L.CON,

Confidential

Czech Republic / Institution & Investigator Clinical Trial Agreement

Fakultni nemocnice u sv. Anny v Brné, xxx

CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (the
“Agreement”) is effective on the date of
publication according to Act No. 340/2015 Coll.,
on the register of contracts (the “Effective Date”),
by and between

Fakultni nemocnice u sv. Anny v Brné located
at Pekaiska 53, 602 00 Brno, Czech Republic,
ICO (Company ID): 00159816, DIC (VAT ID):
CZ00159816, represented by Ing. Vlastimil
Vajdak, director (the “Institution”),

ICON Clinical Research Limited located at
South County Business Park, Leopardstown,
Dublin 18, Ireland with a VAT number IE
8201978R represented by xxx (“ICON”), acting as
an independent contractor for Cerevance Beta,
Inc. with a business location at One Marina Park
Drive, Suite 1410, Boston, MA 02210, Company
ID: 10304008 (the “Sponsor”). ICON has agreed
to accept certain obligations and duties in respect
of the conduct of the clinical trial in Czech
Republic;

and

xxx, an employee of the Institution, acting within
the scope of his/her employment, located at
Fakultni nemocnice u sv. Anny v Brn¢, xxx,
Pekatska 53, 602 00 Brno, Czech Republic, who
shall serve as the principal investigator
(“Investigator”) for the Study as defined below.

The Institution and the Investigator may be
collectively referred to as the “Site”.

The Investigator and Sub-Investigators may be
collectively referred to as the “Study Team
Members”.

CVN424-301
KHL/2024/044/Se

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI

Tato SMLOUVA (0) PROVEDENI
KLINICKEHO HODNOCENI  (dile jen
»Smlouva“) nabyva G¢innosti dnem zveifejnéni dle
zékona ¢. 340/2015 Sb., o registru smluv (dale jen
,,.Datum uéinnosti“‘), mezi

Fakultni nemocnici u sv. Anny v Brné se sidlem
Pekatska 53, 602 00 Brno, Ceska republika, ICO:
00159816, DIC: CZ00159816, zastoupenou Ing.
Vlastimilem Vajdakem, feditelem (dale jen
,.Zdravotnické zafizeni®),

spole¢nosti ICON Clinical Research Limited se
sidlem  South  County  Business  Park,
Leopardstown, Dublin 18, Irsko, DIC: IE
8201978R, zastoupenou xxx (dale jen ,,JCON®),
jednajici jako nezavisly dodavatel spolecnosti
Cerevance Beta, Inc. se sidlem One Marina Park
Drive, Suite 1410, Boston, MA 02210, ICO:
10304008  (dale jen ,Zadavatel”). Spolecnost
ICON se zavazuje prevzit urCité zavazky a
povinnosti  tykajici se provadéni klinického
hodnoceni v Ceské republice;

a

Xxx, zaméstnancem Zdravotnického zafizeni,
jednajiciho v rozsahu svého zameéstnani, se sidlem
Fakultni nemocnice u sv. Anny v Brn¢, xxx,
Pekaiska 53, 602 00 Brno, Ceska republika, ktery
bude vystupovat jako hlavni zkousSejici (dale jen
»Zkousejici) odpovidajici za Studii, jak je
definovano nize.

Zdravotnické zafizeni a Zkousejici mohou byt dale
spole¢né oznacovani jen jako ,,ReSitelské centrum®.

Zkousejici a Spoluzkousejici mohou byt dale
spole¢n¢ oznaCovani jen jako ,Clenové tymu
Studie®.
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1. STATEMENT OF WORK. 1. POPIS PROJEKTU.

(a) The Investigator will conduct the clinical (a) Zkousejici provede klinickou vyzkumnou
research study entitled “Phase 2, studii pod nazvem , Randomizované,
Randomized, Double-Blind, Placebo- dvojité zaslepené, placebem kontrolované
Controlled Multicenter Study of CVN424 multicentrické klinické hodnoceni fize 2
in Parkinson’s Disease Patients with piripravku  CVN424 u  pacientic s
Motor Complications” (the “Study”), Parkinsonovou nemoci a motorickymi
bearing protocol number CVN424-301, as komplikacemi“ (dale jen ,Studie”), s
may be amended from time to time (the ¢islem protokolu CVN424-301, ve znéni
“Protocol”), the provisions of which are pfipadnych zmén (dale jen ,,Protokol®),
incorporated herein by reference. The jehoz ustanoveni jsou nedilnou soucasti
Investigator shall perform the Study in této Smlouvy. ZkousSejici bude provadét
conformance with: (i) generally accepted Studii v souladu s: (i) vSeobecné
standards of good clinical practice, (ii) an akceptovanymi standardy spravné klinické
ethical manner and in a manner that praxe (GCP), (ii) etickym jednanim a
appropriately protects the safety, security, zpisobem, ktery  pfiméfené  chrani
and well-being of the Study subjects and bezpecnost, jistotu a pohodu subjekti
any data arising from the Study (iii) the Studie a udaju ziskanych ze Studie, (iii)
Protocol, (iv) the FDA Form 1572, and (v) Protokolem, (iv) FDA formulafem 1572, a
all applicable laws, rules and regulations (v) vSemi pfisluSnymi zakony, ptedpisy a
valid and effective in the territory of the smérnicemi platnymi a u¢innymi na uzemi
Czech Republic including, but not limited Ceské republiky véetné mimo jiné predpist
to, those governing the conduct of the upravujicich provadéni Studie.
Study. The Institution shall not reassign Zdravotnické zafizeni neni opravnéné
the conduct of the Study to another povetit vykonem Studie jiného
investigator without ICON’s express Zkousejiciho bez vyslovného pisemného
written consent. If the Investigator is souhlasu ICON. Nemize-li Zkousejici
unable to perform the duties required by vykonavat povinnosti  vyplyvajici ze
this Agreement, the Institution shall Smlouvy, Zdravotnické zafizeni je o tom
promptly notify ICON in writing. If a povinno ICON neprodlen¢ pisemné
mutually acceptable replacement is not vyrozumét.  Nelze-li nalézt nahradu
available, this Agreement may be piijatelnou pro obé strany, muize néktera
terminated as provided herein. strana od této Smlouvy odstoupit

zpisobem v této Smlouvée stanovenym.

(b) The Institution shall provide appropriate (b) Zdravotnické zafizeni poskytne vhodné

resources and facilities so the Investigator
can conduct the Study in a timely and
professional manner and according to the
terms of this Agreement. The Site shall
ensure that only individuals who are
appropriately trained and qualified will
assist in conducting the Study. The Site is
responsible for ensuring that all personnel
participating in the Study (“Study Team”)
comply with the terms of this Agreement,
excluding personnel supplied by ICON or
Sponsor. Institution and Investigator agree

zdroje a moznosti, aby ZkousSejici mohl
Studii provést vcas a odborné a v souladu s
podminkami této Smlouvy. Resitelské
centrum zajisti, Ze pfi provadéni Studie
budou ndpomocni pouze vySkoleni
a kompetentni spolupracovnici. Resitelské
centrum odpovida za zajiSténi toho, Ze
veskery personal castnici se Studie (dale
jen ,,Tym Studie™) spliuje podminky této
Smlouvy, s vyjimkou personalu, ktery
poskytne  ICON  nebo  Zadavatel.
Zdravotnické  zatizeni a  ZkouSejici
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to promptly notify ICON in the event any
Study Team Member is reported to or
comes under investigation by any
licensing board, independent ethics
committee or institutional review board,
and further agrees to promptly discontinue
the use of any such personnel in
connection with the Study unless ICON
consents in writing to the continued use of
such personnel, which such consent shall
not be unreasonable delayed, conditioned,
or withheld. Unless otherwise agreed to in
writing by the parties, the Site shall
conduct the Study only at the facilities
indicated in this Agreement.

2. PAYMENT.

(a)

(b)

ICON will pay the Institution and
Investigator according to the Payment
Terms attached hereto as Exhibit A
(“Payment Terms”) and the Budget
attached hereto as Exhibit B (“Budget”),
upon receipt of invoices and other
appropriate documentation as specified
therein. Payments due hereunder are pass-
through payments from Sponsor that will
be sent after such payments are received
by ICON from Sponsor. ICON shall
exercise reasonable efforts to ensure
timely receipt of pass-through payments
from Sponsor.

The Institution and Investigator as payees
(“Payees”) shall provide full payment
instructions and bank details, in writing to
ICON in the Beneficiary Details Form
(“BDFE”), before any payment can be
made. The Payees are obliged to inform
ICON, in writing, of any changes or
required updates of payment instructions
and/or bank details. The parties agree that
any change of or update to the Payees’
bank details contained in the BDF may be
effected through a written notice and shall
not of itself require a formal Amendment

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

souhlasi, Ze neprodlen¢ oznami ICON,
pokud je ¢len Tymu Studie ohlasen
licenéni komisi, nezavislé etické komisi
nebo prezkoumaci komisi nebo jimi
vySettovan, a vnavaznosti na takové
Setteni bude stakovym c¢lenem Tymu
Studie  ukonfena  veSkerd  Cinnost
souvisejici s provadénim Studie, pokud
spolecnost ICON nepodé pisemny souhlas,
ktery nesmi byt nepiiméfené opozdény,
podminény nebo odmitnuty,
s pokraCovanim  spoluprdce s danym
Clenem. Pokud neni stranami sjednano
pisemné néco jiného, Resitelské centrum
bude provadét Studii jen v zafizenich
uvedenych v této Smlouve.

2. UHRADA.

(a) ICON zaplati Zdravotnickému zafizeni a
ZkouSejicimu  uhradu v souladu s
platebnimi  podminkami, které jsou
k tomuto dokumentu pfipojeny
jako ptiloha A (dale jen ,Platebni
podminky*“), a srozpoctem, ktery je

(b)

k tomuto dokumentu pfipojen jako ptiloha
B (dale jen ,,Rozpocet®), a to na zakladé
doruceni faktur a dalSich pfislusnych
dokladti v souladu s Rozpoétem. Uhrady
splatné podle této Smlouvy znamenaji
prosttedky poskytované Zadavatelem a
budou zaplaceny poté, kdy je ICON
obdrzi od Zadavatele. ICON vynalozi
pfiméiené usili, aby obdrzela uhrady od
Zadavatele vcas.

Zdravotnické zafizeni a ZkouSejici,
jakozto ptijemci platby (déle jen ,,Piijemci
platby*) poskytnou pisemné spolecnosti
ICON kompletni platebni pokyny a
bankovni spojeni, a to na Formulafi s
podrobnostmi o piijemci (dale jen ,,BDF®)
pfedtim, neZ bude mozno uskutecnit
jakoukoliv platbu. Pfijemci platby jsou
povinni pisemné¢ informovat ICON o
jakychkoliv zménach nebo pozadovanych
aktualizacich v platebnich  pokynech
a/nebo bankovnim spojeni. Smluvni strany
sjednavaji, ze zmény nebo aktualizace
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(c)

(d)

(e)

()

to this Agreement.

The Site is an independent contractor, and
neither ICON nor Sponsor is responsible
for any employee benefits, pensions,
workers’ compensation, withholding, or
employment-related taxes as to the Site or
its personnel.

The Investigator and any sub-investigators
will complete and sign a financial
disclosure  form  when  reasonably
requested to do so by ICON or Sponsor.
These forms shall be promptly updated as
needed to maintain their accuracy and
completeness during the Study and for one
year after its completion. The Institution
and Investigator acknowledge and agree
that any payments made under this
Agreement will be disclosed to the local
regulatory authorities by Sponsor or ICON
as required under the EFPIA (European
Federation of Pharmaceutical Industries
and Associations) Disclosure Code or
equivalent local legislation.

