platnost

Tato Smlouva nabyva platnosti k datu,
kdy bude podepsdna posledni smluvni
stranou a tuc¢innosti k datu, kdy bude
zvetejnéna v Registru smluv dle zakona ¢.
340/2015 Sb., o registru smluv (,,Datum
ucdinnosti“) a zlstane v ucinnosti do
okamziku dokonCeni ¢i ukonceni v
souladu s timto Clankem 17 ,,Platnost a
ukonceni platnosti®.
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17.2 Termination

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

The Site may terminate upon written
notice if circumstances beyond the
Site’s reasonable control prevent
completion of the Study, or if it
reasonably determines that it is unsafe to
continue the Study. Upon receipt of
notice of termination, the Site shall
immediately cease any  subject
recruitment, follow the specified
termination procedures, 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,
provided, however, that 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 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, IQVIA
and/or  Sponsor  may  suspend
performance of all or part of this
Agreement, including, but not limited
to, subject enrollment.

17.2. Ukonceni platnosti

IQVIA a/nebo Zadavatel jsou opravnéni
ukonc¢it platnost této Smlouvy z
jakéhokoli diivodu s okamzitou u¢innosti
neprodlen¢ na  zdkladé¢  doruceni
pisemného oznameni.

Misto provadéni klinického hodnoceni je
opravnéno ukoncit platnost této Smlouvy
pisemnym ozndmenim v pfipade, ze
okolnosti, jez jsou svoji povahou mimo
moznost ovlivnéni ze strany Mista
provadéni klinického hodnoceni, zabrani
dokonceni Studie, nebo v pfipadé, ze
Misto provadéni klinického hodnoceni
divodné usoudi, ze pokracovani ve Studii
neni bezpecné. V navaznosti na doruceni
oznameni o ukonceni platnosti Misto
provadéni klinického hodnoceni
neprodlené¢ ukon¢i jakykoli nabor
subjekti, bude jednat v souladu s
definovanymi postupy pro ukonceni,
zajisti, ze ve vztahu k subjektim Studie
budou dokonceny jakékoli procesy
kontrolni povahy, a vyvinou nezbytné
usili za t¢elem limitace jakychkoli dalSich
nakladt, pficemz IQVIA provede
zaverec¢nou uhradu za navstévy a milniky,
jez byly tadné provedeny na zdkladé¢ a v
souladu s touto Smlouvou, a to ve vysi
¢astek definovanych v Priloze A; avSak
za podminky, ze Platby budou v kazdém
piipadé sniZeny o ¢astku ve vysi deseti (10
%) procent. Takto snizend Castka bude
pfedstavovat hodnotu veskerych ¢innosti
spojenych s uzavienim databaze, a bude
poskytnuta poté, co Zadavatel schvali
veskeré stranky formulaii CRF, a dale
poté, co budou poskytnuta vesSkerad
vyjasnéni dat a dale dojde ke splnéni
veSkerych ostatnich podminek, jez jsou
stanoveny v této Smlouvé. V ptipadé, ze
dojde ke vzniku domnéni, Ze dosSlo k
podstatnému poruSeni této Smlouvy a
muze tak dojit k ukonceni platnosti této
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Site may terminate this Agreement for
material breach if it provides IQVIA
written notice of the breach and the
breach is not cured by IQVIA within
thirty (30) days of receipt of the notice.

18. NOTICE

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

a) inperson

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

c) by e-mail of .pdf/scan or other
non-editable format notice with
confirmed transmission report, or

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

Smlouvy, pak s vyjimkou a v rozsahu, v
jakém muze byt ohrozena bezpecnost
Subjektii studie, IQVIA a/nebo Zadavatel
mohou prerusit naplnéni celé ¢i Casti této
Smlouvy, zejména vcetn¢ zafazovani
Subjekta studie.

Misto provadéni klinického hodnoceni
muze tuto Smlouvu vypovédét z ditvodu
jejiho  podstatného poruseni, pokud
spolecnost IQVIA pisemné upozorni na
poruSeni a toto poruSeni nebude
spolecnosti IQVIA odstranéno do tiiceti
(30) dnti od obdrzeni upozornéni.

18. OZNAMENI

Veskera oznameni vyzadovand nebo

povolend podle této Smlouvy budou

ucinéna v pisemné podobé a budou

dorucena:

a)osobné

b)doporu¢enym  dopisem, s piedem
zaplacenym poStovnym, s doruc¢enkou

C) e-mailem ve formatu pdf/scan nebo
Vjiném formatu, ktery znemoZiuje
zasah do obsahu s potvrzenou zpravou o
prenosu nebo

d) komer¢ni noéni kuryrni sluzbou, ktera
zarucuje doruceni dalsi den a poskytne
potvrzeni. Tato ozndmeni budou
adresovéna takto:

Name / Nazev:
To IQVIA/ IQVIA:

republika

And to/A také

Name / Nazev: Alkermes, Inc.
Address / Adresa: 900 Winter Street
To Sponsor / Zadavateli: Waltham, MA 02451

Tel./ Tel: |

Address / Adresa: IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/42, 186 00 Praha 8 - Karlin, Ceska
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Global Legal Department
100 IMS Drive

Parsippany, NJ 07054 USA
Attention: General Counsel
Email:

To Institution / Zdravotnickému
zarizeni

Name / Nazev: VSeobecna fakultni nemocnice
Vv Praze
Address / Adresa: U Nemocnice 499/2, 128 08 Praha 2,

Czech Republic/Ceska republika
Tel./ Tel:
E-mail:

To Investigator / ZkousSejicimu

Name / Jméno a

Address / Adresa: U Nemocnice 499/2, 128 08 Praha 2,
Czech Re

ublic / Ceska republika
Tel./ Tel:

pfijmeni:

19. FORCE MAJEURE

19. VYSSI MOC

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.

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jez ma byt takovou Stranou splnéna
na zaklad¢ podminek této Smlouvy, bude
prominuto v dasledku zaplav, pozart ¢i
jinych projevli Vyssi moci, nehod, valek,
nepokoji, embarg, prodleni dopravcu,
nemoznosti opatfit piisluSné materialy,
nebude-li dodéna elektricka energie ¢i jiné
pfirodni zdroje, v disledku rozhodnuti,
zédkazli €1 omezeni statniho/spravniho
uradu ¢i jiného prvku vyssi moci, ktery
zabrani splnéni takové povinnosti, bez
ohledu na to, zda je shodny ¢i odlisny od
shora uvedeného, a ktery stoji mimo
moznost ovlivnéni ptislusné Strany, ktera
je takovou povinnosti vazana, to vSak za
podminky, Ze takto dotéena 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 nejbliz§im
mozném casovém okamziku.

20. MISCELLANEOUS

20.1 Entire Agreement

This  Agreement,

including its

20. RUZNE

20.1. Celistvost Smlouvy
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mailto:officeofgeneralcounsel@iqvia.com

attachment(s), constitutes the sole and
complete agreement between the Parties
and replaces all other written and oral
agreements relating to the Study. No
amendment to this Agreement is valid
unless signed by aduly authorized
representative of each Party.

20.2 Conflict

In the event of a conflict between the
Protocol and this Agreement, the terms
of the Protocol will govern for all
clinical matters and the terms of the
Agreement will govern all other matters.

20.3 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.

20.4 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 Sponsor or to a
third party, and IQVIA shall not be
responsible for any obligations or
liabilities under this Agreement that
arise after the date of the assignment,
and the Site hereby consents to such an
assignment. Site will be given prompt
notice of such assignment by the

vyhradni, celistvé a uplné ujednédni Stran a
nahrazuje veskeré ostatni pisemné a ustni
dohody wvztahujici se k této Studii.
Dodatky ktéto Smlouvé musi byt
podepsany tadné povéfenym zastupcem
kazdé Strany, aby byly platné.

20.2 Rozpor

V  pfipadé vzniku rozporu mezi
Protokolem a touto Smlouvou budou pro
vSechny klinické zalezitosti rozhodujici
podminky Protokolu a pro vSechny ostatni
zalezitosti budou rozhodujici podminky
této Smlouvy.

20.3 Vzdani se uplatnéni/Vynutitelnost

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

V ptipadé, ze bude kterdkoli cast této
Smlouvy shleddna jako nevykonatelna,

zbytek této Smlouvy zlstane i nadéle v
platnosti.

20.4 Ptfevod Smlouvy

Tato Smlouva bude zdvazna vi¢i Strandm
1 jejich  pravnim  nastupcim a
postupnikiim.

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

Na zéklad¢ zadosti Zadavatele, IQVIA je
opravnén prevést tuto Smlouvu na
Zadavatele nebo jakoukoli treti stranu, a
IQVIA nebude odpovédny za jakékoli
zavazky ¢1 odpovédnosti dle této
Smlouvy, jez vyplynou po datu pfevodu a
Misto provedeni klinického hodnoceni
timto souhlasi s takovym postoupenim.
Mistu provedeni klinického hodnoceni
bude takové postoupeni ¢i prevod
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assignee.

20.5. Applicable Law

This Agreement shall be interpreted and
enforced under the laws of Czech
Republic

20.6 Prevailing language

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

20.7 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.

THIS SECTION IS
INTENTIONALLY LEFT BLANK

oznameno bez zbyte¢ného odkladu
nabyvatelem.

