CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement”), which
shall become effective as of its publication in the
Register of Contracts (“Effective Date™), is by and
between:

Telavant, Inc. with its principal place of business at
151 W 42nd Street, Floor 15, New York, NY, USA
10036
(“Sponsor”),

Krajska zdravotni, a.s. - Masarykova nemocnice Usti
nad Labem, 0.z. with its principal place of business at
Socialni péée 3316/12A, 400 11 Usti nad Labem,
Czech Republic, Company ID: 25488627
(“Institution”),

and

(“Principal Investigator”)

each individually a “Party” and collectively “the
Parties.”

Whereas

A. Sponsor desires Institution and Principal
Investigator to conduct a medical research
study (the “Study”) of RVT-3101 (“Study
Drug”) under the Sponsor protocol entitled “4
Phase 2, Multicenter, Double-blind, Two-Arm
Study of Subcutaneous RVT-3101 for the
Treatment of Subjects with Moderate to Severe
Active Crohn’s Disease”, RVT-3101-201
(“Protocol”);

B. Sponsor has authorized Worldwide Clinical
Trials, d.o.0., Ulica Grada Vukovara 284,

10000 Zagreb, Croatia, Company
ID:50856965346and its affiliates
(“Worldwide”), pursuant to a written
agreement to coordinate and/or perform

certain activities on behalf of Sponsor,
including but not limited to, negotiation of
clinical trial agreements and monitoring of the
Study conduct.

Definitions

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (dale jen
»omlouva®), jez nabyva ucinnosti k datu zvetejnéni
Vv Registru smluv (déle jen ,,Datum u€innosti*),
mezi:

Telavant, Inc. s hlavnim sidlem na adrese 151 W
42nd Street, Floor 15, New York, NY, USA 10036
(dale jen ,,Zadavatel),

Krajska zdravotni, a.s. - Masarykova nemocnice Usti
nad Labem, 0.z. s hlavnim sidlem na adrese Socialni
péce 3316/12A, 400 11 Usti nad Labem, Ceska
republika, ICO: 25488627
(déle jen ,,Zdravotnické zarizeni‘)

a

(dale jen ,,Hlavni zkouSejici*)

dale jednotlivé oznacovani jako ,,Strana“ a spolecné
Lotrany*.

Vzhledem k tomu, Ze

A. Zadavatel zadd  Zdravotnické
a Hlavniho  zkouSejicitho, aby
I¢kaiskou vyzkumnou studii (déle jen
»otudie®) pripravku RVT-3101 (dale jen
,Hodnoceny pFipravek®) v ramci protokolu
Zadavatele s nazvem “A Phase 2, Multicenter,
Double-blind, Two-Arm Study of
Subcutaneous RVT-3101 for the Treatment of
Subjects with Moderate to Severe Active
Crohn’s Disease”, RVT-3101-201 (dale jen
,Protokol*),

zatizeni
provedli

B. Zadavatel na zdklad¢ pisemné smlouvy
povétil Worldwide Clinical Trials, d.o.o.,
Ulica Grada Vukovara 284, 10000 Zagreb,
Chorvatsko, ICO: 50856965346,a jeji
ptidruzené spolecnosti (dale jen ,,spole¢nost
Worldwide*), aby jménem Zadavatele
koordinovaly a/nebo  podnikaly urcité
¢innosti, jako naptiklad vyjedndvani smluv
o klinickém  hodnoceni  a monitorovani
provadéni Studie.

Definice
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Applicable
Laws

Any applicable international or
local law, statute, rule, code,
regulation, or ordinance that
applies to any Party or to this
Study and Agreement, which
includes the Declaration of
Helsinki, the current Good
Clinical Practice Guidelines,
and laws and regulations
governing the collection and
processing of personal data as
are in effect from time to time.

Biological
Samples

Blood, fluid and/or tissue
samples collected from Study
Subjects as may be set forth in
the Protocol, and tangible
materials directly or indirectly
derived from such samples.

Platné pravni
predpisy

Jakékoli platné mezinarodni
nebo mistni pravni piredpisy,
stanovy, pravidla, kodexy,
nafizeni nebo vyhlasky, které
plati pro kteroukoli ze Stran
nebo pro tuto Studii a Smlouvu,
véetné Helsinské deklarace,
aktualni pokyny pro spravnou
Klinickou praxi azékony a
predpisy upravujici
shromazd’ovani  a zpracovani
osobnich  udaji v platném
znéni.

Budget

The total fees and costs for the
conduct of the Study at
Institution as described in
Exhibit C.

Biologickeé
vzorky

Vzorky krve, tekutin a/nebo
tkani odebrané  Subjektim
studie, jak je uvedeno Vv
protokolu, a hmotné materialy
pfimo nebo nepiimo ziskané z
téchto vzork.

Confidential
Information

Any and all non-public
scientific, technical, business,
regulatory, or financial
information in whatever form
(written, oral, electronic or
visual) that is delivered or
otherwise disclosed to
Institution, Principal
Investigator, or other Study
Staff, by or on behalf of
Sponsor including the Protocol
and the investigator’s brochure,
and information contained in or
comprised of Materials, any
Study Data and results, CRFs,
records, reports, terms of this

Agreement, or other
information  disclosed to
Institution, Principal

Investigator, or other Study
Staff by Sponsor or Worldwide
on behalf of the Sponsor or
generated as a result of this
Study.

Rozpocet

Celkové poplatky a naklady na
provedeni Studie v
Zdravotnickém zafizeni, jak je
popsano v Priloze C.

Duvérné
informace

Veskeré neverejné védecké,
technické, obchodni, regulaéni
nebo finan¢ni informace v
jakékoli formé (pisemné, Ustni,
elektronické nebo vizuaélni),
které jsou dodany nebo jinak

sdeleny Zdravotnickému
zatizeni, Hlavnimu
zkousejicimu  nebo  jinym
pracovnikiim studie

Zadavatelem nebo  jeho
jménem, vcetné Protokolu a
brozury zkousejiciho, a
informace obsazené v
materialech nebo z nich
sloZené, jakakoli Data ze studie
avysledky Studie, zaznamy
subjektu hodnoceni, zaznamy,
zZpravy, podminky této
Smlouvy nebo jiné informace,
ktere jsou Zdravotnickému
zafizeni ¢i Hlavnimu
zkouSejicimu nebo  jinému
persondlu studie zvefejnéné
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Zadavatelem nebo spolecnosti
Worldwide nebo vytvofené na
zaklad¢ této Studie.

ICF

for use in the Study as
conducted by Institution.

souhlasu neboli
ICF

A printed, optical, or electronic Z47nam Tistény, digitalni nebo
document designed to record . lektronicky dok t uréeny
I h | g SUbjektU cleKironiCcKy dokument urceny
Case Report all the Protocol required hodnoceni K zaznamenavani viech
Form (CRF) information to be reported to (CRF) informaci, které podle
the Sponsor on each Study Protokolu musi byt Zadavateli
Subject. sdéleny formou Zpravy
0 kazdém Subjektu studie.
Equipment Equipment needed for Zatizeni Zatizeni potfebné k provadéni
g‘irgormsa_rt‘ce Og the S_gu%y bat Studie ve Studijnim centru
Spli)nﬁor | Zs ar(!lefi?]re%w i?l th%al iy pc()jsl;ytnuté Zadavaktelemr,] Jik
je definovano v Pokynech ke
Protocol, Study Instructions to Jstudii (bud pﬁm(y) nebo
InSt'tu_t'on and  Principal prostfednictvim jeho zastupct
Investigator. nebo dodavatelt),
Zdravotnickému zafizeni
a Hlavnimu zkouSejicimu.
Informed The informed consent form(s) Formulaf Formulat(e) informovan¢ho
Consent Form or | that are approved by Sponsor informovaného | souhlasu, které jsou schvaleny

Zadavatelem pro pouziti ve
Studii provadéné
Zdravotnickym zafizenim.

Investigational
Product

The Study Drug identified
above and where relevant, the
control material(s) as further
detailed in the Protocol.

Hodnoceny
ptipravek

Hodnoceny piipravek nebo
Hodnoceny prostiedek
uvedeny vySe aV ptfipad¢
potieby kontrolni materialy, jak
je podrobnéji uvadi Protokol.

Essential
Documents

Study-related documents from
Institution or Principal
Investigator ~ that  enable
Sponsor to  perform its
regulatory obligations,
including, without limitation,
Protocol  signature  page,
financial ~ disclosure forms,
written approval of the EC, and
current curriculum vitae of
Principal  Investigator  and
Study Staff.

Zakladni
dokumenty

Dokumenty  Zdravotnického
zafizeni nebo Hlavniho
zkouSejictho  souvisejici  se
Studit, které umoznuji
Zadavateli plnit jeho regula¢ni
povinnosti, mimo jiné¢ vcetné
podpisové stranky Protokolu,
formuldit.  pro  zvefejnéni
finan¢nich informaci,
pisemného souhlasu EK a
aktualnich Zivotopisti Hlavniho
zkouSejictho a  pracovnikil
Studie.

Materials

All documentation,
information, equipment or
materials furnished by or on
behalf of Sponsor including
Study Drug (collectively,

Materialy

Veskera
informace,

dokumentace,
vybaveni  nebo
materialy poskytnuté
Zadavatelem nebo jeho
jménem, v€etné Hodnoceného
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together with all associated
intellectual property rights).

Services

The performance of the Study
by Institution and Principal
Investigator (with Study Staff)
according to the Protocol and
this Agreement.

piipravku (spolecné s
veskerymi souvisejicimi pravy
dusevniho vlastnictvi).

Source
Documents

Original Study Subject medical
records and any original
documents, data, and records
owned by the Institution and/or
Principal Investigator
(collected or prepared in
connection with the Study
(including for  example,
hospital records, clinical and
office charts, laboratory notes,
memoranda, Study Subjects'
diaries or evaluation checklists,
pharmacy dispensing records,
recorded data from automated
instruments, copies or
transcriptions certified after
verification as being accurate

copies, microfiches,
photographic negatives,
microfilm or

magnetic media, x-rays, Study
Subject files, and records kept
at the pharmacy, at the
laboratories, and at medico-
technical departments involved
in the Study).

Sluzby

Provadéni Studie
Zdravotnickym zafizenim
a Hlavnim  zkouSejicim (s
Personalem Studie) dle
Protokolu a této Smlouvy.

Study Data

Any data and information
generated by Institution and
Principal Investigator (with
Study Staff) as a result of
conducting the Study and such
data includes, without
limitation, CRFs and all data
reported on the CRF, any data
summaries and any interim
reports and any final report.
Study Data does not include
Source Documents.

Zdrojove
dokumenty

Pivodni Iékatfské zaznamy
Subjektu  studie  a veskeré
pavodni dokumenty, U(daje
a zaznamy vlastnéné
Zdravotnickym zatizenim
a/nebo Hlavnim zkousSejicim,
(shromézdéné nebo ptipravené
v souvislosti  se  Studii

(naptiklad nemocni¢ni
z4dznamy, nemocniéni
zaznamy, Klinické
a administrativni  diagramy,
poznamky z laboratofe,
memoranda, deniky  nebo

kontrolni seznamy Subjektl
studie, zaznamy o vydavani
I¢kii, zaznamenané udaje
Z automatizovanych nastroju,
ovéiené kopie nebo piepisy po
ovéfeni, Ze jsou vérnou kopii,
mikrofiSe, negativy fotografii,
mikrofilmy nebo

magnetickd média, rentgenové
snimky, slozky Subjektu studie
azdznamy vedené v lékarng,
Vv laboratofich ana Iékatsko-
technickych oddélenich, ktera
jsou zapojena do Studie).

Data ze studie

Veskeré¢ udaje ainformace
vytvorené Zdravotnickym
zatizenim a Hlavnim

zkousejicim (s Personalem
Studie) jako vysledek
provadéni Studie v souladu
s Protokolem atakové Udaje
mimo jiné zahrnuji CRF
a vSechny udaje, které
obsahuje,  souhrny  udaja
aveskeré pribézné zpravy
a zavéreéné zpravy. Data ze
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studie neobsahuji
dokumenty.

Zdrojové

Study
Instructions

Any written document, other
than the Protocol that is issued
by Sponsor or its designee
(including Worldwide) that
provides additional information
or instructions on the Study
conduct.

Pokyny ke studii

Jakykoli pisemny dokument
odlisSny od Protokolu, ktery
vydava Zadavatel nebo jim
poveéfené  osoby  (véetné
spolecnosti Worldwide), ktery
poskytuje dalsi informace nebo
pokyny, jak Studii provadét.

Study Site

The location under the control
of the Institution where the
Study as conducted by
Institution takes place.

Study Staff

Employees, contractors,
agents, or authorized
representatives of Institution
and/or Principal Investigator
that are involved in the
performance of the Study,
including any Site Management
Organizations appointed by
Institution  and  Principal
Investigator. In the case of
Institution, it includes
Institution  affiliates  and
Principal Investigator.

Study Subject

Any individual who has signed
the Informed Consent Form to
participate in the Study as
conducted by Institution.
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Performance of the Study

Institution and Principal Investigator shall, and
shall cause Study Staff to conduct the Study in
accordance with this Agreement, the Protocol,
all Study Instructions, Applicable Laws, namely
Act No. 378/2007 Coll., on Pharmaceuticals, as
amended and Decree No. 226/2008 Coll. on
good clinical practice and detailed conditions of
clinical trials on medicinal products, as
amended, and any professional standards
applicable to their professional industries as in
force at the time of performance of the Study
(e.9., International Conference on

Studijni centrum | Misto pod kontrolou
Zdravotnického zafizeni, kde
probiha  Studie provadeéna
Zdravotnickym zafizenim.

Persondl studie | Zamé&stnanci, dodavatelé,

zastupci nebo zplnomocnéni
zastupci Zdravotnického
zafizeni a/nebo  Hlavniho
zkousejiciho, kteti se podileji
na provadéni Studie, vcetné
veskerych  organizaci  Site
Management jmenovanych
Zdravotnickym zafizenim
a Hlavnim zkousejicim.
V piipadé Zdravotnického
zafizeni zahrnuje pobocky
Zdravotnického zafizeni
a Hlavniho zkouSejiciho.

Subjekt studie

Kazda osoba, kterd podepsala

formular informovaného
souhlasu s ucasti ve Studii
provadéné Zdravotnickym
zafizenim.

1.  Provadéni studie

1.1. Zdravotnické zafizeni a Hlavni zkouSejici

a ptriméji veskery Persondl studie, aby provadél
Studii v souladu s touto Smlouvou, Protokolem,
veskerymi Pokyny ke studii, Platnymi pravnimi
ptedpisy, jmenovité¢ zakonem ¢. 378/2007 Sb.
0 léCivech ve znéni pozdéjSich piedpist
a vyhlasky ¢. 226/2008 Sh. o spravné Klinické
praxi abliz§ich podminkach  klinického
hodnoceni 1é¢ivych pfipravklt ve znéni
pozdéjSich ptedpisii, a veSkerymi profesnimi
normami platnymi pro pftislusné profesni
odvétvi ve znéni platném v Case provadéni
Studie (napf. Mezinarodni konference pro
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1.2.

1.3.

1.4.

1.5.

Telavant, Inc.-RVT-3101-201-v1.0_24Apr2023-Worldwide-CR-Trprt-CTA-1.2-18Nov2022

Harmonization-Good Clinical Practice) or as
they may be amended or replaced at any time.

The Protocol is made part of this Agreement and
is incorporated by reference herein. Neither
Institution nor Principal Investigator will, nor
permit any Study Staff to, deviate from the
Protocol without the advance written consent of
Sponsor, unless in the good medical judgment
of Principal Investigator, a deviation is
necessary to protect the safety of a Study
Subject. If there is any conflict between the
terms contained in the Protocol and this
Agreement, the terms of the Protocol shall
govern and control with respect to clinical,
scientific, and medical matters and the terms of
the Agreement shall govern and control with
respect to all other matters, including by way of
example, legal, regulatory, and financial
matters.

To the extent that it is applicable for the Study
participation of the Institution and Principal
Investigator,  Institution and  Principal
Investigator represent and warrant that they
have obtained, and will maintain for the term of
the Agreement, any necessary licenses,
authorizations, or approvals required by
Applicable Laws for the performance of the
activities under this Agreement.

The Study shall commence at the Study Site
once all approvals required by Applicable Laws
are obtained (including but not limited to Ethics
Committee  (“EC”) and/or  Regulatory
Authorities (“RA”) approvals) and Sponsor or
Worldwide on behalf of Sponsor has notified
Principal Investigator in writing that all
applicable approvals have been secured to
commence the Study at the Study Site.

Sponsor will ensure that any materials to be
presented to or viewed by potential Study
Subjects will comply with Applicable Law and
be approved by both Sponsor and the applicable
EC before the use of any such materials.

2302_XXXXXXXXXXXXXXX_Final 10-Oct-2023

1.2.

1.3.

1.4.

1.5.

harmonizaci o spravné Kklinické praxi) nebo
kdykoli, kdy mohou byt zménény nebo
nahrazeny.

Protokol je soucasti této Smlouvy a je v tomto
dokumentu zaclenén formou odkazu. Protokol
je soucasti této Smlouvy a je do ni zaclenén
odkazem. Zdravotnické zafizeni ani Hlavni
zkousejici se neodchyli od Protokolu bez
predchoziho pisemného souhlasu Zadavatele,
ani to zadnému z Personalu studie nedovolji,
ledaze by podle spravného Iékaiského tsudku
Hlavniho zkousSejiciho byla odchylka nutnd k
ochrané bezpecnosti subjektu Studie. V ptipade
jakéhokoli  rozporu  mezi  podminkami
obsazenymi v Protokolu a podminkami této
Smlouvy se podminky Protokolu pouziji
v klinickych, védeckych a lékarskych
zalezitostech a podminky Smlouvy se pouziji na
vSechny dal$i zélezitosti, vcCetné napiiklad
pravnich, regulacnich a finan¢nich zalezitosti.

Zdravotnické zafizeni a Hlavni zkouSejici
prohlasuji a zaruéuji, Ze v rozsahu relevantnim
pro jejich ucast ve Studii ziskali a po dobu
platnosti Smlouvy budou udrzovat veskeré
nezbytné licence, opravnéni nebo schvaleni
pozadované Platnymi pravnimi ptedpisy
k provadéni ¢innosti v ramci této Smlouvy.

Studie bude zahajena na pfislusném Misté
provadéni studie, jakmile budou ziskana
veSkerd schvaleni poZadovdana Platnymi
pravnimi ptedpisy (mimo jiné Etickou komisi
(déle jen ,,EK*) a/nebo Kontrolnimi ttady (déle
jen ,RA®)) aZadavatel nebo spolecnost
Worldwide jménem Zadavatele pisemné
oznami Hlavnimu zkouSejicimu, Ze Ze byla
zaji$téna vSechna piislusna povoleni k zahajeni
Studie na piislusSném Misté provadeéni studie
schwvalil.

Zadavatel zajisti, aby veskeré materialy, které
maji byt prezentovany potencialnim Subjektim
studie nebo si je maji potencidlni Subjekty
studie prohlizet, byly v souladu s platnymi
pravnimi pfedpisy a aby byly pfed pouzitim
takovych materiala schvaleny jak Zadavatelem,
tak pfislusnou EK.
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1.6.

1.7.

1.8.

1.9.

Telavant, Inc.-RVT-3101-201-v1.0_24Apr2023-Worldwide-CR-Trprt-CTA-1.2-18Nov2022

Institution and Principal Investigator shall not
enrol any Study Subject concurrently
participating in any other clinical trial, sub-
study, derivative, or ancillary study whether
related to the Study or not (other than those set
forth in the Protocol, if any) without the prior
written approval of Sponsor.

Institution and Principal Investigator will
coordinate with the applicable EC, to obtain and
maintain the EC’s prior written approval of
Principal Investigator’s conduct of the Study,
including approval of (a) the Protocol; (b) the
Informed Consent Form; and (c) any
amendments to the Protocol or revised versions
of the Informed Consent Form.

Institution and/or Principal Investigator shall
promptly report to Sponsor and its designee,
Worldwide:

a) any Protocol deviation (e.g., drug non-
compliance or failure to return for defined
number of visits by Study Subject) and the
facts supporting such deviation. If in the
good medical judgment of Principal
Investigator, a deviation is necessary to
protect the safety of a Study Subject,
Principal Investigator shall notify the
Sponsor as soon as possible, but in no event
later than two (2) business days after the
deviation occurs. The Institution and
Principal Investigator also shall comply
with any applicable Protocol deviation
reporting requirements of the EC and RA;
and

b) any adverse event and serious adverse
events in compliance with the Applicable
Laws and the procedures and timelines
defined in the Protocol. The Institution and
Principal Investigator will provide any
required follow-ups to the Sponsor and
comply with the reporting requirements of
the EC and RA.

Institution and Principal Investigator understand
and agree that the Study Drug is experimental in
nature and that no warranty, either express or

2302_XXXXXXXXXXXXXXX_Final 10-Oct-2023

1.6.

1.7.

1.8.

b)  veskeré

Zdravotnické zafizeni a Hlavni zkousSejici
nesmi do Studie bez predchoziho pisemného
souhlasu Zadavatele zaradit zadny Subjekt
studie soub&ézné se ucastnici jiného klinického
hodnoceni, podstudie, odvozené nebo pomocné
studie, at’ uz stouto Studii souvisi ¢i nikoli
(jinych neZ ptipadné stanovenych v Protokolu).

Zdravotnické =zatizeni a Hlavni zkousSejici
budou koordinovat svou ¢innost s prisluSnou
EK, aby ziskali a udrzeli ptedchozi pisemny
souhlas EK s provadénim Studie Hlavnim
zkousejicim, véetné schvaleni (a) Protokolu; (b)
Formulafe informovaného souhlasu; a (C)
jakychkoli zmén Protokolu nebo revidovanych
verzi Formulafe informovaného souhlasu.

Zdravotnické zatizeni nebo Hlavni zkousejici
musi neprodlené Zadavateli ajim poveéiené
osob¢, spolecnosti Worldwide, nahlasit:

a) veskeré odchylky od Protokolu (napf.

nedodrzovani 1écebnych postupi nebo
nedostaveni se na stanoveny pocet navstév
ze strany Subjektu studie) a skutecnosti,
které takovou odchylku podporuji. Pokud je
podle spravného Iékaiského usudku
Hlavniho zkousejiciho odchylka nezbytna k
ochrané¢ bezpecnosti Subjektu studie,
Hlavni  zkouSejici o ni  informuje
Zadavatele co nejdiive, nejpozdéji vsak do
dvou (2) pracovnich dni od vzniku
odchylky. Zdravotnické zafizeni a Hlavni
zkouSejici musi také dodrZovat veSkeré
pfislusné poZzadavky na hlaSeni odchylek
od Protokolu EK a RA amusi dodrzovat
lhity pro hlaseni odchylek od Protokolu
V ném stanovené; a

nezadouci piihody a zdvazné
nezadouci piihody v souladu s Platnymi
pravnimi pfedpisy a postupy a lhitami
stanovenymi v Protokolu. Zdravotnické
zafizeni a Hlavni zkouSejici poskytnou
Zadavateli veskera pozadovana nasledna
opatfeni a splni pozadavky na hlaseni EK
aRA.

1.9. Zdravotnické zafizeni a Hlavni zkousejici berou

na védomi asouhlasi stim, Zze Hodnoceny
ptipravek je ze své povahy experimentalni a ze
Zadavatel nebo jind strana nevydala
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1.10.

1.11.

1.12.

implied, is made by Sponsor or any other party
regarding the Study Drug or Study results.

Institution and Principal Investigator confirm
that by agreeing to this Agreement, and by
performing the Services, they are not violating
any terms and conditions of any agreement for
services or employment with any other
individual or entity.

Institution and Principal
ensure that:

Investigator shall

a) all Study Staff are appropriately qualified
and trained to perform Study delegated
tasks;

b) appropriate procedures are implemented for
supervision of Study Staff in the

performance of Study delegated tasks; and

c) all Study Staff will fully co-operate and
grant access to their facilities, procedures
and equipment, as applicable, for Study

monitoring, auditing, and inspection
purposes pursuant to Section 5 of this
Agreement.

Institution and Principal Investigator shall
collect, retain and/or use Biological Samples in
connection with the Study solely as set forth in
the Protocol. Sponsor may use such Biological
Samples as specified in the Protocol, and as
permitted in the Informed Consent Form and by
Applicable Laws. For the avoidance of doubt,
nothing in this Section limits Institution or
Principal Investigator from collecting biological
samples independent of the Protocol from Study
Subjects (“Separate Samples™) as required for
such Study Subjects’ care or Institution’s or

Principal ~ Investigator’s  internal,  non-
commercial research purposes; provided,
however, that Institution and Principal

Investigator shall not annotate or link Separate
Samples with any information related to
Sponsor, the Protocol, or the administration of,
response to, or adverse events associated with,
the Investigational Product, except to the extent
such information is necessary for Study Subject
care purposes. In no event will Sponsor be liable
for any claims, losses or damages arising from

1.10.

1.11.

1.12.
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v souvislosti s Hodnocenym piipravkem nebo
vysledky Studie z&dnou zaruku, at uz
vyslovnou, nebo predpokladanou.

Zdravotnické zafizeni a Hlavni zkousSejici
potvrzuji, ze podpisem této Smlouvy
a provadénim Sluzeb neporusuji zadné smluvni
podminky jakékoli dohody o sluzbach nebo
zam@stnani s jinou fyzickou nebo pravnickou
osobou.

Zdravotnické zafizeni a Hlavni

zajisti, ze:

zkousejici

a) veSkery Personal studie bude nalezité
kvalifikovany a vyskoleny K pInéni ukolu,
ke kterym je povétuje Studie;

b) budou zavedeny vhodné  postupy
V dohlizeni na Personal studie pfi plnéni

ukolt, ke kterym je povéiuje Studie;

C) za ucelem monitorovani Studie, provadéni

kontrol a inspekci v souladu
s ¢lankem 5 této Smlouvy bude veSkery
Personal studie pln¢  spolupracovat

aptipadné¢ poskytne pfistup ke svému
vybaveni, postuptim a zatizeni.