The Institution hereby agrees that no third
party will be charged for any aspect of
treatment or subject care for which the
Payees have invoiced or been paid under
this Agreement. The Institution hereby
agrees that neither participants in the
Study nor any third party will be charged
for CVN424 (the “Study Drug”) or any
comparator drugs provided for this Study,
nor shall Payee include such cost in any
cost report to third-party payers.

Unless otherwise agreed herein, payments
will be made for evaluable subjects and
for eligible subjects only. An eligible

(c)

(d)

(e)

()

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

bankovniho spojeni Piijemct platby
obsazen¢ v BDF mohou byt provadény
pisemnym oznamenim a samy o Ssob¢

nevyZaduji uzavieni dodatku k této
Smlouve.
Resitelské  centrum  je  nezavislym

dodavatelem a ICON ani Zadavatel nejsou
odpovédni za vyplaceni jakychkoli
pozitkli zaméstnancti, ddichodd, nahrad
pracovnikim, srazek nebo dani hrazenych
za zaméstnance bud’ Resitelskému centru,
nebo jeho personalu.

Zkousejici a ptipadni spoluzkousejici na
piiméienou Zadost ICON nebo Zadavatele
vyplni a podepi$i formulaf finan¢nich
udaju. Tyto formulafe musi byt v ptipadée
potteby neprodlené aktualizovany, aby po
dobu Studie a jednoho roku po jejim
skonCeni zustaly spravné a Uplné.
Zdravotnické zatizeni a Zkousejici berou
na védomi a souhlasi stim, ze veSkeré
platby provedené vramci této Smlouvy
budou Zadavatelem nebo ICON sdéleny
mistnim regulaénim Ufadim, jak je
pozadovano podle kodexu zvefejiiovani
vydaného EFPIA (Evropska federace
farmaceutického primyslu a asociaci)
nebo ekvivalentnim mistnim pfedpisem.

Zdravotnické zafizeni timto souhlasi s tim,
ze zadné treti strané¢ nebude v Zadném
ohledu uctovana 1é¢ba ani zdravotni péce
poskytnuta  subjektu  Studie, kterou
Piijemci platby fakturovali nebo ktera
byla uhrazena vramci této Smlouvy.
Zdravotnické zafizeni timto souhlasi s tim,
ze Ucastnikiim Studie ani zadné teti stran¢
nebude uétovan CVN424 (dale jen
,Hodnoceny 1€k“) nebo jiny srovnavaci
1ék poskytnuty pro tuto Studii, a Zze
takovéto naklady nebudou zahrnuty do
zadného vykazu nakladd pro platce-treti
strany.

Pokud v této Smlouvé neni dohodnuto
jinak, platby budou provadény jen za
vyhodnotitelné subjekty a jen za zpiisobilé

Revised March 2023

Page 4 of 42



| .CON,

Confidential

Czech Republic/ Institution & Investigator Clinical Trial Agreement

(2

subject is one who meets all of the
inclusion requirements and does not meet
any of the exclusion criteria of the
Protocol, who was enrolled by
Investigator, and from whom informed
consent has been obtained. An evaluable
subject is one for whom case report forms
(“CRFs”) have been properly completed
in accordance with the Protocol, and who
has completed the appropriate Study
procedures as set forth in the Protocol, and
undergone the evaluations required by the
Protocol.

The parties acknowledge and agree that
the compensation provided for Site’s
performance under the Agreement
represents the fair market value for the
services conducted by Site and has been
agreed independently from any business
the Institution or the Investigator has made
or may make in relation to the ordering of
products or services of the Sponsor.

3. RECORDKEEPING;: REPORTING;
ACCESS.
Authorized representatives of Sponsor

(a)

and/or ICON have the right, upon
reasonable advance notice via email to
trials.icrc@fnusa.cz, and during regular
business hours, to: (i) audit and examine
the Site’s facilities required for
performance of the Study; and (ii) review
all data, records and work products
relating to the Study, and if necessary,
make copies of such data, records and
work products, provided such copies do
not include any unauthorized individually-
identifiable information of a Study
subject. The Site shall maintain complete
and accurate records related to the Study,
and shall retain all such records resulting
from the Study in accordance with ICH
GCP for the time required by applicable
laws and regulations. The Sponsor/ICON
agrees that, in addition to the Investigator,
other designated personnel of the

(2

(a)

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

subjekty. Zpusobily subjekt je ten, ktery
splni vSechny podminky pro zafazeni a
nespliiuje zadné z vyluCovacich kritérii
uvedenych v Protokolu, ktery byl zatazen

Zkousejicim a  ktery udélil  svi
informovany souhlas. Vyhodnotitelny

subjekt je ten subjekt, u né&jz byly
uspokojivé vyplnény vsechny formulare
pro zéznamy Subjektt Studie (dale jen
»CRF*“) vsouladu s Protokolem, ktery
absolvoval pfislusné studijni ukony
stanovené Protokolem a ktery absolvoval
vySetfeni pozadovana Protokolem.

Smluvni strany uznavaji a souhlasi s tim,
7¢ odména za plnéni Resitelského centra
na zakladé této Smlouvy piedstavuje
spravedlivou  trzni  hodnotu  sluzeb
poskytnutych Resitelskym centrem a byla
sjedndna nezavisle na jinych obchodnich
vztazich, stavajicich nebo potencialnich,
Zdravotnického zatizeni nebo
Zkousejiciho tykajicich se objednavek
vyrobki nebo sluzeb Zadavatele.

3. ZAZNAMY: VYKAZY: PRISTUP.

Zmocnéni zastupci Zadavatele, piipadné
ICON, jsou opravnéni na zakladé
pfiméfeného  pfedchoziho  oznameni
v pfimétené lhité prostfednictvim emailu
zaslaného na adresu trials.icrc@fnusa.cz a
béhem obvyklé pracovni doby: (i)
provadét audit a kontrolovat zafizeni
Resitelského centra potfebné k provedeni
Studie a (ii) zkontrolovat veskeré udaje,
zaznamy a vysledky prace souvisejici se
Studii, a jestlize to je potfebné, potizovat
si kopie takovych udaji, zaznami a
vysledkd prace, za predpokladu, ze takové
kopie neobsahuji nepovolené individualné
identifikovatelné informace o Subjektu
Studie. Resitelské centrum je povinno vést
uplné a spravné zaznamy tykajici se
Studie a zaznamy vzniklé ze Studie je
povinno archivovat v souladu s ICH GCP
po dobu, jakou stanovi pfislusné zadkony a
pravni predpisy. Zadavatel/ICON

Revised March 2023
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Institution shall attend such visits as
necessary.

(b) The Investigator will deliver CRFs to
ICON within fourteen (14) days of
Investigator’s review or in accordance
with  ICON’s  reasonable  written
instructions, as the case may be. The
Investigator shall be available at
reasonable times during normal business
hours to meet with Study monitors and
answer questions regarding the conduct of
the Study. If ICON must use or access the
Site’s computer systems, it will do so in
accordance with the Site’s instructions and
will only use acquired information for the
purpose of the Study and in accordance
with applicable laws. Institution and
Investigator will comply with Investigator
obligations under ICH GCP 4.1.4. and
4.9.7.

(c) The Site will promptly notify Sponsor and
ICON if any regulatory authority notifies
the Institution or Investigator of a pending
inspection relating to the Study, and will
promptly forward to Sponsor and ICON
copies of any written communication
received as a result of such inspection
which are related to the Study, if the law
allows it. The Site shall also provide to
Sponsor and ICON copies of any
documents provided to any inspector that
relate to the Study, if the law allows it.

4. CONFIDENTIALITY.

The Protocol, Study Drug(s), CRFs, and
any and all information, data, reports or documents,
disclosed to or generated by the Site or any Study
Team members regarding the work performed
under this Agreement (other than subject medical
records) or which otherwise relates to this Study
(“Confidential Information™) belong to Sponsor

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

souhlasi, Ze se téchto navstév bude
v pfipadé¢  potfeby  ucCastnit  kromé
Zkousejiciho 1 dalsi povéfeny pracovnik
Zdravotnického zatizeni.

(b) ZkousSejici zaSle zaznamy CRF spole¢nosti
ICON do ¢trnacti (14) pracovnich dni od
revize ZkouSejicim nebo v souladu s
pfiméfenymi pisemnymi pokyny ICON
podle okolnosti. ZkouSejici bude v
pfimétenych hodinach v bézné pracovni
dobé¢ k dispozici ke schiizkam s monitory
Studie a bude odpovidat na jejich otazky
tykajici se provadéni Studie. Pokud musi
ICON  pouzZit pocitacové  systémy
Resitelského centra nebo do nich vstoupit,
udini tak v souladu s pokyny Regitelského
centra a ziskané informace pouZije pouze
pro ucely Studie a v souladu s piislusnymi
pravnimi ptredpisy. Zdravotnické zatizeni
a Zkousejici budou postupovat v souladu
s povinnostmi vyplyvajicimi z ICH GCP
4.1.4.249.7.

(c) Regitelské centrum bude bezodkladné
informovat Zadavatele a ICON, jestlize
bude néjaky regula¢ni ufad informovat
Zdravotnické zatizeni nebo Zkousejiciho o
chystané kontrole nebo auditu tykajiciho
se Studie, a bezodkladn¢ postoupi
Zadavateli a ICON kopie veSkerych
pisemnych  materialti, které obdrzi
v souvislosti s touto kontrolou a které
souviseji se Studii, pokud to pravni
predpisy umoziiuji. Resitelské centrum
dale preda Zadavateli a ICON kopie
veskerych dokumentli, které poskytlo
kontrolorim a které se vztahuji ke Studii,
pokud to pravni piedpisy umoziuji.

4. DUVERNOST INFORMACI.

Protokol, Hodnocené Iéky, ptipadové
formulare a veskeré informace, udaje, zpravy nebo
dokumenty, které obdrzi nebo vytvoii Regitelské
centrum nebo ¢lenové Tymu Studie v souvislosti s
praci vykonavanou v souladu s touto Smlouvou
(krom¢ 1ékaiskych zaznamu subjektti Studie) nebo
jinak souvisejici se Studii (dale jen ,,Duvérné
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and shall not be disclosed by the Site to any third
party or be used for any purpose other than the
performance of the Study without the prior written
consent of Sponsor, during a period of seven (7)
years after the termination of the performance of
the Agreement. The above obligations of
confidentiality shall not apply to the extent
Confidential Information:

(a) 1is or becomes, through no fault of the Site,
part of the public knowledge;
(b) the Site can demonstrate was already
lawfully in the Site’s possession on the
date of disclosure to the Site and not
subject to prior confidentiality obligations;

(c) 1is acquired by the Site from any third

party without restrictions on disclosure; or

(d) is developed by the Site independently,
without the use or benefit of Confidential
Information, and as evidenced by

competent written records.

Permitted Disclosures. The Site’s obligations of
non-disclosure and non-use of Confidential
Information shall not apply to the extent the Site is
required by law to disclose Confidential
Information, provided the Site promptly notifies
Sponsor of such a requirement prior to disclosure to
allow Sponsor the reasonable opportunity to oppose
the requirement or seek an appropriate protective
order. This Section 4 does not limit the Site’s rights
or obligations under Section 6 Publication.

5. PRIVACY AND DATA PROTECTION.

The parties agree that each will comply
with their respective obligations as required under
applicable privacy and data protection laws, using
appropriate technical and organizational measures
for the processing, integrity, confidentiality and
security of personal information and Study Data.
Each Party shall be responsible for its own

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

informace®), jsou vlastnictvim Zadavatele a
Resitelské centrum neni opravnéno je sdélovat
jakékoli tieti osobé ani pouzivat k jakémukoli
jinému tc¢elu nez pii plnéni Studie bez piredchoziho
pisemného souhlasu Zadavatele po dobu sedmi (7)
let po ukonceni Smlouvy. VySe uvedeny zavazek
davérnosti informaci se nevztahuje na Duvérné
informace v rozsahu, v jakém:

(a) jsou nebo budou zveifejnény bez zavinéni
ze strany Resitelského centra;

mize Resitelské centrum prokazat, Ze k
datu jejich sdéleni Resitelskému centru jiz
byly legalné Regitelskému centru znamy,
aniz by podléhaly ptfedchozimu zavazku
duvérnosti informaci;

(b)

je Regitelské centrum ziskalo od né&jaké
tteti osoby bez omezeni tykajicich se
jejich sdélovani; nebo

(c)

je Regitelské centrum vytvofilo nezavisle
bez pouziti ¢ pfispéni  Duvérnych
informaci, coz lze prokazat piislusnymi
pisemnymi zdznamy.