20.5 Rozhodné pravo

Tato Smlouva bude vykldddna a
vymahdna v souladu s pravnim fadem
Ceské republiky.

20.6 Rozhodn4 jazykova verze.

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

20.7 Pfetrvavajici platnost:

Podminky této Smlouvy, jez obsahuji
prava a povinnosti, jez svoji povahou
prekracuji okamzik dokonceni Studie,
zlustanou zavazné 1 v pripadé ukonceni ¢i
vyprseni platnosti této Smouvy, a to 1 v
ptipadé, ze tak neni v této Smlouvé
vyslovné uvedeno.

TATO (“:AST JE ZAMERNE
PONECHANA PRAZDNA

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:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY Vseobecna fakultni nemocnice v Praze: / NA
DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Vseobecné

fakultni nemocnice v Praze:

By/ Jméno:

Title/ Funkce:

e————
I

Czech Republic _Clinical Trial Agreement INST & INV - based on IQVIA Global template — 1 May 2019
Site: Vseobecna fakultni nemocnice; PI:

Alkermes ALKS 2680-201
Final/Redacted_19122024

CONFIDENTIAL
Page 42 of 70



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

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na dikaz souhlasu
pripojuje sviij podpis ZkouSejici:

Name/ Jméno: I

Signature/ Podpis:

Date/ Datum:

Signed by IQVIA RDS Czech Republic, s.r.o., under a Delegation Letter dated 25th April 2024,
in the name of Alekrmes, Inc./ Podepsano IQVIA RDS Czech Republic, s.r.o., na zakladé
Delegaéniho dopisu vystavené dne 25. dubna 2024, jménem Alkermes, Inc.

Name/ Jméno:

Signature/ Podpis:

Date/ Datum:

Attachments: Prilohy:

Attachment A - Budget and payment schedule Ptiloha A — Rozpocet a platebni piehled
Attachment B - Power of attorney/delegation ~ Ptiloha B — PIna moc/delegacni dopis pro

letter of IQVIA IQVIA
Attachment C — Standard Contractual Clauses Pfiloha C — Standardni smluvni dolozky —
— Module 4 Modul 4
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ATTACHMENT A PRIiLOHA A
BUDGET & PAYMENT SCHEDULE ROZPOCET A ROZPIS PLATEB

Czech Republic _Clinical Trial Agreement INST & INV - based on IQVIA Global template — 1 May 2019

Site: Vseobecna fakultni nemocnice; PI: d

Alkermes ALKS 2680-201

Final/Redacted_19122024 CONFIDENTIAL

Page 44 of 70




Czech Republic _Clinical Trial Agreement INST & INV - based on IQVIA Global template — 1 May 2019

Site: Vseobecna fakultni nemocnice; PI: d

Alkermes ALKS 2680-201

Final/Redacted_19122024 CONFIDENTIAL

Page 45 of 70




Attachment C — Standard Contractual Clauses
— Module 4

STANDARD CONTRACTUAL CLAUSES
SECTION I
Clause 1
Purpose and scope

(@) The purpose of these standard contractual
clauses is to ensure compliance with the
requirements of 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 (General Data Protection
Regulation)1 for the transfer of personal data
to a third country.

(b) The Parties: (i) the natural or legal
person(s), public authority/ies, agency/ies or
other body/ies (hereinafter ‘“‘entity/ies”)
transferring the personal data, as listed in
Annex L.A. (hereinafter each “data exporter”),
and (ii) 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 [.A. (hereinafter each “data importer”)
have agreed to these standard contractual
clauses (hereinafter: “Clauses”).

(c) These Clauses apply with respect to the
transfer of personal data as specified in Annex
I.B.

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

Clause 2

Piiloha C — Standardni smluvni dolozky —
Modul 4

STANDARDNI SMLUVNi DOLOZKY
ODDIL I
Dolozka 1
Ugel a oblast piisobnosti

(a) Ugelem téchto standardnich smluvnich
dolozek je =zajistit dodrzovani pozadavki
uvedenych v Natizeni 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 (Obecné nafizeni o
ochrané¢ udaji; GDPR) (1), pokud jde o
pfedavani osobnich tdaju do tieti zemé.

(b) Strany: (i) fyzick4d nebo pravnicka osoba
(osoby), organ (organy) vetejné moci, agentura
(agentury) nebo jiny subjekt (jiné subjekty)
(dale jen ,subjekt, subjekty”) ptredavajici
osobni tdaje, jak je uvedeno v Ptiloze I.A (dale
jen ,,vyvozce udaja*), a (ii) subjekt (subjekty)
ve tfeti zemi pfijimajici osobni udaje od
vyvozce udaji  pfimo nebo nepifimo
prostiednictvim jiného subjektu, ktery je
rovnéz Stranou téchto Dolozek, jak je uvedeno
v piiloze I.A (déle jen ,,dovozce udaji*), se
dohodly na téchto standardnich smluvnich
dolozkach (dale jen: ,,Dolozky*).

(c) Tyto Dolozky se pouziji s ohledem na
predavani osobnich tdajt podle Ptilohy I.B.

(d) Dodatek k témto Dolozkam obsahujici
Ptilohy, na néZ se v téchto Dolozkach

odkazuje, tvoii nedilnou soucést téchto
Dolozek.

Dolozka 2
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Effect 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, provided they are
not modified, except to add or update
information in the Appendix. This does not
prevent the Parties from including the standard
contractual clauses laid down in these Clauses
in a wider contract and/or to add other clauses
or additional safeguards, provided that they do
not contradict, directly or indirectly, these
Clauses or prejudice the fundamental rights or
freedoms of data subjects.

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

Clause 3
Third-party beneficiaries

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

(i) Clause 1, Clause 2, Clause 3, Clause 6,
Clause 7;

(ii) Clause 8.1 (b) and Clause 8.3(b);

(iii) Clause 13;

(iv) Clause 15.1(c), (d) and (e);
(v) Clause 16(e);

(vi) Clause 18.

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

Clause 4
Interpretation
(@) Where these Clauses use terms that are

Uc¢inek a neménnost Dolozek

(a) Tyto Dolozky stanovi vhodné zaruky,
véetné¢ vymahatelnych prav subjektu udaji
a ucinné pravni ochrany, podle ¢l. 46 odst. 1
acl.46 odst.2 pism.c) Nafizeni (EU)
2016/679, pokud nebudou zménény, s
vyjimkou doplnéni nebo aktualizace informaci
v Dodatku. To smluvnim Stranam nebrani
Vtom, aby =zahrnuly standardni smluvni
dolozky stanovené v téchto Dolozkéch do S$irsi
smlouvy nebo pfidaly dal$i dolozky nebo
dodatecné zaruky, pokud nebudou piimo nebo
nepfimo v rozporu s témito Dolozkami nebo
nebudou dot¢ena zakladni prava nebo svobody
subjektt udaji.

(b) Témito Dolozkami nejsou dotéeny
povinnosti, které se vztahuji na vyvozce daji
na zakladé Naftizeni (EU) 2016/679.

Dolozka 3
Opravnéné treti strany

(a) Subjekty udajii se mohou jako opravnéné
tieti strany ve vztahu k vyvozci nebo dovozci
udajii dovolavat téchto DoloZek a vymahat je,
a to s nasledujicimi vyjimkami:

(i) Dolozka 1, Dolozka 2, Dolozka 3, Dolozka
6, Dolozka 7;

(i1) Dolozka 8.1 pism. b) a Dolozka 8.3 pism.
b);

(ii1) Dolozka 13;

(iv) Dolozka 15.1 pism. ¢), d) a e);
(v) Dolozka 16 pism. e);

(vi) Dolozka 18.

(b) Pismenem a) nejsou dotéena prava subjekti
udajt podle Natizeni (EU) 2016/679.

Dolozka 4
Interpretace

(a) Pokud tyto Dolozky pouzivaji pojmy, které

defined in Regulation (EU) 2016/679, those jsou vymezeny v Nafizeni (EU) 2016/679,
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terms shall have the same meaning as in that
Regulation.

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

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

Clause 5
Hierarchy

In the event of a contradiction between these
Clauses and the provisions of related
agreements between the Parties, 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 — Not used

SECTION Il — OBLIGATIONS OF THE
PARTIES

Clause 8
Data protection safeguards

The data exporter warrants that it has used
reasonable efforts to determine that the data
importer is able, through the implementation of
appropriate technical and organisational
measures, to satisfy its obligations under these
Clauses.

8.1 Instructions

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

(b) The data exporter shall immediately inform

maji tyto pojmy stejny vyznam jako v
uvedeném nafizeni.

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

(c) Tyto Dolozky nebudou vykladany zadnym
zpusobem, ktery by byl v rozporu s pravy a
povinnostmi stanovenymi v Nafizeni (EU)
2016/679.

Dolozka 5
Hierarchie

V piipadé rozporu mezi témito Dolozkami a
ustanovenimi  souvisejicich dohod mezi
Stranami, které existovaly v dobé¢ sjednani
téchto Dolozek, nebo které byly uzavieny az
po jejich sjednani, maji tyto Dolozky ptednost.

Dolozka 6
Popis predavani

Podrobnosti tykajici se pfeddvani, zejména
kategorie  osobnich udajii, které jsou
pfedavéany, a ucel nebo ucely, pro které jsou
pfedavany, jsou uvedeny v Ptiloze I.B.