Zdravotnické =zafizeni a Hlavni zkouSejici
odebiraji, uchovavaji a/mebo  pouZivaji
biologické vzorky v souvislosti se Studii
vyhradné tak, jak je stanoveno v Protokolu.
Zadavatel mlzZe tyto biologické vzorky pouZit,
jak je uvedeno v Protokolu a jak je povoleno ve
Formulafi informovaného souhlasu a v Platnych
pravnich  pfedpisech. Aby se predeslo
pochybnostem, nic v tomto oddile neomezuje
Zdravotnické  zafizeni nebo  Hlavniho
zkousejicitho v odebirani biologickych vzorkt
nezavisle na Protokolu od Subjektd studie
(,,Samostatné vzorky*), pokud je to nutné pro
péci o tyto Subjekty studie nebo pro interni,
nekomeréni vyzkumné ucely Zdravotnického
zafizeni nebo Hlavniho zkouSejiciho, za
predpokladu, ze Zdravotnické zatizeni a Hlavni
zkouSejici nebudou k oddélenym vzorkiim
pfipojovat zadné informace tykajici se
Zadavatele, Protokolu nebo podavani, odezvy
nebo nezddoucich ucinkli spojenych s
Hodnocenym pfipravkem, s vyjimkou ptipadi,
kdy jsou tyto informace nezbytné pro ucely péce
o Subjekty studie. Zadavatel v Zadném piipadé
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or related to the collection or use of Separate
Samples by Institution or Principal Investigator.

2. Obligations

2.1.

2.1.1.

2.1.2.

2.1.3.

Institution

Institution authorizes the conduct of the
Study at Study Site by Principal Investigator.

Institution shall make available adequate
facilities, Study Staff, equipment, and any
other resources necessary to perform the
Services on time and in accordance with the
Protocol during the Study. When requested
by Sponsor or its designee, Institution, either
directly or through the Principal Investigator,
shall provide valid calibration certification
and proof of any renewals of the certification
of the Institution equipment used for the
conduct of the Study.

Institution shall immediately notify in
writing Sponsor in the event the Principal
Investigator ceases to be employed by or
associated with the Institution or is otherwise
no longer available to continue as Principal
Investigator. Institution will consult with
Sponsor regarding the appointment of a new
clinical investigator, who is also an employee
of Institution, to perform and supervise the
Study in accordance with this Agreement,
and use reasonable efforts to find a suitable
replacement acceptable to Sponsor. Until
such time as Institution appoints a suitable
replacement, Institution may designate a
qualified sub-investigator, who is named on
the delegation log, to perform the duties and
responsibilities of Principal Investigator
under this Agreement. If Institution finds a
replacement acceptable to Sponsor, this
Agreement will be amended to transfer
Principal Investigator obligations to the new
investigator and the new investigator will be
a Party to the Agreement. If such a
replacement is not found within thirty (30)
days of the Principal Investigator becoming

nenese odpovédnost za jakékoli naroky, ztraty
nebo Skody vyplyvajici z odbéru nebo pouziti
oddélenych vzorkl ze strany Zdravotnického
zatizeni nebo Hlavniho zkousejiciho nebo s
nimi souvisejici.

2.  Zavazky stran

2.1.

2.1.1.

2.1.2.

2.1.3.
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Zdravotnické zarizeni

Zdravotnické zatizeni povoluje, aby Studii

ve Studijnim centru provadél Hlavni
zkousejici.
Zdravotnické zafizeni poskytne béhem

Studie odpovidajici vybaveni, Personal
studie, zafizeni a veSkeré dalsi prostfedky

nezbytné Kk provadéni  Sluzeb  vcas
avsouladu sProtokolem. Na Zadost
Zadavatele nebo jim povéfené osoby

Zdravotnické zafizeni poskytne bud’ ptimo,
nebo prostrednictvim Hlavniho zkousejiciho
platné osvédceni o kalibraci a doklad
jakéhokoli obnoveni osvédéeni zafizeni
Zdravotnického zatizeni, které se pouziva
k provadéni Studie.

V ptipadé, ze Hlavni zkousejici prestane byt
zameéstnancem Zdravotnického zafizeni,
pfestane s nim mit jakoukoli spojitost nebo
jiz nadale nemize pokracovat jako Hlavni
zkousejici, Zdravotnické zatizeni musi o této
skutecnosti pisemné informuje Zadavatele.
Zdravotnické  zafizeni  projednd  se
Zadavatelem jmenovani nového klinického
zkousejiciho, ktery je zdroven zaméstnancem
Zdravotnického zatizeni, aby provadél Studii
a dohlizel na ni v souladu s touto Smlouvou,
a vynaloZzi pfimé&fené usili k nalezeni vhodné
nahrady pfijatelné pro Zadavatele. Do doby,
nez Zdravotnické zafizeni ur¢i vhodnou
nahradni osobu, mize Zdravotnické zafizeni
jmenovat  kvalifikovaného  pomocného
zkousejiciho, ktery je uveden v protokolu o
poveteni, aby plnil povinnosti a odpovédnost
Hlavniho zkouSejiciho podle této Smlouvy.
Pokud Zdravotnické zatizeni najde nahradni
osobu pfijatelnou pro Zadavatele, bude tato
Smlouva pozménéna tak, aby byly
povinnosti Hlavniho zkousejiciho pfevedeny
na nového zkousejiciho, a novy zkousejici se
stane smluvni stranou Smlouvy. Pokud
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2.1.4. Institution

unavailable to conduct the Study, Sponsor
will have the right to terminate the Study
pursuant to Section 17.2.2.

shall ensure that Principal
Investigator and Study Staff comply with the
applicable provisions of this Agreement.

2.2. Principal Investigator

2.2.1. The Principal Investigator is responsible for

the Study conduct and direct supervision and
performance of the Study by the Study Staff.

2.2.2. The Principal Investigator shall review and

sign the Protocol prior to performing any
Services under this Agreement. In addition,
Principal Investigator shall, directly or
through Study Staff, submit to Sponsor or
Worldwide on behalf of Sponsor any
Essential Documents required by Sponsor
through Study Instructions prior to the
commencement of the Study and promptly
upon request during the Study, as applicable.
Specifically, Principal Investigator agrees to
provide Sponsor or Worldwide on behalf of
Sponsor with a copy of any correspondence
submitted to or received from the local EC
within five (5) business days of submission
or receipt of such correspondence.

2.2.3.The Principal Investigator shall review or

appoint a medically qualified authorized
delegate to review each completed CRF and
sign to confirm that the Study Data are an
accurate record of the treatment, care, and
events for each Study Subject.

2.3. Sponsor
2.3.1. Sponsor, either directly or acting through

Worldwide shall provide all the necessary
Study documentation to Institution and
Principal Investigator for the conduct of the
Study as per the Protocol. Specifically,
Sponsor will provide Institution and
Principal Investigator with the investigator’s
brochure including its subsequent updates
and any new safety information pertaining to
the Study Drug.

2.14.

takova nahradni osoba nebude nalezena do
tficeti (30) dnd od okamziku, kdy se Hlavni
zkousejici stane nedostupnym pro provadéni
Studie, bude mit Zadavatel pravo ukoncit
Studii podle bodu 17.2.2.

Zdravotnické zafizeni zajisti, aby Hlavni
zkousejici a Personal studie dodrzovali
pfislusna ustanoveni této Smlouvy.

2.2. Hlavni zkousSejici

2.2.1.

2.2.2.

2.2.3.

Hlavni zkousejici odpovida za vedeni Studie
aza piimy dohled aprovadéni Studie
Personalem studie.

Pied provedenim jakychkoli Sluzeb na
zakladé této Smlouvy musi Hlavni zkouSejici
zkontrolovat a podepsat Protokol. Kromé
toho Hlavni zkouSejici pfimo nebo
prostiednictvim Persondlu studie ptedlozi
Zadavateli nebo spolecnosti Worldwide
jménem  Zadavatele veSkeré Zakladni
dokumenty pozadované Zadavatelem v
ramci Pokyni ke studii Konkrétn¢ se Hlavni
zkousSejici zavazuje poskytnout Zadavateli
nebo spolecnosti  Worldwide jménem
Zadavatele kopii jakékoli zaslané nebo
doruc¢ené korespondence od mistni EK do
peti (5) pracovnich dni od zaslani nebo
doruceni takové korespondence.

Hlavni zkousSejici pfezkouma nebo jmenuje
kvalifikovaného opravnéného
zdravotnického  pracovnika Kk ptezkumu
kazdého vyplnéného CRF a piipoji podpis
jako potvrzeni, Ze Data ze studie jsou
pfesnym zaznamem lécby, péce a ptihod
kazdého Subjektu studie.

2.3. Zadavatel

2.3.1.
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Zadavatel, bud’ pfimo, nebo prostfednictvim

spole¢nosti Worldwide, poskytne
Zdravotnickému  zafizeni  a Hlavnimu
zkousejicimu veskerou dokumentaci
nezbytnou Kk provedeni  Studie podle

Protokolu. Zadavatel konkrétné poskytne
Zdravotnickému  zafizeni  a Hlavnimu
zkousejicimu ptirucku zkouSejiciho vcetné
jejich naslednych verzi avsech novych
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2.3.2. Sponsor shall ensure that the Institution and

Principal Investigator are kept currently
informed about adverse events and the safe
use of the Study Drug as applicable under the
Applicable Laws. Sponsor will comply with
all Applicable Laws relating to notification of
new safety information about the Study
Drug.

2.3.3. Sponsor will provide Investigational Product

labelled as required under Applicable Law in
such quantity and at such times as is
determined by Sponsor to be required under
the Protocol for the conduct of the Study at
Institution.

2.3.4. Pursuant to the terms set out in Exhibit A and

3.2.

3.3.

as required for Institution to conduct the
Study as required under the Protocol,
Sponsor may provide Institution and
Principal Investigator with Equipment as
defined in Study Instructions for the
performance of the Study.

Investigational Product Accountability

Institution and Principal Investigator shall use
the Investigational Product solely for the
purpose of conducting the Study.

Institution and Principal Investigator shall hold,
store, maintain, dispense, account for, and
transport Investigational Product in compliance
with all Applicable Laws, the Protocol, and
Study Instructions.

Institution and Principal Investigator shall:

3.3.1. provide to Sponsor a written accounting of

the quantities of the Investigational Product
used in the Study;

3.3.2. verify receipt of the Investigational Product

Telavant, Inc.-RVT-3101-201-v1.0_24Apr2023-Worldwide-CR-Trprt-CTA-1.2-18Nov2022

by signing the appropriate documentation
provided by Sponsor or its designee;
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bezpecnostnich informaci
Hodnoceného piipravku.

tykajicich se

2.3.2. Zadavatel zajisti, aby Zdravotnické zatizeni

i Hlavni zkousejici byli v souladu s Platnymi
pravnimi pfedpisy aktudln¢ informovani
0 nezddoucich piihoddch a 0 bezpecném
uzivani Hodnoceného ptipravku. Zadavatel
musi dodrzovat vSechny Platné pravni
predpisy tykajici se oznamovani novych
bezpe¢nostnich informaci o Hodnoceném
pripravku.

2.3.3. Zadavatel poskytne Hodnoceny ptipravek

2.3.4. V souladu

3.2.

3.3.

oznaceny v souladu s platnymi pravnimi
ptedpisy v takovém mnozstvi a v takovych
terminech, které Zadavatel ur¢i jako
nezbytné podle Protokolu pro provadéni
Studie ve Zdravotnickém zatizeni.

s podminkami  stanovenymi
Vv Ptiloze A av ptipadé, ze je to nutné k tomu,
aby Zdravotni zafizeni mohlo provadét
Studii v souladu s pozadavky Protokolu,
mize Zadavatel Zdravotnickému zafizeni
a Hlavnimu  zkouSejicimu  poskytnout
Zatizeni, jak je definovano v Pokynech ke
studii k provedeni Studie.

Evidence mnoZstvi Hodnoceného pripravku

Zdravotnické zatizeni a Hlavni zkouSejici
budou pouzivat Hodnoceny ptipravek vyluéné
pro ucely provadeni Studie.

Zdravotnické zatfizeni a Hlavni zkousejici jsou
povinni  uchovavat, skladovat, udrzovat,
davkovat, evidovat mnoZstvi a pfepravovat
Hodnoceny pfiipravek v souladu se vSemi
Platnymi pravnimi pfedpisy, Protokolem
a Pokyny ke studii.

Zdravotnické zatizeni a Hlavni zkouSejici musi:

3.3.1. Zadavateli poskytnout pisemné vyuétovani

mnozstvi Hodnoceného ptipravku pouzitého
béhem Studie;

3.3.2. potvrdit pfevzeti hodnoceného piipravku

podpisem piisluSné dokumentace poskytnuté
Zadavatelem nebo jim povétenou osobou;
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3.3.3. document

3.3.4.

3.4.

the administration of the
Investigational Product to Study Subjects;
and

upon completion or early termination of the
Study, destroy or return to Sponsor or its
designee, at Sponsor’s expense, any and all
unused Investigational Product for the Study
unless otherwise instructed, as well as any
containers in accordance with the Protocol
and Study Instructions.

Institution and Principal Investigator shall not
charge any Study Subject or third-party payer
for the Investigational Product, Study supplies,
Services, or procedures associated with the
administration of the Investigational Product
which are covered by the financial arrangements
agreed in this Agreement.

Data Collection, Retention, and Destruction

Sponsor is the sole and exclusive owner of all
Study Data. Institution and Principal
Investigator shall:

4.1.1. complete and maintain accurate and up-to-

4.1.2.

date Study Data, Source Documents, and
Essential Documents throughout the Study in
compliance with Applicable Laws and Study
Instructions, and in a manner that their
quality and integrity can be verified,

ensure the safe storage of the Source
Documents, Study Data and Essential
Documents in compliance with, and for the
time period required by Applicable Laws,
unless otherwise agreed to in writing by
Sponsor, and only Institution or Principal
Investigator, and authorized Study Staff may
access the Source Documents, Study Data,
and Essential Document on a “need to know”
basis;

4.1.3. promptly inform Sponsor in writing in the

event of any accidental loss or destruction of
Source Documents, Study Data, and/or
Essential Documents; and

4.1.4. use reasonable efforts to notify Sponsor at

Telavant, Inc.-RVT-3101-201-v1.0_24Apr2023-Worldwide-CR-Trprt-CTA-1.2-18Nov2022
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3.3.3. dokumentovat

podavani  Hodnoceného

ptipravku Subjektim studie; a

3.3.4.po ukonceni nebo predCasném ukonceni

3.4.

Studie znicit nebo vratit Zadavateli nebo jim
poveéfené osobé na naklady Zadavatele
veskery nepouzity Hodnoceny piipravek pro
Studii, pokud neni uvedeno jinak, a take
veskeré obaly v souladu s Protokolem a
Pokyny ke studii.

Zdravotnické zafizeni a Hlavni zkouSejici
nebudou zaddnému Subjektu studie ani platci
tfeti strany uctovat platbu za Hodnoceny
ptipravek, spotfebni material ke Studii, Sluzby
nebo postupy spojené s administrativou
Hodnoceného piipravku, na néz se vztahuji
finan¢ni ujednani dohodnuta v této Smlouvé.

ShromaZzd’ovani, uchovavani a zni¢eni udaju

Zadavatel je jedinym a vyhradnim vlastnikem
vSech udajii ze Studie. Zdravotnické zafizeni
a Hlavni zkousejici musi:

4.1.1. kompletovat audrzovat piesné a aktualni

4.1.2.

4.1.3.

Data ze studie, Zdrojové dokumenty
a Zakladni dokumenty v prubéhu Studie
vsouladu sPlatnymi pravnimi ptedpisy
a Pokyny studie a zpisobem, ktery umozni
ov¢érit jejich kvalitu a integritu;

zajistit bezpecné ulozeni Zdrojovych
dokumenti, Dat ze studie a Zakladnich
dokumenti na nezbytné¢ nutnou dobu
vsouladu sPlatnymi pravnimi piedpisy
apokud neni pisemné dohodnuto se
Zadavatelem  jinak, ke  Zdrojovym
dokumentim, Datim ze studie a Zakladnim
dokumentim miZze mit pfistup pouze
Personal studie opravnény Zdravotnickym
zafizenim nebo Hlavnim zkouSejicim
a pouze v ptipad¢, ze k nim musi mit pfistup;

neprodlené zadavatele pisemné informovat
v piipadé¢ jakékoli nahodné ztraty nebo
zniceni Zdrojovych dokumenti, Dat ze
studie ; a

4.1.4. vynalozit ptfiméfené usili, aby byl Zadavatel

informovan nejméné pétactyficet (45) dni
pfed planovanym zni¢enim jakychkoli
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Data, and/or Essential Documents, and if
requested by Sponsor, continue retaining
such records, or transfer such records in
compliance with Applicable Laws to
Sponsor, in either case at Sponsor’s expense.

Access and Inspection

Institution and Principal Investigator agree that
personnel from Sponsor or their agents or
representatives (including Worldwide) may
visit Study Site at mutually convenient time to:

5.1.1. monitor the Study and provide information

5.1.2.

and instruction on the execution of the Study;

confirm that the Study is being conducted to
the standards agreed upon herein; and

5.1.3.audit the procedures, facilities, equipment,

5.2.

5.3.

Source Documents, Study Data, Essential
Documents, and performance of the Study,
by Study Staff (including any procedures,
facilities, and equipment of any employee,
contractor, or agent that Institution or
Principal Investigator uses in conducting the
Study).

Institution and Principal Investigator agree that
any governmental or regulatory authorities with
competent jurisdiction, including but not limited
to State Institute For Drug Control and to the
United States Food and Drug Administration,
may visit Study Site to inspect the procedures,
facilities, equipment, Source Documents, Study
Data, Essential Documents, and performance of
the Study by Study Staff (including any
procedures, facilities, and equipment of any
employee, contractor, or agent that Institution or
Principal Investigator uses in conducting the
Study).

Institution and Principal Investigator shall:

5.3.1. promptly notify Sponsor and Worldwide if
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2302_XXXXXXXXXXXXXXX_Final 10-Oct-2023

5.1.1. sledovali

5.1.2. potvrdili,

5.1.3. provedli

5.2.

Zdrojovych dokumentti, Studijnich dat
a/nebo Zasadnich dokumentd, a na zadost
Zadavatele pokracovat v uchovavani téchto
zaznamu nebo tyto zdznamy piredat v souladu
s Platnymi pravnimi pfedpisy Zadavateli, v
obou ptipadech na naklady Zadavatele.

Piistup a kontrola

Zdravotnické zafizeni a Hlavni zkousSejici
souhlasi stim, aby personal Zadavatele nebo
jejich zéastupci ¢i poverené osoby (veetné
spolecnosti Worldwide) navstévovali Studijni
centrum ve vzajemné stanoveném case, aby:

Studii, poskytovali informace
a predali pokyny o provadéni Studie;

ze je Studie provadéna dle
dohodnutych standardi; a

kontrolu  postupti, vybaveni,
zatizeni, Zdrojovych dokumentt, Udaji ze
studie, Zakladnich dokument a provadéni
Studie Persondlem studie (vCetné vSech
postupu, zafizeni a vybaveni jakéhokoli
zaméstnance, subdodavatele nebo zéstupce,
kterého Zdravotnické zatizeni nebo Hlavni
zkousejici vyuziva k provadéni Studie).

Zdravotnické zatizeni a Hlavni zkouSejici
souhlasi s tim, ze jakékoli vladni nebo kontrolni
ufady pfislusné jurisdikce, mimo jiné Statni
Gistav pro kontrolu 1é¢iv a Utad pro kontrolu
potravin aléciv Spojenych statd americkych,
mohou navstivit Studijni centrum, aby provedli
kontrolu  postupli,  vybaveni,  zafizeni,
Zdrojovych dokumentd, Dat ze studie,
Zékladnich dokumentti a provadéni Studie
Persondlem studie (vCetné vSech postupt,
zafizeni a vybaveni jakéhokoli zaméstnance,
subdodavatele  nebo  zastupce,  kterého
Zdravotnické zafizeni nebo Hlavni zkouSejici
vyuziva k provadéni Studie).

5.3. Zdravotnické zatizeni a Hlavni zkousejici musi:

5.3.1. Zadavatele a

spole¢nost ~ Worldwide
neprodlen¢ informovat, pokud takovy vladni
nebo kontrolni ufad v souvislosti s touto
Smlouvou nebo Studii pozada o provedeni
kontroly nebo provede kontrolu v Misté
provadéni studie;
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5.3.2.allow Sponsor and its designee including
Worldwide to attend any such inspections;

5.3.3. provide to Sponsor, copies of any inquiries,
correspondence, or communications that
Institution and Principal Investigator receive
or generate in connection with the inspection;

5.3.4. make reasonable efforts to separate, and not
disclose Confidential Information that is not
required to be disclosed during such
inspections; and

5.3.5. use reasonable efforts to provide Sponsor
with an opportunity to review and comment
on any of the Institution’s and Principal
Investigator’s written response to such
governmental or regulatory authorities.

6. Data Protection

6.1. Sponsor, Institution and Principal Investigator
agree to, and Institution and Principal
Investigator shall cause other Study Staff to
comply with all Applicable Laws protecting the
fundamental rights and freedoms of persons and
the right to privacy with regard to the processing
of personal data in the scope of the Study
including but not limited to General Data
Protection Regulation 2016/679 (“GDPR”),
together with any additional implementing
legislation (“Data Protection Laws”).

6.2. As regards the processing of Study Subject
personal data within the framework of
performing the Agreement and conducting the
Study, the Parties understand that they qualify
as independent controllers. Sponsor shall
determine the purpose and means of processing
personal data contained in pseudonymized
Study Data and processed according to the
Protocol and the Informed Consent Form.
Institution shall determine the purpose and
means of processing personal data contained in
non-pseudonymized  Source  Documents,
medical records or otherwise needed for
purposes of medical care or with respect to
direct communications with Study Subjects.

5.3.2. umoznit Zadavateli a jim povéfené osobg,
vcetné spolecnosti Worldwide, aby se takové
kontroly zucastnil;

5.3.3. Zadavateli poskytnout kopie veskerych
vyzev, korespondence nebo komunikace,
které  Zdravotnické zafizeni a Hlavni
zkouSejici v souvislosti s kontrolou ziskaji
nebo vytvofi;

5.3.4. vynalozit pfiméfené usili, aby vytidili
anezvetejnili Divérné informace, které
nemusi byt béhem takovych kontrol
zvetejnény; a

5.3.5. vynalozit pfiméfené TUsili a poskytnout
Zadavateli prilezitost si pfedem zkontrolovat

a pfipominkovat pisemné odpovédi
Zdravotnického zatizeni a Hlavniho
zkousejiciho dotcenym vladnim

a kontrolnim uradum.

6. Ochrana osobnich udaja

6.1. Zadavatel, Zdravotnické =zafizeni a Hlavni
zkousejici souhlasi stim, ze Zdravotnické
zatfizeni a Hlavni zkousSejici zajisti, aby ostatni
Personal studie dodrzoval veskeré Platné pravni
predpisy chranici zakladni prava a svobody
osob pravo na soukromi, pokud jde
0 zpracovani osobnich udaji v rozsahu Studie
mimo jiné obecné nafizeni o ochrané osobnich
udajit 2016/679 (dale jen ,,GDPR®) spolu
s dalSimi provadécimi pravnimi predpisy (dale
jen ,Pravni predpisy o ochrané osobnich
udaju‘).

6.2. Pokud jde o0zpracovani osobnich tudaju
Subjektu studie vramci plnéni Smlouvy
a provadéni Studie, Strany berou na védomi, Ze
jsou povaZovany za nezavislé spravce udajl.
Zadavatel ur¢i Ucel a prostfedky zpracovani
osobnich udaji obsazenych
v pseudonymizovanych Datech ze studie
a zpracovanych v souladu s Protokolem
a Formulafem  informovaného souhlasu.
Zdravotnicke zafizeni stanoviucel a prostiedky
zpracovani  osobnich  udaji  obsaZenych
v nepseudonymizovanych Zdrojovych
dokumentech, 1¢katskych zaznamech nebo jinak
nezbytnych dokumentech pro ucely lékatské
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6.3. The categories of data subjects, personal data,
and special category personal data identified
below are processed for purposes of the Study
in accordance with the Agreement:

6.3.1. Data subjects:
6.3.1.1. Study Subjects
6.3.1.2. Study Staff
6.3.2. Personal Data
6.3.2.1. Study Subjects

6.3.2.1.1. Personal information
(surname, first name, date of birth,
gender, place of birth, identification
numbers)

6.3.2.1.2. Pseudonymized Study ID

6.3.2.1.3. Contact details (telephone,
address, email, etc.)

6.3.2.2. Study Staff

6.3.2.2.1. Contact details (telephone,

address, email, etc.)
6.3.3. Special Categories of Personal Data
6.3.3.1. Study Subjects
6.3.3.1.1. Health Data

6.3.3.1.2. Medical History
6.3.3.1.3. Genetic/Biometric Data

6.4. Contact Points for Data Protection Inquiries:

6.4.1. Sponsor: | GGG
6.4.2. Site: | N NN

6.5. Neither Party shall transfer (or permit their
processors to transfer) any Study Data outside
the European Equivalent Protection Area
without ensuring adequate safeguards are in
place (e.g. Standard Contractual Clauses
recognized by the EU Commission) unless
another legal basis or derogation for the transfer
exists under EU or EU Member State law. For

péce nebo s ohledem na p¥imou komunikaci se
Subjekty studie.