(d)

Povolené vyzrazeni. Povinnosti Resitelského centra
ohledné utajeni a nepouziti Divérnych informaci
neplati v rozsahu, v jakém mé Resitelské centrum
zakonnou povinnost Duvérné informace vyzradit,
oviem s tim, Ze pied vyzrazenim ReSitelské
centrum bezodkladné informuje Zadavatele, aby
m¢l Zadavatel prilezitost se tomuto pozadavku
branit nebo pozaddat o vydani pfislusného
ochranného opatieni. Tento Clanek 4 neomezuje
prava a povinnosti Regitelského centra dle ¢lanku 6
— Zvetejnovani.

5. OCHRANA SOUKROMI A OSOBNICH
UDAJU.

Smluvni strany se dohodly, Ze budou plnit
své prislusné zavazky v souladu s pravnimi
predpisy na ochranu soukromi a osobnich udaj,
prostiednictvim pouzivani odpovidajicich
technickych a organiza¢nich opatieni za ucelem
integrity zpracovani, ddvérnosti a zabezpeCeni
osobnich udaji a Udajo Studie. Kazda smluvni
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processing of Personal Data and shall ensure that
Personal Data relating to Study Subjects is
collected, stored and transferred in accordance with
all applicable and effective data protection laws
and the Agreement. The Parties undertake to take
such measures as to prevent unauthorized or
accidental access to, alteration, destruction or loss
of personal data, unauthorized transmission, other
unauthorized processing, as well as other misuse of
personal data.

e The |Institution owns and shall be
responsible for source data (as defined by
ICH GCP).

e Sponsor owns and shall be responsible for
all Study Data (defined under Clause 7).

e  Where the Study is in the European Union,
the Sponsor will be the data controller; the
Site and Study Team will be data processor
for Study performance at Institution and
shall act in accordance with instructions
provided by Sponsor or ICON; and ICON
acts as data processor for clinical trial
management and monitoring  duties.
Institution is the data controller of Personal
Data in the management of medical
records.

ICON will provide a personal information notice
for Study Team members advising them of the
collection, use, processing, holding and transfer of
their personal information to countries other than
their own, that may not have the same level of data
protection as their own country, provided that a
comparable level of protection of personal data is
maintained. Institution and Investigator agree to
provide reasonable assistance to give this notice to
members of Study Team. The parties agree that
where a proposed Study Team member objects to
processing of their personal data, he/she will not be
engaged in the Study.

The Institution and Investigator shall make
available to Sponsor and/or ICON, all information

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

strana bude odpovédna za své vlastni zpracovani
osobnich udaji a zajisti, aby osobni udaje tykajici
se Studijnich subjekti byly shromazdovany,
uchovavany a predavany v souladu se vSemi
platnymi a G€innymi pravnimi piedpisy o ochrané
osobnich udaji a Smlouvou. Smluvni strany se
zavazuji pfijmout takova opatfeni, aby nemohlo
dojit k neopravnénému nebo nahodilému piistupu k
osobnim udajim, k jejich zméné, zniceni ¢i ztrate,
neopravnénym  prenosum, k jejich jinému
neopravnénému zpracovani, jakoz i k jinému
zneuziti osobnich udaji.

e Zdravotnické zafizeni je vlastnikem a je
odpovédné za zdrojovou dokumentaci (jak
je definovano v ICH GCP).

e Zadavatel je vlastnikem a je odpovédny za
viechny Udaje Studie (definované v &lanku
7).

e Pokud je Studie provadéna v Evropské
unii, Zadavatel bude spravcem udaji;
Resitelské centrum a Tym Studie budou
zpracovateli udaji pro provedeni Studie ve
Zdravotnickém zafizeni a budou jednat v
souladu s instrukcemi poskytnutymi
Zadavatelem nebo ICON; a ICON jedna
jako zpracovatel udaji pro fidici a
kontrolni povinnosti souvisejici
s klinickym hodnocenim. Zdravotnické
zafizeni je spravcem osobnich tdaji pfi
vedeni zdravotnické dokumentace.

ICON poskytne ¢lenim Tymu Studie oznameni o
osobnich tudajich za ucelem informovani o
shromazd’ovani, pouzivani, zpracovavani, drzeni a
pfedani jejich osobnich udaji mimo jejich vlastni
zemi, i kdyZz tam neplati stejné piedpisy pro
ochranu osobnich udajt, jako v jejich vlastni zemi,
za predpokladu, Ze je dodrZena srovnatelnd troven
ochrany osobnich udaji. Zdravotnické zafizeni a
Zkousejici souhlasi s tim, Ze poskytnou pfiméfenou
pomoc pii poskytovani tohoto ozndmeni Clentim
Tymu Studie. Smluvni strany se dohodly, ze pokud
navrhovany ¢len Tymu Studie odmitne zpracovani
jeho/jejich osobnich udaji, nebude do Studie
zapojen.

Zdravotnické
Zadavateli

zafizeni a Zkousejici
a/nebo ICON veskeré

poskytnou
informace
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required to demonstrate and verify compliance with
obligations.

Investigator shall ensure that written consent of the
Study Subject is obtained for the purpose of
processing Study Subject’s personal data for Study-
related purposes. The Investigator shall use the
Personal Data Processing Consent Form as
provided by the Sponsor/ICON, which is
responsible for its compliance with applicable laws.

The Parties undertake to report to each other any
personal data breach without undue delay after
becoming aware of such breach, at the latest within
24 hours, so that the other Party has the opportunity
to assess the incident and to fulfil its obligations
towards the supervisory authority or, where
applicable, data subjects. If a personal data breach
occurs that requires notification, the Sponsor must
notify the competent supervisory authority without
undue delay, and at the latest within 72 hours of
becoming aware of the breach. If the breach
requiring notification would pose a high risk to the
rights of the affected individuals, then the
Institution shall inform such affected individuals.

The Parties undertake to cooperate with each other
and to assist in resolving any material problems
that may arise in the performance of the Agreement
in connection with the protection of personal data.
The obligation of cooperation also includes
effective cooperation in the event of inspection by
the supervisory authority, handling of requests and
possible patient complaints, and notification of
security incidents. The same applies in case of a
lawsuit involving data protection or privacy.

When the Parties have no longer legal grounds to
process the Personal Data under the applicable and
effective laws and this Agreement, the Personal
Data will be destroyed by the Institution, by
irreversibly destroying the key to linking the
pseudonymized data, so that the data subject ceases
to be identifiable.

Fakultni nemocnice u sv. Anny v Brné, xxx

CVN424-301
pozadované pro prokazani aovéfeni souladu
s jejich povinnostmi.

ZkouSejici zajisti ziskani pisemného souhlasu

Studijniho subjektu pro ucely zpracovani osobnich
udaji Studijniho subjektu pro ucely souvisejici se
Studii. Zkousejici bude pouzivat formulaf souhlasu
se zpracovanim osobnich udaji ve znéni dodaném
Zadavatelem/ICON, ktery odpovida za jeho soulad
s ptisluSnymi pravnimi predpisy.

Smluvni strany se zavazuji si navzajem hlasit kazdé
poruseni zabezpeceni osobnich udaji, a to bez
zbyte¢ného odkladu potom, co se o takovém
poruseni dozvi, nejpozdéji do 24 hodin, tak, aby
druha strana méla moznost incident posoudit a
splnit své povinnosti vic¢i dozorovému ufadu,
pripadné vici subjektim tdaji. Pokud dojde k
poruseni zabezpeCeni osobnich udaji, které
vyzaduje  oznameni, Zadavatel musi bez
zbyte¢ného prodleni uvédomit ptislusny dozorovy
ufad, a to nejpozdéji béhem 72 hodin od okamziku,
kdy se o daném poruseni dozvi. Pokud by toto
poruseni vyzadujici oznameni pfedstavovalo pro
dotcené osoby vysoké riziko pro jejich prava, pak
bude Zdravotnické zafizeni informovat tyto
dotéené osoby.

Smluvni strany se zavazuji k vzajemné soucinnosti
a pomoci pii feSeni vSech podstatnych problémid,
které mohou v ramci plnéni smlouvy vzniknout v
souvislosti s ochranou osobnich udaji. Povinnost
sou¢innosti zahrnuje 1 efektivni spolupraci v
piipad¢ kontroly ze strany dozorového ufadu,
vyfizovani zadosti a ptipadnych stiznosti pacienti,
a oznamovani bezpecnostnich incidentl. Totéz plati
i v pifipadé¢ soudniho sporu, ktery by se tykal
ochrany osobnich udaji ¢i soukromi.

Jakmile smluvni strany pozbydou pravni divody
pro zpracovani osobnich tdaju podle platnych a
ucinnych pravnich ptedpisti a této smlouvy, dojde k
likvidaci osobnich udaju, a to tak, Ze ze strany
Zdravotnického zafizeni bude nenavratné znicen
kli¢ k propojeni pseudonymizovanych udaju, takze
subjekt udajii piestane byt identifikovatelnym.
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6. PUBLICATION.

Where the Study is conducted in the EEA,
Sponsor is required by law to publicly disclose the
performance of the Study and publish the summary
results of the Study within 6 or 12 months
(depending on the type of trial) of its completion at
all sites and will do so without further notice to
Institution and Investigator. Institution and
Investigator hereby consent to allow Sponsor or
ICON to disclose or allow any competent authority
to disclose their name as well as the address of the
Institution and name of the Investigator where the
Protocol will be performed and its results,
following completion, in generally available trial
databases to the extent required by any applicable
laws and regulations.

The Study is part of a multi-site study, and
publication of the results of the Study conducted at
the Site shall not be made before the first multi-site
publication by Sponsor. Once the Sponsor’s multi-
site publication has taken place, the Site shall have
the right to publish its results from the Study,
subject to the notice requirements that are listed
below. If there is no multi-site publication within
eighteen (18) months after the Study has been
completed or terminated at all Study sites, and all
data has been received, the Site shall have the right
to publish its results from the Study upon prior
written approval of Sponsor, that will not be
unreasonably withheld, subject to the following
notice requirements. Prior to submitting or
presenting a manuscript or other materials relating
to the Study to a publisher, reviewer, or other
outside person, the Site shall provide to Sponsor a
copy of all such manuscripts and materials, and
Sponsor shall have sixty (60) days from receipt of
such manuscripts and materials_to review and
comment. At Sponsor’s request the Site shall
remove any Confidential Information (other than
Study results) prior to submitting or presenting the
materials. The Site shall, upon Sponsor’s request,
further delay publication or presentation for a
period of up to one hundred twenty (120) days to
allow Sponsor to protect its interests in any
Sponsor Inventions (as defined below) described in
any such materials.

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

6. ZVEREJNOVANI.

Pokud bude Studie provadéna v zemi
Evropského hospodaiského prostoru (EHP),
Zadavatel je ze zakona povinen zvefejnit pribch
Studie a zvefejnit souhrnnou zpravu o ukonceni
Studie do 6 nebo 12 meésich (v zavislosti na typu
Studie) po jejim ukonéeni na viech Regitelskych
centrech a ucini tak bez dalSiho upozornéni
Zdravotnického zafizeni a  Zkousejiciho.
Zdravotnické zafizeni a ZkouSejici timto souhlasi,
aby Zadavatel nebo ICON zvefejnili nebo povolili
jakémukoli pfislusnému ufadu zvefejnéni jejich
jména, stejné jako adresy Zdravotnického zafizeni
a jména Zkousejiciho, kde bude Studie provedena,
a jeji nasledné¢ zkompletované vysledky v bézné
dostupnych  databazich  studii v  rozsahu
pozadovaném podle platnych zakond a predpist.