Dolozka 7 — nepouziva se

ODDIL IT - POVINNOSTI STRAN

Dolozka 8
Zaruky ochrany osobnich udajt

Vyvozce udaji zaruCuje, ze vynalozil
pfimétené usili, aby urcil, zda je dovozce tdaji
schopen zavedenim vhodnych technickych a
organizacnich opatieni plnit své povinnosti
podle téchto Dolozek.

8.1 Pokyny

(a) Vyvozce tdajii zpracovava osobni udaje
pouze na zékladé¢ dolozenych pokyni od
dovozce udajii, ktery vystupuje jako jejich
spravce.

(b) Vyvozce udaji neprodlen¢ informuje
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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.

(c) 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.

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

8.2 Security of processing

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

(b) 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

dovozce udaju, jestlize neni schopen tyto
pokyny dodrzovat, vcetné piipadl, kdy tyto
pokyny porusuji Narizeni (EU) 2016/679 nebo
jiné pravni predpisy Unie nebo ¢lenského statu
v oblasti ochrany udaji.

(c) Dovozce udaji se zdrzi pfijimani
jakychkoli opatieni, ktera by vyvozci udaju
branila v plnéni jeho povinnosti podle Natizeni
(EU) 2016/679, a to i opatieni v kontextu
dil¢iho zpracovani nebo pokud jde o
spolupraci s ptisluSnymi dozorovymi trady.

(d) Po skonceni poskytovani zpracovatelskych
sluzeb vyvozce udaji v souladu s volbou
dovozce udaji vymaze vSechny osobni udaje
zpracovavané jménem dovozce udaji a potvrdi
dovozci udaji, ze tak ucinil, nebo dovozci
udajii vrati vSechny osobni tidaje zpracovavané
jeho jménem a vymaze vSechny existujici

kopie.
8.2 Zabezpeceni zpracovani

(a) Strany zavedou vhodna technickd a
organizacni opatfeni k zajiSténi zabezpeceni
udaji, a to 1 béhem jejich pfedavani, a zajisti

ochranu  pfed porusenim  zabezpeceni
vedoucim k jejich ndhodnému nebo
protipravnimu  zniCeni,  ztraté, zmeéné,

neopravnénému poskytnuti nebo zptistupnéni
(dale jen ,,poruseni zabezpecCeni osobnich
udaji*). Pfi posuzovani vhodné urovné
zabezpeceni Strany nalezit¢ zohledni aktualni
stav techniky, naklady na zavedeni, povahu
osobnich udajl, povahu, rozsah, kontext a tic¢el
nebo tucely jejich zpracovani a rizika pro
subjekty udaji spojena se zpracovanim udaju,
a zejména zvazi pouziti Sifrovani nebo
pseudonymizace, a to 1 béhem piedavani
udajl, pokud lze timto zplsobem splnit tcel
zpracovani.

(b) Vyvozce udaji pomahd dovozci udaji pti
zajistovani odpovidajiciho zabezpeceni udaji
v souladu s pismenem a). V pfipad¢ poruseni
zabezpeceni osobnich udaji tykajiciho se
osobnich udajli zpracovavanych vyvozcem
udajt podle téchto Dolozek vyvozce udaji bez
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notify the data importer without undue delay
after becoming aware of it and assist the data
importer in addressing the breach.

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

8.3 Documentation and compliance

(@) The Parties 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
[Not applicable]
Clause 10
Data subject rights

The Parties shall assist each other in
responding to enquiries and requests made by
data subjects under the local law applicable to
the data importer or, for data processing by the
data exporter in the EU, under Regulation (EU)
2016/679.

Clause 11
Redress

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

Clause 12
Liability
(@) Each Party shall be liable to the other

zbyte¢ného odkladu informuje dovozce udajt
poté, co se o takovém poruseni dozvi, a
pomiize dovozci udaji pii feSeni tohoto
poruseni.

(c) Vyvozce udaji =zajisti, aby se osoby
opravnéné zpracovavat osobni udaje zavazaly
k mlcenlivosti, nebo aby se na n¢ vztahovala
zakonna povinnost ml¢enlivosti.

8.3 Dokumentace a dodrzovani predpist

(a) Strany musi byt schopny prokazat
dodrzovani téchto Dolozek.

(b) Vyvozce tdaji poskytne dovozci udaji
veskeré informace potiebné k dolozeni toho, ze
byly splnény povinnosti stanovené v téchto
Dolozkach, umozni provedeni auditti a bude k
nim pfispivat.

Dolozka 9

[Neuplatiiuje se]
Dolozka 10
Prava subjektii osobnich udajt

Strany si vzajemn¢ pomahaji pfi odpovidani na
dotazy a zadosti subjektii udaji podle mistniho
prava pouzitelného na dovozce udaji nebo, v
ptfipad¢ zpracovani Udajli dovozcem udaji v
EU, podle Natizeni (EU) 2016/679.

Dolozka 11
Naprava

(a) Dovozce udaju transparentné a ve snadno
pfistupném formatu informuje subjekty tidajh
prostfednictvim individualniho oznameni nebo
na svych internetovych strankach o kontaktnim
misté opravnéném vytizovat stiznosti. Takové
misto neprodlené vyftidi jakékoli stiZnosti,
které od subjektu udaja ptijme.

Dolozka 12
Odpovédnost

(a) Kazda Strana je vi¢i druhé Strané (ostatnim
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Party/ies for any damages it causes the other
Party/ies by any breach of these Clauses.

(b) 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.

(c) 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 shall be jointly and
severally liable and the data subject is entitled
to bring an action in court against any of these
Parties.

(d) The Parties 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.

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

Clause 13
[Not applicable]

SECTION Il - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS
BY PUBLIC AUTHORITIES

Clause 14

Local laws and practices affecting compliance
with the Clauses

(@) The Parties 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

Stranam) odpovédna za jakoukoli Gjmu, kterou
druhé Strané (ostatnim Strandm) pfi poruseni
téchto Dolozek zpusobi.

(b) Kazda Strana je odpoveédna vici subjektu
udaji a subjekt udaji ma narok na nahradu
jakékoli hmotné nebo nehmotné ujmy, kterou
Strana zptisobi subjektu tidajii porusenim prav
nalezejicich opravnéné treti strané na zakladé
téchto  Dolozek. Tim neni  dotcena
odpovédnost vyvozce udaju podle Nafizeni
(EV) 2016/679.

(c) Pokud je za ujmu zpiisobenou subjektu
udaji v disledku poruseni téchto Dolozek
odpovédna vice nez jedna Strana, nesou
spole¢nou a nerozdilnou odpovédnost vSechny
odpovédné Strany a subjekt udaji je opravnén
proti kterékoli z téchto Stran podat Zalobu u
soudu.

(d) Smluvni strany se dohodly, Ze pokud je
jedna ze smluvnich Stran odpovédna podle
pismene c), je opravnéna pozadovat od druhé
smluvni Strany (ostatnich smluvnich Stran)
zpét cast ndhrady Ujmy odpovidajici jeji
(jejich) odpovédnosti za ijmu.

(e) Dovozce udaji se nemuze dovolavat
jednani zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

Dolozka 13
[Neuplatnuje se]

ODDIL 111 - MiSTNI PRAVNi
PREDPISY A POVINNOSTI V PRIPADE
PRISTUPU ORGANU VEREJNE MOCI

Dolozka 14

Mistni pravni pfedpisy a postupy majici
dopad na dodrZzovani Dolozek

Strany zarucuji, Ze nemaji diivod se domnivat,
ze pravni predpisy a postupy ve tieti zemi
urCeni, které se vztahuji na zpracovani
osobnich 1daji dovozcem tudajii, vcetné
jakychkoli  pozadavkli na  zpfistupnéni
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disclose personal data or measures authorising
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.

(b) The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following
elements:

(i) the specific circumstances of the transfer,
including the length of the processing chain,
the number of actors involved and the
transmission 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 transfer occurs; the storage
location of the data transferred;

(i) the laws and practices of the third country
of destination— including those requiring the
disclosure of data to public authorities or
authorising access by such authorities —
relevant in light of the specific circumstances
of the transfer, and the applicable limitations
and safeguards;

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

(c) 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

osobnich udaji nebo opatieni, kterymi se
povoluje pfistup orgdniim vefejné moci, brani
dovozci udaju pii plnéni jeho povinnosti podle
téchto  Dolozek. To je  zalozeno
na predpokladu, Ze pravni predpisy a postupy,
které respektuji podstatu zakladnich prav

asvobod  aneptekracuji to, co je
vV demokratické spole¢nosti nezbytné
apfimérené  k zajisténi  jednoho  zcili
uvedenych v ¢l. 23 odst. 1 Nafizeni (EU)
2016/679, nejsou v rozporu S témito
Dolozkami.