6.3. Nize uvedené¢ kategorie subjekti tudaji,
osobnich udaju a zvlastni kategorie osobnich
udaji jsou zpracovavany pro ucely Studie
v souladu se Smlouvou:

6.3.1. Subjekty udaji:
6.3.1.1. Subjekty studie
6.3.1.2. Personal studie

6.3.2. Osobni udaje
6.3.2.1. Subjekty studie

6.3.2.1.1. Osobni Udaje (pfijmeni,
jmeéno, datum narozeni, pohlavi, misto
narozeni, rodné ¢islo)

6.3.2.1.2. Pseudonymizovany ID studie

6.3.2.1.3. Kontaktni Gdaje (telefonni ¢islo,
adresa, e-mail atd.)

6.3.2.2. Personal studie

6.3.2.2.1. Kontaktni tdaje (telefonni ¢islo,
adresa, e-mail atd.)

6.3.3. Zvlastni kategorie osobnich udaji
6.3.3.1. Subjekty studie

6.3.3.1.1. Osobni (daje o zdravotnim
stavu

6.3.3.1.2. Anamnéza
6.3.3.1.3. Genetické / biometrické udaje

6.4. Kontaktni osoby pro zalezZitosti tykajici se
ochrany osobnich udaji:

6.4.1. zadavatel: || G
6.4.2. Studijni centrum: || NG

6.5. Zadna ze Stran nesmi prenaSet (ani svym
zpracovatellim nepovoli pfenaSet) zddna Data
ze studie spravované Zadavatelem mimo
Rovnocenny ochranny prostor EU bez
provedeni  odpovidajicich  bezpecnostnich
opatfeni (napf. standardnich smluvnich
dolozek uznanych Komisi EU), ledaze by pro
pfevod existoval jiny pravni zdklad nebo
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6.6.

6.7.

6.8.

6.9.

6.10.

6.11.

purposes of this Agreement, “EU Equivalent
Protection Area” means the area that comprises:
(@) countries within the European Union,
Iceland, Liechtenstein, and Norway; and (b)
countries, sectors in countries and international
organizations that the European Commission
may, from time to time, officially recognize as
ensuring an adequate level of protection as
provided for in Article 45 of the GDPR.

Institution shall require Study Subjects to sign
an informed consent form with GDPR
transparency provisions prior to the processing
of their personal data as set out in the
Agreement.

The Parties acknowledge that Study Subjects
may withdraw or change their initial ICH-GCP
informed consent or object to processing of their
personal data by exercising their rights under
GDPR Article 21. Institution shall promptly
notify the Sponsor of any such withdrawal,
change or objection of a Study Subject, which
may affect the use of such Study Subject’s
personal data.

Institution shall pseudonymize Study Subjects’
personal data before making it available to
Sponsor and/or Sponsor designees.

Each Party shall take appropriate technical and
organizational measures to protect and
safeguard the Study Subjects’ personal data,
such action meeting the requirements of
applicable Data Protection Laws.

To process the Study Subject’s personal data
within the framework of this Agreement, the
Parties shall only task Study Staff familiar with
the relevant data protection provisions and
subject to obligations of confidentiality.

Institution shall meet the statutory rights of the
Study Subjects to information (Articles 13, 14
GDPR) and access (Article 15 GDPR) in
connection with the processing of personal data
of Study Subjects within the framework of this
Agreement. Should a Study Subject contact
Sponsor with an information request, Sponsor

6.6.

6.7.

6.8.

6.9.

6.10.

6.11.
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odchylka podle pravnich ptedpisic EU nebo
Clenského statu. Pro ucely této Smlouvy se
,»Rovnocennym ochrannym prostorem EU*
rozumi oblast, kterd zahrnuje: (a) zemé
Evropské unie, Island, Lichtenstejnsko
aNorsko a(b) zemé&, oblasti v zemich
amezinarodni  organizace, které muze
Evropska komise ptilezitostné oficialné uznat,
ze zajistuji odpovidajici uroven ochrany podle
¢lanku 45 GDPR.

Zdravotnické zatfizeni vyzaduje, aby Subjekty
studie pted zpracovanim jejich osobnich udaja
podepsaly formuléf informovaného souhlasu
s ustanovenimi GDPR o transparentnosti, jak
je stanoveno ve Smlouve.

Strany berou na védomi, ze podle ¢lanku 21
GDPR mohou Subjekty studie uplatnit sva
prdva aodvolat nebo zménit puvodni
informovany souhlas ICH-GCP nebo proti
zpracovani osobnich udaji vznést namitku.
Zdravotnické zatizeni kazdé takové odvolani,
zménu nebo namitku Subjektu studie, které

mohou ovlivnit pouziti osobnich udaji
Subjektu  studie, neprodlené  oznami
Zadavateli.

Zdravotnické zatizeni osobni tidaje Subjekti
studie pseudonymizuje, nez je zpfistupni
Zadavateli a/nebo jim poveéfenym osobam.

Kazda Strana pifijme vhodnd technicka
a organizacni opatieni k ochrané
a zabezpeCeni osobnich 1daji Subjektd
studie, pfi¢emz takova ¢innost musi splilovat
pozadavky pfisluSnych Pravnich ptedpist
0 ochran€ osobnich udaji.

Strany povéti zpracovanim osobnich udaji
Subjekti studie v ramci této Smlouvy pouze
Personal studie, ktery je obeznamen
S ptisluSnymi ustanovenimi o ochrané udaji
a vztahuje se na né povinnost zachovani
mlcenlivosti.

Zdravotnické  zafizeni v souvislosti  se
zpracovanim osobnich udajii Subjekta studie
vramci této Smlouvy dodrzuje zakonna
prava Subjektd na informace (¢lanky 13 a 14
GDPR) ana pfistup k osobnim tudajim
(¢lanek 15 GDPR). V piipadé, ze Subjekt
studie kontaktuje Zadavatele s zadosti
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6.12.

6.13.

6.14.

6.15.

shall refer the Study Subject to Institution and
inform the latter without undue delay.
Institution shall respond directly to any Study
Subject within the timeframes outlined under
Data Protection Laws and confirm to the
Sponsor that Institution has responded to the
Study Subject in due time.

Should a Study Subject assert his or her right to
rectification (Article 16 GDPR), erasure
(Article 17 GDPR) or restriction of processing
(Article 18 GDPR) of the personal data
concerning him or her vis-a-vis one of the
Parties in connection with the data processing
within the framework of this Agreement, this
Party shall notify the other Party thereof without
undue delay. The applicable controlling Party
shall review and decide whether the asserted
right exists and shall rectify or erase the
respective personal data stored by such
controlling Party accordingly or restrict its
processing. Institution shall respond directly to
any Study Subject within the timeframes
outlined under Data Protection Laws.

Each Party shall document every breach of
protection of personal data falling under its
responsibility as a controller under this
Agreement and notify the respective other Party
thereof without undue delay. The applicable
controlling Party shall take appropriate action to
secure the data and minimize potential negative
effects on the data subjects.

Each Party shall support the respective other
Party by taking appropriate action where the
latter is obliged to notify the competent data
protection supervisory authority (“Supervisory
Authority”) that a personal data breach has
occurred within its sphere of controller
responsibility (Article 33 GDPR).

Institution shall meet the statutory obligations of
Study Subject notification in the event of a
personal data breach that is likely to result in a

6.12.

6.13.

6.14.

6.15.
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o informace 0 shromazd’ovanych osobnich
udajich, Zadavatel odkéze Subjekt studie na
Zdravotnické  zafizeni, a informace  bez
zbyte¢ného odkladu poskytne. Zdravotnicke
zafizeni musi kazdému Subjektu studie ve
lhatach stanovenych zdkony o ochrang udaja
a potvrdit Zadavateli, ze Zdravotnické
zatizeni odpovédélo Subjektu studie v fadné
lhite.

Pokud Subjekt studie vii¢i nékteré ze Stran
Vv souvislosti se zpracovanim udaju v rdmci
této Smlouvy uplatni své prdvo na opravu
(¢lanek 16 GDPR), vymaz (¢lanek 17
GDPR) nebo omezeni zpracovani (¢lanek 18
GDPR) osobnich udaja, které se jej tykaji,
dotCend Strana otom bez zbytecného
odkladu uvédomi druhou Stranu. PiisluSna
strana Vv pozici spravce udaji  zadost
pfezkouma a rozhodne, zda je mozné pravo
uplatnit, a odpovidajicim zptisobem opravi,
vymaze nebo omezi zpracovani piisluSnych
osobnich udaji shromazdovanych Stranou
V pozici spravece. Zdravotnické zafizeni musi
kazdému Subjektu studie odpovédét piimo
ve lhaté stanovené v Pravnich piedpisech
0 ochran¢ osobnich udajt.

Kazdd ze Stran zdokumentuje veskerad
poruseni zabezpeCeni osobnich udaji, za
které jako spravce podle této Smlouvy
odpovida, abez zbyte¢ného odkladu o tom
uvédomi piislusnou druhou Stranu. PfisluSna
strana Vv pozici spravce podnikne vhodna
opatieni k zabezpeceni udajii
a k minimalizaci potencialnich negativnich
dopadi na subjekty tdaji.

Kazda ze Stran bude pfislusné druhé Strané
napomocna tim, Ze podnikne vhodna
opatfeni v pfipad¢, Ze druhda Strana je
povinna ozndmit pfislusnému dozorovému
ufadu na ochranu osobnich udajii (dale jen
,Dozorovy urad“), ze voblasti jeho
odpovédnosti spravce doSlo  k poruseni
zabezpecCeni osobnich 1daji (¢lanek 33
GDPR).

Zdravotnické zafizeni musi splnit zdkonné
povinnosti aoznamit  Subjektu  studie
pfipadné poruSeni zabezpeCeni osobnich
udaji, které pravdépodobné bude mit za
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6.16.

6.17.

6.18.

6.19.

6.20.

high risk to the rights and freedoms of the data
subject (Article 34 GDPR).

Without undue delay, each Party shall inform
the respective other Party of inspections and
measures taken by the Supervisory Authority
where they refer to data processing falling under
this Agreement. This also applies where a
competent authority investigates a Party in
relation to the processing of personal data within
the framework of regulatory or criminal
proceedings.

Each Party shall support the other Party as
requested by the other Party in writing where the
latter faces an inspection by the Supervisory
Authority, regulatory, or criminal proceedings,
a Study Subject’s or third-party’s claim to
liability, or some other claim connected to the
data processing falling under this Agreement.

Institution shall make available to Sponsor
information  necessary to  demonstrate
compliance with its obligations in this Section
6, and allow for and contribute to audits of such
compliance conducted by Sponsor or another
auditor mandated by Sponsor.

Upon conclusion of the Study, the Parties shall
delete or destroy personal data processed under
this Agreement, except where further retention
is necessary to fulfil the purpose(s) stated in the
Informed Consent Form (or a purpose
compatible therewith) or as required by
applicable EU Member State Law. In such
cases, the Parties shall only retain personal data
for the time period necessary to fulfil the
authorized purpose or applicable legal
requirements and shall delete or destroy the
personal data upon expiration of any such
retention period.

The Parties will modify the terms of this Section
6 where required by a Supervisory Authority (or
when a Supervisory Authority’s
recommendations or guidelines  suggest
modification) and one of the Parties requests be
modified accordingly.

6.16.

6.17.

6.18.

6.19.

6.20.
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nasledek velké ohrozeni prava a svobody
subjektu udaju (¢lanek 34 GDPR).

Kazda ze Stran neprodlené uvédomi druhou
Stranu o kontrolach a opatienich
podniknutych Dozorovym ufadem, pokud
zpracovani osobnich 1udaji probiha na
zéklad¢ této Smlouvy. To plati také
Vv pfipadé, Ze pfislusny ufad bude u Strany
provadét  vySetfovani v souvislosti  se
zpracovanim  osobnich  daji v ramci
regulac¢niho nebo trestniho fizeni.

Kazda ze Stran vynalozi maximalni usili
a bude piislusné druhé Strané napomocna,
pokud o to druhd strana pisemné pozada, v
ptipadé, ze dotéend Strana bude Celit kontrole
ze strany Dozorového tfadu, regulatornimu
nebo trestnimu fizeni, naroku Subjektu studie
nebo tfeti strany na odpovédnost nebo jiného
naroku spojeného se zpracovanim udaji na
zakladé této Smlouvy.

Zdravotnické zafizeni zptistupni Zadavateli
informace potfebné k prokazani plnéni svych
povinnosti podle tohoto oddilu 6 a umozni a
podpoii audity tohoto plnéni provadéné
Zadavatelem nebo  jinym  auditorem
povéfenym Zadavatelem.

Po dokonceni Studie Strany osobni udaje
zpracovavané na zékladé této Smlouvy
vymazou nebo zni¢i, s vyjimkou pftipadd,
kdy je dal$i uchovavani nezbytné pro splnéni
uceltl uvedenych ve formulati
informovaného souhlasu (nebo Gcelu s nim
slu¢itelnym) nebo vyzaduji-li je platné pravni
ptedpisy Clenského statu. 'V takovych
pfipadech musi Strany uchovavat osobni
udaje pouze po dobu nezbytnou ke splnéni
schvaleného  Ucelu nebo  pfislusnych
zakonnych pozadavku a po uplynuti jakékoli
takové lhlity na uchovavani ptislusné osobni
udaje vymazou nebo znici.

Je-li to vyZadovano Dozorovym ufadem
(nebo pokud tento Dozorovy trad doporuci
nebo navrhne Gpravu), musi Strany upravit
podminky v tomto ¢lanku 6 a odpovidajici
upravu podminek ptedloZzi jedna ze Stran.
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6.21. Study Staff: Sponsor and its designees shall
process Study Staff personal data to the extent
needed (i) to conduct the Study; (ii) to satisfy
requirements under Applicable Laws, including
review by regulatory authorities; and (iii)
storage in databases for use in selecting
investigators and institutions for future clinical
trials. Such personal data shall at all times be
processed in accordance with Data Protection
Laws. Institution and Principal Investigator
each agrees to provide reasonable assistance to
Sponsor (or Sponsor’s designee) in issuing,
distributing, and collecting such consents and/or
transparency/privacy notices as applicable, to or
from Principal Investigator and other Study
Staff.

6.22. With respect to transfer of Study Data from
Institution to Sponsor, the Parties hereby enter
the standard contractual clauses (module 1)
published in the Commission Implementing
Decision (EU) 2021/914 of 4 June 2021 on
standard contractual clauses for the transfer of
personal data to third countries pursuant to
Regulation (EU) 2016/679, as attached in
Exhibit D.  In the event that a change in
applicable Data Protection Law would require a
different transfer mechanism than standard
contractual clauses or that the European
Commission agrees on amended standard
contractual clauses which require other
specifications than the ones provided above,
Sponsor and Institution shall cooperate in good
faith to implement such an alternative prior to
the effective date of the integration of the new
requirements.

7. Confidentiality

7.1. Institution and Principal Investigator shall (and
shall cause Study Staff to) keep Confidential
Information in confidence and not use it for any
purpose not contemplated by this Agreement
during the term of this Agreement and for ten (10)
years after the termination or conclusion of the

6.21. Persondl studie: Zadavatel ajim povétené
osoby zpracovavaji osobni Udaje Personalu
studie v rozsahu potiebném (i) pro provadéni
Studie; (i) pro splnéni pozadavkl platnych
Pravnich ptedpist, vCetné kontroly ze strany
regulacnich organt; a (iii) pro ulozeni v
databazich pro pouziti pfi  vybéru
zkousejicich a zdravotnickych zafizeni pro
budouci Klinické studie. Tyto osobni Udaje
budou za vSech okolnosti zpracovavany
vsouladu sPravnimi piedpisy o ochrané
osobnich udaji. Zdravotnické zafizeni
a Hlavni zkousejici souhlasi stim, ze
v piipadé¢ potieby Zadavateli (nebo jim
povétené osobé) budou v pfiméfené mite
napomocni  pii  vydavani,  distribuci
a shromazd’ovani takovych souhlasti a/nebo
oznameni o transparentnosti /  ochrané
osobnich udajii, ptfipadn¢ od Hlavniho
zkousejiciho a dalSich pracovnikt Studie.

6.22. Pokud jde o pfenos Dat ze studie ze
Zdravotnického zatizeni k Zadavateli, strany
timto vkladaji Standardni smluvni dolozky
(modul 1) zvefejnéné v provadécim
rozhodnuti Komise (EU) 2021/914 ze dne 4.
cervna 2021 o standardnich smluvnich
dolozkéch pro pfedavani osobnich udaji do
ttetich zemi podle natizeni (EU) 2016/679,
jak je uvedeno v Piiloze D této Smlouvy. V
pfipadé, Ze by zména platného zékona ¢.
110/2019 Sb., o zpracovani osobnich udajt,
vyzadovala jiny mechanismus pfedavani nez
standardni smluvni dolozky nebo ze by se
Evropskd komise dohodla na upravé
standardnich smluvnich dolozek, které
vyzaduji jiné specifikace nez ty, které jsou
uvedeny vySe, budou Zadavatel a
Zdravotnické zafizeni v  dobré vife
spolupracovat na implementaci takové
alternativy pfed datem Ucinnosti integrace
novych pozadavkda.

7. Zachovani ml¢enlivosti

7.1. Zdravotnické zatizeni a Hlavni zkousejici budou
uchovavat (a zajisti, aby to délal i Personal studie)
Duvérné informace v tajnosti a nebudou je pouzivat
k Zadnym jinym ucelim, které nejsou predmétem
této Smlouvy, po dobu platnosti této Smlouvy
a poté po dobu nejméné deseti (10) let po ukonceni
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Study, or longer if required by Applicable Laws,
except to the extent that Sponsor agrees in writing
to release it. If Institution is required by a
governmental authority or by order of a court of
competent jurisdiction to disclose any Confidential
Information, Institution and Principal Investigator
will (if legally permitted) give Sponsor prompt
written notice of such request or order and
Institution and Principal Investigator will take all
reasonable and lawful actions to avoid or minimize
the degree of such disclosure. Institution and
Principal Investigator will cooperate reasonably
with Sponsor in any efforts to seek a protective
order.

7.2. This obligation of confidentiality does not apply

if the Confidential Information, as supported by
competent evidence:

7.2.1. was in the public domain prior to the
commencement of the Services or
subsequently becomes publicly available
through no fault of Institution, Principal
Investigator, or other Study Staff;

7.2.2. was disclosed to Institution and Principal
Investigator by a third-party legally entitled
to disclose such information;

7.2.3. was already known to Institution and
Principal Investigator; or

7.2.4. is independently developed by Institution
and Principal Investigator without the use of
Confidential Information.

7.3. The Parties agree that each Party may disclose the

8.

financial compensation provided to Institution and
Principal Investigator for the conduct of this Study
under this Agreement to solely comply with
Applicable Laws.

Study Data, Publication, and Publicity

8.1. Institution and Principal Investigator agree that all

Study Data generated and all Biological Samples
collected in connection with the Study shall be the
sole property of Sponsor and shall be subject to the
obligations of confidentiality, publication, and
intellectual property in this Agreement.

nebo dokonceni Studie nebo delsi dobu, pokud to
vyZzaduji Platné pravni piedpisy, s vyjimkou
pfipadti, kdy Zadavatel pisemné souhlasi
s vydanim takovych Duvérnych informaci. Pokud
je Zdravotnické zafizeni pozaddano vladnim
organem nebo na zékladé rozhodnuti pfislusného
soudu o zvefejnéni jakychkoli Duvérnych
informaci, Zdravotnické =zafizeni a Hlavni
zkousejici (pokud to zakon umoziuje) neprodlené
pisemné oznami takovou zddost nebo piikaz
Zadavateli a Zdravotnické zafizeni a Hlavni
zkousejici podniknou veskeré priméiené a zdkonné
kroky, aby se vyhnuli takovému zveifejnéni nebo
minimalizovali jeho rozsah. Zdravotnické zafizeni
a Hlavni zkousejici budou pfimétené spolupracovat
se Zadavatelem pti jakémkoli usili o ziskani
ochranného ptikazu.

7.2. Tato povinnost zachovani mlcenlivost neplati,

pokud jsou Duvérné informace

pfislusnymi dikazy:

podloZeny

7.2.1. byly vefejné ptistupné pired zahdjenim
poskytovani Sluzeb nebo se nasledné staly
vefejn¢  pfistupnymi  bez  zavinéni
Zdravotnického zafizeni nebo Hlavniho
zkousejiciho jiného Personalu studie;

7.2.2. byly Zdravotnickému zafizeni a Hlavnimu
zkousSejicimu sdéleny treti stranou, kterd je
opravnéna tyto informace sdélovat;

7.2.3. byly Zdravotnickému zafizeni a Hlavnimu
zkousSejicimu zndmy jiz diive; nebo

7.2.4. byly nezavisle odvozeny Zdravotnickym
zatfizenim a Hlavnim zkousSejicim bez pouZiti
Dulvérnych informaci.

7.3. Strany souhlasi s tim, Ze kazd4d ze Stran mulzZe

vyhradné v souladu s Platnymi pravnimi ptedpisy
zvetejnit poskytnutou finan¢ni nahradu
Zdravotnickému zatizeni a Hlavnimu zkouSejicimu
za provedeni této Studie na zéklad¢ této Smlouvy.

8. Data ze studie, publikace a publikovani
8.1.

Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi s tim, Ze veskera Data ze studie a v§echny
Biologické vzorky odebrané v souvislosti se Studii
jsou vylu¢nym vlastnictvim Zadavatele a vztahuji
se na n& zavazky spojené se zachovanim
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Institution and Principal Investigator shall not
publish or present Study Data before the first multi-
site publication by Sponsor. If there is no multi-site
publication within eighteen (18) months (or such
shorter period if agreed to in writing by Sponsor)
after the Study has been completed or terminated at
all Study sites, and the database for the Study has
been locked, Institution and Principal Investigator
shall have the right to publish and or present its
Study Data (but not the results of any other site)
(each, a “Publication”); provided, that (i) the Study
was conducted at Institution in compliance with the
Protocol (it being understood that a deviation
necessary to protect the safety of a Study Subject in
the good medical judgment of Principal
Investigator will not be deemed non-compliance
with the Protocol), (ii) such Publication makes use
of Study Data that does not misrepresent the study
data from all sites as a whole, and (iii) is made in
accordance with the provisions of this Section 8.

8.3 Institution and Principal Investigator shall give a

copy of any proposed Publication to Sponsor for
review at least forty-five (45) days prior to the date
of submission for publication (including abstracts)
or of public disclosure (the “Review Period”). If
during the Review Period Sponsor requests that
Institution and/or Principal Investigator remove
any Confidential Information other than Study Data
from a proposed Publication, Institution and/or
Principal Investigator will do so. Institution and
Principal Investigator agree to discuss with
Sponsor any of Sponsor’s reasonable suggestions
with respect to the presentation of Study Data, and
the timing of the proposed publication or
disclosure.

8.4 If during the Review Period Sponsor notifies

Institution ~ that  Sponsor  desires  patent
application(s) to be filed on any invention disclosed
or contained in the proposed Publication,
Institution and Principal Investigator will defer
publication or other disclosure for a period, not to
exceed an additional ninety (90) days, sufficient to

mlcenlivosti, s publikovanim as pravy duSevniho
vlastnictvi z této Smlouvy.

8.2 The Study is part of a multi-site study, and 8.2 Studie je soucasti studie provadéné ve vice

studijnich centrech a Zdravotnické zafizeni a
Hlavni zkousejici nesmi zveiejnit nebo prezentovat
Data ze Studie pfed prvnim zvefejnénim ve vice
studijnich centrech ze strany Zadavatele. Pokud do
osmndcti (18) mésici (nebo v kratsi 1hite, pokud s
tim Zadavatel pisemné souhlasi) po dokonceni
nebo ukonceni Studie ve vSech studijnich centrech
a po uzamceni databaze pro Studii nedojde k
publikaci ve vice studijnich centrech, Zdravotnické
zafizeni a Hlavni zkousejici maji pravo publikovat
a/nebo prezentovat sva Data ze studie (nikoli vSak
vysledky z jinych studijnich center) (dale jen
,Publikace®); za predpokladu, ze (i) Studie byla ve
Zdravotnickém zafizeni provedena v souladu s
Protokolem (pfi¢emz se rozumi, Ze odchylka
nezbytna k ochrané bezpec¢nosti Subjektu studie
podle spravného lékarského usudku Hlavniho
zkousejiciho nebude povazovana za nedodrzeni
Protokolu), (ii) takova Publikace vyuziva Data ze
Studie, ktera nezkresluji data ze Studie ze vSech
studijnich center jako celku, a (iii) je provedena v
souladu s ustanovenimi tohoto Oddilu 8.

8.3 Zdravotnické zatizeni a Hlavni zkousejici piedaji

kopii kazdé navrhované Publikace Zadavateli k
posouzeni nejméné Ctyticet pét (45) dnti pred datem
pfedlozeni k publikaci (v€etné abstraktd) nebo
zvetejnéni (dale jen "Obdobi pro posouzeni").
Pokud Zadavatel béhem doby pro piezkum pozada
Zdravotni zatizeni a/nebo Hlavniho zkouSejiciho,
aby z navrhované Publikace odstranili jakékoli
Divérné informace jiné nez Data ze studie,
Zdravotni zafizeni a/nebo Hlavni zkouSejici tak
ucini. Zdravotni zafizeni a Hlavni zkouSejici
souhlasi s tim, Ze se Zadavatelem projednaji
vSechny rozumné navrhy Zadavatele tykajici se
prezentace Dat ze studie a naCasovani navrhované
publikace nebo zvetejnéni.

8.4 Pokud Zadavatel v pribéhu obdobi pfezkumu

oznami Zdravotnickému zafizeni, ze si Zadavatel
pfeje podat patentovou piihlaSku (pfihlaSky) na
jakykoli vyndlez zvefejnény nebo obsazeny v
navrhované Publikaci, Zdravotnické zafizeni a
Hlavni zkouSejici odlozi publikaci nebo jiné
zvetejnéni o dobu nepiesahujici dalSich devadesat
(90) dnu, kterd je dostatecna k tomu, aby Zadavatel
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permit Sponsor or its designee to file or have filed
any desired patent application(s).

8.5. Neither Party will use the name of the other Party

or the other Party’s employees or any of their
trademarks in any advertising, sales promotional
material, or press release without the other Party’s
prior written approval except to the extent such
disclosure is reasonably necessary for: (i)
regulatory filings; (ii) prosecuting or defending
litigation; or (iii) complying with Applicable Laws.
Notwithstanding the foregoing, Sponsor may list
Institution as a site participating in the Study, and
Institution may include publicly registered
information about the Study to appear on
Institution’s clinical trials directory/website.

nebo jim povéfena osoba mohla podat nebo nechat
podat  pozadovanou  patentovou  piihlasku
(prihlasky).