Studie je souéasti multicentrického
klinického hodnoceni a zvefejnéni vysledkd Studie
provadéné v Resitelském centru nejsou dovoleny
pfed prvni multicentrickou publikaci provedenou
Zadavatelem. Jakmile dojde k multicentrické
publikaci, Resitelské centrum ma pravo publikovat
své vysledky ze Studie, s vyhradou pozadavki
oznameni, ktera jsou uvedena nize. Nebude-li
multicentricka publikace vydana do osmnacti (18)
mesict po dokonceni nebo predCasném ukonceni
Studie ve viech Regitelskych centrech a obdrZeni
vech dat, ma ReSitelské centrum pravo po
pfedchozim pisemném souhlasu Zadavatele, ktery
nebude bezdlivodné zadrzovan, a pod podminkou
nize uvedenych ohlasovacich povinnosti své
vysledky Studie zvetejnit. Pied ptredlozenim nebo
prezentaci rukopisu ¢i jinych materiala tykajicich
se Studie vydavateli, lektorovi nebo jiné osobé
zvendi je Resitelské centrum povinno predlozit
Zadavateli jednu kopii vSech rukopisi a materiald
k posouzeni a pripominkovani a Zadavatel ma na
piezkum a pripominkovani Sedesatidenni (60) Ihtitu
od jejich obdrzeni. Na zadost Zadavatele je
Resitelské centrum povinno pred piedloZenim nebo
prezentaci materialu zné& odstranit vSechny
Dtvémé informace (kromé vysledkli Studie). Na
7adost Zadavatele je Resitelské centrum povinno
publikaci nebo prezentaci pozdrzet o dalSich az sto
dvacet (120) dnti, aby mohl Zadavatel zajistit
ochranu svych prav k Vynalezim Zadavatele (jak
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Public Disclosure of Agreement. [CON and
the Sponsor acknowledge that with regard to Act
No. 340/2015 Coll., on special terms of
effectiveness of certain contracts, the publication of
such contracts; and on the Register of Contracts, as
amended, that the Institution is obliged to publish
this Agreement and any amendments thereto in the
Register of Contracts. Such disclosure is not
subject to those data that constitute the trade secrets
of one of the Parties. The Institution is responsible
for publishing this Agreement. If the Institution
does mnot publish this Agreement within the
statutory thirty (30) day period, the Agreement may
be published by the ICON.

7. OWNERSHIP.

All documents, protocols, data, know-how,
methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Investigator pursuant to this
Agreement are and shall remain Sponsor’s
property. The completed CRFs, the final report (if
applicable) and all information and data resulting
from the Study including Study results (“Study
Data”), shall also be owned by Sponsor. The
Investigator assigns (and shall require all Study
Team members to assign) to Sponsor all rights, title
and interest, if any, in and to such Study Data.
Sponsor shall not own subject medical records.
Medical ~ Documentation is and remains the
property of Institution.

ICON/Sponsor grants Institution and
Investigator a non-exclusive license to the Study
Data generated at Institution for internal, non-
commercial research and educational purposes
subject to the confidentiality terms contained in this
Agreement. This License does not authorize any
sublicenses.

8. INVENTIONS.

The existing inventions and technologies of
Sponsor, Institution or the Investigator are their

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

jsou definovany v téchto

materialech.

nize) popsanym

Uvetejnéni Smlouvy. ICON a Zadavatel
berou na védomi, Ze sohledem na zakon ¢.
340/2015 Sb., o zvlastnich podminkach ucinnosti
nékterych smluv, uvefejniovani téchto smluv a o
registru smluv, ve znéni pozd¢jSich predpist, je
Zdravotnické zatizeni povinno tuto Smlouvu a jeji
prfipadné dodatky uvefejnit vregistru smluv.
Takovémuto uveiejnéni nepodléhaji ty udaje, které
tvotfi obchodni tajemstvi nckteré ze smluvnich
stran. Za uvefejnéni této Smlouvy odpovida
Zdravotnické  zafizeni. Pokud Zdravotnické
zafizeni nezvefejni tuto Smlouvu v zékonné lhite
tficeti (30) dni, mize byt Smlouva zvefejnéna
spole¢nosti ICON.

7. VLASTNICTVI.

Veskeré dokumenty, protokoly, udaje,
know-how, metody, postupy, vzorce, Duverné
informace a Materialy (jak je definovano nize),
které ZkousSejici obdrzi na zakladé této Smlouvy,
jsou anadale zlstanou vlastnictvim Zadavatele.
Vlastnictvim Zadavatele jsou i vyplnéné CRF,
zévéreCnd zprava (pokud to pfipada v uvahu) a
dalsi ptipadné vysledky Studie (dale jen ,.Udaje
Studie*). Zkousejici postoupi Zadavateli (a zajisti,
aby tak ucinili vSichni ¢lenové Tymu Studie)
veskera pripadna prava, naroky a podily tykajici se
Udajo Studie. Vlastnictvim Zadavatele nejsou
Iékatské zpravy subjektd Studie. Zdravotnicka
dokumentace je a zistdva ve vlastnictvi
Zdravotnického zatizeni.

ICON/Zadavatel udé€luje Zdravotnickému
zafizeni a ZkouSejicimu nevyhradni licenci
k Udajim Studie vytvofenym v Zdravotnickém
zafizeni pro interni nekomeréni vyzkumné a
vzdélavaci ucely pii  dodrZzeni podminek
zachovavani duvérnosti, jeZ jsou obsazeny v této
Smlouveé. Tato licence neopraviiuje k ud€lovani
jakychkoliv podlicenci.

8. VYNALEZY.

Stavajici  vyndlezy a
Zadavatele,  Zdravotnického  zafizeni

technologie
nebo
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separate property and are not affected by this
Agreement. The entire right, title and interest in
and to any inventions, discoveries, know-how,
copyrights or other intellectual property rights that
are conceived, developed, or reduced to practice,
(including all improvements or modifications),
which (i) rely, use, or incorporate the Study Drug;
(i1) incorporate or are anticipated by the Protocol;
or (iii) rely, use, or incorporate any Confidential
Information, shall be the exclusive property of
Sponsor (collectively referred to as “Sponsor
Inventions”). The Site shall promptly disclose in
writing to Sponsor each such Sponsor Invention
and hereby assigns (and shall ensure that all Study
Team members hereby assign) to Sponsor all
rights, title and interest, if any, in and to each such
Sponsor Invention. Site agrees to provide, at
Sponsor’s expense, reasonable assistance to
Sponsor to enable Sponsor to perfect and enforce
its rights in such Sponsor Inventions. The Site shall
have exclusive ownership of any inventions or
discoveries conceived or reduced to practice solely
by the Site that are not Sponsor Inventions.

9. MATERIAL TRANSFER; RETURN OF
MATERIALS:; EQUIPMENT.

(a) During the Study, Sponsor or Sponsor’s
designee shall provide to the Site, at
Sponsor’s expense, the Study Drug,
placebo and other compounds, or agents
for the performance of the Study
(collectively, the “Materials”). The
Materials will be used only by the Site for
performance of the Study in accordance
with the Protocol and this Agreement. The
Site shall handle, store, and ship or
dispose of Materials in accordance with
the Protocol and any reasonable written
instructions provided by Sponsor (or
Sponsor’s designee), and in compliance
with all applicable and effective, local and

national laws, rules and regulations
including, but not limited to, those
governing hazardous substances.

Materials will be delivered to Institution’s

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

Zkousejiciho zakladaji jejich samostatné vlastnictvi
a Smlouva na né¢ nema zadny vliv. Veskera prava,
naroky a podily ohledné¢ veSkerych vynalez(,
autorskych prav nebo jinych prav duSevniho
vlastnictvi, know-how, které vzniknou, budou
vyvinuty nebo pouzity v praxi, véetné veskerych
zlepSeni nebo tuprav, které (i) pouzivaji, vyuzivaji
nebo zahrnuji Hodnoceny 1€k; (ii) jsou zahrnuty
nebo piedvidany v Protokolu; nebo (iii) pouZzivaji,
vyuzivaji nebo zahrnuji Divérné informace,
zakladaji vyluéné vlastnictvi Zadavatele (spolecné
dale jen ,Vynalezy Zadavatele®). Resitelské
centrum je povinon bezodkladné pisemné
informovat Zadavatele o kazdém takovém
Vynalezu Zadavatele a ptevede (a bude pozadovat
na vSech ¢lenech Tymu Studie, aby pievedli) na
Zadavatele veSkera prava, naroky a podily tykajici
se kazdého jednotlivého Vyndlezu Zadavatele.
Resitelské centrum se zavazuje poskytnout
Zadavateli na jeho naklady pfiméfenou pomoc, aby
mohl Zadavatel smluvné zajistit a vykonavat sva
prava na takové Vyndlezy Zadavatele. Regitelské
centrum ma vyluény vlastnicky titul ke vSem
vynalezim nebo objeviim, které vzniknou nebo
budou pouzity v praxi vyhradné zasluhou
Resitelského centra, které nenélezi Zadavateli.

9. PREVODY A VRACENI MATERIALU:

VYBAVENI.

(a) V prubéhu Studie, Zadavatel nebo
zmocnénec Zadavatele poskytnou
Resitelskému  centru, na  naklady

Zadavatele, Hodnoceny 1€k, placebo nebo
jiné smési ¢i chemické latky k provedeni
Studie (spole¢né¢ dale jen ,Materialy®).
Resitelské  centrum bude Materialy
vyuzivat vyhradné pii provadéni Studie v
souladu s Protokolem a touto Smlouvou.
Resitelské centrum bude s Materialem
nakladat, skladovat jej a =zasilat nebo
likvidovat v souladu s Protokolem a
priméfenymi pisemnymi pokyny
pfedanymi  Zadavatelem (nebo jeho
zmocnéncem) a Vv souladu se vSemi

platnymi a UCinnymi mistnimi a
vnitrostatnimi ~ zdkony, pravidly a
pfedpisy, véetné mimo jiné piedpist

upravujicich zachazeni s nebezpecnymi
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Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301
hospital pharmacy. latkami. Materialy budou dodany do
nemocni¢ni  lékarny  Zdravotnického
zafizeni.

(b) Unless otherwise agreed by the parties, in (b) Jestlize neni  smluvnimi  stranami
the event that the Protocol for a Study dohodnuto jinak, pokud Protokol vyzaduje
requires the collection of blood, tissue or odbér  krve, tkan¢ nebo  jiného
other biological materials from subjects biologického materialu od subjektii Studie
(“Biological Materials”) the Investigator (dale  jen ,.Biologicky material®),

(c)

(d)

agrees that the use of such Biological
Materials shall be limited to those tests,
analyses or procedures identified in the
Protocol and informed consent as
approved by the IRB/EC.

Upon completion or termination of the
Study, all Materials furnished to the Site
by Sponsor or Sponsor’s designee shall be
promptly returned or destroyed as directed
in writing by ICON. Shipping costs
relating thereto will be paid by ICON.

If Sponsor provides equipment to the Site,
such equipment shall be used only by the
Site for the performance of the Study and
in accordance with any  written
instructions of wuse and/or training
provided by the equipment manufacturer
or Sponsor. Sponsor shall provide Site
with the Equipment listed in Exhibit C for
the Study. Additional terms and conditions
related to the equipment provided are also
addressed in Exhibit C.

10. TERM: TERMINATION.

(a)

This Agreement shall commence on the
Effective Date, subject to the approval of
the Study by the State Institute for Drug
Control, the Multicentric Ethics
Committee and the Local Ethics
Committee, and shall continue in force
until the Study has been completed at the
Institution with an approximate timeframe
of xxx. Copies will be filed at the
Institution by the Investigator with the

(c)

(d)

(a)

ZkouSejici se zavazuje, Zze odbéry
takového Biologického materialu budou
limitovany na testy, analyzy nebo
procedury v souladu s Protokolem a
s informovanym souhlasem schvalenym
etickou komisi.