(b) Smluvni Strany prohlasuji, Zze pfi

poskytovani zaruky uvedené v pismenu a)
nalezit¢ zohlednily zejména nasledujici prvky:

(i) konkrétni okolnosti pfedani udaja, véetné
délky  zpracovatelského  fetézce, poctu
zapojenych subjektli a pouzitych kanali pro
pfenos udaji, zamyslené dals§i predani, druh
ptijemce, ucely zpracovani, kategorie a format
pfedavanych osobnich 1udaji, hospodaiské
odvétvi, vnémz se predavani uskuteciiuje,
misto, kde se pfedané udaje uchovavaji;

(if) pravni ptedpisy a postupy tieti zemé
urCeni — vcetn€ téch, které vyzaduji
zptistupnéni idaji organtim vetrejné moci nebo
povoluji pfistup téchto organli — relevantni
s ohledem nakonkrétni okolnosti ptedani,
jakoz 1pouZitelnd omezeni a bezpecnostni
zaruky;

(ii1) veskeré ptislusné smluvni, technické nebo
organiza¢ni bezpecnostni zaruky zavedené za
ucelem doplnéni bezpecnostnich zaruk podle
téchto Dolozek, véetné opatieni
uplatiovanych béhem piedani a zpracovani
osobnich tdaji v zemi urcéeni.

(c) Dovozce Udaju zarucuje, Ze pii posuzovani
podle pismene b) vynalozil maximalni Usili,
aby poskytl vyvozci udaji relevantni
informace, a souhlasi s tim, Ze bude pfi
zajiStovani dodrzovani téchto Dolozek s
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Clauses.

(d) The Parties agree to document the
assessment under paragraph (b) and make it
available to the competent supervisory
authority on request.

(e) 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).

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

Clause 15
Obligations of the data importer in case of

vyvozcem udajl 1 nadale spolupracovat.

(d) Strany souhlasi, ze posouzeni podle
pismene b) zdokumentuji a na pozadani
zptistupni ptislusnému dozorovému tiadu.

(¢) Dovozce udaji souhlasi s tim, ze
neprodlen¢ uvédomi vyvozce udajt, pokud ma
po vyjadieni souhlasu s t€émito ustanovenimi a
po dobu trvani smlouvy divod se domnivat, ze
se na n¢j vztahuji nebo se zacaly vztahovat
pravni piedpisy ¢i postupy, které nejsou Vv
souladu s pozadavky podle pismene a), a to i
po zméné v pravnich predpisech tieti zemé
nebo opatieni (jako je napiiklad Zadost o
poskytnuti 1daji), jez svéd¢i o tom, ze
uplatiiovani téchto pravnich ptedpisiti v praxi
neni v souladu s pozadavky uvedenymi v
pismeni a).

(f) Po oznameni podle pismene e), nebo pokud
ma vyvozce udaji jiny divod se domnivat, ze
dovozce 0dajt jiz nemiiZe plnit své povinnosti
na zékladé téchto Dolozek, vyvozce udaji
neprodlen¢ ur¢i vhodnd opatieni (napf.
technicka nebo organizac¢ni opatieni k zajisténi
bezpecnosti a divérnosti), kterd mé piijmout
vyvozce Udajii nebo dovozce udajii k feSeni
situace. Vyvozce Udaji pozastavi piedavani
udajti, pokud se domniva, Ze pro toto predavani
nemohou byt =zajiStény Zadné vhodné
bezpecnostni zaruky, nebo pokud mu da pokyn
pfislusny dozorovy ufad. V tomto piipad¢ je
vyvozce udaji opravnén vypoveédét smlouvu,
pokud jde 0 zpracovani osobnich tdaji podle
téchto Dolozek. Jestlize smlouva zahrnuje vice
nez dv€ smluvni Strany, mize vyvozce udajil
toto pravo na vypovézeni uplatnit pouze
ve vztahu K pfislusné Strané, pokud se Strany
nedohodly jinak. Jestlize je smlouva
vypovézena podle této Dolozky, pouZije se
Dolozka 16 pismeno d) a €).

Dolozka 15

Povinnosti dovozce udaji v piipadé ptistupu
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access by public authorities
15.1 Notification

(@) 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

(i)  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 Dbest efforts in order to be able to
demonstrate them on request of the data
exporter.

(c) 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.).

(d) The data importer agrees to preserve the

organu vefejné moci
15.1 Ozndmeni

(@) Dovozce udaji souhlasi s tim, ze
neprodlené uvédomi vyvozce udaju, a je-li to
mozné, subjekt udaji (v piipadé potieby s
pomoci vyvozce udajit), pokud:

(i) na zakladé pravnich pfedpist zemé urceni
obdrzi pravné zavaznou zadost od organu
vefejné moci, vcetné soudnich organt,
0 zptistupnéni osobnich udaji ptfedanych
podle téchto Dolozek; takové ozndmeni
obsahuje informace o pozadovanych osobnich
udajich, dozadujicim organu, pravnim zaklad
zadosti a poskytnuté odpovédi;

(i)  dozvi se o jakémkoli pfimém piistupu
organli vefejné moci k osobnim udajim
predavanym podle téchto dolozek v souladu
S pravnimi piedpisy zemé urceni; takové
oznameni  obsahuje  vSechny informace
dostupné dovozci.

(b) Pokud je podle pravnich piedpisi zemée
uréeni dovozci udajii zak4dzano informovat
vyvozce udaji nebo subjekt udaji, souhlasi
dovozce udaji s tim, Zze za ucelem co
nejrychlejsiho sdéleni co nejvétSiho 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.

(c) Je-li to povoleno pravnimi piedpisy zemé
urCeni, dovozce Uudajii souhlasi, Ze bude
poskytovat vyvozci udajli v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantné;jsi informace o pfijatych
zadostech (zejmeéna informace o poctu Zadosti,
drunu pozadovanych udaji, dozadujicim
organu nebo organech, zda byly tyto zadosti
napadeny a vysledek takového napadeni atd.).

(d) Dovozce udajii souhlasi s tim, ze po dobu
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information pursuant to paragraphs (a) to (c)
for the duration of the contract and make it
available to the competent supervisory
authority on request.

(e) 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 minimisation

(@) 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 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).

(b) 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.

(c) The data importer agrees to provide the
minimum amount of information permissible
when responding to a request for disclosure,

trvani smlouvy bude informace podle pismen
a) aZ ¢) uchovavat a na vyzadani je poskytne
prislusnému dozorovému uradu.

(e) Pismeny a) az c¢) neni dotena povinnost
dovozce udaji podle Dolozky 14 pism. e) a
Dolozky 16 neprodlen¢ informovat vyvozce
udaji, pokud neni schopen tyto Dolozky
dodrzovat.

15.2 Prezkum zdkonnosti a minimalizace
udaju

(a) Dovozce udaji souhlasi s tim, ze
pirezkouma zakonnost zadosti o poskytnuti
udajii, zejména zda nepiekrodila meze
pravomoci udélenych dozadujicimu organu
vetejné moci, a ze zaddost napadne, pokud po
peclivém posouzeni dojde k zavéru, Ze existuji
opodstatnéné divody se domnivat, ze zadost je
podle pravnich ptedpisii zemé& urceni, platnych
zavazkl podle mezindrodniho prava a zasad
mezinarodni soucinnosti protipravni. Dovozce
udaji za stejnych podminek vyuzije moznosti
odvoléani. Pfi napadeni zadosti dovozce tdaji
pfijme predbéznd opatieni s cilem pozastavit
ucinky zéadosti, dokud pfislusny soudni organ
nerozhodne 0 jeji opodstatnénosti.
Nezpftistupni poZadované osobni udaje, dokud
mu takova povinnost nebude stanovena
na zéklad¢ platnych procesnich pravidel.
Témito pozadavky nejsou dotéeny povinnosti
dovozce tdajti podle Dolozky 14 pism. e).

(b) Dovozce udajt souhlasi, Zze zdokumentuje
své pravni posouzeni 1 jakékoli napadeni
zadosti o poskytnuti udaji a v rozsahu
povoleném pravnimi piedpisy zemé urceni
zptistupni  dokumentaci vyvozci  udaji.
Na pozadani ji rovnéZ zpfistupni pfisluSnému
dozorovému ufadu.

(c) Dovozce udaji souhlasi s poskytnutim
minimalniho pfipustného mnozstvi informaci
pii odpovédi na Zadost o zpfistupnéni, a to na
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based on a reasonable interpretation of the
request.

SECTION IV - FINAL PROVISIONS

Clause 16

Non-compliance with the Clauses and
termination

(a) The data importer shall promptly inform the
data exporter if it is unable to comply with
these Clauses, for whatever reason.

(b) 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).

(c) The data exporter shall be entitled to
terminate the contract, insofar as it concerns
the processing of personal data under these
Clauses, where:

() 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;

(if) 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, the data
exporter may exercise this right to termination
only with respect to the relevant Party, unless
the Parties have agreed otherwise.

(d) Personal data collected by the data exporter
in the EU that has been transferred prior to the

zaklad¢ pirimefeného vykladu zadosti.

ODDIL IV - ZAVER}E&NA
USTANOVENI

Dolozka 16

Nedodrzeni ustanoveni Dolozek a vypovézeni

(a) Dovozce udaji neprodlené informuje
vyvozce udajii, pokud neni z jakéhokoli
davodu schopen tyto Dolozky dodrzet.

(b) Pokud dovozce tdaji porusi tyto Dolozky
nebo neni schopen tyto Dolozky dodrzet,
vyvozce Udajii pozastavi pfedavani osobnich
udajii dovozci udajti, dokud neni dodrzovani
opét zajisténo nebo smlouva vypovézena. Tim
neni dotceno ustanoveni Dolozky 14, pism. f).