8.5. Zadna ze Stran nepouZije jméno druhé Strany

nebo zaméstnancti druhé Strany nebo jakoukoli
jejich ochrannou znamku v reklamé, prodejnich
propagacnich materialech nebo tiskovych zpravach
bez ptedchoziho pisemného souhlasu druhé Strany,
s vyjimkou piipadi, kdy je takové zvefejnéni
pfimétené nezbytné pro: (ii) vedeni nebo obhajobu
soudnich sporii nebo (iii) dodrzovani platnych
pravnich pfedpist. Bez ohledu na vyse uvedené
muze Zadavatel uvést Zdravotnické zatizeni jako
centrum Ucastnici se Studie a Zdravotnické zatizeni
muze zahrnout vefejné registrované informace o
Studii do adresare/internetové stranky
Zdravotnického zatizeni pro klinické studie.

9. Intellectual Property Rights 9. Prava dusevniho vlastnictvi

9.1. All Materials will remain the exclusive property 9.1. Veskeré materialy zlstavaji  vyhradnim

of Sponsor. Institution and Principal Investigator
will, and will cause Study Staff to, use Materials
only as necessary to conduct the Study. Institution
and Principal Investigator will, and will cause
Study Staff to, not analyze Materials except as
necessary to conduct the Study and will not transfer
or make the Materials available to third parties,
without the prior written consent of Sponsor.

9.2 All inventions, discoveries, know-how, and

improvements  (including new uses and
improvements of the Study Drug), whether or not
protectable under patent, copyright or other
intellectual property law, resulting from (a) the
performance of the Study; or (b) the use of the
Study Drug or the Confidential Information, in each
case by Institution, Principal Investigator, or other
Study Staff (collectively, with all associated
intellectual property rights, the “Inventions”) will
be the sole and exclusive property of Sponsor.
Institution and Principal Investigator will promptly
disclose to Sponsor in writing all Inventions.
Institution and Principal Investigator will, and will
cause Study Staff to, assign and hereby does assign
to Sponsor all right, title and interest in the United
States and throughout the world to Inventions.
Institution and Principal Investigator will, and will
cause Study Staff to, (i) cooperate fully in obtaining

vlastnictvim Zadavatele. Zdravotnické zafizeni a
Hlavni zkousejici budou pouZzivat materidly pouze
v rozsahu nezbytném pro provadéni Studie a zajisti,
aby je pouzival Persondl studie. Zdravotnické
zatizeni a Hlavni zkouSejici budou analyzovat
Materialy pouze v rozsahu nezbytném pro
provadéni Studie a bez ptedchoziho pisemného
souhlasu Zadavatele je nepfedaji ani nezpfistupni
tretim strandm, pficemz k tomu zavazi i Personal
studie.

9.2 Veskeré vynalezy, objevy, know-how a vylepSeni

(v€etné¢ novych zplsobii pouziti a vylepSeni
Hodnoceného ptipravku), bez ohledu na to, zda
jsou ¢i nejsou chranény patentem, autorskym
pravem nebo jinym pravem dusevniho vlastnictvi,
které jsou vysledkem (a) provadéni Studie; nebo (b)
pouziti Hodnoceného ptipravku nebo Dlvérnych
informaci, v kazdém pftipadé Zdravotnickym
zafizenim, Hlavnim zkouSejicim nebo jinym
pracovnikem  Studie (souhrnné¢ se vSemi
souvisejicimi pravy dusevniho vlastnictvi, dale jen
»Vynélezy“), budou vyhradnim vlastnictvim
Zadavatele. Zdravotnické zafizeni a Hlavni
zkousejici neprodlené pisemné sd€li Zadavateli
vSechny Vyndlezy. Zdravotnické zatizeni a Hlavni
zkousejici postoupi a pfimé&ji Pracovniky studie,
aby postoupili Zadavateli veSkera prava, vlastnicka
prava a podily na Vynalezech ve Spojenych statech
americkych a na celém svété. Zdravotnické zatizeni
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patent and other proprietary protection for any
patentable or protectable Inventions all in the name
of Sponsor and at Sponsor’s cost and expense; and
(i) execute and deliver all requested applications,
assignments, and other documents and take such
other measures as Sponsor reasonably requests, in
order to perfect and enforce Sponsor’s rights in the
Inventions.

9.3. It is expressly agreed that neither Party transfers

by operation of this Agreement, to the other Party,
any patent right, copyright, or other proprietary
right the Party owns prior to the Effective Date.

a Hlavni zkousSejici se zavazuji, ze (i) budou pln¢
spolupracovat pii ziskdvani patentové a jiné
vlastnické ochrany pro vSechny patentovatelné
nebo chranitelné Vynalezy, a to jménem
Zadavatele a na jeho naklady; a (ii) provedou a
doruc¢i vSechny pozadované zadosti, postoupeni a
dalsi dokumenty a piijmou dal$i opatieni, ktera
Zadavatel v rozumné mife pozaduje, aby
zdokonalili a prosadili prava Zadavatele k
Vynalezim.

9.3. Bylo vyslovné dohodnuto, Zze provadénim této

Smlouvy neptfevadi zddnd ze Stran na druhou
Stranu zadna patentova prava, autorska prava ani
jina vlastnickd prava, ktera dotcena Strana vlastnila
pied Datem ucinnosti.

10. Indemnification for Third-Party Claims
10.1. Sponsor shall defend, indemnify, and hold

10. Odskodnéni v pripadé naroki tietich stran

10.1. Zadavatel bude branit, odSkodnovat a chranit

Institution, and its trustees, officers, directors,
employees, including Principal Investigator and
other Study Staff, and agents (“Institution
Indemnitees”), harmless from any independent
third-party claims (“Claims”) for liabilities or
damages arising out of bodily injuries, illness, or
death to a Study Subject to the extent they result
from the performance of the Study in compliance
with the Protocol. Sponsor’s indemnity will not
apply to the extent that the Claim arises out of (a)
negligence or wilful misconduct on the part of any
Institution Indemnitee; or (b) failure to conduct the
Study in accordance with the Protocol, this
Agreement, Study Instructions, and/or Applicable
Laws or other breach of this Agreement.

10.2. Institution shall defend, indemnify, and hold

Sponsor and its officers, directors, employees and
agents and Worldwide harmless from, any Claim
arising from (a) negligence or wilful misconduct on
the part of any Institution Indemnitee; (b) acts or
omissions not in accordance with the Protocol, this
Agreement, Study Instructions, and/or Applicable
Laws or other breach of this Agreement.

10.3 A party entitled to indemnification under this

Section 10 (an “Indemnified Party”) shall
promptly notify the party from whom it is seeking

Zdravotnické zafizeni a jeho spravce, ufedniky,
feditele, zameéstnance, véetné Hlavniho
zkousejiciho a dalSiho Personalu studie, a zastupce
(dale jen ,,Odskodnéni ze strany Zdravotnického
zafizeni®) ptfed jakymikoliv nezavislymi naroky
tietich stran (dale jen ,,Naroky*) za zavazky nebo
Skody vyplyvajici z poranéni, onemocnéni nebo
amrti Subjektu studie v rozsahu, v jakém jsou
dasledkem provadéni Studie v souladu s
Protokolem. Od$kodnéni ze strany Zadavatele se
nevztahuje na pfipady, kdy Narok vznikne v
disledku (a) nedbalosti nebo imysIného pochybeni
ze strany kteréhokoli Subjektu odskodnéni; nebo
(b) v disledku neprovedeni Studie v souladu s
Protokolem, touto Smlouvou, Pokyny ke Studii
a/nebo Platnymi pravnimi ptfedpisy nebo jiného
poruseni této Smlouvy.

10.2. Zdravotnické zafizeni bude Zadavatele a jeho

predstavitele, feditele, zaméstnance a zastupce a
spole¢nost Worldwide branit, odSkodnovat a
zbavovat odpovédnosti za jakékoli Naroky vzniklé
v dGsledku (a) nedbalosti nebo Umyslného
pochybeni ze strany kteréhokoli Zadavatele; (b)
jednani nebo opomenuti, které neni v souladu s
Protokolem, touto Smlouvou, Pokyny ke studii
a/nebo Platnymi pravnimi ptedpisy, nebo v
dasledku jiného poruseni této Smlouvy.

10.3 Strana, ktera mad narok na odSkodnéni podle

tohoto oddilu 10 (,,Od$kodnéna strana®), je
povinna neprodlen¢ informovat stranu, od které
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indemnification (“Indemnifying Party”) upon
becoming aware of a Claim. The Indemnifying
Party has the right to promptly assume control of
the defense and investigation of the Claim, with
counsel of its own choosing, and the Indemnified
Party shall reasonably cooperate with the
Indemnifying Party in connection therewith, in
each case at the Indemnifying Party’s sole cost and
expense. The Indemnified Party may participate in
the defense of such Claim, with counsel of its own
choosing and at its own cost and expense. The
Indemnifying Party shall not settle any such Claim
on any terms or in any manner that adversely
affects the rights of any Indemnified Party without
such Indemnified Party’s prior written consent
(which consent shall not be unreasonably withheld,
conditioned, or delayed).

10.4 Institution agrees that (a) Sponsor may be

irreparably injured by an impending or existing
breach of this Agreement; (b) money damages
would not be an adequate remedy for any such
breach; and (c) Sponsor will be entitled to seek
equitable relief, including injunctive relief and
specific performance, without having to post a
bond, as a remedy for any such breach. The
provisions of this Section 10.4 are not intended to
be exclusive and are without prejudice to the rights
of Sponsor to seek any other right or remedy that it
may have under this Agreement or otherwise.

Reimbursement for Subject Injury

11.1. Sponsor will reimburse Institution for reasonable

expenses incurred by Institution for physical injury
or illness suffered by Study Subjects to the extent:

a) such injury or illness results directly from the
use of Study Drug in accordance with the
Protocol or procedures performed in
accordance with the Protocol;

b) such injury or illness is not a medical
condition or the natural progress of medical
condition that the Study Subject had before
starting the Study;

c) such injury or illness is not the result of
Institution’s or Principal Investigator’s or
other Study Staff’s negligence, wilful

pozaduje odskodnéni (,,OdSkodnujici strana‘),
jakmile se dozvi o Naroku. Odskodiujici strana ma
pravo neprodlené pievzit kontrolu nad obhajobou a
vySetfovanim Naroku, a to s pravnim zastupcem,
kterého si sama zvoli, a OdSkodnéna strana bude v
souvislosti s tim pfiméfené¢ spolupracovat s
Odskodnujici stranou, v kazdém ptipad¢ na vlastni
naklady a na vlastni ucet Odskodnujici strany.
Odskodnovana strana se muze ucastnit obhajoby
takového naroku s pravnim zastupcem podle
vlastniho vybéru a na vlastni naklady.
Odskodiujici strana nesmi urovnat zadny takovy
narok za Zzadnych podminek nebo zadnym
zpusobem, ktery by nepfiznivé ovlivnil prava
kterékoli z odskodnénych stran, bez predchoziho
pisemného souhlasu takové odskodnéné strany
(tento souhlas nesmi byt bezdivodné odepten,
podminén nebo odlozen).

10.4 Zdravotnické zafizeni souhlasi s tim, Ze (a)

Zadavatel muze byt nenapravitelné¢ poskozen
hrozicim nebo existujicim porusenim této
Smlouvy; (b) ndhrada Skody v penézich by nebyla
pfiméfenym prostiedkem napravy takového
poruseni; a (¢) Zadavatel bude opravnén pozadovat
spravedlivou napravu, véetné soudniho ptikazu a
zvlastniho plnéni, aniz by musel slozit kauci, jako
napravu takového poruseni. Ustanoveni tohoto
Oddilu 10.4 nemaji byt vyluénd a nejsou jimi
dotcena prava Zadavatele na uplatnéni jakéhokoli
jiného prava nebo napravného prostiedku, ktery mu
muze nalezet podle této Smlouvy nebo jinak.

11. Odskodnéni za ijmu subjektu

11.1. Zadavatel Zdravotnickému zafizeni uhradi

ptiméfené néaklady vynaloZzené Zdravotnickym
zatizenim na Ujmu Subjektu Studie, které Subjekty
studie utrpi, a to v nésledujicim rozsahu:

a) takova ujma nebo onemocnéni je pfimym
dasledkem pouziti Hodnoceného ptipravku v
souladu s Protokolem nebo postupt
provadénych v souladu s Protokolem;

b) takova ujma nebo onemocnéni neni
zdravotni stav nebo pfirozeny Vvyvoj
zdravotniho stavu, v jakém byl Subjekt
studie jiz pfed zah4jenim Studie;

c) takova Gjma nebo onemocnéni nevznikly
disledkem nedbalosti, tmysIného pochybeni
nebo nedodrZeni ustanoveni v Protokolu,
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misconduct, or failure to comply with the
Protocol, Study Instructions, or Applicable
Laws; and

d) Institution confirms to Sponsor that it has
not billed or sought reimbursement from
such Study Subject’s insurance provider, a
governmental healthcare program, or other
third-party providers for any such medical
expense.

nedodrzeni Pokyn ke studii, nedodrzeni
Platnych pravnich pfedpisi ze strany
Zdravotnického zatizeni nebo Hlavniho
zkousejiciho nebo jiného Persondlu studie; a

d) Zdravotnické zafizeni Zadavateli potvrzuje,
Ze neuctovalo ani nezadalo o Ghradu od
pojistitele  Subjektu  studie,  vladniho
zdravotnického programu, ani od jinych
poskytovatelt tfetich stran za jakékoli takové
vydaje spojené se zdravotni péci.

12. Insurance 12. PojisSténi

12.1. The Study Site shall secure and maintain in full 12.1. Studijni centrum musi v plném rozsahu zajistit

force and effect through the performance of the
Study (and following termination of the Study)
mandatory  professional liability  insurance
coverage in accordance with provisions of Act No.
372/2011 Coll., on Medical Services. The Study
Site shall provide to Worldwide and/or Sponsor a
copy of their certificate of Insurance if requested.

12.2.  Sponsor shall secure and maintain during the

performance of this Agreement in accordance with
Act No. 378/2007 Coll., On Pharmaceuticals as
amended, a policy or policies of comprehensive
general liability insurance at levels sufficient to
support the Sponsor’s and Principal Investigator’s
indemnification obligations in this Agreement.
Worldwide on behalf of Sponsor, shall provide
upon request copies of the insurance certificates,
together with evidence that the policies do exist.

apo dobu studie (i po jejim ukonéeni) udrzovat
povinné pojisténi odpovédnosti v souladu se
zakonem ¢. 372/2011 Sh. o zdravotnich sluzbach.
Studijni centrum musi na vyzadani spolecnosti
Worldwide a/nebo Zadavatele piedlozit kopii
potvrzeni 0 uzavieném pojisténi.

12.2. Zadavatel musi podle zdkona ¢. 378/2007 Sh.,

0 léCivech, ve znéni pozd&jsich predpist, zajistit
apo dobu ulinnosti této Smlouvy udrzovat
smlouvu 0 obecném pojisténi  odpovédnosti
v rozsahu, ktery spliiuje povinnosti Zadavatele
a Hlavniho  zkouSejictho  vtéto  Smlouveé.
Spole¢nost Worldwide musi jménem Zadavatele na
vyzadani poskytnout kopie potvrzeni o uzavieném
pojisténi a dokdzat, Ze tyto pfislusné smlouvy
existuji.

13. Debarment and Disqualification 13. Vylou¢eni a ziakaz ¢innosti

13.1. Principal Investigator certifies that he/she is not  13.1. Hlavni zkousejici potvrzuje, Ze podle jakychkoli

and has not been debarred, excluded, disqualified,
or restricted in his/her ability to practice medicine,
participate in a clinical trial, or perform services in
connection with the evaluation of a pharmaceutical
product under any Applicable Laws.

13.2. Institution and Principal Investigator shall ensure

that no Study Staff known to be debarred by any
regulatory authority with jurisdiction over the
conduct of the Study (including the U.S. Food and
Drug Administration) shall participate in the Study.

13.3. Institution and Principal Investigator shall

immediately notify Sponsor or Worldwide, on
behalf of Sponsor, if any Study Staff becomes
debarred or is the subject of a debarment

Platnych préavnich ptfedpisii neni a nebyl vyloucen,
nebyla mu pozastavena ¢i zakdzana ¢innost, ani mu
nebyla omezena lékarska praxe, t¢ast na klinickych
hodnocenich nebo poskytovani sluzeb v souvislosti
s hodnocenim farmaceutického produktu.

13.2. Zdravotnické zatizeni a Hlavni zkousejici zajisti,

aby se na Studii nepodilel Zadny ¢len Personalu
studie, 0 némz je znamo, Ze mu kontrolni tfad
opravnény dohledem nad provadénim Studie
(véetné Utadu pro kontrolu potravin a lééiv
Spojenych statu americkych) zakazal ¢innost.

13.3. Zdravotnické zatizeni a Hlavni zkouSejici musi

Zadavatele nebo spolecnost Worldwide jménem
Zadavatele neprodlen¢ informovat, pokud je
nekterému ze Clenti Persondlu studie béhem Studie
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investigation or proceeding at any time during the
Study.

zakazana cCinnost nebo se stane predmétem
vySetfovani nebo Fizeni 0 zakazu ¢innosti.
14. Financial Disclosure 14. Zveiejnéni finan¢nich adaju

14.1. Institution and Principal Investigator will ensure 14.1. Zdravotnické zafizeni a Hlavni zkousejici
that prior to their participation in the Study, zajisti, aby Hlavni  zkouSejici  a vSichni

Principal Investigator and any sub-investigators
complete and return to Sponsor the financial
disclosure certification form provided by Sponsor.
Institution and Principal Investigator shall
promptly notify Sponsor of any required revision to
the financial disclosure certification during the term
of this Agreement and for one (1) year following
completion of the Study. Upon Sponsor’s written
request following the completion of the Study,
Institution and Principal Investigator will ensure
that Principal Investigator and sub-investigators
provide updated financial disclosure certification
forms to the Sponsor.

15. Anti-Bribery

15.1. Institution and Principal Investigator shall

comply with all applicable anti-corruption laws,
rules, regulations, and decrees and fully co-operate
with all diligent efforts of Sponsor and Worldwide
inquiring into Principal Investigator’s operations in
order to satisfy Sponsor’s or Worldwide’s
obligations under the United States Foreign
Corrupt Practices Act, as amended, the UK Bribery
Act and any implementing legislation under the
OECD Convention Against Bribery of Foreign
Government Officials in International Business
Transactions, and/or any other Applicable Laws in
the Study Site’s jurisdiction.

15.2. Institution and Principal Investigator shall not

solicit, request, pay or give, or agree to receive or
accept, either directly or indirectly, anything of
value, including any financial or other advantage,
that is intended to or designed in any way to induce
or reward the improper performance by Principal
Investigator or Study Staff of any function or
activity in connection with the Study.

15.3. Principal Investigator agrees not to accept or pay,

give, offer or promise to pay or give, directly or
indirectly, any money or anything of value to any

spoluzkousejici pted svou ucasti na Studii vyplnili
a zaslali Zadavateli formular osvédceni
0 zvefejnéni  finan¢nich udaji  poskytnutych
Zadavatelem. Zdravotnické zatizeni a Hlavni
zkousejici neprodlené Zadavateli ozndmi jakoukoli
nutnou revizi osvédceni o zvefejnéni financnich
udaji béhem platnosti této Smlouvy a po dobu
jednoho (1) roku po dokonéeni Studie. Po
dokoneni Studie musi Zdravotnické zafizeni
a Hlavni zkouSejici na zaklad¢ pisemné Zzadosti
Zadavatele zajistit, aby mu Hlavni zkousejici
a spoluzkousejici poskytli aktualizované formulare
osvédceni o zvefejnéni finanénich udaji.

15. Boj proti uplatkarstvi

15.1. Zdravotnické zatizeni a Hlavni zkouSejici budou

dodrzovat vSechny platné protikorupéni zakony,
pravidla, piedpisy a vyhlasky a budou poskytovat
plnou  soucinnost  Zadavateli  a spole¢nosti
Worldwide ptfi cinnostech provérovani aktivit
Hlavniho zkousejiciho s cilem naplnit zavazky
Zadavatele a spolecnosti Worldwide dle zakona
Spojenych  statd  americkych o zahrani¢nich
korupénich praktikach, v platném znéni, zakona
Spojeného kralovstvi o uplatkaistvi a dle vSech
provadécich predpist Umluvy OECD o boji proti
podplaceni  zahrani¢nich  vefejnych  Cinitelt
v mezinarodnich obchodnich transakcich a/nebo
jinych Platnych pravnich ptedpisi v jurisdikci
Studijniho centra.

15.2. Zdravotnické zatizeni a Hlavni zkouSejici se

zavazuji, Ze nebudou Zadat, poZadovat, platit ani
piijimat, vyzadovat ani souhlasit s tim, ze obdrzi
nebo pfijmou, pfimo ¢i nepfimo, cokoli
hodnotného vcetn€ jakékoli finanéni ¢i jiné
vyhody, jejimz cilem nebo tcelem je jakymkoli
zpusobem podnitit ¢i odménit nespravné jednani
Hlavniho zkouSejiciho nebo Persondlu studie
v jakékoli pozici nebo pifi jakékoli cCinnosti
souvisejici se Studii.

15.3. Hlavni zkouSejici se dale zavazuje, Ze nepfijme

ani nezaplati, nevénuje, nenabidne ani nepfislibi, Ze
by zaplatil nebo vénoval, ptimo ¢i nepfimo, zadné
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government official or employee inducing that
person to do or omit doing any act in violation of
his/her lawful duty, securing an improper
advantage, or influencing such official to use
his/her influence with the government to effect or
influence the decision of such government in order
to assist Sponsor or Worldwide in obtaining or
retaining business.

16. Financial Arrangements

16.1. Sponsor, through Worldwide, shall compensate
Institution and Principal Investigator for the
Services according to Exhibit B and Exhibit C of
this Agreement. Principal Investigator will be
solely responsible for compensating Study Staff.

16.2. Institution and Principal Investigator will be
compensated solely for:

16.2.1. Study Subjects who are enrolled with a
properly executed Informed Consent Form
in accordance with this Agreement; and

16.2.2. Services performed in accordance with the
Protocol and this Agreement.

16.3. The Parties acknowledge that Worldwide is the
payment agent for the Sponsor under this
Agreement and payments depend on Worldwide
receiving necessary funds from the Sponsor to
make the payments contemplated in this
Agreement. Sponsor shall be liable for all
payments made under this Agreement.

16.4. The Parties represent and warrant that the
consideration to Institution and Principal
Investigator for the Study in accordance with
Exhibit C represents fair market value of the
services rendered and resources allocated to the
Study by the Institution and Principal
Investigator, and that such compensation shall
not be construed in any manner as an obligation,
or inducement, of Institution or Principal
Investigator to recommend that any person or
entity purchase Sponsor's or its affiliates'

products.

17. Term and Termination

penize ani nic hodnotného zadnému vladnimu
ufednikovi ¢i zaméstnanci scilem pfimét jej
k tomu, aby podnikl nebo nepodnikl cokoli, ¢im by
porusil svou zdkonnou povinnost, zajistil
nepfiméfenou vyhodu nebo piimél takového
ufednika, aby svym vlivem ve vladé rozhodl nebo
ovlivnil rozhodnuti této vlady, atak pomohl
Zadavateli nebo spole¢nosti Worldwide ziskat nebo
udrzet zakazku.

16. Finané¢ni ujednani

16.1. Zadavatel  prostiednictvim  spole¢nosti
Worldwide poskytne Zdravotnickému zatizeni a
Hlavnimu zkousejicimu nahradu za sluzby podle
Piilohy B a Ptfilohy C této Smlouvy. Hlavni
zkousSejici bude vyhradné odpovédny za néhradu
pro Pracovniky studie.

16.2. Zdravotnické zatizeni a Hlavni zkousejici obdrzi
nahradu pouze za:

16.2.1. subjekty studie, které jsou zapsany s fadné
vyplnénym Formuldfem informovaného
souhlasu v souladu s touto Smlouvou; a

16.2.2. sluzby poskytované v souladu s
Protokolem a touto Smlouvou.
16.3. Strany berou na védomi, Ze spolecnost

Worldwide je dle této Smlouvy zastupcem pro
platby jménem Zadavatele a platby se odviji od
skute¢nosti, zda spolecnost Worldwide od
Zadavatele obdrzi potfebné prostiedky, aby
mohla uhradit platby zamyslené v této Smlouve.
Zadavatel odpovidd za veSkeré platby
provedené na zékladé této Smlouvy.

16.4. Strany prohlasuji a zarucuji, Ze protiplnéni
Zdravotnickému  zafizeni a  Hlavnimu
zkousSejicimu za Studii v souladu s Pfilohou A
predstavuje  spravedlivou trzni  hodnotu
poskytovanych sluzeb a zdrojii ptidélenych na
Studii Zdravotnickym zafizenim a Hlavnim
zkousSejicim, a ze takova kompenzace nebude
zadnym zpusobem vykladdna jako zavazek
nebo pobidka Zdravotnického zafizeni nebo
Hlavniho zkouSejiciho, aby doporucil jakékoli
osobé¢ nebo subjektu ndkup produktl Zadavatele
nebo jeho pridruzenych spolecnosti.

17. Doba trvani a ukonéeni
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17.1. The term of this Agreement shall begin on the

Effective Date and shall, unless sooner
terminated as provided below, continue until the
last of the following to occur: (i) Sponsor has
received all properly completed CRFs from
Institution; (ii) Institution has resolved all data
clarification queries, and submitted the closeout
reports to the EC and to Sponsor, to Sponsor’s
satisfaction; (iii) all Institution closeout
activities have been completed; and (iv) Sponsor
has made all payments and reimbursements and
collected all refunds due under this Agreement.