Po ukonéeni nebo zruSeni Studie musi byt
vSechny  Materialy, které obdrzelo
Resitelské centrum od Zadavatele nebo
jeho zmocnénce, vraceny v souladu
s pisemnymi instrukcemi ICON. Ptislusné
prepravni naklady uhradi ICON.

Poskytuje-li ~ Zadavatel — ReSitelskému
centru vybaveni, bude Resitelské centrum
toto vybaveni pouzivat vyhradné k
provadéni Studie a v souladu s veSkerymi
pisemnymi navody k pouziti a/nebo
Skolenimi ~ poskytnutymi vyrobcem
vybaveni nebo Zadavatelem. Zadavatel
poskytne Resitelskému centru pro ucely
Studie vybaveni, jehoZz seznam je uveden
v piiloze C. Dals$i podminky tykajici se
poskytovaného vybaveni jsou taktéz
feSeny v priloze C.

10. PLATNOST SMLOUVY; UKONCENi

SMLOUVY.

Tato Smlouva vstoupi v platnost k Datu
ucinnosti, pokud Studii schvali Statni
ustav pro kontrolu Ié¢iv, Multicentricka
eticka komise a mistni eticka komise, a
plati az do dokonCeni Studie ve
Zdravotnickém zarizeni, v ramci
pfiblizného casového ramce v trvani do
xxx. Kopie ziskanych schvalovacich
dokumentt ulozi Zkousejici u
Zdravotnického zafizeni spole¢né s
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(b)

(©)

(d)

(e)

Study conduct documentation.

This Agreement may be terminated by
ICON at any time and for any reason upon
thirty (30) days written notice, or
immediately upon written notice by any
party for health or safety reasons.

Institution  shall also be entitled to
terminate this Agreement upon written
notice in the event that subject safety will
be compromised by an obstacle that
occurred independently of its will,
Institution will not be able to complete the
Study for a long time without adversely
affecting its main activities which are the
provision of health care. The notice period
shall be 30 days and shall commence on
the day following the date of receipt of
such notice to ICON and the Investigator.

Upon the effective date of termination of

this Agreement, an accounting shall be

conducted by the Site, subject to

verification by ICON. Following ICON’s

receipt of adequate documentation, ICON

will pay for:

(i)  all services properly rendered and
monies properly expended by the
Site, through the effective date of
termination which have not yet
been paid by PRA; and

(i1)  non-cancelable obligations properly
incurred for the Study by the Site
prior to receipt of notice of
termination.

If the Site has been paid any amounts
which have not been earned hereunder as
of the effective date of termination, the
Institution shall promptly return to
ICONall such unearned funds within 30
days.

(b)

(c)

(d)

(e)

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

dokumentaci k provadéni Studie.

ICON je opravnén vypovédét tuto
Smlouvu kdykoli a z jakéhokoli divodu
na zaklad¢ pisemné odivodnéného
oznameni ve lhaté tficeti (30) dn nebo
kterakoli smluvni strana je opravnéna tuto
Smlouvu zrus$it s okamzitou platnosti na
zaklad¢ primétenych davodt ochrany
zdravi nebo bezpecénosti.

Zdravotnické zafizeni je také opravnéno
ukoncit tuto Smlouvu pisemnou vypoveédi,
nebude-li tim ohroZzena bezpec¢nost
subjektt, jestlize v dusledku vzniku
piekazky, jez nastala nezavisle na jeho
vuli, nebude Zdravotnické zafizeni
dlouhodobé schopno dokon¢it Studii, aniz
by tim nebyla negativné ovlivnéna jeho
hlavni ¢innost, kterou je poskytovani
zdravotni péce. Vypovédni doba ¢ini 30
dnti a po¢ina bézet dnem nasledujicim po
dni doruceni této vypovédi spole¢nosti
ICON a Zkousejicimu.

K Datu ucinnosti zruSeni této Smlouvy
provede Resitelské centrum vyuétovani,
které oveéti ICON. Jakmile ICON obdrzi
ptislusnou dokumentaci, zaplati
Zdravotnickému zafizeni:

(i) za veskeré poskytnuté sluzby a
Sastky, které Resitelské centrum
fadné¢ vynalozi do data zaniku
Smlouvy, kter¢ ICON doposud
neuhradil; a

(il))  nezrusitelné zavazky, které
Resitelskému centru ¥adné vznikly
v souvislosti s provadénim Studie
pied tim, neZ mu byla doru¢ena
vypoved.

Jestlize Reditelské centrum obdrzelo
n¢jaké zalohy, které nebyly do data
ucinnosti  zruseni  fadné  vyuZity,
Zdravotnické  zafizeni  veskeré tyto
nevyuzité zalohy bezodkladné¢ wvrati
spole¢nosti ICON do 30 dnu.
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() Immediately upon receipt of a notice of
termination, the Investigator shall stop
screening and enrolling subjects into the
Study and shall, as directed by ICON,
cease conducting Study procedures on
subjects already enrolled in the Study, to
the extent medically permissible, and to
cease, to the extent reasonably feasible,
from incurring any additional Study
expenses.

11. INSURANCE.

The parties hereto acknowledge that
Sponsor has obtained the insurance for itself and
the Investigator required by Article 58 para. 2 of
Act No. 378/2007 Coll.; on Medicinal Products, as
amended.

The  Institution  warrants that in
conformance with Article 45 (2) (n) of the Act No.
372/2011 on Health Services and the terms of their
provision, as amended, the Institution maintains
insurance or self-insurance to cover its liability for
damages caused by the Study Team or the
Investigator’s malpractice. Institution shall, at
ICON’s request, have its insurance carrier for such
insurance furnish to ICON a certificate that such
insurance is in force, such certificate to indicate
any deductible and/or self-insured retention and
stipulate that such insurance will not be canceled or
reduced while this Agreement is in effect without at
least thirty (30) days prior written notice to ICON.
This insurance contract is to extent required by law
and does not include liability insurance for damage
caused in the conduct of the Study unrelated to any
negligence, malpractice, or intentional misconduct
by Institution.

12. LIABILITY.

The Site is and shall remain liable for any
harm, claims, actions or expenses (including legal
expenses) resulting from or connected with the
negligence, omission or fault on the part of the
Institution, Investigator or any Study Team

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

(f) Okamzité po obdrzeni vypovédi Zkousejici
zastavi screening a nadbor subjektl do
Studie a, jak je natizeno ICON, piestane s
provadénim  studijnich procedur na
subjektech jiz zatazenych do Studie v
1ékatsky pripustném rozsahu a prestane v
piiméiené proveditelném rozsahu vytvaret
jakekoli dalsi néklady na Studii.

11. POJISTENI.

Smluvni strany berou na védomi, ze si
Zadavatel sjednal pojisténi pro sebe i
ZkousSejiciho v souladu s ust. § 58 odst. 2 zakona
¢. 378/2007 Sb. o léivech, ve znéni pozdéjsich
predpisi.

V souladu s § 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb. o zdravotnich sluzbach a podminkach
jejich poskytovani, ve znéni pozd¢jsich predpist, je
Zdravotnické zafizeni povinno udrzovat dostate¢né
pojisténi nebo samopojisténi aZz do rozsahu své
odpovédnosti za Skody zplsobené zanedbanim
povinné péce ze strany Tymu Studie nebo
Zkousejiciho. Zdravotnické zafizeni je na Zadost
ICON povinno zajistit, aby jeho pojistitel predlozil
ICON potvrzeni, ze je uvedené pojisténi platné,
pfiCemz na potvrzeni musi byt uvedena pfipadna
spoluticast nebo ¢ast krytd samopojisténim a musi
tam byt uvedeno, Ze pojisténi nebude po dobu
platnosti této Smlouvy zruseno nebo sniZena
pojistna ¢astka bez pisemného oznameni zaslaného
spole¢nosti ICON nejméné tticet (30) dnli predem.
Tato pojistna smlouva je uzaviena v zakonem
pozadovaném rozsahu a neobsahuje pojisténi
odpovédnosti za skodu zplisobenou pfi provadéni
Studie, které nesouviseji s zadnou nedbalosti,
zanedbanim povinné péfe nebo uUmyslnym
protipravnim jednanim Zdravotnického zatizeni.

12. ODPOVEDNOST.

Resitelské centrum je a bude zodpovédné
za veskeré Skody, naroky, Zaloby nebo vydaje
(véetné¢ soudnich vydaji) vyplyvajici nebo
souvisejici se zanedbanim, opomenutim nebo
pochybenim na strané¢ Zdravotnického zafizeni,
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members. Neither the Sponsor nor ICON shall have
the authority to admit fault of the Institution or
Investigator in the handling of third party claims
without the prior written consent of the Institution.

13. SUBJECT INJURY.

If during the course of the Study any Study
subject sustains an injury/illness as a result of any
events of the Study, the Study Drug, or to any of
the clinical procedures or interventions that are
provided for or required by the Protocol or other
written instructions provided by or on behalf of
Sponsor (“Subject Injury”’), ICON (on behalf of
Sponsor) agrees to pay all reasonable medical
expenses necessary to diagnose and treat such
Subject Injury, provided that no payment will be
made for medical expenses for any Study Injury to
the extent that they (1) are attributable to the
natural course of any underlying disease or
treatment process, or (2) are directly caused by
Site’s negligence or willful misconduct.

14. STATUS OF SPONSOR.

Sponsor is an intended third-party
beneficiary to this Agreement. To the extent
applicable law does not allow vesting of any rights
directly in Sponsor under this Agreement, such
rights will vest in ICON, on Sponsor’s behalf.

15. CERTIFICATIONS.

(a) The Institution and the Investigator hereby
individually certify that they have not been
debarred or disqualified from participating
in clinical research under any laws or
regulations. If during the term of this
Agreement, the Institution or the
Investigator (i) becomes debarred or
disqualified or (ii) receives notice or threat
of an action with respect to its debarment
or disqualification, the Institution and/or

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

Zkousejiciho nebo které¢hokoliv ¢lena Tymu Studie.
Zadavatel ani spolecnost ICON nejsou opravnéni
pii vyfizovani narokt tfetich stran pfiznat
pochybeni  Zdravotnického  zafizeni  nebo
Zkousejiciho bez ptedchoziho pisemného souhlasu
Zdravotnického zafizeni.

13. ZRANENI SUBJEKTU.

Pokud v prubéhu Studie utrpi kterykoli
Studijni subjekt utrpi zranéni/onemocnéni v
dasledku jakychkoli udalosti Studie, Hodnoceného
léku, nebo v duasledku jakychkoli Kklinickych
postupll nebo intervencim, které jsou poskytovany
nebo vyzadovany Protokolem nebo jinymi
pisemnymi pokyny poskytnutymi Zadavatelem
nebo jeho jménem (dale jen ,,Ujma subjektu®),
spole¢nost ICON (jménem Zadavatele) souhlasi s
tim, Ze uhradi veskeré pfiméfené zdravotni vydaje
nezbytné k diagnoze a 16¢bé takové Ujmy subjektu,
za predpokladu, Ze nebude provedena Zadna platba
za zdravotni vydaje za jakoukoli Gjmu na zdravi v
rdmci Studie v rozsahu, v jakém (1) lze pficist
pfirozenému prub&éhu jakéhokoli  zakladniho
onemocnéni nebo 1écebného procesu, nebo (2) jsou
piimo zplsobeny nedbalosti nebo Umyslnym
pochybenim Resitelského centra.

14. STATUS ZADAVATELE.

Zadavatel je zamyslenou tfeti osobou, jiz
tato Smlouva svéd¢i. V rozsahu, vjakém platné
piedpisy nedovoluji, aby Zadavatel na zakladé této
Smlouvy pfimo nabyval prav, nabyva téchto prav
v zastoupeni Zadavatele ICON.