(¢) Vyvozce udajii je opravnén vypovedét
smlouvu v rozsahu, v némz se jedna o
zpracovani osobnich udaji podle téchto
Dolozek, pokud:

(i) vyvozce udaju pozastavil piedavani
osobnich udajti dovozci udaji podle pism. b)
a dodrzovani téchto Dolozek neni v piiméiené
lhité, v kazdém piipadé do jednoho mésice
od pozastaveni obnoveno;

(if) dovozce udaji tyto Dolozky podstatné
nebo trvale porusuje;

(iii) dovozce udaji nedodrzi zévazné
rozhodnuti  pfisluSného  soudu  nebo
dozorového ufadu tykajictho se jeho

povinnosti podle téchto Dolozek. V takovych
pfipadech o nedodrZeni informuje pfislusny
dozorovy tfad. Pokud smlouva zahrnuje vice
nez dvé smluvni Strany, mize vyvozce udaji
toto pravo navypovézeni uplatnit pouze
ve vztahu Kk ptislusné Stran€, pokud se Strany
nedohodly jinak.

(d) Osobni udaje shromazdéné vyvozcem
udaji v EU, které byly pifedany pied
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termination of the contract pursuant to
paragraph (c) shall immediately be deleted in
its entirety, including any copies or backups
thereof. The data importer shall certify the
deletion of the data to the data exporter. Until
the data is deleted or returned, the data
importer shall continue to ensure compliance
with these Clauses. In case of local laws
applicable to the data importer that prohibit the
return or deletion of the transferred personal
data, the data importer warrants that it will
continue to ensure compliance with these
Clauses and will only process the data to the
extent and for as long as required under that
local law.

(e) Either Party may revoke its agreement to be
bound by these Clauses where:

(i) the European Commission adopts a
decision pursuant to Article 45(3) of
Regulation (EU) 2016/679 that covers the
transfer of personal data to which these
Clauses apply; or

(ii) Regulation (EU) 2016/679 becomes part of
the legal framework of the country to which
the personal data is transferred. This is without
prejudice to other obligations applying to the
processing in question under Regulation (EU)
2016/679.

Clause 17
Governing law

These Clauses shall be governed by the law of
a country allowing for third-party beneficiary
rights. The Parties agree that this shall be the
law of the Czech Republic.

Clause 18
Choice of forum and jurisdiction

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

vypovézenim smlouvy podle pismene ¢), musi
byt neprodlené¢ vymazany v celém rozsahu
vcetné vSech piipadnych kopii nebo zéloh.
Dovozce udaji potvrdi vyvozci Gdaji, ze byly
udaje vymazany. Dokud nejsou udaje
vymazéany nebo vraceny, dovozce udajlii nadale
zajisStuje  soulad  stémito  Dolozkami.
V ptipadé, ze se na dovozce udaji vztahuji
mistni pravni predpisy, které mu zakazuji
pfedané osobni udaje vratit nebo vymazat,
dovozce udaji zarucCuje, ze bude inadale
zajistovat dodrzovani téchto Dolozek a bude
udaje zpracovavat pouze V takovém rozsahu
atak dlouho, jak to uvedené mistni pravo
vyzaduje.

(e) Kterakoli Strana miize odvolat sviij souhlas
byt vdzana témito Dolozkami, pokud:

(i) Evropska komise pfijme rozhodnuti podle
¢l. 45 odst. 3 Natizeni (EU) 2016/679, které se
tykd predavani osobnich udaji, na néz se
vztahuji tyto Dolozky;

(if) Naftizeni (EU) 2016/679 se stava soucasti
pravniho ramce zemé, do které jsou osobni
udaje predavany. Tim nejsou dotceny dalsi
povinnosti, které se na dané zpracovani
vztahuji podle Natizeni (EU) 2016/679.

Dolozka 17
Rozhodné pravo

Tyto Dolozky se fidi pravem zemé, ktera
umoziuje respektovat prava opravnénych
tretich stran. Strany se dohodly, Ze timto
pravem bude pravo Ceské republiky.
Dolozka 18
Volba soudu a soudni piislusnost

Veskeré spory vyplyvajici z téchto Dolozek
budou feseny soudy v Ceské republice.
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APPENDIX
EXPLANATORY NOTE:

It must be possible to clearly distinguish the
information applicable to each transfer or
category of transfers and, in this regard, to
determine the respective role(s) of the Parties as
data exporter(s) and/or data importer(s). This
does not necessarily require completing and
signing separate appendices for each
transfer/category of transfers and/or contractual
relationship, where this transparency can
achieved through one appendix. However,
where necessary to ensure sufficient clarity,
separate appendices should be used.

ANNEX |
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]

1. Name: VSeobecnd fakultni nemocnice v
Praze

Address: U Nemocnice 499/2
128 08 Praha 2, Czech Republic
osition and contact

Contact person’s name,

details:

Activities relevant to the data transferred under
these Clauses:

Processing of Personal Data in connection with
the conduct of the clinical study sponsored by
Alkermes, Inc., the Data Importer, including but
not limited to, processing for the purpose of:

PRILOHA
VYSVETLIVKY:

Musi byt mozné jasné rozlisit informace,
které se vztahuji na kazdé pteddni nebo
kazdou kategorii pfedani, a v tomto ohledu
urcit prislusnou ulohu (ptislusné ulohy) Stran
v postaveni vyvozce (vyvozcil) udaji nebo
dovozce (dovozci) udaji. To nemusi nutné
vyzadovat vyplnéni a podepsani
samostatnych dodatkd pro kazdé predani
(kategorii pfedani) nebo smluvni vztah, pokud
lze  této  transparentnosti  dosdhnout
prostiednictvim jednoho dodatku. Jestlize je
to vSak nutné k zajisténi dostatecné
srozumitelnosti, mély by se pouZzit samostatné

dodatky.
PRILOHA I
A. SEZNAM SMLUVNICH STRAN

Vyvozce (vyvozci) udaji: [Totoznost a
kontaktni udaje vyvozce (vyvozci) udajii a v
ptislusném ptipad€ jeho (jejich) povétence
pro ochranu osobnich daji nebo zéstupce v
Evropské unii]

1. Nézev: VSeobecna fakultni nemocnice
Vv Praze

Adresa: U Nemocnice 499/2
128 08 Praha 2, Ceska republika

Jméno kontaktni osoby, pozice a kontaktni
udaje:

Cinnosti relevantni pro predavani udajii na
zakladé téchto Dolozek:

Zpracovani osobnich Udaji v souvislosti s
provadénim klinické studie (klinického
hodnoceni) zadané spolecnosti Alkermes,
Inc., jako dovozcem 1idajli, mimo jiné vcetné
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- determining the involvement of the
data subjects in the clinical study
including but not limited to
inclusion/exclusion criteria;

- assessing the data  subjects’
participation in the clinical study;

- carrying out any post-study
activities;

- complying with applicable law and
regulatory requirements

- providing assistance, processing
payments and/or supervising the
performance of the clinical study
agreement or study related
agreements;

- carrying out professional
performance evaluation.

The processing includes, in particular: (i)
processing of personal data of study team
members, including principal investigators,
sub-investigators and research staff; (ii) the
collection and processing of pseudonymized
personal data from clinical trial subjects for the
purposes of capturing the data subject’s
experience, monitoring of the data subject and
for analysis ; (iii) processing of the study
findings; and (iv) transferring personal data to
the data importer in pseudonymized form as
well as reporting adverse events to the data
importer and the competent authorities.

The Data Exporter and Data Importer
acknowledge and agree that during the conduct

zpracovani udaju za ucelem:

- urcCeni zapojeni subjekt udaji do
klinické studie (klinického
hodnoceni), vcetné, ale nikoli
vyhradné, kritérii pro zarazeni a

vyfazeni;

- posouzeni ucasti subjektii udaji v
klinické studii (klinickém
hodnoceni);

- provadéni veskerych naslednych
¢innosti po ukonceni studie
(klinického hodnoceni);

- dodrZzeni  platnych  pravnich
ptredpist a pozadavkl kontrolnich
uradu;

- poskytovani pomoci, zpracovani
plateb nebo dohled nad plnénim
smlouvy o  klinické¢  studii
(klinickém  hodnoceni)  nebo
smluv souvisejicich se studii
(klinickym hodnocenim);

- provadéni hodnoceni odborného
vykonu.

Zpracovani zahrnuje zejména: 1) zpracovani
osobnich udajii o c¢lenech tymu klinické
studie, vcetn¢ hlavnich feSiteld, dil¢ich
fesiteld a vyzkumnych pracovnikl; 1ii)
shromaZzd’ovani a zpracovani
pseudonymizovanych osobnich udajt
subjektii klinického hodnoceni pro ucely
zachyceni  zkuSenosti  subjektu  udajt,
sledovani subjektu tdaji a pro ucely rozboru;
iii) zpracovani vysledkt studie (klinického
hodnoceni); iv) ptfedavani osobnich udaji
dovozci tdajti v pseudonymizované podob¢ a
rovnéz hlaseni nezadoucich udalosti dovozci
udajt a ptisluSnym organtim.

Vyvozce udaji a dovozce udajii berou na
védomi, ze behem provadeni klinické studie
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of the clinical study, the Data Importer receives
only pseudonymized data related to the
participating clinical trial subjects. The Data
Exporter may, in limited cases where required
strictly for the health and safety of the clinical
trial participant, share identifiable information
related to subject safety during conduct of the
clinical study.