17.2. Sponsor may terminate this Agreement:

17.2.1. for any reason upon thirty (30) days
prior written notice to Institution and Principal
Investigator; or

17.2.2. immediately upon written notice to
Institution and Principal Investigator for any of
the following reasons:

a) authorization and approval to conduct
the Study is withdrawn by the relevant
regulatory authority;

b) to protect the safety and welfare of Study
Subjects;

c) Institution or Principal Investigator
materially breaches the terms of this
Agreement and Institution and Principal
Investigator have failed to cure the
material breach, at their own expense,
within thirty (30) days of receipt of
written notice specifying such breach;

d) Institution, Principal Investigator, or any
Study Staff becomes debarred or
disqualified; or

e) Sponsor terminates the Study.

Institution may terminate this Agreement
immediately:

17.1. Doba platnosti této Smlouvy zalind Datem

ucinnosti a pokud nebude ukoncena diive, jak je
uvedeno nize, do doby, nez nastane posledni z
nasledujicich skute¢nosti: (i) Zadavatel obdrzi
od Zdravotnického =zafizeni vSechny fadné
vyplnéné CRF; (i1) Zdravotnické zatizeni vytesi
vSechny dotazy tykajici se vyjasnéni udaju a
predlozi EK a Zadavateli zavéreéné zpravy ke
spokojenosti Zadavatele; (iii) budou dokonceny
vSechny Cinnosti Zadavatele souvisejici s
ukon¢enim Smlouvy; a (iv) Zadavatel provede
vSechny platby a uhrady a vybere vsechny
nahrady splatné podle této Smlouvy.

17.2. Zadavatel muze tuto Smlouvu ukoncit:

17.2.1. z jakéhokoli divodu pisemnym
oznamenim tiicet (30)dnt  ptedem
Zdravotnickému zatizeni a Hlavnimu
zkousejicimu; nebo

17.2.2. okamzit¢ po pisemném oznameni
Zdravotnickému  zafizeni a  Hlavnimu
zkousejicimu z nékterého z nésledujicich
divodu:

a) piislusny kontrolni ufad odejme
opravnéni  aschvaleni  k provadéni
Studie;

b) kvuli bezpecnosti ablahu Subjektl
studie;

C) Zdravotnické zafizeni nebo Hlavni
zkousejici zasadnim zpiisobem poruSuji
podminky této Smlouvy a Zdravotnické
zafizeni a Hlavni zkouSejici nenapravili
toto zasadni poruSeni na vlastni naklady
do tficeti (30)dnti od doruceni
pisemného ozndmeni 0 daném poruseni;

d) Zdravotnickému zafizeni, Hlavnimu
zkousejicimu nebo jakémukoli ¢lenovi
Personalu studie je pozastavena nebo
zakazana ¢innost; nebo

e) Zadavatel ukon¢i Studii.

17.3. Zdravotnické zafizeni muze tuto Smlouvu

okamzité ukondit:

17.3.1 if Sponsor materially breaches the 17.3.1 pokud Zadavatel zasadnim zplsobem
terms of this Agreement and failed to cure the porusi podminky této Smlouvy a nenapravi toto
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material breach within thirty (30) days of receipt
of written notice specifying such breach; or

17.3.2.  upon written notice to Sponsor to
protect the safety and welfare of Study Subjects.

17.4. If this Agreement terminates pursuant to 17.2 or

17.3:

17.4.1 Principal Investigator will immediately
stop enrolling subjects into the Study and cease
administering Study Drug to Study Subjects and
conducting Study procedures on Study Subjects,
to the extent consistent with the good medical
judgment of Principal Investigator;

17.4.2. Promptly following termination, (i)
Sponsor will pay Institution in accordance with
Exhibit B on a pro rata basis through the date of
termination; and (ii) Institution will refund any
funds not due under clause (i) but already paid
by Sponsor to Institution.

17.5 At the end of the term of this Agreement in

accordance with 17.1 or promptly following
termination of this Agreement pursuant to 17.2 or
17.3, Institution will follow Study Instructions to
(i) provide to Sponsor all Study Data not
previously provided to Sponsor; and (ii) deliver to
Sponsor or, at Sponsor’s option, dispose of, all
Materials and Confidential Information furnished
by Sponsor or its designees to Institution or
Principal Investigator, except for records or
Biological Samples which Institution and/or
Principal Investigator are required by Applicable
Laws to retain or an archival copy of records
retained for the sole purpose of determining the
scope of obligations under this Agreement.

18. General Provisions

18.1. This Agreement and its Exhibits contain the

entire understanding between the Parties and
unless otherwise stated in this Agreement, can
only be modified by written agreement of the
Parties. Titles and headings are inserted in this
Agreement for reference purposes only and
must not be used to interpret the Agreement.

zasadni poruseni do tficeti (30) dnli od doruceni
pisemného ozndmeni 0 daném poruseni; nebo

17.3.2. na zakladé pisemného ozndmeni
Zadavateli z divodu ochrany bezpec¢nosti a blaha
Subjektt studie.

17.4. Pokud tato Smlouva zanikne podle bodu 17.2

nebo 17.3:

17.4.1 Hlavni zkouSejici okamzit¢ zastavi
zafazovani subjekti do Studie a prestane
podavat Subjektim studie Hodnoceny piipravek
a provadét Postupy studie na Subjektech studie,
a to v rozsahu odpovidajicim spravnému
1ékatskému tisudku Hlavniho zkousejiciho;

17.4.2. neprodlen¢ po ukonceni (i) zaplati
Zadavatel Zdravotnickému zafizeni v souladu s
Ptilohou B pomérnou ¢ast az do data ukonceni
a (ii) Zadavatel Zdravotnickému zafizeni vrati
veSkeré finan¢ni prostiedky, které nejsou
splatné podle bodu (i), ale které jiz Zadavatel
Zdravotnickému zafizeni zaplatil.

17.5 Na konci doby platnosti této Smlouvy v souladu

s bodem 17.1 nebo neprodlen¢ po ukonceni této
Smlouvy podle bodu 17.2 nebo 17. 3,
Zdravotnické zafizeni bude postupovat podle
Pokyni ke studii a (i) poskytne Zadavateli
veskera Data ze studie, kterd nebyla Zadavateli
poskytnuta diive; a (i1) pfedd Zadavateli nebo
podle volby Zadavatele zlikviduje veskeré
materialy a davérné informace poskytnuté
Zadavatelem nebo jim povéfenymi osobami
Zdravotnickému  zafizeni nebo Hlavnimu
zkouSejicimu, s vyjimkou zdznami nebo
biologickych vzorki, které jsou Zdravotnické
zafizeni a/nebo Hlavni zkouSejici povinni
uchovavat podle Platnych pravnich ptedpisi,
nebo archivni kopie zdznaml uchovéavanych
vyhradné za ucelem stanoveni rozsahu
povinnosti podle této Smlouvy.

18. Obecna ustanoveni

18.1. Tato Smlouva ajeji Prilohy obsahuji Uplné

ujednani mezi Stranami a neni-li v této Smlouvé
stanoveno jinak, lze ji ménit pouze na zakladé
pisemné dohody obou Stran. Nazvy a nadpisy
Jsou vlozeny v této Smlouvé pouze pro referenci
a nesmi byt pouzity k vykladu znéni Smlouvy.
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18.2. All notices under this Agreement shall be in 18.2. Veskera oznameni v souladu s touto Smlouvou
writing, signed by the relevant Party, and pisemna, podepsana pfislusSnou  Stranou
delivered personally by courier, recorded a dorucena osobné kuryrem, postovni zasilkou
delivery posts or e-mail, in each case with doporucené nebo e-mailem, v kazdém piipadé
confirmation of delivery or receipt. Notices vzdy s potvrzenim o doruéeni nebo pievzeti.
shall be addressed as follows: Oznémeni budou zasilana na nasledujici adresy:

Zadavateli:

To Sponsor: /

Name and Address:

/ Jméno a adresa:

As written in preamble of this Agreement / Jak
je uvedeno v preambuli této Smlouvy

E-mail: / e-mail:

Worldwide:
S kopii

spole¢nosti
Worldwide:

With a copy to

/

Name and Address:

/ Jméno a adresa:

As written in preamble of this Agreement / Jak je
uvedeno v preambuli této Smlouvy

e-mail: / E-mail:

To Institution:

zarizeni:

/

Zdravotnickému

Name and Address:

/ Jméno a adresa:

As written in preamble of this Agreement / Jak
je uvedeno v preambuli této Smlouvy

e-mail: / E-mail:

Investigator:
Hlavnimu
zkousejicimu:

To Principal

/

Name and Address:

/ Jméno a adresa:

As written in preamble of this Agreement / Jak
je uvedeno v preambuli této Smlouvy

e-mail: / E-mail:

18.3. Any Party may change its address or e-mail by 18.3. Kterakoli ze Stran mize zménit svou adresu

giving the other Party written notice, delivered in
accordance with this provision.

18.4. Institution and Principal Investigator shall not

engage any subcontractor to fulfil any of their
obligations in this Agreement without obtaining
prior written consent from Sponsor, which shall
not be unreasonably withheld. If Sponsor
approves the engagement of a subcontractor,
Institution and Principal Investigator shall remain
solely responsible for the qualification,
contracting, and oversight of the activities
performed by their subcontractor(s), shall be
liable to Sponsor for the services provided by
subcontractor, and the use of a subcontractor shall
not relieve Institution and Principal Investigator
of their obligations. Institution and Principal
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nebo e-mail na zakladé pisemného oznameni
druhé Strané, které bude doru¢eno v souladu
s timto ustanovenim.

18.4. Zdravotnické zafizeni a Hlavni zkousSejici do

plnéni svych zavazkl vyplyvajicich z této
Smlouvy nesmi zapojovat zddného subdodavatele
bez ptedchoziho pisemného souhlasu Zadavatele.
Zadavatel nesmi takovy souhlas bezdivodné
odepiit. Pokud Zadavatel schvali zapojeni
subdodavatele, zlstdvaji Zdravotnické zatfizeni
a Hlavni zkouSejici nadale vylu¢n€ odpovédni za
kvalifikaci, uzavirani smluv adohled nad
¢innostmi provadénymi jejich subdodavatelem
(subdodavateli) , odpovidaji Zadavateli za sluzby
poskytované subdodavatelem a vyuziti
subdodavatele nezbavuje Zdravotnické zatizeni
a Hlavniho  zkouSejiciho  jejich  zavazkd.
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Investigator shall be solely responsible for all
financial  responsibilities related to such
subcontractor(s), including withholdings,
liabilities, and contributions in respect of any
such subcontractor(s).

18.5. Institution and Principal Investigator agree to co-
operate in good faith and to provide any necessary
information or instruction to vendor(s) engaged
by the Sponsor or Worldwide on behalf of
Sponsor for the performance of any specific
Study related services.

18.6. Institution and Principal Investigator are
independent contractors for Sponsor, and are not
employees, agents, or partners of Sponsor or

Worldwide.

18.7. Sponsor may assign this Agreement upon written
notice to Institution and Principal Investigator.
This Agreement may not be assigned or
transferred by Institution or Principal Investigator
without the prior written consent of Sponsor,
unless such assignment is due to an acquisition or
if the Agreement is assigned to Institution’s
parent company, in which case, Institution must
provide written notice to Sponsor.

18.8. Either Party’s failure to require the other Party to
comply with any provision of this Agreement
shall not be deemed a waiver of such provision or
any other provision of this Agreement.

18.9. If any provision of this Agreement is held invalid
or unenforceable by a court of competent
jurisdiction, the rest of the Agreement will remain
in full effect.

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

18.11. Neither Party shall be liable to the other Party
or shall be in default of its/his/her obligations in
this Agreement if such default is the result of war,

Zdravotnické zatizeni a Hlavni zkousejici nesou
vyluénou odpovédnost za financni zadvazky vici
takovym  subdodavatelim, vcetné¢ srazek,
zavazka nebo piispévka v souvislosti s takovymi
subdodavateli.

18.5. Zdravotnické zatizeni a Hlavni zkouSejici
souhlasi s tim, Ze budou spolupracovat v dobré
vife a budou dodavatelim najatym Zadavatelem
nebo spolecnosti Worldwide poskytovat veskeré
nezbytné informace nebo pokyny Kk provadéni
jakychkoli konkrétnich sluzeb souvisejicich se
Studii.

18.6. Zdravotnické zafizeni a Hlavni zkousSejici jsou
samostatné smluvni strany Zadavatele a nemaji
pozici zaméstnancli, zastupcii nebo partner
Zadavatele nebo spole¢nosti Worldwide.

18.7. Zadavatel mlze tuto Smlouvu postoupit na
zaklad¢ pisemného oznameni Zdravotnickému
zafizeni a Hlavnimu zkouSejicimu. Zdravotnické
zatizeni nebo Hlavni zkouSejici nemiize tuto
Smlouvu postoupit nebo ptevést bez predchoziho
pisemného souhlasu Zadavatele, s vyjimkou
pfipadu, kdy by takové postoupeni bylo
vysledkem akvizice, nebo by byla Smlouva
postoupena matetské spolecnosti Zdravotnického
zatizeni. Zdravotnické zafizeni musi v takovém
pfipad¢ tuto skutecnost pisemné oznamit
Zadavateli.

18.8. Pokud n¢kterd ze Stran nebude pozadovat, aby
druhd Strana dodrZela nékteré ustanoveni této
Smlouvy, nebude to povazovano za zieknuti se
tohoto ustanoveni ani zadného jiného ustanoveni
této Smlouvy.

18.9. Pokud je né&které ustanoveni této Smlouvy
povazovano za neplatné nebo nevymahatelné
soudem pfiislusné jurisdikce, zlstane zbyvajici
¢ast Smlouvy platna v plném rozsahu.

18.10. Podminky této Smlouvy, které obsahuji
zavazky nebo prava piesahujici dokonceni Studie
provadéné Zdravotnickym zafizenim, zlistanou
v platnosti i po ukonceni této Smlouvy, i kdyz to
V ni neni vyslovné uvedeno.

18.11. Zadna ze Stran nebude odpovédna vici druhé
Stran€, ani nebude povazovano za neplnéni
zavazkl vyplyvajicich z této Smlouvy, pokud se
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hostilities, terrorist activity, revolution, civil
commotion, strike, epidemic, accident, fire, wind,
flood, or because of any act of God or other cause
beyond the reasonable control of the Party
affected.

18.12. This Agreement, and any subsequent
amendment(s), may be executed in counterparts
and the counterparts, together, shall constitute a
single agreement.

18.13. The Parties agree that a copy of the original
signature (including an electronic copy) may be
used for any and all purposes for which the
original signature may have been used. The
Parties agree they will have no rights to challenge
the use or authenticity of this document based
solely on the absence of an original signature.

18.14. This Agreement may be executed in two (2)
languages. In case of discrepancies between the
Czech version and the English version of this
Agreement, the Czech version shall prevail.

18.15. The Agreement shall be governed by the laws
of Czech Republic without regard to the
provisions of the conflict of laws rules. The
Parties agree that they will try to resolve any
disputes arising out of or in connection with this
Agreement out of court prior to resorting to any
legal action. If the Parties are unable to resolve
the dispute amicably within sixty (60) days from
the date the complaining Party gave written notice
of such dispute to the other Party, the dispute may
be brought before the court of the Czech
Republic.

jedna o neplnéni v disledku valky, nepiatelské
akce, teroristické Cinnosti, pfevratu, obcanskych
nepokojt, stavky, epidemie, nehody, pozaru,
vichfice, povodni nebo kviili jakémukoli zdsahu
vy$$i moci nebo zjiného diavodu nad ramec
pfimétené kontroly dotcené Strany.

18.12. Tato Smlouva a jakékoli nasledné dodatky
mohou byt sepsany ve vice vyhotovenich, které
spole¢né tvofi jednu dohodu.

18.13. Strany se dohodly, ze kopii ptivodniho podpisu
(vCetn¢ elektronické kopie) lze pouzit pro
vSechny ucely, pro které mohl byt pavodni podpis
pouzit. Strany souhlasi, Zze pouze na zakladé
neexistence puvodniho podpisu nemaji zadné
pravo zpochybnit pouziti nebo pravost tohoto
dokumentu.

18.14. Tato Smlouva mize byt vyhotovena
dvojjazy¢né. V pfipad€¢ rozpori mezi ceskou
verzi a anglickou verzi této Smlouvy bude mit
prednost ceska verze.

18.15. Smlouva se fidi zékony Ceské republiky bez
ohledu na ustanoveni koliznich norem. Ob¢
Strany souhlasi, ze se v ptipadé€ sporu vzniklého
ze Smlouvy nebo v jeji souvislosti pokusi vyiesit
vSechny spory mimosoudné jest¢ pied
pfistoupenim k soudni Zalobé. Pokud Strany
nejsou schopny spor vyfesit smirem do Sedesati
(60) dntt ode dne, kdy stéZovatelska Strana
podala pisemné oznameni o tomto sporu druhé
Stran¢, muze byt spor predlozen pfislusnému
obecnimu soudu Ceské republiky.

[SIGNATURES TO FOLLOW] / [NASLEDUJI PODPISY]
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SPONSOR by its authorized signatory WORLDWIDE / ZADAVATEL
V zastoupeni opravnénym zmocneéncem, spolecnosti WORLDWIDE

Name
Surname /
Jméno
Pi{jmeni

Title /
Pozice

Date /

Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis

(opravnény zmocnénec)

INSTITUTION (authorized signatory) / ZDRAVOTNICKE ZARIZENI

Name

Surname / MUDr. Petr Maly, MBA
Jméno

Pt{jmeni

Title / General Director / Generalni feditel
Pozice

Date /
Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis
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PRINCIPAL INVESTIGATOR / HLAVNI ZKOUSEJICI

Name

Surname | I

Jméno
Ptijmeni

Title / Principal Investigator / Hlavni zkouSejici
Pozice

Date /
Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis
LIST OF EXHIBITS SEZNAM PRILOH
Exhibit A: Equipment Piiloha A: Zarizeni
Exhibit B: Payment Schedule Piiloha B: Harmonogram plateb
Exhibit C: Budget Piiloha C: Rozpocet
Exhibit D: Standard Contractual Clauses Piiloha D: Standardni smluvni dolozky
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1.

EXHIBIT A / PRILOHA A
EQUIPMENT / ZARIZEN]

Institution and Principal Investigator agree that 1. Zdravotnické zafizeni a Hlavni zkousejici souhlasi

they shall use the Equipment solely for the purpose
of conducting the Study and that they shall ensure
that only Principal Investigator and Study Staff use
the Equipment. The costs of revisions,
calibrations, BTK (Safety and technical control) or
repairs during use are covered by the Sponsor.

Institution and Principal Investigator shall comply
with any operating and maintenance instructions
of the Equipment provided by Sponsor, its agents,
vendor, or the manufacturer of the Equipment, and
will store Equipment under conditions that are
appropriate to the nature of the Equipment to
minimize the risk of loss or damage. If repair or
replacement of the Equipment is required due to
the negligence, misuse, theft, or loss by the
Institution, Principal Investigator, or Study Staff,
reimbursement for necessary repair or for full
replacement value for new Equipment will be
deducted from the final balance payment due to
applicable Payee on completion of the Study.

Institution and Principal Investigator shall and
shall cause Study Staff to take reasonable care in
the use of the Equipment.

Institution and Principal Investigator agree to
return the Equipment, at Sponsor’s cost, upon
Sponsor’s advance request.

Stim, ze Zafizeni pouziji vyluéné¢ pro ucely
provadéni Studie aze budou dané Zafizeni
pouzivat pouze Hlavni zkouSejici a Personal
studie. Naklady na revize, kalibrace, BTK ¢i
opravy béhem pouzivani nese Zadavatel.

Zdravotnické zatizeni a Hlavni zkousejici budou
dodrzovat provozni pokyny a pokyny kudrzbé
Zatizeni predan¢ho Zadavatelem, jeho zéstupci,
dodavatelem nebo vyrobcem Zatizeni a budou ho
uchovévat za podminek, které odpovidaji povaze

Zatizeni a minimalizuji riziko ztraty nebo
poskozeni. V piipadé¢ opravy nebo vymény
Zatizeni, které jsou nezbytné v disledku

nedbalosti, nespravného pouzivani, kradeze nebo
ztraty  Zatizeni  Zdravotnickym  zafizenim,
Hlavnim zkouSejicim nebo Persondlem studie,
bude platba za nezbytnou opravu nebo cenu
vymény nového Zafizeni odeCtena ze zavérecné
platby splatné ptislusnému Piijemci pii dokonceni
Studie.

Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni a musi pfimét Personal studie, aby se pfi
pouzivani daného Zafizeni choval pfimétené
opatrné.

Zdravotnické zatizeni a Hlavni zkousSejici se dale
zavazuji, ze na naklady Zadavatele vrati zatizeni

na pfedchozi Zadost Zadavatele nebo po ukonceni
Studie.
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EXHIBIT B/ PRILOHA B
PAYMENT SCHEDULE / HARMONOGRAM PLATEB
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EXHIBIT C/PRILOHA C
BUDGET- PER SUBJECT_INSTITUTION / ROZPOCET: ZA SUBJEKT ZDRAVOTNICKE ZARIZENI
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BUDGET- INVOICEABLE ITEM_INSTITUTION /R,OZPVO,(V]ET:,FAKTUROVATELNE
POLOZKY_ZDRAVOTNICKE ZARIZENI
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BUDGET- PER SUBJECT_PRINCIPAL INVESTIGATOR / ROZPOCET: ZA SUBJEKT HLAVNI ZKOUSEJiCi
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BUDGET- INVOICEABLE ITEM_ PRINCIPAL INVESTIGATOR / ROZPOCET:
FAKTUROVATELNE POLOZKY_ HLAVNIi ZKOUSEJIiCi
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EXHIBIT D/ PRILOHA D

STANDARD CONTRACTUAL CLAUSES / STANDARDNI SMLUVI DOLOZKY

Module 1: Transfer Controller to Controller / Module 1: Piedani od Spravce ke Spravci

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

Dolozka 1
Uéel a oblast piisobnosti
(@) Ugelem t&chto standardnich smluvnich dolozek
je zajistit dodrzovani pozadavkt uvede ych v nafizeni
Evropského parlamentu a Rady (EU) 2016/679 ze
dne 27. dubna 2016 0 ochrané fyzickych sob
Vv souvislosti se zpracovanim osobnich udaju

processing of personal data and on the free movement
of such data (General Data Protection Regulation)® for
the transfer of personal data to a third country.

a 0 volném pohybu téchto udaji (obecné natizeni
0 ochrané udaji) , pokud jde o ptedavani osobnich
udaju do tfeti zemé.

(b) The Parties: (b) Strany
(i) the natural or legal person(s), public i) fyzicka nebo pravnicka osoba ¢i osoby, organ
authority/ies, agency/ies or other ¢i organy vetejné moci, agentura ¢i agentury
body/ies  (hereinafter  “entity/ies”) nebo jiny subjekt ¢i jiné subjekty (dale jen
transferring the personal data, as listed ,subjekt ¢i ,,subjekty*) pfedavajici osobni
in Annex I.A. (hercinafter each “data Udaje, uve ené v priloze I ¢asti A (dale jen
exporter”), and ,Vyvozce udaja®), a
(i)  the entity/ies in a third country ii) subjekt ¢i subjekty ve tieti zemi, pfijimajici
receiving the personal data from the piimo nebo nepiimo prostiednictvim jiného
data exporter, directly or indirectly via subjektu, jenz je rovnéz stranou téchto
another entity also Party to these dolozek, osobni tdaje od vyvozce udaji,
Clauses, as listed in Annex LA. uve ené v priloze I ¢asti A (dale jen ,,dovozce
(hereinafter each “data importer”)have udaju’), se dohodly na téchto standardnich
agreed to these standard contractual smluvnich dolozkach (dale jen ,,dolozky*).
clauses (hereinafter: “Clauses”).
(©) These Clauses apply with respect to the | (¢) Tyto dolozky se pou iji S ohledem na ptedavani

transfer of personal data as specified in Annex I.B. osobnich udaji podle ptilohy I ¢asti B.

L Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union institution or body as controller,
reliance on these Clauses when engaging another processor (sub-processing) not subject to Regulation (EU) 2016/679 also ensures
compliance with Article 29(4) of Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the
protection of natural persons with regard to the processing of personal data by the Union institutions, bodies, offices and agencies and
on the free movement of such data, and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC (OJ L 295 of 21.11.2018,
p. 39), to the extent these Clauses and the data protection obligations as set out in the contract or other legal act between the controller
and the processor pursuant to Article 29(3) of Regulation (EU) 2018/1725 are aligned. This will in particular be the case where the
controller and processor rely on the standard contractual clauses included in Decision 2021/915.

! Pokud je vyvozcem idajli zpracovatel, na n&jZ se vztahuje natizeni (EU) 2016/679 a ktery jedna jménem orgéanu nebo subjektu Unie
jako spravce, spoléhani se na tyto dolozky pfi zapojeni jiného zpracovatele (dil¢i zpracovani), na kterého se natizeni (EU) 2016/679
nevztahuje, rovnéz zajist'uje soulad s ¢l. 29 odst. 4 nafizeni Evropského parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna 2018 0
ochrané fyzickych osob v souvislosti se zpracovanim osobnich udaji organy, institucemi a jinymi subjekty Unie, a o volném pohybu
téchto udaji a o zruSeni natizeni (ES) &. 45/2001 a rozhodnuti 1247/2002/ES (Ut. vést. L 295 ze dne 21.11.2018, s. 39), v rozsahu, v
némz jsou tyto dolozky a povinnosti tykajici se ochrany udaji stanovené ve smlouvé nebo jiném pravnim aktu mezi spravcem a
zpracovatelem podle ¢l. 29 odst. 3 nafizeni (EU) 2018/1725 sladény. To bude zejména piipad, kdy se spravce a zpracovatel spoléhaji
na standardni smluvni dolozky obsazené v rozhodnuti 2021/915.
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(d) The Appendix to these Clauses containing the
Annexes referred to therein forms an integral

part of these Clauses.