15. POTVRZENI.

(a) Zdravotnické zafizeni a ZkouSejici timto
individualné potvrzuji, ze nebyli Zadnym
pravnim ani jinym piedpisem zbaveni
prava ani  prohlaSeni  nezpusobilym
provadét klinickd hodnoceni. Jestlize po
dobu platnosti této Smlouvy bude
Zdravotnickému zatizeni nebo
ZkouSejicimu (i) zastavena ¢innost nebo
bude diskvalifikovan, nebo (ii) obdrzi
oznameni o zalobé nebo hrozbé zbaveni
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(b)

(c)

the Investigator, as the case may be, shall
notify ICON immediately.

The Institution and the Investigator hereby
individually certify that they have not and
will not use in any capacity the services of
any individual or entity which has been
debarred or disqualified from participating
in clinical research under any laws or
regulations. In the event that the Institution
or the Investigator becomes aware of the

debarment, threatened debarment,
disqualification or threatened
disqualification of any such individual or
entity, the Institution and/or the

Investigator, as the case may be, shall
notify ICON immediately.

The Institution and Investigator
individually warrant and promise that, in
connection with this Agreement, (i)
it/he/she has not and will not (directly or
indirectly) make any improper payment or
offer (or authorizing another to pay or
offer) money or anything of value to a
government official or any other person
connected with the provision of services
under this Agreement, in order to
improperly influence any act or decision of
such official or person, to induce such
official or person to do or omit to do any
act in violation of his or her relevant duty,
to obtain any improper advantage, to
procure improper performance of a
function or activity associated with this
Agreement or in the case of a government
official, to induce such official to use his or
her influence improperly to affect or
influence any act or decision of a
government and (ii) it/he/she has not and
will not (directly or indirectly) request,
accept or receive money or anything of
value to procure improper performance of a
function or activity associated with this
Agreement.

(b)

(c)

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

prava nebo prohlaSeni za nezpisobilé,
Zdravotnické zafizeni a/nebo Zkousejici o
tom bude bezodkladné informovat ICON.

Zdravotnické zafizeni a ZkousSejici timto
potvrzuji, ze nevyuzivali ani nebudou
vyuzivat v zadném ohledu jakékoli sluzby
jednotlivel nebo sdruzeni, které jsou
zbaveny prava nebo prohlaseny za
nezpusobilé provadét klinicka hodnoceni
na zaklad¢ jakychkoli zakona ¢i predpist.
Jestlize se Zdravotnické =zafizeni nebo
ZkouSejici dozvi o skuteCném nebo
hrozicim zbaveni prava nebo o skute¢ném
¢i  hrozicim prohlaSeni nezpUsobilosti
nékterych jednotlived nebo sdruzeni,
bezodkladné o tom bude informovat ICON.

Zdravotnické zafizeni a ZkouSejici kazdy
za sebe prohlasuji a slibuji, Ze v souvislosti
stouto Smlouvou (i) neposkytli ani
neposkytnou, nenabidli ani nenabidnou
(pfimo ani neptfimo) zadnou nedovolenou
platbu (ani nedovoli jinym osobam, aby ji
poskytly nebo nabidly), penize ani jiné
hodnotné plnéni statnimu ufednikovi nebo
jiné osob¢ spojené s poskytovanim sluzeb
podle této Smlouvy s cilem nedovolené
ovlivnit tkon nebo rozhodnuti takové
ufedni nebo jiné osoby, pfimét fedni nebo
jinou osobu, aby vrozporu se svymi
povinnostmi provedla uréity tikon nebo se
jej zdrzela, ziskat neopravnénou vyhodu,
vyvolat neopravnény vykon funkce nebo
¢innost souvisejici s touto Smlouvou anebo
podnitit statniho ufednika k nedovolenému
pouziti jeho vlivu ke zméné nebo ovlivnéni
ukonu nebo rozhodnuti statniho organu a
(i) nemaji a nebudou (pfimo ¢i nepiimo)
pozadovat, pfijimat nebo dostidvat penize
nebo cokoli hodnotného k vyvolani
neopravnéného vykonu funkce nebo
¢innosti spojené s touto Smlouvou.
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16. ASSIGNABILITY.

Site may not assign any of its rights or
delegate any performance under this Agreement,
voluntarily or involuntarily, whether by merger,
consolidation, dissolution, operation of law, or any
other manner except with the prior written consent
of ICON, and any purported assignment or
delegation without ICON’s written consent is void.

17. NOTICES.

With the exception of Study funds paid by
ICON pursuant to Section 2 hereof, all notices
required or permitted to be given under this
Agreement shall be in writing and shall be (a)
delivered personally, (b) sent by certified mail, or
(c) sent by a nationally-recognised courier
guaranteeing next-day delivery or (d) sent via data
box, to the recipients below. The parties agree that
changes to the addresses below for receipt of
notices under this Section may be effected by a
letter signed by the relevant party and does not
require an amendment to this Agreement signed by
all parties:

If to ICON:

ICON Clinical Research Limited
South County Business Park
Leopardstown, Dublin 18

Ireland

Attention: Director of Global Contracts

If to the Institution:

Fakultni nemocnice u sv. Anny v Brn¢
Pekaiska 53

602 00 Brno

Czech Republic

Attention: Clinical Trials Center

If to the Investigator:

Fakultni nemocnice u sv. Anny v Brn¢
XXX

Pekartska 53

602 00 Brno

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

16. POSTUPITELNOST.

Resitelské  centrum neni  opravnéno
postoupit sva prava ani delegovat néjaké vykony
dobrovolné ¢i nedobrovolng, at’ jiz na zakladé fuze,
slouéeni, zruseni, plisobenim prava nebo jakymkoli
jinym zpusobem vyjma s piedchozim pisemnym
souhlasem ICON, a jakékoli domnélé postoupeni
nebo delegovani bez pisemného souhlasu ICON je
neplatné.

17. OZNAMOVANI.

S vyjimkou prostfedkii na provadéni
Studie, které uhradi ICON v souladu s ¢lankem 2
této Smlouvy, musi byt veskera oznameni, ktera
maji nebo mohou byt podavana podle této
Smlouvy, v pisemné form¢ a musi byt (a) dorucena
osobné, (b) zaslana posStou jako doporucena zasilka
nebo (¢) zaslana celostaitné uznavanou kuryrni
sluZzbou zarucujici doruéeni nasledujiciho dne nebo
(d) zaslana prostfednictvim datové schranky, a to
piijemcim uvedenym niZze. Smluvni strany se
dohodly, Ze zmény adres uvedenych niZze pro
pfijem oznameni dle tohoto c¢lanku mohou byt
sdéleny dopisem podepsanym piislusnou smluvni
stranou a nevyzaduji dodatek k této Smlouve
podepsany vSemi smluvnimi stranami:

Pokud jsou urceny pro ICON:

ICON Clinical Research Limited

South County Business Park

Leopardstown, Dublin 18

Irsko

K rukam: Director of Global Contracts (Globalni
feditel pro smluvni oddéleni)

Pokud jsou uréeny pro Zdravotnické zarizeni:
Fakultni nemocnice u sv. Anny v Brné¢

Pekarska 53

602 00 Brno

Ceska republika

K rukédm: Centrum klinickych studii

Pokud jsou urceny pro ZkousSejiciho:
Fakultni nemocnice u sv. Anny v Brné¢
XXX

Pekarska 53

602 00 Brno
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Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301
Czech Republic Ceska republika

Attention: xxx

If to the Sponsor:

Cerevance Beta, Inc.

One Marina Park Drive, Suite 1410
Boston, MA 02210

Attention: xxx

18. USE OF NAMES.

The Institution and Investigator shall not
use the name, symbols and/or trademarks of ICON
or the Sponsor in any form of publicity in
connection with the Study wunless explicitly
approved by ICON or the Sponsor in advance.
Institution and Investigator agree that, in
accordance with applicable and effective law,
Sponsor may make public the amount of funding
provided hereunder for the conduct of the Study
and may identify Institution and Investigator as part
of this disclosure.

19. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS

(a) The Institution and Investigator shall
maintain IT and organizational security
measures sufficient to protect the personal
information, when in their possession and
whilst being transferred to ICON,
Sponsor or other third parties. The
Institution and Investigator shall ensure
that all Study Team members comply
with the obligations imposed upon them
by applicable and effective data
protection laws and specifically, the
removal of subject personal identifiers
from any communications external to the
site unless necessary for safety purposes
or required by law.

(b) If this Agreement is signed electronically,
Institution and Investigator shall ensure
that they have adequate software in place

for such signature to create a legally

K rukam: xxx

Pokud jsou urceny pro Zadavatele:
Cerevance Beta, Inc.

One Marina Park Drive, Suite 1410
Boston, MA 02210

K rukam: xxx

18. UZIVANI NAZVU.

Zdravotnické zatizeni a ZkousSejici nejsou
opravnéni pouzivat v jakékoli form¢ publicity v
souvislosti se Studii nazev, symboly, ptipadné
ochranné znamky ICON nebo Zadavatele, pokud to
vyslovné pfedem ICON nebo Zadavatel neschvali.
Zdravotnické zafizeni a Zkousejici souhlasi s tim,
ze v souladu s platnymi a u¢innymi pfedpisy mize
Zadavatel zvetejnit vysi prostiedkd poskytnutych
na provadéni Studie na zaklad¢é této Smlouvy a v
ramci tohoto zvefejnéni muze identifikovat
Zdravotnické zafizeni a Zkousejiciho.

19. BEZPECNOS’[ A SYSTEM ]
INFORMACNICH TECHNOLOGII.

(a) Zdravotnické zafizeni a Zkousejici budou
spravovat informacni technologie a zajisti
organizacné bezpecnostni opatfeni
dostate¢na pro ochranu osobnich udajd,
které jsou v jeho vlastnictvi a zarovein jsou
postoupeny ICON, Zadavateli nebo jinym
ttetim strandm. Zdravotnické zafizeni a
Zkousejici zajisti, aby vSichni ¢lenové Tymu
Studie postupovali v souladu s povinnostmi,
které jsou ukladané platnymi a ucinnymi
zakony na ochranu osobnich Udaji a
konkrétné s témi, které se tykaji odstranéni
osobnich identifikatori subjektu Studie z
jakékoliv  externi komunikace = mimo
Resitelské centrum, pokud to neni nezbytné
z diavodu farmakovigilance, nebo
vyzadované pravnim predpisem.

tato  Smlouva
elektronicky, Zdravotnické zafizeni a
ZkouSejici  zajisti  vyuziti  adekvatniho
softwaru pro vytvofeni takového podpisu za

(b) Pokud je podepsana
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Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301
binding Agreement. ucelem pravng platné a zavazné Smlouvy.
(©) Mobile health (mHealth) applications, (c) V ptipadé, Ze je pii poskytovani sluzeb
where used in the pursuit or provision of pouzita mobilni zdravotni aplikace (Mobile
the services, shall comply with applicable health - mHealth), musi tak byt ucinéno
electronic security requirements, medical v souladu s platnymi elektronickymi
device legislation, if applicable and all bezpeCnostnimi  pozadavky, legislativou
applicable data protection laws to ensure souvisejici se zdravotnickymi prostfedky,
the security of all confidential and subject pokud je aplikovatelna, a vSemi platnymi
personal information transmitted in this zakony na ochranu osobnich tdajt, tak aby
manner. Study data obtained through byla zajisténa bezpecnost vSech divérnych a
mobile applications shall be securely osobnich  informaci  subjektd  Studie
stored as long as required by applicable predavanych timto zptsobem. Udaje Studie
legislation and regulations. obdrzené pies mobilni aplikace musi byt
bezpecn¢ ulozeny v souladu s platnymi
pravnimi predpisy a nafizenimi.
20. WAIVER; SEVERABILITY. 20. VZDANI SE PRAV; ODDELITELNOST
USTANOVENI.
No waiver of any term or condition of this Z4dné  prominuti  splnéni  nékterych

Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of such
term or condition, or of any other term or condition
of this Agreement. If any terms or conditions of
this Agreement are held to be invalid, illegal or
unenforceable the remaining terms and conditions
contained herein shall not be affected.