(klinického hodnoceni) ziskdva dovozce
udajii pouze pseudonymizovand data tykajici
se  zucastnénych  subjekti  klinického
hodnoceni, a souhlasi s tim. Vyvozce udajii
muze v omezenych pripadech, kdy to
vyzaduje striktn¢ zdravi a bezpecnost
ucCastnika  klinického hodnoceni, sdilet
identifikovatelné informace tykajici se
bezpecnosti  subjektu béhem provadéni
klinické studie (klinického hodnoceni).

Signed by Vseobecna fakultni nemocnice v Praze: / Podpis opravnéného zastupce Vseobecné

fakultni nemocnice v Praze:
By/ Jméno:
Title/ Funkce:

I
Signature/ Podpis:

Date/ Datum:

Role (controller/processor): Processor of Trial
related personal data

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

1. Name: Alkermes Inc.

Address: 900 Winter Street, Waltham, MA
02451, USA

Contact person’s name, position and contact
details I

Activities relevant to the data transferredunder
these Clauses:

/ I

Role (spravce/zpracovatel):  Zpracovatel
osobnich tdaju souvisejicich se studii

Dovozce nebo dovozci udaji: [Totoznost a
kontaktni idaje dovozce (dovozcil) udaj,
vcetné kontaktni osoby, ktera je odpovédna za
ochranu osobnich udaji]

1. Nazev: Alkermes Inc.

Adresa: 900 Winter Street, Waltham, MA
02451, USA

Jméno, funkce a kontaktni 0daje kontaktni
osoby: —

Cinnosti relevantni pro predavani udaji na
zakladé téchto Dolozek:
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Controlling the processing of personal data in
connection with the conduct of the clinical
study sponsored by Alkermes, Inc., the data
importer, including but not limited to,
processing for the purpose of:

- determining the involvement of the
data subjects in the clinical study

including but not limited to
inclusion/exclusion criteria;

- assessing the data subjects’
participation in the clinical study;

- carrying out any post-study
activities;

- complying with applicable law and
regulatory requirements

- providing assistance, processing
payments and/or supervising the
performance of the clinical study

agreement or study related
agreements;
- carrying out professional

performance evaluation.

This includes, in particular controlling: (i) the
processing of personal data of study team
members, including principal investigators,
sub-investigators and research staff; (ii) the
collection and processing of pseudonymized
personal data from clinical trial subjects for the
purposes of capturing the data subject’s
experience, monitoring of the data subject and
for analysis ; (iii) processing of the study
findings; and (iv) transferring personal data to
the data importer in pseudonymized form as
well as reporting adverse events to the data
importer and the competent authorities.

Kontrola zpracovani osobnich udaji v
souvislosti s provadénim klinického
hodnoceni sponzorované spolecnosti
Alkermes, Inc., dovozcem udajti, mimo jiné
vcetné zpracovani za ucelem:

- urceni zapojeni subjekt udaji do
klinické studie, mimo jiné vcéetné
kritérii pro zatazeni/vylouceni;

- vyhodnoceni dat v souvislosti s
ucasti subjektt v klinickém
hodnoceni;

- provadéni veskerych aktivit po
klinickém hodnoceni;

- dodrZovani platnych zédkont a
regulacnich pozadavki

- poskytovéani pomoci, zpracovani
plateb a/nebo dohled nad pInénim
smlouvy o klinické studii nebo
smluv souvisejicich se studii;

- provadéni hodnoceni odborného
vykonu.

Jedna se zejména o kontrolu: (i) zpracovani
osobnich udajt ¢lent studijniho tymu, véetné
hlavnich zkousejicich, spoluzkousejicich a
vyzkumnych pracovnik; (ii) shromazd’ovani
a zpracovani pseudonymizovanych osobnich
udajii od subjekti klinického hodnoceni pro
ucely zaznamenani 0daji ze zkuSenosti
subjektu, sledovani subjektu tidaji a pro tcely
analyzy; (ii1) zpracovani vysledkd studie; a
(iv) pfedavani osobnich udaji dovozci udajt
v pseudonymizované podobé¢, jakoz 1 hlaSeni
nezddoucich u¢inkGi  dovozci udaji a
pfisluSnym orgéntim.

Signed by IQVIA RDS Czech Republic, s.r.o., for and on behalf of the Alkermes / Za spole¢nost
Alkermes podepsal(a) IQVIA RDS Czech Republic, s.r.o.,

By / Jméno: Ing. Eva Falbrova

Title / Funkce: Managing Director / Jednatelka

Signature / Podpis:
Date / Datum:
Role (controller/processor): Controller

Role (spravce/zpracovatel): Spravce
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B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal
data is transferred

e Study team members, including
principal investigators, sub-
investigators and research staff
involved in the clinical trial

e Clincial trial subjects (to the extent
pseudonymized data could be deemed
personal data).

Categories of personal data transferred

e Study team members: Name, business
contact details, CV details, role
performed in the Study, details to
enable payment for services provided
and related reporting to national tax
authorities,

e Clinical Trial Subjects: no identifiable
data is transferred by the data exporter
to the data importer. Pseudonymized
data is provided to the Data Importer as
required by protocol for Study.

Sensitive data transferred (if applicable) and
applied restrictions or safeguards that fully take
into consideration the nature of the data and the
risks involved, such as for instance strict
purpose  limitation, access  restrictions
(including access only for staff having followed

B. POPIS PREDAVANI

Kategorie subjekti udaji, jejichZ osobni
udaje se predavaji

e Clenové tymu klinické studie
(klinického hodnoceni), véetné
hlavnich zkousejicich, dil¢ich
zkousejicich a vyzkumnych
pracovniki zapojenych do klinického
hodnoceni

e Subjekty klinického hodnoceni (v
rozsahu, v jakém by
pseudonymizované udaje mohly byt
povaZovany za osobni udaje).

Kategorie predavanych osobnich udaji

e Clenové tymu klinické studie
(klinického hodnoceni): jméno,
profesni kontaktni tidaje, daje z
zivotopisu, role vykonavana ve studii,
udaje umoziujici platby za
poskytnuté sluzby a souvisejici
hlaSeni narodnim daflovym ufadim,

e Subjekty klinického hodnoceni:
vyvozce udaji neptenasi dovozci
udajli zadna identifikovatelné tidaje.
Pseudonymizované tidaje jsou
dovozci udajl poskytovany v souladu
s pozadavky protokolu studie
(klinického hodnocenti).

Citlivé udaje, které se predavaji (v
prislusnych piipadech), a uplatnénd omezeni
nebo zaruky, jez plné zohlediuji povahu
udajii a souvisejici rizika, napiiklad pfisné
ucelové omezeni, omezeni pfistupu (vetné
pfistupu pouze pro zameéstnance, ktefi
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specialised training), keeping a record of access
to the data, restrictions for onward transfers or
additional security measures.

Pseudonymized data. Clincial study subjects’
medical information is previously codified by
the Data Exporter in such a way that this
medical information cannot be attributed to a
specific participating subject without the use of
the code,with such code kept separately by the
Data Exporter only and subject to technical and
organisational measures applied by the Data
Exporter to ensure non-attribution to an
identified or identifiable patient.

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

Personal Data is uploaded by the Data Exporter
to the Study-specific EDC database which is
controlled by Alkermes, Inc. Personal data is
transferred for the duration of the Study ALKS
2680-201 and after the completion of the Study
for any post-Study activities.

Nature of the processing

Collecting, recording, monitoring, organizing,
storing, use, disclosure, combining, retrieval,
consultation, alteration, transmission, archiving
and/or deletion

Purpose(s) of the data transfer and further
processing

The transfer is made for the following purposes
of the clinical study including to:

absolvovali specializované Skoleni), vedeni
zaznamu o pristupu k udajim, omezeni pro
dalsi pfedavani nebo dodate¢na bezpecnostni
opattenti.

Pseudonymizované udaje. Zdravotni
informace o subjektech klinické studie nebo
klinického hodnoceni jsou vyvozcem udaji
predem =zaSifrovany tak, ze tyto Iékaiské
informace nelze pfifadit konkrétnimu
zuCastnénému subjektu bez pouziti kodu,
pricemz tento kod uchovéava pouze vyvozce
udaji a podléha technickym a organiza¢nim
opatfenim uplatiiovanym vyvozcem udaji k
zajiSténi, aby udaje nebylo mozné pfitadit
identifikovanému nebo identifikovatelnému
pacientovi.

Cetnost predavani (napf. zda jsou udaje
pfedavany jednorazoveé nebo pribeézng).

Osobni udaje jsou nahrany vyvozcem udaji
do databdze EDC specifické pro danou studii
nebo klinické hodnoceni, kterou spravuje
spolecnost Alkermes, Inc. Osobni udaje jsou
pfenaSeny po dobu trvani studie (klinického
hodnoceni) ALKS 2680-201 a po ukonceni
studie (klinického hodnoceni) pro ptfipadné
nasledné aktivity.

Povaha zpracovani

Shromazd’ovani, zaznam, sledovani,
organizovani, ukladani, pouzivani,
zptistupniovani, kombinovani, vyhledavani,
konzultace, pozméiovani, pfenos, archivace
nebo mazani

Ulel nebo ucely piedavani udaji a dalsi
zpracovani

Udaje se predavaji pro nésledujici udely
klinické studie (klinického hodnoceni),
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determining the involvement of the
data subjects in the clinical study
including but not limited to
inclusion/exclusion criteria;

assessing the data  subjects’
participation in the clinical study;

carrying out any
activities;

post-study

complying with applicable law and
regulatory requirements

providing assistance, processing
payments and/or supervising the
performance of the clinical study

agreement or study related
agreements;
carrying out professional

performance evaluation.