Clause 2

Effect and invariability of the Clauses

These Clauses set out appropriate safeguards,
including enforceable data subject rights and
effective legal remedies, pursuant to Article
46(1) and Avrticle 46 (2)(c) of Regulation (EU)
2016/679 and, with respect to data transfers
from controllers to processors and/or
processors to processors, standard contractual
clauses pursuant to Article 28(7) of Regulation
(EU) 2016/679, provided they are not
modified, except to select the appropriate
Module(s) or to add or update information in
the Appendix. This does not prevent the Parties
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.

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

(@)

(b)

Clause 3
Third-party beneficiaries

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

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

(@)

(i)  Clause 8.5 (e) and Clause 8.9(b);
(ili)  Clause 12(a) and (d);

(iv)  Clause 13;

(V) Clause 15.1(c), (d) and (e);

(vi)  Clause 16(e);

(vii)  Clause 18(a) and (b).

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

(d) Dod tek k t¢émto dolozkam obsahujici pfilohy, na
né¢ se Vv téchto dolozkach odkazuje, tvoii nedilnou
soucast téchto dolozek.

Dolozka 2
Ucinek a neménnost dolo%ek

(a) Tyto dolozky stanovi vhodné zaruky, v¢etné
vymahatelnych prav subjektu tdajt a ¢inné
pravni ochrany, podle ¢l. 46 odst. 1 a ¢l. 46
odst. 2 Pism. c) natizeni (EU) 2016/6 9
a s ohledem na predavani udaji od spravci
zpracovateliim a/nebo od zpracovatell
zpracovateltim, standardni smluvni dolozky
podle ¢l. 28 odst. 7 natizeni (EU) 2016/679,
pokud nebudou zmén ny, s vyjimkou vybéru
vhodného modulu (vhodnych modulit) nebo
za ucelem piidani nebo aktualizace infor aci
v dodatku. To smluvnim strandm neb ani
v tom, aby zahrnuly standardni smluvni
dolozky stano ené v téchto dolozkach do Sirsi
smlouvy a/nebo ptidaly dalsi dolozky nebo
dodate¢né zaruky, pokud nebudou ptimo nebo
nep imo v roz oru s t¢émito dolozkami nebo
nebudou dotéena zékladni prava nebo
svobody subjekta udaj.

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

Dolozka 3
Oprdvnéné tieti strany
(a) Subjekty udaji se mohou jako opravnéné tieti
strany ve vz ahu k vyvozci a/nebo dovozci
udaji dovolavat téchto dolozek a vymahat
je, to s nasledujicimi vyjimkami:
a) dolozka 1, dolozka 2, dolozka 3,
dolozka 6, dolozka 7;
i) dolozka 8 : dolozka 8.5 Pism. e)
a dolozka 8.9 Pism. b);
iii) dolozka 12 dolozka 12 pism. (a) a (d)
iv) dolozka 13;
V) dolozka 15.1 Pism. ¢), d) a e);
vi) dolozka 16 Pism. ¢);
vii)dolozka 18 —dolozka 18 Pism. a) a b).
(b) Pismenem a) nejsou dotéena prava subjekti
udaji podle natfizeni (EU) 2016/679.
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Clause 4
Interpretation

@ Where these Clauses use terms that are defined
in Regulation (EU) 2016/679, those terms shall have
the same meaning as in that Regulation.
(b) These Clauses shall be read and interpreted in
the light of the provisions of Regulation (EU)
2016/679.
(©) 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 1.B.

Clause 7 — [Reserved]

SECTION Il — OBLIGATIONS OF THE
PARTIES

Clause 8
Data protection safequards

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 Purpose limitation
The data importer shall process the personal data only
for the specific purpose(s) of the transfer, as set out in
Annex 1.B. It may only process the personal data for
another purpose:

(1) where it has obtained the data subject’s

prior consent;

Dolozka 4
Vyklad

(a) Pokud tyto dolozky pouZivaji pojmy, které
jsou vyme eny Vv natizeni (EU) 2016/679,
maji tyto pojmy stejny vyznam ako
V uvedeném natizeni.

(b) Tyto dolozky je tieba ¢ist a vykladat
S ohledem na ustanoveni nafizeni (EU)
2016/679.

(c) Tyto dolozky nebudou vykladany zadnym
zpusobem, ktery by byl v roz oru s pravy
a povinnostmi stanove ymi v natizeni (EU)

2016/679.
Dolozka 5
Hierar hie
V pfipadé rozporu mezi témito  dolozkami

a ustanovenimi souvisejicich dohod mezi stranami,
které existo aly v dob¢ sjednani téchto dolozek, nebo
které byly uzavieny az po jejich sjednani, maji tyto
dolozky piednost.

Dolozka 6
Popis predavani
Podrobnosti tykajici se predavani, zejména kategorie
osobnich udaju, které jsou predavany, aticel nebo
ucely, pro které jsou piredavany, jsou uve eny v piiloze
| ¢asti B.

Dolozka 7 - [Neuplatiuje se]

ODDIL Il - POVINNOSTI STRAN

Dolozka 8
Zdruky ochrany udajit
Vyvozce udaji zarucuje, ze vynalozil pfimétené usili,
aby mohl stanovit, zda je dovozce tidaji schopen —
zavedenim vhodnych technickych a organiza¢nich
opatfeni — plnit své povinnosti podle téchto dolo.

8.1. Utelové omezeni
Dovozce udaji zpracovava osobni udaje pouze pro
konkrétni Gcel nebo ucely pie ani v sou adu s piilohou
| ¢asti B. Osobni iidaje mliZe zpracovavat pro jiny ucel
pouze tehdy, pokud:

i) ziskal ptedchozi souhlas subjektu tdaju;
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8.2
(@)

(b)

(©)

(i) where necessary for the establishment,

exercise or defence of legal claims in

the context of specific administrative,
regulatory or judicial proceedings; or
where necessary in order to protect the
vital interests of the data subject or of
another natural person.

Transparency

In order to enable data subjects to effectively

exercise their rights pursuant to Clause 10, the

data importer shall inform them, either directly
or through the data exporter:

(i) of its identity and contact details;

(i)  of the categories of personal data
processed;

(i) of the right to obtain a copy of these
Clauses;

(iv)  where it intends to onward transfer the
personal data to any third party/ies, of
the recipient or categories of recipients
(as appropriate with a view to
providing meaningful information), the
purpose of such onward transfer and
the ground therefore pursuant to Clause
8.7.

Paragraph (a) shall not apply where the data
subject already has the information, including
when such information has already been
provided by the data exporter, or providing the
information proves impossible or would
involve a disproportionate effort for the data
importer. In the latter case, the data importer
shall, to the extent possible, make the
information publicly available.
On request, the Parties shall make a copy of
these Clauses, including the Appendix as
completed by them, available to the data
subject free of charge. To the extent necessary
to protect business secrets or other confidential
information, including personal data, the
Parties may redact part of the text of the
Appendix prior to sharing a copy, but shall
provide a meaningful summary where the data
subject would otherwise not be able to
understand its content or exercise his/her
rights. On request, the Parties shall provide the
data subject with the reasons for the redactions,
to the extent possible without revealing the
redacted information.

(iii)

il) je to nezbytné pro urceni, vykon nebo obhajobu
pravnich ndokd vramci zvlastnich spravnich,
regulacnich nebo soudnich fizeni, nebo

iii) je to nezbytné pro ochranu zivotné dilezitych
z4jmu subjektu udaji nebo jiné fyzické osoby.

8.2. Transparentnost

a) Aby subjekty udaji mohly u¢inné vykonavat
sva prava podle dolozky 10, dovozce udaji je
informuje ptimo nebo prostiednictvim vyvozce tdaji:

) o0 své totoznosti a kontaktnich udajich;

i) o kategoriich zpracovavanych osobnich udaju;
i) o pravu ziskat kopii téchto dolozek;

iv) poku ma v umyslu osobni udaje dale piedat

jakékoli treti stran¢ nebo strandm, o piijemci nebo
kategoriich pfijemcti (podle potieby za ucelem
poskytnuti smysluplnych informaci), o i¢elu takového
dalsiho predavani a o divodu pro dalsi predavani
podle dolozky 8.7.

b) Pismeno a) se nepouzije, pokud subjekt udaju jiz
tyto informace ma, a o i v piipad¢, ze tyto informace
jiz poskytl vyvozce udajt, nebo pokud je poskytnuti
téchto informaci nemozné nebo by to pro dovozce
udajt znamenalo nepfiméfené us li. V druhém ptipadé
dovozce udaji infor ace Vv maximalni moZzné mife
zvetejni.

C) Strany poskytnou subjektu tidaji na pozadani
a bezplatné kopii téchto dolozek, vcetné dodatku,
ktery tyto strany vypln ly. V rozsahu nezby ném k
ochrané obchodniho tajemstvi nebo jinych divérnych
informaci, v¢etn¢ osobnich udajti, mohou strany pied
sdilenim kopie upravit ¢ast znéni dodatku, ale
poskytnou smysluplné shrnuti, pokud by jinak subjekt
udaji nebyl schopen porozumét jeho obsahu nebo
uplatnit své prava. Strany poskytnou subjektu tidaji na
pozadani divody uvedenych uprav, to v co nejveétsi
mozné mife, aniz by byly upravené informace odhalen
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(d) Paragraphs (a) to (c) are without prejudice to
the obligations of the data exporter under
Articles 13 and 14 of Regulation (EU)

2016/679.

8.3
(@)

Accuracy and data minimisation

Each Party shall ensure that the personal data
is accurate and, where necessary, kept up to
date. The data importer shall take every
reasonable step to ensure that personal data
that is inaccurate, having regard to the
purpose(s) of processing, is erased or rectified
without delay.

If one of the Parties becomes aware that the
personal data it has transferred or received is
inaccurate, or has become outdated, it shall
inform the other Party without undue delay.
The data importer shall ensure that the
personal data is adequate, relevant and limited
to what is necessary in relation to the
purpose(s) of processing.

(b)

(©)

8.4  Storage limitation

The data importer shall retain the personal data for no
longer than necessary for the purpose(s) for which it is
processed. It shall put in place appropriate technical or
organisational measures to ensure compliance with
this obligation, including erasure or anonymisation? of
the data and all back-ups at the end of the retention
period.

8.5  Security of processing

@) The data importer and, during transmission,
also the data exporter shall implement
appropriate technical and organisational

measures to ensure the security of the personal
data, including 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, scope, context and purpose(s) of

d) Pismeny a) aZ c) nejsou doteny povinnosti vyvozce
udajt podle ¢lanka 13 a 14 natizeni (EU) 2016/679.

8.3. Presnost a minimalizace Gdaji

a) Kazda strana zajisti, aby osobni udaje byly
pies € a v ptipad¢ potieby aktualizovany. Dovozce
udajt pfijme vesSkera smysluplna opatfeni, aby zajistil,
ze osobni udaje, které jsou nepiesné, b dou s ohledem
na ucel nebo cely zpracovani bezodkladné vymazany
nebo opraveny.

b) Pokud se jedna ze stran dozvi, ze osobni tdaje,
které predala nebo pfijala, jsou nepfesné nebo
zastaralé, bez zbyte¢né¢ho odkladu o tom informuje
druhou stranu.

C) Dovozce udaji zajisti, aby osobni udaje byly
piiméfené, relevantni a omezené na to, co je nezb tné
z hlediska ucelu nebo ucelt, pro které jsou
zpracovavany.

8.4. Omezeni uloZeni

Dovozce udajii uchova osobni udaje pouze po dobu
nezbytnou pro ucel nebo ucely, pro ktery (které) jsou
zpracovavany. Pfijme vhodnd technickd nebo
organizatni opateni K zajisténi dodrzovani této
povinnosti, v&etné vymazani nebo anonymizace’
udaji a vSech zaloh na konci doby uchovavani.

8.5. Zabezpeceni zpracovani

a) Dovozce tdaji a béhem piedavani také
vyvozce Udaji pfijmou vhodnd technickd a
organizacni opat eni k zajisténi zabezpeceni osobnich
udajii, v€etné ochrany pied poruSenim zabezpeceni
vedo cim k ndhodnému nebo protipravnimu znicent,
ztraté, zmeéné nebo neopravnénému poskytnuti nebo
zptistupnéni (dale jen ,,poruseni zabezpeceni osobnich
udaji“). Pfi posuzovani vhodné urovné zabezpeceni
fadné zohledni aktudlni stav techniky, naklady na
provedeni, povahu, rozsah, kontext a ucel nebo ucely
zpracovani a rizika pro subjekt udaji spojend se
zpracovanim. Strany zejména zvazi pouZiti Sifrovani

2 This requires rendering the data anonymous in such a way that the individual is no longer identifiable by anyone, in line with recital
26 of Regulation (EU) 2016/679, and that this process is irreversible.

2 To vyzaduje anonymizaci Udaji takovym zplisobem, aby jiz nikdo nemohl byt nikym identifikovatelny, v souladu s 26. bodem
odivodnéni natizeni (EU) 2016/679, a aby byl tento proces nevratny
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(b)

(©)

(d)

(€)

(f)

processing and the risks involved in the
processing for the data subject. The Parties
shall in particular consider having recourse to
encryption or pseudonymisation, including
during transmission, where the purpose of
processing can be fulfilled in that manner.
The Parties have agreed on the technical and
organisational measures set out in Annex II.
The data importer shall carry out regular
checks to ensure that these measures continue
to provide an appropriate level of security.
The data importer shall ensure that persons
authorised to process the personal data have
committed themselves to confidentiality or are
under an appropriate statutory obligation of
confidentiality.

In the event of a personal data breach
concerning personal data processed by the data
importer under these Clauses, the data
importer shall take appropriate measures to
address the personal data breach, including
measures to mitigate its possible adverse
effects.

In case of a personal data breach that is likely
to result in a risk to the rights and freedoms of
natural persons, the data importer shall without
undue delay notify both the data exporter and
the competent supervisory authority pursuant
to Clause 13. Such notification shall contain i)
a description of the nature of the breach
(including, where possible, categories and
approximate number of data subjects and
personal data records concerned), ii) its likely
consequences, iii) the measures taken or
proposed to address the breach, and iv) the
details of a contact point from whom more
information can be obtained. To the extent it is
not possible for the data importer to provide all
the information at the same time, it may do so
in phases without undue further delay.

In case of a personal data breach that is likely
to result in a high risk to the rights and
freedoms of natural persons, the data importer
shall also notify without undue delay the data
subjects concerned of the personal data breach
and its nature, if necessary in cooperation with
the data exporter, together with the
information referred to in paragraph (e), points
i) to 1iv), unless the data importer has
implemented measures to significantly reduce

nebo pseudonymizace, a to i béhem piedavani, pokud
1ze timto zpiisobem splnit Gi¢el zpracovani.

b) Strany se dohodly na technickych a
organizacnich opatfenich stanovenych v piiloze II.
Dovozce udaji provadi pravidelné kontroly, aby
zajistil, ze tato opatieni stale poskytuji odpovidajici
uroven zabezpeceni.

C) Dovozce udaji zajisti, aby se osoby opravnéné
zpracovavat osobni udaje zavd aly k mlcenlivosti,
nebo aby se na n¢ vztahovala zdkonna povinnost
mlcenlivosti.

d) V pfipad¢ poruseni zabezpeCeni osobnich
udaji tykajicich se osobnich udajii zpracovavanych
dovozcem udaju podle téchto dolozek piijme dovozce
udaji vhodna opat eni k feSeni poruseni zabezpeceni
osobnich udaji, vcetné opatieni ke zmirnéni jeho
moznych nepfiznivych ucinkda.

e) V ptipadé¢ poruseni zabezpeceni osobnich
udaju, které by mohlo ¢ést k ohrozeni prav a svobod
fyzickych osob, dovozce udaji bez zbyte¢ného
odkladu informuje vyvozce udaja i ptislusny dozorovy
fad v sou adu s doloZkou 13. Toto ohlaSeni obsahuje 1)
popis povahy daného piipadu poruseni zabezpeceni
osobnich udaji (v¢etné, pokud je to mozné, kategorii
a pfiblizného poctu dotéenych subjektd udaji a
kategorii a ptiblizného mnozstvi dotéenych zdznamu
osobnich udaji), ii) jeho pravdépodobnych diisledkii,
1i1) popis opatfeni, kterd byla pfijata nebo byla navr
ena s cilem vyfesit dané poruseni zabezpeceni, a iv)
Udaje kontaktniho mista, kde Ize ziskat vice informaci.
Neni-li mozné, aby dovozce udaji veskeré informace
poskytl soucasn€, mohou byt poskytnuty postupné bez
dalsiho zbytecného odkladu.

f) V pfipadé¢ poruSeni zabezpefeni osobnich
udaju, které pravdépodobné bude piedstavovat vysoké
riziko pro prava a svobody fyzickych osob, dovozce
udaji rovnéz bez zbytecného odkladu poda hlaseni
dotéenym subjektliim idaji o poruseni zabezpeceni
osobnich udaju a jeho pova e — v ptipad¢ potieby ve
spolup aci s vyvozcem udaji — a sdéli jim také
informace uve ené v Pism. e) bodu ii) az iv), pokud
dovozce udajii nezavedl opatfeni za ucelem zna¢ného
snizeni rizika pro prava a svobody fyzickych osob
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the risk to the rights or freedoms of natural
persons, or notification would involve
disproportionate efforts. In the latter case, the
data importer shall instead issue a public
communication or take a similar measure to
inform the public of the personal data breach.

(9) The data importer shall document all relevant
facts relating to the personal data breach,
including its effects and any remedial action
taken, and keep a record thereof.

8.6  Sensitive data

Where the transfer involves personal data revealing
racial or ethnic origin, political opinions, religious or
philosophical beliefs, or trade union membership,
genetic data, or biometric data for the purpose of
uniquely identifying a natural person, data concerning
health or a person’s sex life or sexual orientation, or
data relating to criminal convictions or offences
(hereinafter “sensitive data”), the data importer shall
apply specific restrictions and/or additional safeguards
adapted to the specific nature of the data and the risks
involved. This may include restricting the personnel
permitted to access the personal data, additional
security measures (such as pseudonymisation) and/or
additional restrictions with respect to further
disclosure.

8.7  Onward transfers

The data importer shall not disclose the personal data
to a third party located outside the European Union®
(in the same country as the data importer or in another
third country, hereinafter “onward transfer”) unless
the third party is or agrees to be bound by these
Clauses, under the appropriate Module. Otherwise, an
onward transfer by the data importer may only take

place if:
(i) it is to a country benefitting from an
adequacy decision pursuant to Article
45 of Regulation (EU) 2016/679 that
covers the onward transfer;
(i)  the third party otherwise ensures

appropriate safeguards pursuant to
Avrticles 46 or 47 of Regulation (EU)

nebo pokud dané hlaSeni nevyzaduje nepfiméiené us
li. V posledné uvedeném piipad¢ dovozce tidaji misto
toho vyda verejné oznadmeni nebo zajisti obdobné
opatfeni, kterym vefejnost o poruseni zabezpeceni
osobnich udajl informuje.

9) Dovozce udaji  dokumentuje  veskeré
relevantni  skuteCnosti  tykajici se  poruSeni
zabezpeceni osobnich udaj, vcetné jeho U¢inkd a
piijatych napravnych opatfeni, a vede si o tom
zaznamy.

8.6. Citlive udaje

Jestlize ptedavani zahrnuje osobni udaje vypovidajici
orasovém nebo etnickém plvodu, politickych
nazorech, nabozenském vyznani nebo filozofickém
presvédéeni nebo ¢len tvi v odborech, genetické Udaje
nebo biometrické udaje za tucelem jedinecné
identifikace fyzické osoby, Udaje o zdravotnim stavu
¢i o sexualnim Zivoté nebo sexudlni orientaci fyzické
osoby nebo Udaje tykajici se rozs dkia v trestnich
vécech nebo trestnych ¢inti (dale jen ,,citlivé udaje),
dovozce tudaji uplatni zvlastni omezeni a/nebo
dodate¢né zaruky piizptisobené zvlastni povaze udaja
a souvisejicim rizikim. To mize zahrnovat omezeni
personalu, ktery ma povolen piitup k osobnim
udajim, dodatecnd bezpecnostni opatfeni (jako je
pseudonymizace) a/nebo  dodate¢na  ome eni
S ohledem na dalsi zpfistupnéni.

8.7. Dalsi predavani
Dovozce udajii nezpiistupni osobni Uidaje tieti strané
se sidlem mimo Evropskou unii (ve stejné zemi jako
dovozce tdaji ebo v jiné tfeti zemi, déle jen ,,dalsi
predavani®), ledaze by tato tfeti strana byla podle
piislusného modulu témito doloZkami vazéna nebo by
souhlaila s tim, Ze jimi bude vaz na. K dal§imu predani
dovozcem udajli jinak mize dojit pouze tehdy, pokud:
1) se provadi do zemé, ktera vyuziva rozhodnuti
o odpovidajici ochrané podle c¢lanku 45
nafizeni (EU) 2016/679, jenz upravuje dalsi
predavani;
i) téeti strana jinak zajiStuje vhodné zaruky podle
¢lanka 46 nebo 47 natizeni (EU) 2016 679 s
ohledem na dotcené zpracovani;

% The Agreement on the European Economic Area (EEA Agreement) provides for the extension of the European Union's internal market
to the three EEA States Iceland, Liechtenstein and Norway. The Union data protection legislation, including Regulation (EU) 2016/679,
is covered by the EEA Agreement and has been incorporated into Annex XI thereto. Therefore, any disclosure by the data importer to a
third party located in the EEA does not qualify as an onward transfer for the purpose of these Clauses.
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2016/679 with respect to the
processing in question;

the third party enters into a binding
instrument with the data importer
ensuring the same level of data
protection as under these Clauses, and
the data importer provides a copy of
these safeguards to the data exporter;

it is necessary for the establishment,
exercise or defence of legal claims in
the context of specific administrative,
regulatory or judicial proceedings;

it is necessary in order to protect the
vital interests of the data subject or of
another natural person; or

where none of the other conditions
apply, the data importer has obtained
the explicit consent of the data subject
for an onward transfer in a specific
situation, after having informed
him/her of its purpose(s), the identity
of the recipient and the possible risks of
such transfer to him/her due to the lack
of appropriate data  protection
safeguards. In this case, the data
importer shall inform the data exporter
and, at the request of the latter, shall
transmit to it a copy of the information
provided to the data subject.

(iii)

(iv)

v)

(vi)

Any onward transfer is subject to compliance by the
data importer with all the other safeguards under these
Clauses, in particular purpose limitation.

8.8  Processing under the authority of the data
importer

The data importer shall ensure that any person acting
under its authority, including a processor, processes
the data only on its instructions.

8.9
(@)

Documentation and compliance

Each Party shall be able to demonstrate
compliance with its obligations under these
Clauses. In particular, the data importer shall
keep appropriate documentation of the
processing activities carried out under its
responsibility.

The data importer shall make such
documentation available to the competent
supervisory authority on request.

(b)

lii)tfeti strana uz vie s dovozcem udaji zavazny
instrument zajist'ujici stejnou uroven ochrany
udajii jako podle téchto dolozek a dovozce
udajui poskytne kopii téchto zaruk vyvozcCi
udaji;

IV)je to nezbytné pro urCeni, vykon nebo
obhajobu pravnich nd oka v ramci zvlastnich
spravnich, regulac¢nich nebo soudnich fizeni,

V) je to nezbytné pro ochranu zivotn¢ dulezitych
z4jmu subjektu udaji nebo jiné fyzické osoby;
nebo

vi)pokud neplati z dnd z dalSich podminek,
dovozce udaji ziskal wvyslovny souhlas
subjektu 0 aju s dalsim pfedav nim v konkrétni
situaci poté, co jej informoval o jeho ucelu
nebo ucelech, totoznosti pfijemce a moznych
rizicich, kterd pro né&j vyply aji z takového
predavani vzhl dem k nedostatku vhodnych
zaruk ochrany ud ji. V takovém pftipadé
dovozce udaji informuje vyvozce udaji a na
zadost vyvozce udaji mu pifedd kopii
informaci poskytnutych subjektu tda;ji.

Na jakékoli dalsi pfedavani se vztahuje podminka, ze
dovozce udaji dodrzi vSechny ostatni zaruky podle
téchto dolozek, zejména ucelové omezeni.

8.8. Zpraco ani z povéfeni dovozce udaju
Dovozce tdaji zajisti, aby jakakoli osoba, ktera j dna
z jeho povéteni, véetné zpracovatele, zpracovavala
udaje pouze na zaklad¢ jeho pokynti.

8.9. Dokumentace a plnéni povinnosti

a) Kazdad strana musi byt schopna prokéazat plnéni
svych povinnosti podle téchto dolozek. Dovozce tidaji
zejména vede prfisluSnou dokumentaci o €innostech
zpracovani, za jejichz provadéni odpovi

b) Dovozce udaji tuto dokumentaci na pozadani
zptistupni piislusnému dozorovému tiadu.
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Clause 9 — [Reserved]

Clause 10
Data subject rights

The data importer, where relevant with the
assistance of the data exporter, shall deal with
any enquiries and requests it receives from a
data subject relating to the processing of
his/her personal data and the exercise of
his/her rights under these Clauses without
undue delay and at the latest within one month
of the receipt of the enquiry or request.* The
data importer shall take appropriate measures
to facilitate such enquiries, requests and the
exercise of data subject rights. Any
information provided to the data subject shall
be in an intelligible and easily accessible form,
using clear and plain language.