21. ENTIRE AGREEMENT: EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits
attached hereto, constitutes the full understanding
of the parties with respect to the subject matter
hereof and a complete and exclusive statement of
the terms of their agreement, and no terms,
conditions, understanding or agreement purporting
to amend, modify, vary or waive the terms of this
Agreement shall be binding unless made in writing
and signed by an authorized representative of each
party hereto. This Agreement and any amendment
hereto may be executed in several counterparts,
ecach of which shall be deemed an original but
taken together shall constitute one and the same
instrument. In the event of any discrepancy

podminek nebo ustanoveni této Smlouvy, at’ uz
jednanim nebo jinak, se nepovazuje nebo nebude
vykladano jako dalsi nebo trvalé prominuti
takovych podminek nebo jinych podminek dle této
Smlouvy. V piipadé Ze nékteré podminky nebo
nalezitosti této Smlouvy se stanou neplatnymi,
nezakonnymi nebo nevynutitelnymi, potom
platnost, zakonnost a vynutitelnost zbyvajicich
podminek a naleZitosti obsazenych v této Smlouve
nebude dotcena nebo timto narusena.

21. UPLNOST _ SMLOUVY; _PRILOHY;
VYHOTOVENI.

Tato Smlouva, vcetné piiloh, zaklada
uplnou dohodu smluvnich stran ohledné pfedmétu
Smlouvy a uplné vyjadieni podminek jejich
ujednani a Zadné podminky, ujednani ani dohody, o
kterych se ma za to, Ze dopliuji, méni, upravuji
nebo promijeji podminky této Smlouvy, nejsou
platné, ledaze jsou v pisemné formé a podepsané
zmocnénymi  zastupci smluvnich stran. Tato
Smlouva a veskeré jeji dodatky mohou byt
uzavieny v nékolika vyhotovenich, z nichz se
kazdé vyhotoveni povazuje za original, ale které
spole¢né¢ zakladaji jeden a tentyz dokument. V
piipadé  jakéhokoli rozporu mezi obéma
jazykovymi verzemi bude mit piednost ¢eska verze
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between the two language versions, the Czech
version shall prevail, provided that the English
version shall be sufficiently consulted to determine
the genuine intention of the Parties with respect to
the discrepancy.

The Agreement contains the following
Exhibits:

- Exhibit A Payment Terms

- Exhibit B Budget

- Exhibit C Equipment Provided to the
Research Center

- Exhibit D Standard Contractual Clauses

22. CONTINUING OBLIGATION;
SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided
herein, termination of this Agreement shall not
relieve any party hereto from any obligation under
this Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In
addition, the provisions of this Agreement that by
their nature contemplate continuing obligations
shall survive expiration or termination of this
Agreement.

23. GOVERNING
RESOLUTION.

LAW; DISPUTE

(a) This Agreement and any non-contractual
obligations arising out of or in connection
with it are governed by and must be
construed in accordance with Czech law.

(b) Mutual rights and obligations of the
parties that are not expressly provided for
in this Agreement shall be governed by
Act No. 89/2012 Coll., the civil code, as
amended.

Any and all disputes arising from this Agreement
shall be resolved by the courts of the Czech
Republic.

24. OTHER PROVISIONS

(a) The Parties hereby in accordance with
Section 558 2 of Act No. 89/2012 Coll.,

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

za predpokladu, Ze bude dostate¢né konzultovana
anglickd verze pro urCeni skute¢ného zameéru
smluvnich stran s ohledem na nesrovnalost.

Smlouva obsahuje tyto piilohy:

- Priloha A Platebni podminky
- Ptiloha B Rozpocet

- Priloha C Vybaveni
fesitelskému centru

- Ptiloha D Standardni smluvni dolozky

poskytnuté

22. TRVALE ZAVAZKY:
USTANOVENI.

PLATNOST

Pokud neni v této Smlouvé konkrétné
uvedeno jinak, zédnikem této Smlouvy neni zadna
smluvni strana osvobozena od svych zavazki podle
této Smlouvy, které vznikly nebo vyplynuly ze
skutecnosti a okolnosti existujicich pfed jejim
zanikem. Mimo to, ustanoveni této Smlouvy, které
ze své povahy dopliuji pretrvavajici zavazky, plati
i po uplynuti platnosti nebo po zaniku této
Smlouvy.

RESENI

23. ROZHODNE  PRAVO:

SPORU.

Tato Smlouva 1 jakékoli mimosmluvni
povinnosti z ni nebo v souvislosti s ni
vyplyvajici se fidi a musi byt vykladany
v souladu s Ceskym pravem.

(a)

(b) Vzijemna prava a povinnosti stran
vyslovné neupravené touto Smlouvou se
fidi zdkonem ¢. 89/2012 Sb., obCanskym

zakonikem, ve znéni pozdéjSich predpisti.

Vesker¢ spory z této Smlouvy budou feseny soudy
Ceské republiky.

24. DALSI USTANOVENI

(a) Smluvni strany timto v souladu s § 558
odst. 2 zakona ¢. 89/2012 sb.,
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the Civil Code, as amended, expressly
excludes the use of business practices in
their legal relations in connection with
this Agreement.

(b) Sponsor and ICON hereby agree not to (b)
enter into any other agreement with any
employee of Institution with respect to the
Study at Institution.

(c) The Parties declare that the approximate (©
value of this Agreement is CZK 939 160.

SIGNATURES APPEAR ON FOLLOWING PODPISY

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

obcanského  zakoniku, ve znéni
pozdgjsich predpist, vyslovné vylucuji
pouziti obchodnich zvyklosti ve svém
pravnim styku v souvislosti s touto
smlouvou.

Zadavatel a ICON se timto zavazuji, ze
v souvislosti stouto Studii u
Zdravotnického zafizeni neuzaviou
zadnou jinou smlouvu s zadnym
zaméstnancem Zdravotnického
zatizeni.

Smluvni strany prohlasuji, ze ptiblizna
hodnota této Smlouvy ¢ini 939 160 K¢.

JSOU UVEDENY NA

PAGE NASLEDUJICI STRANE
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IN WITNESS WHEREQF, the parties

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

NA DUKAZ TOHO ftidné zmocnéni

have caused this Agreement to be executed by their zastupci smluvnich stran podepsali tuto Smlouvu
duly authorized representatives on the date(s) dne, jak je uvedeno dale, ale s uCinnosti pro
indicated below, but effective for all purposes as of vSechny ucely k Datu ucinnosti.

the Effective Date.

ICON CLINICAL RESEARCH LIMITED ACTING AS AN INDEPENDENT CONTRACTOR
FOR SPONSOR / ICON CLINICAL RESEARCH LIMITED JEDNAJICI JAKO NEZAVISLY

DODAVATEL PRO ZADAVATELE

By/Podepsal:

Authorized Signature / Podpis zmocnéného zastupce

Name/Jméno: xxx

Title/Funkce: xxx

Date/Datum: 14.1.2026

INSTITUTION / ZDRAVOTNICKE ZARIZENI

By/Podepsal:

Authorized Signature / Podpis zmocnéného zastupce

Name/Jméno: Ing. Vlastimil Vajdak

Title/Funkce: Director / Reditel
19. 1. 2026

Date/Datum:

INVESTIGATOR/ZKOUSEJICI

By/Podepsal:

Name/Jméno: xxx

Title/Funkce: Principal Investigator / Hlavni zkouS$ejici

16. 1. 2026

Date/Datum:
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Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301
EXHIBIT A / PRILOHA A

PAYMENT TERMS / PLATEBNi PODMINKY

XXX
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Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301
EXHIBIT B/ PRILOHA B
BUDGET / ROZPOCET
XXX
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EXHIBIT C / PRILOHA C

EQUIPMENT PROVIDED TO SITE / VYBAVENI POSKYTNUTE RESITELSKEMU CENTRU

XXX
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Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

EXHIBIT D / PRILOHA D ] .
STANDARD CONTRACTUAL CLAUSES / STANDARTNI SMLUVNI DOLOZKY

STANDARD CONTRACTUAL CLAUSES

SECTION I

Clause 1

Purpose and scope

(a) The purpose of these standard contractual clauses is
to ensure compliance with the requirements of
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016 on
the protection of natural persons with regard to the
processing of personal data and on the free
movement of such data (General Data Protection
Regulation) (1) for the transfer of personal data to a
third country.

(b) The Parties:

(i) the natural or legal person(s), public
authority/ies, agency/ies or other body/ies
(hereinafter ‘entity/ies’) transferring the
personal data, as listed in Annex I.A (hereinafter
each ‘data exporter’), and

(ii) the entity/ies in a third country receiving the
personal data from the data exporter, directly or
indirectly via another entity also Party to these
Clauses, as listed in Annex I.A (hereinafter each
‘data importer’)

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

(c) These Clauses apply with respect to the transfer of

M

STANDARDNI SMLUVNI DOLOZKY

ODDILI

Dolozka 1

Ucel a oblast ptisobnosti

a) Utelem téchto standardnich smluvnich doloZek je
zajistit dodrZovani pozadavkii uvedenych v nafizeni
Evropského parlamentu aRady (EU) 2016/679
ze dne 27.dubna 2016 o ochrané fyzickych osob
v souvislosti se zpracovanim osobnich udaji
aovolném pohybu téchto udajii (obecné narizeni
oochrané udaji) (11, pokud jde o predavani
osobnich udajl do treti zemé.

b) Strany:

i) fyzicka nebo pravnicka osoba ¢i osoby, organ ¢i
orgéany vefejné moci, agentura i agentury nebo
jiny subjekt ¢i jiné subjekty (dale jen ,subjekt” ¢i
»subjekty“) predavajici osobni idaje, uvedené v
ptiloze I ¢asti A (dale jen ,vyvozce udaji”), a

ii) subjekt ¢i subjekty ve treti zemi, prijimajici

piimo nebo neptimo prostrednictvim jiného

subjektu, jenz je rovnéz stranou téchto dolozek,

osobni udaje od vyvozce udajli, uvedené v

ptiloze I ¢asti A (dale jen ,,dovozce udajd“),

se dohodly na téchto standardnich smluvnich
dolozkach (dale jen ,dolozky*).

c) Tyto dolozky se pouziji s ohledem na predavani

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

(EU) 2018/1725 ze dne 23. fijna 2018 o ochrané fyzickych osob v souvislosti se zpracovanim osobnich idajii organy, institucemi
a jinymi subjekty Unie, a o volném pohybu t&chto udajii a o zruseni naiizeni (ES) ¢. 45/2001 a rozhodnuti 1247/2002/ES (UF. vést.
L 295 ze dne 21. 11. 2018, s. 39), v rozsahu, v némz jsou tyto dolozky a povinnosti tykajici se ochrany udaji stanovené ve
smlouvé nebo jiném pravnim aktu mezi spravcem a zpracovatelem podle ¢l. 29 odst. 3 natizeni (EU) 2018/1725 sladény. To bude
zejména piipad, kdy se spravce a zpracovatel spoléhaji na standardni smluvni dolozky obsazené v rozhodnuti 2021/915.
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personal data as specified in Annex [.B.

(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

(a) These Clauses set out appropriate safeguards,

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

(b) These Clauses are without prejudice to obligations

to which the data exporter is subject by virtue of
Regulation (EU) 2016/679.