The data importer may further transfer Personal
Data to third parties in connection with the
purposes listed above.

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

The personal data will be retained for the
specified period set out in the informed consent

véetné:
- urcCeni zapojeni subjekt udaji do
klinické studie, vCetn€, ale nikoli
vyhradné, kritérii pro zatfazeni a
vyfazeni;

- posouzeni ucasti subjektt udaji v
klinické studii (klinickém
hodnoceni);

- provadéni veskerych naslednych
¢innosti po ukonceni studie
(klinického hodnoceni);

- dodrzeni  platnych  pravnich
predpist a pozadavki kontrolnich
uradu;

- poskytovani pomoci, zpracovani
plateb nebo dohled nad plnénim
smlouvy o  klinické  studii
(klinickém  hodnoceni)  nebo
smluv souvisejicich se studii;

- provadéni hodnoceni odborného
vykonu.

Dovozce udaji muze dale predavat osobni
udaje tretim strandm v souvislosti s Ucely
uvedenymi vyse.

Doba, po kterou budou osobni udaje
uchovavany, nebo, neni-li to moZné,
kritéria pouzita pro stanoveni této doby

Osobni udaje budou wuchovavany po
stanovenou dobu uvedenou ve formulafi

form and any additional period required under
applicable laws.

informovaného souhlasu nebo po delsi
obdobi, je-li to pozadovéano platnymi zékony.

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

[N/A N/A

Pokud jde o predavani (dil¢im)
zpracovatelim, rovnéz uved’te predmét,
povahu a trvani zpracovani
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ANNEX I PRILOHA II
Technical, Organizational and Security Technicka, organizacni a bezpe¢nostni
Measures opatieni

1. Organization of Information Security;
Information Security Policies and
Standards.

The data importer shall maintain a corporate
Information Security organization that is
responsible for managing its information
security program. The Information Security
organization shall be responsible for:

1. Organizace zabezpeceni informaci;
Zasady a standardy zabezpeceni
informaci.

Dovozce udajii musi udrzovat podnikovou
organizaci zabezpecCeni informaci, ktera je
odpovédna za fizeni jeho programu
zabezpeceni informaci. Organizace
zabezpeceni informaci je odpovédna za:

a. Performing periodic onsite security a. Provéadéni pravidelnych hodnoceni
risk assessments of (i) the data bezpecnostnich rizik na misté u (i)
importer’s information processing vybaveni, systémil a aplikaci pro
facilities, systems, and applications. zpracovani informaci dovozce udaja.

b. Advising the data importer’s b. Poradenstvi tymu vykonného vedeni
executive management team and its dovozce udaju a jeho predstavenstvu
Board of Directors about the data ohledné programu zabezpeceni
importer’s information security informaci dovozce 0daju,
program, potential risks, and potencialnich rizik a plant na jejich
mitigation plans. omezeni.

c. Promulgating and maintaining c.  Vyhlasovani a udrzovani
reasonable and appropriate ptiméfenych a vhodnych zasad,
information security policies, postupt a standardt v oblasti
procedures and standards that are zabezpeceni informaci, které jsou
designed to adequately provide for navrzené tak, aby pifiméfené
the confidentiality, integrity and zajistovaly divérnost, integritu a
availability of personal data dostupnost osobnich tdaji
processed by the data importer. Such zpracovavanych dovozcem tudaju.
policies, procedures and standards Tyto zasady, postupy a standardy
shall include, without limitation, zahrnuji, bez omezeni, i ty, které
those that are designed to protect jsou ur¢ené k ochrané osobnich
personal data processed from remote udaji zpracovavanych ze vzdalenych
locations, including employee mist, véetné zafizeni nebo mist
teleworking facilities or locations. uréenych pro praci zaméstnanci na

dalku.

d. Periodically reviewing and updating d. Pravidelné pfezkoumani a

the data importer’s information
security policies, procedures and
standards to address new and
emerging threats and changes to
legal requirements and industry
standards.

aktualizace zasad, postupti a
standardli zabezpeceni informaci
dovozce dat s cilem feSit nové a
vznikajici hrozby a zmény pravnich
pozadavkl a primyslovych
standardi.
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Providing management direction and
support for information security in
accordance with business
requirements and relevant laws and
regulations.

2. Personnel Security.

Poskytovani sméfovani vedeni a
podpory pro zabezpeceni informaci v
souladu s obchodnimi pozadavky a
prislusnymi zakony a predpisy.

2. Personalni zabezpeceni.

a. The data importer shall inform its a. Dovozce tdaju informuje své
employees and contractors about zameéstnance a dodavatele o jejich
their job or task responsibilities and pracovnich nebo ukolovych
take steps to assess the suitability of povinnostech a podnikne kroky k
personnel for the roles for which posouzeni zpusobilosti ¢lenti
they are considered to ensure such personalu pro role, pro které jsou
employees and/or contractors urceni, aby zajistil, Ze tito
provide a level of security and zaméstnanci nebo dodavatelé mohou
privacy appropriate to their access of zarucCit Groven zabezpeceni a
data and the scope of the services soukromi odpovidajici jejich
they are engaged to provide. ptistupu k tidajim a rozsahu sluzeb,

které poskytuji.

b. The data importer shall ensure any b. Dovozce udaju zajisti, aby vSichni
contractors shall be bound by dodavatelé byli vazani vhodnymi
appropriate contractual provisions smluvnimi ustanovenimi chranicimi
protecting the data importer’s informace dovozce udaju.
information.

c. The data importer shall take steps to c. Dovozce Gdaji podnikne kroky ke
educate and inform its employees, vzdélavani a informovani svych
contractors, and other third -party zaméstnanct, dodavatelt a jinych
users of its network, systems and tfetich stran uzivateli své sité,
applications about (i) information systému a aplikaci o (i) hrozbach a
security threats and concerns; (ii) the rizicich v oblasti zabezpeceni
requirements of the informaci; (ii) pozadavcich

d. information security program; and d. programu zabezpeceni informaci;
(iii) their responsibilities and (ii1) jejich odpovédnosti a zavazcich
obligations with respect to the v souvislosti se zpracovanim
processing of personal data. osobnich udaju.

e. The data importer shall equip its e. Dovozce tdaji vybavi své
employees with systems and zamgéstnance systémy a aplikacemi s
applications with appropriate tools vhodnymi nastroji a vybavenim,
and equipment that support the které podporuji implementaci
implementation of the organizational pozadavkl programu zabezpecéeni
security program requirements in the organizace pii jejich bézné praci.
course of their normal work.

f.  The data importer shall maintain .  Dovozce udaju dodrzuje postupy pro

procedures to terminate access to

ukonceni pfistupu k osobnim
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personal data when employees or
contractors exit the organization or
change roles to a role where access
to such data is no longer needed.

3. Asset management.
The data importer shall maintain reasonable
and appropriate controls that are designed to
protect organizational assets that process
personal data. In addition, the data importer
shall maintain an industry-standard data
classification system that is designed to
ensure that personal data, is appropriately
protected at all times.

4. Physical and environmental security.

The data importer shall take reasonable and
appropriate steps designed to prevent
unauthorized physical access and damage to
and interference with its premises, and the
loss, damage, theft or compromise of assets
and interruption to its activities related to the
processing of personal data. All locations at
which information systems house Personal
Data must have approved security systems in
place to control and restrict access to such
data.

5. Communications and operations
management.

The data exporter shall provide the data
importer with anonymized or pseudo-
anonymized data and human biological
samples. All data received by the data
importer shall be processed in accordance
with the technical, organizational and security
measures set out herein. Biological samples
shall be sent directly from the data exporter to
the data importer’s vendors for processing.
The data importer shall ensure that the
technical, organizational and security
measures implemented by such vendors shall
be no less than as set out in this document,
unless otherwise agreed with the data
exporter.

udajim, kdyz zaméstnanci nebo
dodavatelé opusti organizaci nebo
zmeéni role na roli, kde pfistup k
takovym udajtim jiz neni potieba.
3. Sprava technickych prostiedki.
Dovozce udajii bude udrzovat piimétrené a
vhodné kontroly, jez jsou uréené k ochrané
technickych prostredki organizace, na nichz
se zpracovavaji osobni udaje. Kromé toho
musi dovozce tdaji udrzovat standardni
systém klasifikace idaji, ktery je navrzen tak,
aby zajistil, ze osobni tidaje budou vzdy
nalezit¢ chranény.
4. Fyzické a environmentalni
zabezpeceni.
Dovozce udajii uini pfimétené a vhodné
kroky, aby zabranil neopravnénému
fyzickému pristupu, poskozeni a naruseni
svych prostor a ztraté, poSkozeni, odcizeni
nebo ohroZzeni technickych prostiedki a
pferuseni jejich ¢innosti souvisejicich se
zpracovanim osobnich udaji. VSechna mista,
kde informacni systémy uchovavaji osobni
udaje, musi mit schvalené zabezpecovaci
systémy pro kontrolu a omezeni pfistupu k
ulozenym tdajim.