In particular, upon request by the data subject

the data importer shall, free of charge :

(i) provide confirmation to the data
subject as to whether personal data
concerning him/her is being processed
and, where this is the case, a copy of
the data relating to him/her and the
information in Annex I; if personal data
has been or will be onward transferred,
provide information on recipients or
categories of recipients (as appropriate
with a view to providing meaningful
information) to which the personal data
has been or will be onward transferred,
the purpose of such onward transfers
and their ground pursuant to Clause
8.7; and provide information on the
right to lodge a complaint with a
supervisory authority in accordance
with Clause 12(c)(i);

(@)

(b)

(i) rectify inaccurate or incomplete data
concerning the data subject;
(iti)  erase personal data concerning the data

subject if such data is being or has been
processed in violation of any of these
Clauses ensuring third-party
beneficiary rights, or if the data subject

Dolozka 9— [Neuplatiuje se]

Dolozka 10
Prdva subjektii udaji

a) Dovozce udajt, ptipadné za pomoci vyvozce
udaju, vyfizuje veskeré dotazy a zadosti, které obdrzi
od subjektu udaji, tykajici se zpracovani jeho
osobnich udaji a vykonu jeho préav podle téchto
dolozek, a to bez zbyte¢ného odkladu a nejpozdéji do
jednoho mésice od obdrzeni dotazu nebo zadosti .
Dovozce udaji pfijme vhodnd opat eni k usnadnéni
vyfizovani téchto dotazli, zadosti a vykonu prav
subjektu udaji. Veskeré informace poskytované
subjektu udaji musi byt ve srozumitelném a snadno
pristupném znéni za pouziti jasnych a jednoduchych
jazykovych prostredki.

b) Na zadost subjektu udaji dovozce udaju
zejména bezplatné:

1) poskytne subjektu udaji potvrzeni o tom, zda
se zpracovavaji osobni Udaje, které se ho tykaj
, a v takovém pfipadé¢ mu poskytne kopii
udaji, které se ho tykaji, a informace uve ené
v priloze I; pokud osobni tdaje byly nebo
budou dale predavany, poskytne informace o
ptijemcich nebo kategoriich piijemci (podle
potifeby za ucelem poskytnuti smysluplnych
informaci), kterym osobni (daje byly nebo
budou dile ptfedavany, ucel téchto dalSich
pfedani a jejich d vod v sou adu s doloZkou 8.7;
a poskytne informace o pravu podat stiZznost u
dozorového U adu v sou adu s dolozkou 12
Pism. c) bodem i);

ii) opravi nepiesné nebo neuplné udaje tykajici se
subjektu udaji;

lii)vymaze osobni udaje tykajici se subjektu
udaji, pokud tyto Udaje jsou nebo byly
zpracova any v roz oru s kterou oli z téchto
dolozek, kterd zajiStuje prava nalezejici
opravnéné treti stran€, nebo pokud subjekt

4 That period may be extended by a maximum of two more months, to the extent necessary taking into account the complexity and
number of requests. The data importer shall duly and promptly inform the data subject of any such extension.
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(©)

(d)

(€)

(f)

(9)

withdraws the consent on which the
processing is based.

Where the data importer processes the personal
data for direct marketing purposes, it shall
cease processing for such purposes if the data
subject objects to it.

The data importer shall not make a decision
based solely on the automated processing of
the personal data transferred (hereinafter
“automated decision”), which would produce
legal effects concerning the data subject or
similarly significantly affect him / her, unless
with the explicit consent of the data subject or
if authorised to do so under the laws of the
country of destination, provided that such laws
lays down suitable measures to safeguard the
data subject’s rights and legitimate interests. In
this case, the data importer shall, where

necessary in cooperation with the data
exporter:
(i) inform the data subject about the

envisaged automated decision, the
envisaged consequences and the logic
involved; and
(i) implement suitable safeguards, at least
by enabling the data subject to contest
the decision, express his/her point of
view and obtain review by a human
being.
Where requests from a data subject are
excessive, in particular because of their
repetitive character, the data importer may
either charge a reasonable fee taking into
account the administrative costs of granting the
request or refuse to act on the request.
The data importer may refuse a data subject’s
request if such refusal is allowed under the
laws of the country of destination and is
necessary and proportionate in a democratic
society to protect one of the objectives listed in
Avrticle 23(1) of Regulation (EU) 2016/679.

If the data importer intends to refuse a data
subject’s request, it shall inform the data
subject of the reasons for the refusal and the
possibility of lodging a complaint with the
competent supervisory authority and/or
seeking judicial redress.

udajt odvola souhlas, na kterém je zpracovani
zaloZeno.

C) Pokud dovozce udajii zpracovava osobni udaje
pro ucely pfimého marketingu, pfestane je pro tyto
ucely zpracovavat, vznese-li proti tomu subjekt udaji
namitky.

d) Dovozce udaji nepfijme rozhodnuti zaloZzené
vyhradné na automatizovaném zpracovani
piedavanych osobnich udaju (ddle  jen

»automatizované rozhodnuti*), které by mélo pravni
ucinky tykajici se subjektu udaji nebo by ho obdobn¢
vyznamné ovlivnilo, ledaz by k tomu subjekt udaji
dal vyslovny souhlas, nebo pokud by mu to bylo na
zaklad€ pravnich predpisti zemé urceni povoleno, za
predpokladu, ze takové pravni predpisy stanovi
vhodné opatieni na ochranu prav a opravnénych zajmu
subjektu ud ju. V tomto ptipadé dovozce ud ju, v
pripad¢ potieby ve spolup aci s vyvozcem udaju:

i) informuje subjekt tdaju o piredpokladaném
automatizovaném rozhodnuti,
pfedpokladanych disledcich a pouzitém
postupu; a

i) zavede  vhodnda  ochrannd  opatfeni,
pfinejmensim tim, ze umozni subjektu udaju
napadnout rozhodnuti, vyjadfit sviij ndzor a
dosahnout piezkumu provadéného clovékem.

e) Jestlize jsou zadosti subjektu tdaji nepiimétené,
zejména proto, Ze se opakuji, miZze dovozce tdaji bud’
ulozit pfiméteny popla ek, v némz budou zohlednény
administrativni ndklady souvise ici s vyhovénim dané
zadosti, nebo mize odmitnout Zadosti vyhovét.

f) Dovozce udaji muze Zzadost subjektu udaju
odmitnout, pokud je takové odmitnuti umoznéno
podle prava zem¢ urceni je v demokratické
spolec¢nosti nezbytné a primefené za uicelem ochrany
jed oho z cilti uvede ych v €l. 23 odst. 1 natizeni (EU)
2016/679.

9) Pokud mé dovozce 0 aji v umyslu zadost
subjektu udajii odmitnout, informuje subjekt udaji o
davodech odmitnuti a moznosti podat stiznost u
pfislusného dozorového ufadu a/nebo pozadat o
soudni ochranu.
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(@)

(b)

(©)

(d)

(e)

(f)

(@)

(b)

Clause 11
Redress

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.
In case of a dispute between a data subject and
one of the Parties as regards compliance with
these Clauses, that Party shall use its best
efforts to resolve the issue amicably in a timely
fashion. The Parties shall keep each other
informed about such disputes and, where
appropriate, cooperate in resolving them.

Where the data subject invokes a third-party

beneficiary right pursuant to Clause 3, the data

importer shall accept the decision of the data
subject to:

(1) lodge a complaint with the supervisory
authority in the Member State of
his/her habitual residence or place of
work, or the competent supervisory
authority pursuant to Clause 13;

(i) refer the dispute to the competent
courts within the meaning of Clause
18.

The Parties accept that the data subject may be

represented by a not-for-profit  body,

organisation or association under the
conditions set out in Article 80(1) of

Regulation (EU) 2016/679.

The data importer shall abide by a decision that

is binding under the applicable EU or Member

State law.

The data importer agrees that the choice made

by the data subject will not prejudice his/her

substantive and procedural rights to seek
remedies in accordance with applicable laws.

Clause 12

Liability
Each Party shall be liable to the other Party/ies
for any damages it causes the other Party/ies
by any breach of these Clauses.
Each Party shall be liable to the data subject,
and the data subject shall be entitled to receive
compensation, for any material or non-material
damages that the Party causes the data subject
by breaching the third-party beneficiary rights

Dolozka 11
Néaprava

a) Dovozce udaji transparentné a ve snadno
pristupném formatu informuje subjekty udaju
prostiednictvim individudlniho ozndmeni nebo na
svych internetovych strankach o kontaktnim misté
opravnéném vyfizovat stiznosti. Takové misto
neprodlen¢ vytidi jakékoli stiznosti, které od subjektu
udaju piijme.
b) V ptipadé sporu mezi subjektem udaji a
jednou ze smluvnich stran tykajiciho se dodrzovani
téchto dolozek vyvine tato strana veskeré 11 ili k tomu,
aby takovou zalezitost vyfeSila smirné a vcas. Strany
se o téchto sporech navzdjem informu i a v pfisluSnych
piipadech pfi jejich feSeni spolupracuji.
C) Pokud se subjekt udaji dovolava prava ve
prospéch opravnéné tieti strany podle dolozky 3,
dovozce udaji akceptuje rozhodnuti subjektu tidaju:

1) podat stiznost u dozorového 11 adu v ¢lenském
stat¢ svého obvyklého bydlist¢ nebo mista
vykonu prace nebo u ptislusného dozorového
ufadu podle dolozky 13;

i) postoupit spor piislusnym soudim ve smyslu
dolozky 18.

d) Strany jsou srozumény, ze subjekt daji muze
byt zastoupen neziskovym subjektem, organizaci nebo
sdruzenim za podminek stanove ych v ¢l. 80 odst. 1
nafizeni (EU) 2016/679.

e) Dovozce udaju dodrzuje rozhodnuti zavazné
podle platného prava EU nebo Clenského statu.

f) Dovozce tdaji souh asi s tim, ze vybér
provedeny subjektem Uidajii nebude mit vliv na jeho
hmotnéa a procesni prava pozadovat nap avu v sou adu
s platnymi pravnimi predpisy.

Dolozka 12

Odpovédnost
a) Kazda strana je vaci druhé strané/ostatnim
stranam odpovédna za jakoukoli jmu, kterou druhé
stran¢/ostatnim strandm pii poruSeni téchto dolozek
zpusobi.
b) Kazda strana je odpovédna vici subjektu tidaji
a subjekt tdajti ma narok na nahradu jakékoli hmotné
nebo nehmotné ujmy, kterou strana zpiisobi subjektu
udajii poruSenim prav ndlezejicich opradvnéné tieti
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under these Clauses. This is without prejudice
to the liability of the data exporter under
Regulation (EU) 2016/679.

Where more than one Party is responsible for
any damage caused to the data subject as a
result of a breach of these Clauses, all
responsible Parties shall be jointly and
severally liable and the data subject is entitled
to bring an action in court against any of these
Parties.

The Parties agree that if one Party is held liable
under paragraph (c), it shall be entitled to claim
back from the other Party/ies that part of the
compensation corresponding to its / their
responsibility for the damage.

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

(©)

(d)

(€)

Clause 13

Supervision
The supervisory authority with responsibility
for ensuring compliance by the data exporter
with Regulation (EU) 2016/679 as regards the
data transfer, as indicated in Annex I.C, shall
act as competent supervisory authority.
The data importer agrees to submit itself to the
jurisdiction of and cooperate with the
competent supervisory authority in any
procedures aimed at ensuring compliance with
these Clauses. In particular, the data importer
agrees to respond to enquiries, submit to audits
and comply with the measures adopted by the
supervisory authority, including remedial and
compensatory measures. It shall provide the
supervisory authority with written
confirmation that the necessary actions have
been taken.

(@)

(b)

SECTION 111 - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

strané na zaklad¢é téchto dolozek. Tim neni dotfena
odpovédnost vyvozce udaji podle natizeni (EU)
2016/679.

C) Pokud je za Gjmu zptisobenou subjektu u aji v
dasledku poruseni téchto dolozek odpovédna vice nez
jedna strana, nesou spole¢nou a nerozdilnou
odpovédnost vSechny odpovédné strany a subjekt
udajui je opravnén proti které oli 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 ¢ast ndhrady
Ujmy odpovidajici jeji odpovédnosti za Gjmu.

e) Dovozce udajii se nemize dovolavat jednani
zpracovatele nebo dil¢iho zpracovatele, aby se vyhnul
své vlastni odpovédnosti.

Dolozka 13
Dohled
a) Dozorovy ufad uvedeny v ptiloze 1 ¢asti C,
ktery je odpovédny za zajiSténi, ze vyvozce udaju
dodrzuje natizeni (EU) 2016/679, pokud jde o
piedavani udajt, jedna jako ptislusny dozorovy urad.

b) Dovozce t0daji souhlasi, ze se podiidi
pravomoci piislusného dozorového ufadu a ude s nim
spoluprac vat v rdmci vSech postupli zamétenych na
zajisténi dodrzovani téchto dolozek. Dovozce udaji
zejména souhlasi, Ze bude reagovat na dotazy,
podrobovat se auditim a dodrzovat opatfeni pfijata
dozorovym  Ufadem, vcetné¢ napravnych a
kompenzacnich  opatfeni. = Dozorovému  ufadu
poskytne pisemné potvrzeni, ze byla pfijata nezbytna
opatteni.

ODDIL 111 — MISTNI PRAVNI PREDPISY
A POVINN STI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

believe that the laws and practices in the third
country of destination applicable to the

Clause 14 Dolozka 14
Local laws and practices affecting compliance with Mistni pravni piedpisy a postupy majici dopad na
the Clauses dodriovdni doloZek
(@ The Parties warrant that they have no reason to | a) Strany zarucuji, Ze nemaji divod se domnivat,

ze pravni predpisy a postupy ve tfeti zemi urceni, které
se vztahuji na zpracovani osobnich udaji dovozcem

Telavant, Inc.-RVT-3101-201-v1.0_24Apr2023-Worldwide-CR-Trprt-CTA-1.2-18Nov2022

2302_XXXXXXXXXXXXXXX_Final 10-Oct-2023

Page 52 of 66




processing of the personal data by the data
importer, including any requirements to
disclose personal data or measures authorising
access by public authorities, prevent the data
importer from fulfilling its obligations under
these Clauses. This is based on the
understanding that laws and practices that
respect the essence of the fundamental rights
and freedoms and do not exceed what is
necessary and proportionate in a democratic
society to safeguard one of the objectives listed
in Article 23(1) of Regulation (EU) 2016/679,
are not in contradiction with these Clauses.
The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following
elements:

(1) the specific circumstances of the
transfer, including the length of the
processing chain, the number of actors
involved and the transmission channels
used; intended onward transfers; the
type of recipient; the purpose of
processing; the categories and format
of the transferred personal data; the
economic sector in which the transfer
occurs; the storage location of the data
transferred;

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®;

any relevant contractual, technical or
organisational safeguards put in place
to supplement the safeguards under

(b)

(i)

(iii)

udajt, vcetné jakychkoli pozadavkl na zptistupnéni
osobnich udajii nebo opatieni, kterymi se povoluje
piistup organtim vetejné moci, brani dovozci udajt pii
plnéni svych povinnosti podle téchto dolozek. To je
zalozeno na ptredpokladu, ze pravni predpisy a
postupy, které respektuji podstatu z&kladnich prav a
svobod a nepiekracuji to, ¢ je v demokratické
spole¢nosti nezbytné a pfime ené k zajisténi jed oho z
cili uvede ych v ¢l. 23 odst. 1 natizeni (EU) 2016/679,
ne sou v roz oru s témito dolozkami.

b) Smluvni strany prohlasuji, ze pfi poskytovani
zéruky uve ené v pismenu a) nalezité¢ zohlednily
zejména nasledujici prvky:

i) konkrétni okolnosti pifedani, vcéetné délky
zpracovatelského fetézce, poctu zapojenych
subjektii a pouzitych kanali pro pfenos udaja,
zamyslené dal$i pfedani, druh pfijemce, ucely
zpracovani, kategorie a format ptredavanych
osobnich udaji, hospodarské odvé vi, v némz se
predavani uskuteciiuje, misto, kde se predané
Udaje uchovavaiji;

i) pravni piedpisy a postupy tieti zemé urceni —
véetné téch, které vyzaduji zptistupnéni udaji
organiim vetejné moci nebo povoluji piistup
téchto organi — releva tni s ohledem na
konkrétni okolnosti pfedani, jakoz i pouZitelna
omezeni a zarukyb;

iii) veskeré pfislusné smluvni, technické nebo

organiza¢ni zaruky zavedené za ucelem

doplnéni zaruk podle téchto dolozek, vcetné

> As regards the impact of such laws and practices on compliance with these Clauses, different elements may be considered as part of
an overall assessment. Such elements may include relevant and documented practical experience with prior instances of requests for
disclosure from public authorities, or the absence of such requests, covering a sufficiently representative time-frame. This refers in
particular to internal records or other documentation, drawn up on a continuous basis in accordance with due diligence and certified at
senior management level, provided that this information can be lawfully shared with third parties. Where this practical experience is
relied upon to conclude that the data importer will not be prevented from complying with these Clauses, it needs to be supported by
other relevant, objective elements, and it is for the Parties to consider carefully whether these elements together carry sufficient weight,
in terms of their reliability and representativeness, to support this conclusion. In particular, the Parties have to take into account whether
their practical experience is corroborated and not contradicted by publicly available or otherwise accessible, reliable information on the
existence or absence of requests within the same sector and/or the application of the law in practice, such as case law and reports by

independent oversight bodies.
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these Clauses, including measures
applied during transmission and to the
processing of the personal data in the
country of destination.
The data importer warrants that, in carrying out
the assessment under paragraph (b), it has
made its best efforts to provide the data
exporter with relevant information and agrees
that it will continue to cooperate with the data
exporter in ensuring compliance with these
Clauses.
The Parties agree to document the assessment
under paragraph (b) and make it available to
the competent supervisory authority on
request.
The data importer agrees to notify the data
exporter promptly if, after having agreed to
these Clauses and for the duration of the
contract, it has reason to believe that it is or has
become subject to laws or practices not in line
with the requirements under paragraph (a),
including following a change in the laws of the
third country or a measure (such as a disclosure
request) indicating an application of such laws
in practice that is not in line with the
requirements in paragraph (a).
Following a notification pursuant to paragraph
(e), or if the data exporter otherwise has reason
to believe that the data importer can no longer
fulfil its obligations under these Clauses, the
data exporter shall promptly identify
appropriate measures (e.g. technical or
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.

(©)

(d)

(€)

(f)

opatfeni uplatiovanych béhem predani a
zpracovani osobnich G aji v zemi urceni.

C) Dovozce udaji zaruCuje, ze pii provadéni
posouzeni podle pismene b) vynalozil maximalni usili,
aby poskytl vyvozci udaji relevantni informace, a
souh asi s tim, Ze bude pfi zajiStovani dodrzovani

téchto dol zek s vyvozcem udajuo i nadéale
spolupracovat.
d) Strany souhlasi, ze posouzeni podle pismene

b) zdokumentuji a na pozadani zptistupni prislusnému
dozorovému ufadu.

e) Dovozce udaju souh asi s tim, ze neprodlené
uveédomi vyvozce udajt, pokud ma po vyjadreni souh
asu s témito ustanovenimi a po dobu trvani smlouvy
davod se domnivat, Ze se na n¢j vztahuji, nebo se
zacaly vztahovat pravni predpisy nebo postupy, které
ne sou v sou adu s pozadavky podle pismene a), a to 1
po z ¢én€ v pravnich predpisech tieti zemé nebo
opatteni (jako je napiiklad zaddost o poskytnuti udaji),
jez svéd¢i o tom, ze uplatiiovani téchto pravnich pred
st v praxi eni v sou adu s pozadavky uvede ymi v
pismeni a).

f) Po ozndmeni podle pismene e), nebo pokud ma
vyvozce udajii jinak divod se domnivat, Ze dovozce
Udaji jiz nemulze plnit své povinnosti na zaklade
téchto dolozek, vyvozce udajii neprodlen¢ urci vhodna
opatfeni (Napf. technickd nebo organizacni opat eni k
zajisténi bezpecnosti a diivérnosti), kterd ma piijmout
vyvozce udajlii a/nebo dovozce U aji k fesSeni situace .
Vyvozce Udaji pozastavi predavani udajt, pokud se
domniva, ze pro toto pfedavani nemohou byt zajistény
7zadné vhodné zaruky, nebo pokud mu da pokyn
ptislusny dozorovy u ad. V tomto ptipad¢ je vyvozce
udajii opravnén vypoveédét smlouvu, pokud jde o
zpracovani osobnich udaji podle téchto dolozek.
Jestlize smlouva zahrnuje vice nez dvé smluvni strany,
muze vyvozce udajli toto pravo na vypovezeni uplatnit
pouze ve vz ahu k pfislusné strané, pokud se strany
nedohodly jinak. Jestlize je smlouva vypovézena
podle této dolozky, pouzije se dolozka 16 Pism. d) a

e).
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Clause 15
Obligations of the data importer in case of access by

Dolozka 15
Povinnost dovozce U ajit v piipadé piistupu orgdnii

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:

(1) 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

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

If the data importer is prohibited from
notifying the data exporter and/or the data
subject under the laws of the country of
destination, the data importer agrees to use its
best efforts to obtain a waiver of the
prohibition, with a view to communicating as
much information as possible, as soon as
possible. The data importer agrees to
document its best efforts in order to be able to
demonstrate them on request of the data
exporter.

Where permissible under the laws of the
country of destination, the data importer agrees
to provide the data exporter, at regular
intervals for the duration of the contract, with
as much relevant information as possible on
the requests received (in particular, number of
requests, type of data requested, requesting
authority/ies, whether requests have been
challenged and the outcome of such
challenges, etc.).

The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c)

(ii)

(b)

(©)

(d)

veiejné moci

15.1. Oznameni

a) Dovozce udaji souh asi s tim, Ze neprodlené
uvédomi vyvozce udaju, a je-li to mozné, subjekt
udaji (v pripadé pot eby s pomoci vyvozce udaji),
pokud:

i) na zakladé pravnich pfedpisi zemé urceni
obdrzi pravné zavaznou zadost od organu
vefejné moci, vcetné soudnich organli, o
zptistupnéni osobnich udajii ptfedanych podle
téchto dolozek; takové oznameni obsahuje
informace o pozadovanych osobnich udajich,
dozadujicim orgéanu, pravnim zékladu zadosti
a poskytnuté odpoveédi; nebo

i) se dozvi o jakémkoli pfimém piistupu organt
vetfejné oci k osobnim udajim piedavanym
podle téchto dol zek v sou adu s pravnimi
pfedpisy zemé urceni; takové ozndmeni

obsahuje  vSechny informace dostupné
dovozci.
b) Pokud je podle pravnich piedpisti zem¢ uréeni

dovozci Udaji zak4zdno informovat vyvozce Udajh
a/nebo subjekt udajli, souhlasi dovozce U ajii s tim, ze
za Ucelem co nejrychlejSitho sdéleni co nejvétsiho
mnoZstvi informaci vynaloZi maximalni Usili, aby od
tohoto zékazu bylo upusténo. Dovozce udajii souhlasi,
7e zdokumentuje své maximalni usili, aby je mohl na
zadost vyvozce udajii prokéazat.

c) Je-li to povoleno pravnimi piedpisy zemé
urceni, dovozce udaji souhlasi, ze bude poskytovat
vyvozci U ajii v pravidelnych intervalech po dobu
trvani smlouvy co nejrelevantngj§i informace o
pfijatych Zadostech (zejména informace o poctu
zadosti, druhu pozadovanych udaji, dozadujicim
organu nebo orgdnech, zda byly tyto zddosti napadeny
a vysledek takového napadeni atd.).

d) Dovozce udaji souh asi s tim, Ze po dobu
trvani smlouvy bude informace podle pismene a) az c)
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for the duration of the contract and make it
available to the competent supervisory
authority on request.

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

(€)

15.2
(@)

Review of legality and data 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).

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

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

(b)

(©)

SECTION IV — FINAL PROVISIONS

Clause 16
Non-compliance with the Clauses and termination

uchovavat a na vyzadani je poskytne piisluSnému
dozorovému Ufadu.

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 zikonnosti a minimalizace udaji
a) Dovozce udaju souh asi s tim, ze piezkouma
zakonnost zadosti o poskytnuti tdaji, zejména zda
nepiekrocila meze pravomoci udélenych
dozadujicimu orgdnu vefejné moci, a ze zadost
napadne, pokud po peclivém posouzeni d jde k zavéru,
7ze existuji opodstatnéné divody se domnivat, ze
zadost je podle pravnich piedpisi zemé urceni,
platnych zavazkt podle mezinarodniho prava a zésad
mezinarodni zdvofilosti protipravni. Dovozce udaji za
stejnych podminek vyuzivd moznosti odvolani. Pfi
napadeni zadosti dovozce udaju ptijme piedbézna opat
eni s cilem pozastavit G¢inky zadosti, dokud ptislusny
soudni organ nerozhodne o jeji opodstatnénosti.
Nezptistupni pozadované osobni udaje, dokud mu
takova povinnost nebude stanovena na zaklad¢
platnych procesnich pravidel. Témito pozadavky
nejsou dotéeny povinnosti dovozce udaju podle
dolozky 14 Pism. e).

b) Dovozce tdaji souhlasi, Ze zdokumentuje své
pravni posouzeni 1 jakékoli napadeni Zadosti o
poskytnuti ida @ a v rozsahu povoleném pravnimi
pfedpisy zemé urceni zptistupni dokumentaci vyvozci
udajl. Na pozadani ji rovnéZz zpfistupni piislusSnému
dozorovému Uradu.

C) Dovozce udaji souh asi s poskytnutim
minimalniho pfipustného mnozstvi informaci pfi

odpovédi na zadost o zpfistupnéni, a to na zakladé
pfiméfeného vykladu Zadosti.

ODDIL IV — ZAVERECNA USTANOVENI

Dolozka 16
Nedodrieni doloZek a vypovézeni
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(a)

(b)

(©)

(d)

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

In the event that the data importer is in breach

of these Clauses or unable to comply with

these Clauses, the data exporter shall suspend
the transfer of personal data to the data
importer until compliance is again ensured or
the contract is terminated. This is without

prejudice to Clause 14(f).

The data exporter shall be entitled to terminate

the contract, insofar as it concerns the

processing of personal data under these

Clauses, where:

(i) the data exporter has suspended the
transfer of personal data to the data
importer pursuant to paragraph (b) and
compliance with these Clauses is not
restored within a reasonable time and
in any event within one month of
suspension;

(i)  the data importer is in substantial or
persistent breach of these Clauses; or

(iif)  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.

Personal data that has been transferred prior to
the termination of the contract pursuant to
paragraph (c) shall at the choice of the data
exporter immediately be returned to the data
exporter or deleted in its entirety. The same
shall apply to any copies of the data. 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

a) Dovozce udaji neprodlen¢ informuje vyvozce
udajti, pokud eni z jakéhokoli diivodu schopen tyto
dolozky dodrzet.

b) Pokud dovozce tdaji porusi tyto dolozky nebo
neni schopen tyto dolozky dodrzet, vyvozce tdaju
pozastavi pieddvani osobnich udaji dovozci udajd,
dokud neni dodrzovani opét zajisténo nebo smlouva
vypovézena. Timto neni dotcena dolozka 14 Pism. f).

C) Vyvozce tdajti je opravnén vypoveédét sml uvu
v rozs hu, v némz se jednd o zpracovani osobnich
udaju podle téchto dolozek, pokud:

i) vyvozce udaju pozastavil pfedavani osobnich
udaji  dovozci udaji podle Pism. b) a
dodrzovani téchto dolozek eni v pfiméfené 1ha
¢ a v kazdém ptipadé¢ do jednoho mésice od
pozastaveni obnoveno;

i) dovozce udaju tyto dolozky podstatné nebo
trvale porusuje nebo

Iii) dovozce udaju nedodrzi zavazné rozhodnuti
prislusného soudu nebo dozorového uradu
tykajiciho se jeho povinnosti podle téchto
dolozek.

V takovych ptipadech o nedodrzeni informuje
ptisluSny dozorovy urad.Pokud smlouva zahrnuje vice
nez dvé smluvni strany, miZze vyvozce udaji toto
pravo na vypovézeni uplatnit pouze ve vztahu k
ptislusné strané€, pokud se strany nedohodly jinak.

d) Osobni udaje, které byly piedany pied
vypovézenim smlouvy podle pismene c), musi byt
podle volby vyvozce udaji neprodlené vraceny
vyvozci Udaji nebo vymazany v celém rozsahu. To
sam¢ se uplatni ve vztahu k veskerym kopiim
udajii.Dovozce 0daji potvrdi vyvozci udaju, ze byly
Udaje vymazany. Dokud nejsou Udaje vymazany nebo
vraceny, dovozce udajii nadéle zajistuje soulad s
témito dolozkami. V piipad¢, ze se na dovozce udaji
vztahuji mistni pravni predpisy, které mu zakazuji
piedané osobni daje vratit nebo vymazat, dovozce
udajti zarucuje, Ze bude i nadale zajistovat dodrzovani
téchto dolozek a bude udaje zpracovavat pouze v
takovém rozsahu a tak dlouho, jak to uvedené mistni
pravo vyzaduje.
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process the data to the extent and for as long as
required under that local law.

Either Party may revoke its agreement to be
bound by these Clauses where (i) the European
Commission adopts a decision pursuant to
Article 45(3) of Regulation (EU) 2016/679 that
covers the transfer of personal data to which
these Clauses apply; or (ii) Regulation (EU)
2016/679 becomes part of the legal framework
of the country to which the personal data is
transferred. This is without prejudice to 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 one of
the EU Member States, provided such law allows for
third-party beneficiary rights. The Parties agree that
this shall be the law of the Czech Republic without
regard to its conflicts of laws rules.

Clause 18
Choice of forum and jurisdiction

@) Any dispute arising from these Clauses shall
be resolved by the courts of an EU Member State.

(b) The Parties agree that those shall be the courts
of the Czech Republic(c) A data subject
may also bring legal proceedings against the
data exporter and/or data importer before the
courts of the Member State in which he/she has
his/her habitual residence.

The Parties agree to submit themselves to the
jurisdiction of such courts.

(d)

e) Kterakoli ze stran mtize odvolat sviij souhlas s
tim, ze bude vazana témito dolozkami, pokud 1)
Evropska komise ptijme rozhodnuti podle ¢l. 45 odst.
3 nafizeni (EU) 2016/679 tykajici se predavani
osobnich tdajii, na které se tyto dolozky vztahuji, nebo
i1) se nafizeni (EU) 2016/679 stane soucasti pravniho
ramce zemé, do které jsou osobni udaje predavany.
Tim nejsou dotéeny dal§i povinnosti vztahujici se na
dotcené zpracovani podle nafizeni (EU) 2016/679.

Dolozka 17
Rozhodné pravo
Tyto dolozky se fidi pravem jednoho z ¢lenskych stati
EU, pokud takové pravo umoznuje uplatiiovat prava
nalezejici opravnéné treti stran€. Strany se dohodly, ze
se budou fidit pravem Ceské republiky.

Dolozka 18

Volba soudu a piislusnost
a) Veskeré spory vyplyvajici z téchto dolozek budou
feSeny soudy clenského statu EU.
b) Strany se dohodly, Ze se budou Fidit soudy Ceské
republiky.
C) Subjekt udaji miize rovnéz zah4jit soudni fizeni
proti vyvozci udaji a/nebo dovozci udaji pred soudy
¢lenského statu, v némz ma subjekt daji své
obvyklé bydlisté.
d) Smluvni strany se dohodly, Ze se ptislusnosti
téchto soudl podridi.
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APPENDIX / PRILOHA

ANNEX | / DODATEK |

A. LIST OF PARTIES
Data exporter(s):

Name: Krajska zdravotni,
nemocnice Usti nad Labem, o.z.

a.s. - Masarykova

Address: Socialni péce 3316/12A, 400 11 Usti nad
Labem, Czech Republic

Contact ierson’s name, position and contact details:

Activities relevant to the data transferred under these
Clauses: As specified in the Agreement

Role (controller/processor): Controller

Data importer(s):
Name: Telavant, Inc.

Address: 151 West 42" Street, Floor 15, New York,
NY 10036

Contact ﬁerson’s name, position and contact details:

Activities relevant to the data transferred under these
Clauses: As specified in the Agreement

Role (controller/processor): Controller

B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data is
transferred

See Agreement, Section 6.3.1

Categories of personal data transferred

See Agreement, Section 6.3.2

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 specialised training), keeping

A. SEZNAM SMLUVNICH STRAN
Vyvozce (vyvozci) udaji:

Jméno/nadzev: Krajskad zdravotni, a.s. - Masarykova
nemocnice Usti nad Labem, o.z.

Adresa: Socidlni pece 3316/12A, 400 11 Usti nad
Labem, Ceska republika

Jméno, funkce a kontaktni daje kontaktni osoby:

Cinnosti souvisejici s tdaji predavanymi podle téchto
Dolozek: Jak je specifikovano ve Smlouvée

Role (sprace/zpracovatel): Spravce

Dovozce nebo dovozci udaji:
Jméno/nazev: Telavant, Inc.

Adresa: 151 West 42nd Street, Floor 15, New York,
NY 10036

Jméno, funkce a kontaktni (daje kontaktni osoby:

Cinnosti souvisejici s idaji pfedavanymi podle téchto
Dolozek: Jak je specifikovano ve Smlouvé

Role (sprace/zpracovatel): Spravce

B. Kategorie predavanych osobnich udaji
Kategorie predavanych udaji subjektii:

Viz Smlouva, oddil 6.3.1

Kategorie predavanych osobnich udaju

Viz Smlouva, oddil 6.3.2

Predané citlivé udaje (pokud je to relevantni) a
pouzita omezeni nebo ochrannd opatreni, ktera plné
berou v uvahu charakter udajii a souvisejici rizika,
napriklad prisné omezeni ucelu, omezeni pristupu
(vCetné pristupu pouze pro zaméstnance, kteri
absolvovali specidlni skoleni), vedeni zdznamii o
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a record of access to the data, restrictions for onward
transfers or additional security measures.

See Agreement, Section 6.3.3

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

Nature of the processing

Collection, recording organization, adaption or
alteration, retrieval, alignment or combination,
disclosure by transmission, access, use, consultation,
structuring, storage, erasure

Purpose(s) of the data transfer and further processing
- Performance of clinical study services under
the Agreement and for the purpose of mandatory
safety monitoring— as specifically described in the
Protocol.

- Completion of data in the CRF system

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

In accordance with legal requirements applicable to
such type of processing

C. COMPETENT SUPERVISORY AUTHORITY
Identify the competent supervisory authority/ies in
accordance with Clause 13

Utad pro ochranu osobnich idaji
Pplk. Sochora 27
170 00 Praha 7
Czech Republic

pristupu k udajiim, omezeni dalsich predavani a dalsi
bezpecnostni opatreni.

Viz Smlouva, oddil 6.3.3

Cetnost preddavani (napr. zda jsou vidaje predaviny
Jjednorazove nebo priibézné).

Pribézny zaklad

Povaha zpracovani

Shromazd’ovani, organizace zaznamu, adaptace nebo
zména, vyhledavani, zarovnani nebo kombinace,
zvefejnéni pienosem, pfistup, pouziti, konzultace,
strukturovani, ukladani, vymazani

Ucel nebo vicely predani iidajii a dalsi zpracovdni

- Provadéni klinické studie podle Smlouvy a za G¢elem
povinného monitorovani bezpecnosti — jak je
konkrétné popsano v Protokolu.

- Dopliiovani dat do systému CRF

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

V souladu s pravnimi pozadavky vztahujicimi se na
takovy druh zpracovani

C.  PRISLUSNY DOZOROVY URAD
Identifikujte prislusny dozorovy organ/y v souladu s
Dolozkou 13

Utad pro ochranu osobnich uidaji
Pplk. Sochora 27
170 00 Praha 7

Ceska republika
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ANNEX 11 / DODATEK 11

TECHNICAL AND ORGANISATIONAL
MEASURES INCLUDING TECHNICAL AND
ORGANISATIONAL MEASURES TO ENSURE
THE SECURITY OF THE DATA

The data importer apply the following measures to
ensure the security of the data:

The following contains the description of the
technical and organizational measures implemented
by the "data importer™ (including any relevant
certifications) to ensure an appropriate level of
security (TOMS), taking into account the nature,
scope, context and purpose of the processing, and the
risks for the rights and freedoms of data subjects:

TECHNICKA A ORGANIZACNI OPATRENI

VCETNE TECHNICKYCH A
ORGANIZA(V?N,iC,H OPATRENI K ZAJISTENI
ZABEZPECENI UDAJU

Vyvozce a dovozce udajii uplatiuji  nasledujici
opatient k zajisteni bezpecnosti udajii.

Nize je uveden popis technickych a organiza¢nich
opatfeni zavedenych ,dovozcem udaji“ (vCetné
pfipadnych pfisluSnych certifikaci) k zajisténi
piiméfené  urovné  zabezpeCeni (TOMS) s
pfihlédnutim k povaze, rozsahu, kontextu a ucelu
zpracovani a k riziklim pro prava a svobody subjekt
udaji:

Pseudonymization and data minimization

Pseudonymizace a minimalizace dat

stored separately from pseudonymized /
key-coded data, and access to such lists is
restricted

1.1 Personal data is pseudonymized / key-coded | 1.1 Kazdy pocitaGovy systém ma v provozu aktualni
whenever directly identifying data are not feSeni ochrany proti antiviru / malwaru
necessary for data processing

1.2 Lists with pseudonyms / key-codes are 1.2 Provadg¢;ji se pravidelné zalohy (denni pfirtstkové

zalohovani, tydenni pIné zalohovani)
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Confidentiality, integrity, availability and
resilience of processing systems and services

Diivérnost, integrita, dostupnost a odolnost
systémii a sluZeb zpracovani

2.1 Internal policies require that personal data is | 2.1 Interni zasady vyzaduji, aby osobni Udaje nebyly
not used for any purpose other than agreed | pouzity k jinému tGcelu, nez je dohodnuto ve smlouvé
in the contract

2.2 (Pseudonymized) Personal data shall not be | 2.2 (Pseudonymizované) Osobni udaje se nebudou
modified upravovat

2.3 Personal data received from different clients | 2.3 Osobni tdaje ziskané od raznych klientd jsou
are processed and stored physically or zpracovavany a uchovavany fyzicky nebo logicky
logically separated to ensure that the data of | oddélené, aby bylo zajisténo, ze Udaje konkrétniho
a specific customer can always be identified | zdkaznika lze vzdy identifikovat

2.4 Each computer system runs an up-to-date 2.4 Kazdy pocitacovy systém ma v provozu aktualni
antivirus / malware protection solution feSeni ochrany proti antiviru / malwaru

2.5 Regularly backups are performed (daily 2.5 Provadgji se pravidelné zalohy (denni pfirastkové
incremental backup, weekly full backup) zélohovéni, tydenni plné zalohovani)

2.6 Data carriers are stored in secure areas and | 2.6 Datoveé nosice jsou ulozeny v zabezpecenych
an inventory documentation is maintained. | prostorach a je vedena inventarni dokumentace

2.7 Physical documents containing personal 2.7 Fyzické dokumenty obsahujici osobni udaje jsou
data are placed in a safe or secure umistény v bezpe¢ném prostiedi
environment

2.8 (Pseudonymized) Personal data shall not be | 2.8 (Pseudonymizované) Osobni Udaje nebudou
sent via electronic communication tools zasilany prostiednictvim nastroja elektronické
such as email komunikace, jako je e-mail

Ability to restore the availability and access to
personal data in a timely manner in the event of a
physical or technical incident

Schopnost obnovit dostupnost a pristup k osobnim
udajum vcas v pripadé fyzického nebo
technického incidentu

performed

3.1 Data restore tests of backups are performed | 3.1 Pravidelné se provadéji testy obnovy dat zaloh
regularly

3.2 A business / IT recovery / continuity 3.2 Je zavedena obchodni / IT obnova / strategie
strategy is in place kontinuity

3.3 Regular disaster recovery tests are 3.3 Provadg¢ji se pravidelné testy obnovy po havarii

Testing, assessing and evaluating the effectiveness
of technical and organizational measures

Testovani, posuzovani a hodnoceni uc¢innosti
technickych a organizacnich opatieni

documented

4.1 Security measures are regularly assessed to | 4.1 Bezpeénostni opatieni jsou pravidelné
ensure appropriateness and correct vyhodnocovéna, aby byla zajisténa vhodnost a
implementation spravné provadéni

4.2 Regular penetration tests are performed 4.2 Provadgéji se pravidelné penetracni testy

4.3 Tests, audits and assessments are 4.3 Testy, audity a hodnoceni jsou dokumentovany

Measures for user identification and authorization

Opatieni pro identifikaci a autorizaci uZivatele

authentication against systems user
management

5.1 Authorization concept for data access is 5.1 Koncepce autorizace pro piistup k datim je
documented and implemented. zdokumentovéna a implementovana

5.2 Individuals who process personal data are 5.2 Osoby, které zpracovavaji osobni Gdaje, jsou
identifiable and formally authorized to do so | identifikovatelné a jsou k tomu formalné opravnény

5.3 Users have a dedicated user ID for 5.3 Uzivatelé maji vyhrazené uZzivatelské ID pro

autentizaci proti spraveé uzivatelll systému

Telavant, Inc.-RVT-3101-201-v1.0_24Apr2023-Worldwide-CR-Trprt-CTA-1.2-18Nov2022

2302_XXXXXXXXXXXXXXX_Final 10-Oct-2023

Page 62 of 66




data (including remotely) are password-
protected when left unattended and
password-protected screensaver are enabled

54 Each user has an individual password and 5.4 Kazdy uzivatel ma individualni heslo a pro
no group accounts are used for systems systémy zpracovavajici osobni Gdaje nejsou
processing personal data pouzivany zadné skupinové ucty

55 A process is implemented to modify / 5.5 Je implementovéan proces pro Upravu/deaktivaci
deactivate user accounts when a user uzivatelskych Gétu, kdyz uzivatel zméni pracovni
changes job function or leaves the company | funkci nebo opusti spole¢nost

5.6 Access to applications, files and records are | 5.6 Piistup k aplikacim, souborim a zaznamum je
restricted according to a "need-to-know" omezen podle zasady ,,potieba veédet*.
principle

5.7 Computers that are used to process personal | 5.7 Pocitace, které se pouzivaji ke zpracovani
data (including remotely) are password- osobnich tdaji (véetné vzdaleného), jsou po zavadéci
protected after the boot sequence sekvenci chranény heslem

5.8 Computers that are used to process personal | 5.8 Pocitace, které se pouzivaji ke zpracovani

osobnich udajt (véetné vzdaleného), jsou chranény
heslem, kdyZ jsou ponechany bez dozoru, a je
povolen spofi¢ obrazovky chranény heslem

Protection of data during transmission

Ochrana dat béhem pienosu

6.1 Personal data in transit is encrypted with a
state-of-the-art methodology during
transmission from / to third parties and
service providers

6.1 PfenaSené osobni tdaje jsou pfi ptenosu od/do
tietich stran a poskytovatelt sluzeb Sifrovany pomoci
nejmodernéjsi metodologie

Protection of data during storage

Ochrana dat béhem ukladani

unauthorized data exports (e.g. interfaces
are technically restricted, data loss
prevention system are implemented, etc.).

7.1 Backups are created and stored in protected | 7.1 Zalohy jsou vytvafeny a ukladany v chranénych
environments prostiedich

7.2 Sensitive personal data at rest is encrypted | 7.2 Citlivé osobni udaje v klidu jsou Sifrovany
with a state-of-the-art methodology pomoci nejmodernéjs$i metodiky

7.3 Measures are implemented to prevent 7.3 Jsou implementovana opatieni, aby se zabranilo

neopravnénému exportu dat (napt. rozhrani jsou
technicky omezena, je zaveden systém prevence
ztraty dat atd.)

Physical security of locations at which personal
data are processed

Fyzické zabezpeceni mist, kde jsou osobni udaje
zpracovavany

8.1 Written regulations and/or policies are in 8.1 Existuji pisemna nafizeni a/nebo zasady tykajici
place regarding admission and access se piijimani a fizeni pfistupu a
control and obtaining/changing/withdrawing | ziskavani/zmény/odnéti ptistupovych/piijimacich
access/admission rights prav

8.2 Access controls are in place to avoid 8.2 Jsou zavedeny kontroly vstupu, aby se zabranilo
unauthorized access to premises (e.g., neopravnénému piistupu do prostor (napf.
electronic access control, registration desk, | elektronicka kontrola vstupu, registra¢ni pult, no¢ni
night guards etc.) hlidka atd.)

8.3 Unauthorized admission/access attempts are | 8.3 Neopravnéné pokusy o pristup/pfistup jsou
detected, documented and followed up. detekovany, dokumentovany a sledovany

8.4 Video surveillance and / or alarm devices 8.4 Na misté jsou video monitorovaci a/nebo
are in place poplasna zatizeni

8.5 Personnel with access authorization always | 8.5 Personal s pfistupovym opravnénim musi vzdy
need to carry visible IDs including their nosit viditelné prukazy totoznosti véetné fotografie
photo

8.6 Visitors and personnel without access 8.6 Navstévnici a personal bez opravnéni ke vstupu
authorization are always accompanied jsou vzdy doprovazeni
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as automatic closing and locking of doors,
locking of all building entrances, windows
and doors

8.7 Visitors are registered and need to carry a 8.7 Navstévnici jsou registrovani a musi mit u sebe
visitor’s ID prikaz ndvstévnika

8.8 Security relevance is defined for premises, | 8.8 Bezpe¢nostni vyznam je definovan pro prostory,
locations, buildings, rooms and other areas | umisténi, budovy, mistnosti a dalsi oblasti

8.9 Protection measures are implemented such | 8.9 Jsou realizovana ochranna opatieni jako

automatické zavirani a zamykéni dvefi, zamykani
vSech vchodii do budovy, oken a dvefi

Event logging

Protokolovani udalosti

configuration

9.1 Users' and administrators' activities (logon, | 9.1 Cinnosti uZivatel a spravet (ptihlasent,
logoff, denial of access, etc.) are logged on | odhlaseni, odepfeni ptistupu atd.) jsou pfihlaseny do
systems processing personal data systému zpracovavajicich osobni udaje

9.2 Administrative changes are logged 9.2 Administrativni zmény jsou protokolovany

9.3 Regarding the network, operating system 9.3 Pokud jde o sit’, opera¢ni systém a aplikace,
and applications, there is a procedure in existuje postup pro feSeni a dokumentaci
place for dealing with and documenting nespravnych pokusi o ptihlaseni
incorrect log-in attempts

9.4 Logging protocols are securely stored and 9.4 Protokoly pfihlasovani jsou bezpe¢né ulozeny a
protected against unauthorized tampering chranény proti neopravnéné manipulaci

System configuration, including default Konfigurace systému, véetné vychozi konfigurace

system (ISMS) is implemented

10.1 Processes are implemented to prevent use 10.1 Jsou zavedeny procesy, které zabranuji pouziti a
and installation of unauthorized hardware instalaci neopravnéného hardwaru a/nebo softwaru v
and / or software in the company's IT IT infrastruktufe spole¢nosti
infrastructure

10.2 Firewalls are in place on network level to 10.2 Firewally jsou na trovni sité, aby zabranily
prevent unauthorized access to network, neopravnénému piistupu k siti, opera¢nim systémutim,
operating systems, devices and applications | zafizenim a aplikacim

10.3 Demilitarized zones are implemented 10.3 Jsou implementovany demilitarizované zony

104 Users are automatically deactivated after 10.4 Uzivatelé jsou automaticky deaktivovani po
several failed logins nékolika netuspésnych piihlasenich

10.5 Expiration of user passwords is 10.5 Je implementovano vyprSeni platnosti
implemented uzivatelskych hesel

10.6 Processes are implemented for rolling out 10.6 Jsou implementovany procesy pro zavadéni
(operating) system, network and application | (operacnich) systémovych, sitovych a aplika¢nich
patches and updates and dealing with zaplat a aktualizaci a feSeni bezpe¢nostnich mezer
security gaps

10.7 Network infrastructure and configurations 10.7 Sitova infrastruktura a konfigurace i zmény
well as changes are documented jsou dokumentovany

10.8 Test and productive environments are 10.8 Testovaci a produktivni prostfedi jsou oddélena
separated

10.9 Operating systems and interfaces are 10.9 Operacni systémy a rozhrani jsou posilena v
hardened in accordance with state of the art | souladu s nejmodernéj$imi standardy
standards.

Internal IT and IT security governance and Vnitini sprava a sprava IT a bezpe¢nosti IT

management

111 A formal information security management | 11.1 Je implementovan formalni systém fizeni

bezpecnosti informaci (ISMS).
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organizational security measures are
performed regularly and documented

11.2 A password policy is in place that prohibits | 11.2 Jsou zavedena pravidla hesel, kterd zakazuji
sharing of passwords, specifies state-of-the- | sdileni hesel, specifikuji nejmodernéjsi pozadavky na
art requirements for password-quality and kvalitu hesel a nastinuji procesy po zvetejnéni hesla a
outlines processes after disclosure of a odblokovani/resetovani tcti/hesel
password and the unblocking/resetting of
accounts/passwords

11.3 Technical measures are implemented to 11.3 Jsou implementovana technicka opatieni k
enforce the password policy vynuceni zasad hesel

114 Passwords are stored encrypted with state- | 11.4 Hesla jsou ulozena zaSifrovana pomoci
of-the-art encryption. nejmodernéjsiho Sifrovani

115 Specific measures are implemented to 11.5 Jsou implementovana specificka opatieni k
protect central passwords (e.g., ochrané centralnich hesel (napi. administrator,
administrator, directory (recovery), root adresar (obnoveni), hesla root) pied neopravnénym
passwords) from unauthorized access piistupem

11.6 Personnel are obliged to obey data security | 11.6 Zaméstnanci jsou povinni dodrzovat zasady
and confidentiality policies zabezpeCeni dat a divErnosti

11.7 A policy for documenting and 11.7 Je zdokumentovana a implementovana opatieni
implementing system roles and rights is pro dokumentaci a implementaci systémovych roli a
documented and implemented prav

11.8 Data protection and data security 11.8 Odpovédnosti za ochranu dat a zabezpeceni dat
responsibilities have been assigned to byly pfidéleny vyhrazenym jednotlivciim
dedicated individuals

11.9 Employees processing personal data are 11.9 Zaméstnanci zpracovavajici osobni udaje jsou
trained on data privacy and security proSkoleni o ochrané osobnich daji a zabezpeéeni

11.10 | Data privacy relevant processing activities | 11.10 Cinnosti zpracovani souvisejici s ochranou
are assessed to meet legal requirements and | osobnich tidajii jsou posuzovany tak, aby spliovaly
documented zédkonné pozadavky, a jsou dokumentovany

11.11 | (Sub-)processors are selected diligently and | 11.11 (Dil¢i) zpracovatelé jsou vybirani peclivé a v
in accordance with data privacy and IT souladu s ohledy a pozadavky na ochranu osobnich
Security considerations and requirements udaji a zabezpeceni IT

Certification/assurance of processes and products | Certifikace/zajiSténi procesu a produkti

12.1 Audits with respect to internal policies are | 12.1 Audity s ohledem na interni zasady jsou
performed regularly and documented provadény pravidelné a dokumentovany

12.2 Audits with respect to technical and 12.2 Pravidelné jsou provadény a dokumentovany

audity technickych a organiza¢nich bezpe¢nostnich
opatfeni

Limited data retention

Omezené uchovavani dat

implemented ensuring data recovery is not
possible

13.1 Retention periods are defined for personal 13.1 Pro osobni Gdaje jsou definovany doby
data uchovavani

13.2 Processes are implemented for data deletion | 13.2 Pro mazéani dat jsou implementovany procesy
according to retention policies podle zasad uchovavani

13.3 State-o-the-art data deletion processes are 13.3 Jsou implementovany nejmodernéjsi procesy

mazani dat, které zajist'uji, Ze obnova dat neni mozna

Data portability and erasure

Pienositelnost a vymazani dat

141

A process is in place to permanently and
safely destroy data that is no longer required

14.1 Je zaveden proces trvalého a bezpecného zniceni
dat, ktera jiz nejsou potieba
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14.2 A process is in place for secure disposal of | 14.2 Je zaveden proces pro bezpec¢nou likvidaci
documents or data carriers containing dokumenti nebo datovych nosi¢t, kterd obsahuji
personal data osobni Udaje

14.3 Physical media is destroyed according to 14.3 Fyzicka média jsou zni¢ena podle DIN 32757 a
DIN 32757 and DIN 66399, respectively, or | DIN 66399, nebo podle ekvivalentnich norem
according to equivalent standards
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