5. Komunikace a Fizeni provozu.

Vyvozce udaji poskytne dovozci udajt
anonymizované nebo pseudoanonymizované
udaje a lidské biologické vzorky. Veskeré
udaje obdrzené dovozcem udaji budou
zpracovany v souladu s technickymi,
organiza¢nimi a bezpe¢nostnimi opatfenimi
stanovenymi v tomto dokumentu. Biologické
vzorky se zasilaji pfimo od vyvozce tidaji
laboratofim, kter¢ je pro dovozce udaji
zpracovavaji. Dovozce udajl zajisti, aby
technicka, organizacni a bezpecnostni
opatfeni pfijata takovymi laboratofemi nebyla
slabsi, nez je uvedeno v tomto dokumentu,
pokud se s vyvozcem udaji nedohodne jinak.

Czech Republic _Clinical Trial Agreement INST & INV - based on IQVIA Global template — 1 May 2019

Site: Vseobecna fakultni nemocnice; PI: d

Alkermes ALKS 2680-201
Final/Redacted_19122024

CONFIDENTIAL
Page 67 of 70



a. The data importer shall implement
processes designed to provide for the
correct and secure operation of
information processing facilities,
including by use of appropriate
firewall and encryption technologies;
and, as far as possible, the logging
and monitoring of all data
transmissions.

b. The data importer shall implement
and maintain appropriate levels of
information security and service
delivery designed to facilitate
compliance with its customer
agreements.

6. System Planning and Acceptance.
The data importer shall maintain processes
and procedures designed to minimize the risk
of systems failures and maintain appropriate
backup facilities as a control to support the
integrity and availability of information and
information processing facilities.

7. Network security management.

a. The data importer employs
reasonable and appropriate controls
to protect both the personal data in
its networks, and the supporting
network infrastructure.

b. The data importer shall maintain
protections (including anti-virus
software) against malicious and
mobile code.

8. Media handling.
The data importer shall maintain appropriate
processes and procedures designed to prevent
unauthorized disclosures, modifications,
removals or destruction of assets, and
interruptions to business activities. When
media are to be disposed of or reused,
procedures have been implemented to prevent
any subsequent retrieval of the information

a. Dovozce udaju zavede postupy
urcené k zajisténi spravného a
zabezpeceného provozu technickych
prosttedkll pro zpracovani informaci,
vcetn€ pouziti vhodnych firewalli a
Sifrovacich technologii; a pokud je to
mozné, protokolovani a
monitorovani vSech datovych
pfenosil.

b. Dovozce udaju zavede a udrzuje
odpovidajici urovné zabezpeceni
informaci a poskytovani sluzeb
navrzen¢ tak, aby usnadnily
dodrzovani dohod se zékazniky.

6. Projektovani a schvalovani systému.
Dovozce udajii musi udrzovat procesy a
postupy urcéené k minimalizaci rizika selhani
systému a udrzovat vhodnd zalozni zatizeni
na podporu integrity a dostupnosti informaci a
technickych prostfedki na zpracovani
informaci.

7. Sprava zabezpeceni sité.

a. Dovozce dat pouziva pfiméfené a
vhodné kontroly k ochran¢ osobnich
udaji ve svych sitich a podptrnou
sitovou infrastrukturu.

b. Dovozce tdaji bude udrZovat
ochranu (v¢etné antivirového
softwaru) proti Skodlivému a
mobilnimu kédu.

8. Manipulace s médii.
Dovozce udaji udrzuje vhodné procesy a
postupy, které maji zabranit
neopravnénému zvetejnéni udaji, jejich
upravam a odstranéni nebo zniceni
technickych prostiredkii pro zpracovani udaja
a preruSeni podnikatelské ¢innosti. Kdyz maji
byt média zlikvidovdna nebo znovu pouzita,
musi byt zavedeny postupy, které zabranuji
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stored on them before they are withdrawn
from the inventory.

9. Exchange of information.
The data importer shall implement processes
to protect the security of personal data
exchanged within its corporate group and
with third parties.

10. Access Controls.

a. The data importer shall maintain
appropriate access control
procedures to prevent unauthorized
access to, or theft or loss of Personal
Data from information systems,
including networks, applications, and
operating systems. Examples of
access control technologies include,
but are not limited to (i) the issuance
of unique logon credentials of all
systems (ii) automatic time-out of
user terminals if left idle (iii)
automatic suspension of access
credentials when several erroneous
passwords are entered; and (iv)
multifactor authentication for VPN
and other remote connections.

b. The data importer shall implement
access controls for networks,
systems, and applications basis on a
“least privileges” basis.

c. The data importer implements
procedures to limit the ability to
grant, modify or revoke user access
to an information system to a limited
set of authorized privileged users.

11. Information systems acquisition,
development and maintenance.
The data importer shall incorporate privacy
and information security as an integral part of
information systems acquisition development

jakémukoli naslednému ziskévani informaci,
jez na nich byly dfive ulozeny, nez budou
stazena z inventare.

9. Vyména informaci.
Dovozce tdajia zavede postupy na ochranu
zabezpeceni osobnich udajii vyménovanych v
ramci své podnikové skupiny a se tfetimi
stranami.

10. Kontrola pFistupu.

a.

Dovozce udaji bude udrzovat
vhodné postupy kontroly ptistupu,
aby zabranil neopravnénému
ptistupu k osobnim tdajim, kradezi
nebo ztraté osobnich tdajl z
informacnich systém, véetné siti,
aplikaci a operacnich systémd.
Ptiklady technologii fizeni ptistupu
zahrnuji mimo jiné (i) vydavani
jedine¢nych piihlasovacich udaji ke
vSem systémiim, (i1) automatické
odhlaSeni uzivatelskych terminali,
pokud jsou ne¢inné po delsi nez
urcenou dobu, (iii) automatické
pozastaveni ptistupovych udaji,
kdyz bylo zadéno nékolik chybnych
hesel, (iv) vicefaktorové ovérovani
pro VPN a dalsi vzdalena ptipojeni.
Dovozce udajii zavede kontroly
pfistupu k sitim, systémim a
aplikacim na zaklad¢ ,,nejmensich
opravnéni®.

Dovozce udaji zavadi postupy, které
omezuji moznost udélovat,
upravovat nebo rusit piistup
uzivateld k informaénimu systému
na omezeny soubor opravnénych
privilegovanych uzivateli.

11. PoFizovani, vyvoj a udrzba
informacnich systémau.
Dovozce tidaja zacleni ochranu soukromi a
zabezpeceni informaci jako nedilnou soucast
vyvoje, pofizovani a udrzby informacnich
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and maintenance, and shall develop
appropriate policies, processes and procedures
to prevent the erroneous processing of
personal data and the loss, unauthorized
modification or misuse of such data in
applications.

12. Cryptographic Controls.
The data importer shall implement suitable
measures to prevent personal data from being
read, copied, altered or deleted by
unauthorized parties during the transmission
thereof or during the transport of the data
media. Specifically, where it is feasible to do
so, the data importer shall protect the
confidentiality, authenticity or integrity of
personal data at rest and in transit by use of
cryptographic means.

13. Technical Vulnerability Management.
The data importer shall adopt and maintain
vulnerability management (including patch
management) processes and procedures to
reduce risks resulting from exploitation of
published technical vulnerabilities.

14. Data Incident Management.
The data importer shall maintain a consistent
and effective approach to the management of
security incidents and shall take timely
corrective action to address such incidents.

15. Business Continuity Management.
The data importer shall take appropriate
measures designed to counteract interruptions
to business activities and protect critical
business processes from the effects of major
failures of information systems or disasters
and to ensure their timely resumption.

16. Information Systems Audit
Considerations.
The data importer shall conduct or have
conducted periodic audits of systems and
processes involved in the processing of
personal data.

systémil a vypracuje vhodné zasady, procesy
a postupy, které zabrani chybnému
zpracovani osobnich udaji a ztrate,
neopravnéné uprave nebo zneuziti téchto
udajt v aplikacich.

12. Rizeni kryptografie.
Dovozce udajii ptijme vhodna opatieni, aby
zabranil ¢teni, kopirovani, pozménovani nebo
vymazavani osobnich udaji neopravnénymi
osobami béhem jejich pienosu nebo béhem
piepravy nosict dat. Konkrétn¢, pokud je to
mozné, musi dovozce udaju chranit
davérnost, pravost a integritu osobnich tdaju,
ulozenych i prendsenych, pomoci Sifrovacich
prostiedki.

13. Sprava technickych zranitelnosti.
Dovozce udajii musi pfijmout a udrzovat
procesy a postupy spravy zranitelnosti (véetné
spravy opravnych balic¢kll), aby snizil rizika
vyplyvajici ze zneuziti zvefejnénych
technickych zranitelnosti.

14. Sprava datovych incidentu.

Dovozce udajii zachovava konzistentni a
ucinny piistup k fizeni bezpecnostnich
incidentl a pfijme v€asna napravna opatieni k
feSeni téchto incidenti.

15. Rizeni kontinuity podnikani.

Dovozce udajii ptijme vhodné opatieni, aby
zabranil pierusenim obchodnich ¢innosti a
ochréanil kritické obchodni procesy pied
ucinky zavaznych selhani informacnich
systému nebo katastrof a zajistil jejich vcasné
obnoveni.

16. Audity informacnich systémi.

Dovozce udajii provadi nebo necha provadét
pravidelné audity systému a procesti
souvisejicich se zpracovanim osobnich udaja.
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