Clause 3

Third-party beneficiaries

(a) Data subjects may invoke and enforce these Clauses,

as third-party beneficiaries, against the data
exporter and/or data importer, with the following
exceptions:

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

(ii) Clause 8 - Module One: Clause 8.5 (e) and
Clause 8.9(b); Module Two: Clause 8.1(b),
8.9(a), (c), (d) and (e); Module Three: Clause
8.1(a), (c) and (d) and Clause 8.9(a), (c), (d),
(e), (f) and (g); Module Four: Clause 8.1 (b)
and Clause 8.3(b);

Clause 9 - Module Two: Clause 9(a), (c), (d)
and (e); Module Three: Clause 9(a), (c), (d) and

(e);
(iv) Clause 12 - Module One: Clause 12(a) and (d);

(iii)

d)

b)

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

osobnich udaji podle prilohy I ¢asti B.

Dodatek k témto doloZkam obsahujici prilohy, na
néz se v téchto dolozkach odkazuje, tvoii nedilnou
soucast téchto dolozek.

Dolozka 2

Uéinek a neménnost dolozek

Tyto dolozky stanovi vhodné zaruky, vcetné
vymahatelnych prav subjektu tidajt a ucinné pravni
ochrany, podle ¢l. 46 odst. 1 a ¢l. 46 odst. 2 pism. c)
narizeni (EU) 2016/679 a s ohledem na predavani
Uudajii od spravcd zpracovatelim a/nebo od
zpracovatelli zpracovatellim, standardni smluvni
dolozky podle ¢l. 28 odst. 7 natizeni (EU) 2016/679,
pokud nebudou zménény, s vyjimkou vybéru
vhodného modulu (vhodnych moduli) nebo za
Ucelem pridani nebo aktualizace informaci v
dodatku. To smluvnim strandm nebrani v tom, aby
zahrnuly standardni smluvni dolozky stanovené v
téchto dolozkach do Sirsi smlouvy a/nebo pridaly
dalsi dolozky nebo dodatetné zaruky, pokud
nebudou primo nebo nepfrimo v rozporu s témito
dolozkami nebo nebudou dotéena zakladni prava
nebo svobody subjekti tidaji.

Témito dolozkami nejsou dotfeny povinnosti, které
se vztahuji na vyvozce udaji na zakladé narizeni
(EU) 2016/679.

Dolozka 3

Opravnéné tieti strany

Subjekty udaji se mohou jako opravnéné tieti
strany ve vztahu k vyvozci a/nebo dovozci udaji
dovolavat téchto dolozek a vymdahat je, a to s
nasledujicimi vyjimkami:

i) dolozka 1, doloZka 2, dolozka 3, dolozka 6,
dolozka 7;

ii) dolozka 8 - modul 1: dolozka 8.5 pism. €) a
dolozka 8.9 pism. b); modul 2: dolozka 8.1
pism. b), 8.9 pism. a), c), d) a e); modul 3:
dolozka 8.1 pism. a), ¢) a d) a dolozka 8.9 pism.
a), c), d), e), f) a g); modul 4: dolozka 8.1 pism.
b) a dolozka 8.3 pism. b);

ii)  dolozka 9 - modul 2: dolozka 9 pism. a), c),d) a
e); modul 3: dolozka 9 pism. a), c¢), d) a e);

iv) dolozka 12 - modul 1: dolozka 12 pism. a) a d);
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Modules Two and Three: Clause 12(a), (d) and
()

(v) Clause 13;
(vi) Clause 15.1(c), (d) and (e);
(vii) Clause 16(e);

(viii) Clause 18 - Modules One, Two and Three:
Clause 18(a) and (b); Module Four: Clause 18.

(b) Paragraph (a) is without prejudice to rights of data
subjects under Regulation (EU) 2016/679.
Clause 4

Interpretation

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

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

(c) These Clauses shall not be interpreted in a way that

conflicts with rights and obligations provided for in
Regulation (EU) 2016/679.

Clause 5

Hierarchy

In the event of a contradiction between these Clauses and
the provisions of related agreements between the
Parties, existing at the time these Clauses are agreed or
entered into thereafter, these Clauses shall prevail.

Clause 6

Description of the transfer(s)

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

Clause 7 - Optional

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

moduly 2 a 3: dolozka 12 pism. a), d) a f);

v)  dolozka 13;
vi) dolozka 15.1 pism. c), d) a e);

vii) doloZka 16 pism. e);

viii) dolozka 18 - moduly 1, 2 a 3: dolozka 18 pism.
a) a b); modul 4: dolozka 18.

b) Pismenem a) nejsou dotéena prava subjekti udajt
podle natizeni (EU) 2016/679.
Dolozka 4

Vyklad

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

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

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

Dolozka 5

Hierarchie

V pripadé rozporu mezi témito dolozkami a
ustanovenimi souvisejicich dohod mezi stranami, které
existovaly v dobé sjednani téchto dolozek nebo které
byly uzavieny aZ po jejich sjednani, maji tyto dolozky
prednost.

DolozZka 6

Popis pfedavani

Podrobnosti tykajici se predavani, zejména kategorie
osobnich udaj, které jsou predavany, a tcel nebo ucely,
pro které jsou predavany, jsou uvedeny v ptiloze I ¢asti
B.

Dolozka 7 - Volitelnd
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Docking clause

(a) An entity that is not a Party to these Clauses may, a)
with the agreement of the Parties, accede to these
Clauses at any time, either as a data exporter or as a
data importer, by completing the Appendix and
signing Annex LA.

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

(c) The acceding entity shall have no rights or )

obligations arising under these Clauses from the
period prior to becoming a Party.

SECTION II - OBLIGATIONS OF THE PARTIES

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

Dolozka o pfistoupeni

Subjekt, ktery neni stranou téchto dolozek, miize se
souhlasem stran k témto dolozkam kdykoli
pristoupit, bud’ jako vyvozce udajii, nebo jako
dovozce udajt, a to vyplnénim dodatku a
podepsanim prilohy I ¢asti A.

Poté, co pristupujici subjekt vyplni dodatek a
podepise prilohu I ¢ast A, stane se stranou téchto
dolozek a ma prava a povinnosti vyvozce udaji nebo
dovozce udaji v souladu se svym urcenim v ptiloze |
Casti A.

Pristupujici subjekt nema Zadna prava ani

povinnosti na zakladé téchto doloZek plynouci z
obdobi pred tim, nez se stal stranou.

ODDIL II - ZAVAZKY SMLUVNICH STRAN

Clause 8 Dolozka 8
Data protection safeguards Zaruky ochrany adajt
The data exporter warrants that it has used reasonable Vyvozce udajii zarucuje, Ze vynaloZil primérené usili, aby
efforts to determine that the data importer is able, mohl stanovit, zda je dovozce idajli schopen - zavedenim

through the implementation of appropriate technical and  vhodnych technickych a organizac¢nich opatteni - plnit
organisational measures, to satisfy its obligations under své povinnosti podle téchto dolozek.

these Clauses.

MODULE FOUR: Transfer processor to controller MODUL 4: Pfedani od zpracovatele spravci

8.1 Instructions 8.1 Pokyny

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

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

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

a) Vyvozce udaji zpracovava osobni idaje pouze
na zakladé doloZenych pokynd od dovozce
udajt, ktery jedna jako jeho spravce.

b) Vyvozce Gdaji neprodlené informuje dovozce
udaji, pokud neni schopen tyto pokyny
dodrzovat, vcetné pripadil, kdy tyto pokyny
porusuji narizeni (EU) 2016/679 nebo jiné
pravni predpisy Unie nebo ¢lenského statu v
oblasti ochrany udaju.

c) Dovozce udaji se zdrzi prijimani jakychkoli
opatieni, ktera by vyvozci udaji branila v
plnéni jeho povinnosti podle narizeni (EU)
2016/679, mimo jiné v kontextu dil¢iho
zpracovani, nebo pokud se jedna o spolupraci
s prislusnymi dozorovymi urady.
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(d) After the end of the provision of the processing

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

8.2 Security of processing

(a) The Parties shall implement appropriate

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

(b) The data exporter shall assist the data

()

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

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

Fakultni nemocnice u sv. Anny v Brné, xxx
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d) Po skonceni poskytovani zpracovatelskych

sluzeb vyvozce tudaji v souladu s volbou
dovozce udaji vymaze vSechny osobni tudaje
zpracovavané jménem dovozce udaji a
potvrdi dovozci udaji, Ze tak ucinil, nebo
dovozci udaji vrati vSechny osobni tudaje
zpracovavané jeho jménem a vymaze vSechny
existujici kopie.

8.2 Zabezpedeni zpracovani

a) Strany zavedou vhodna technickd a

organizacni opatieni k zajiSténi zabezpeceni
udaji, a to i béhem predavani, a zajisti ochranu
pred poruSenim zabezpeCeni vedoucim k
ndhodnému nebo protipravnimu zniceni,
ztraté, zméné, neopravnénému poskytnuti
nebo zpristupnéni (dale jen ,poruseni
zabezpeceni osobnich tdaji“). Pfi posuzovani
vhodné drovné zabezpeceni strany nalezité
zohledni aktudlni stav techniky, naklady na
provedeni, povahu osobnich udajt (2), povahu,
rozsah, kontext a ucel nebo ucely zpracovani a
rizika pro subjekty 1daji spojena se
zpracovanim, a zejména zvazi pouziti Sifrovani
nebo pseudonymizace, a to i béhem predavani,
pokud Ize timto zplisobem splnit ucel
zpracovani.

b) Vyvozce tudaji pomaha dovozci udaji pri

zajistovani odpovidajictho zabezpeceni udaji
v souladu s pismenem a). V pripadé poruseni
zabezpeceni osobnich udaji tykajiciho se
osobnich 1dajii zpracovavanych vyvozcem
udajli podle téchto dolozek vyvozce udajl
poda hlaseni dovozci udaji bez zbytecného
odkladu poté, co se o ném dozvédél, a pri
feSeni uvedeného poruseni bude dovozci
udaji napomocen.

c) Vyvozce udaji zajisti, aby se osoby opravnéné

zpracovavat osobni Udaje zavazaly Kk
mlcenlivosti nebo aby se na né vztahovala
zakonna povinnost ml¢enlivosti.

(2) This includes whether the transfer and further processing involves personal data revealing racial or ethnic origin, political opinions,
religious or philosophical beliefs, or trade union membership, genetic data or biometric data for the purpose of uniquely identifying
a natural person, data concerning health or a person’s sex life or sexual orientation, or data relating to criminal convictions or
offences. / Mimo jiné se jedna o to, zda se pfedavani a dalsi zpracovani tyka i osobnich udaji vypovidajicich o rasovém nebo
etnickém ptvodu, politickych nazorech, nabozenském vyznani nebo filozofickém ptesvédceni nebo Elenstvi v odborech,
genetickych udaji nebo biometrickych Gdaji za ucelem jedineéné identifikace fyzické osoby, udaji o zdravotnim stavu ¢i o
sexualnim zivoté nebo sexualni orientaci fyzické osoby nebo udaji tykajicich se rozsudki v trestnich vécech nebo trestnych ¢ind.
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8.3 Documentation and compliance

(a) The Parties shall be able to demonstrate
compliance with these Clauses.

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

Clause 9

Use of sub-processors
N/A

Clause 10

Data subject rights

MODULE FOUR: Transfer processor to controller

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

Clause 11

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

promptly with any complaints it receives from a
data subject.

Clause 12

Liability
MODULE FOUR: Transfer processor to controller

(a) Each Party shall be liable to the other Party/ies for

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

8.3 Dokumentace a plnéni povinnosti

a) Strany musi byt schopny prokazat dodrzovani

téchto dolozek.

b) Vyvozce udaji poskytne dovozci udaji veskeré
informace potfebné k doloZeni toho, Ze byly
splnény povinnosti stanovené v téchto
dolozkach, umozni provedeni auditli a bude k

nim prispivat.

Dolozka 9

Vyuziti dil¢ich zpracovateli

Nevztahuje se.

Dolozka 10

Prava subjektu tidaja

MODUL 4: Pfedani od zpracovatele spravci

Strany si vzajemné pomahaji pri odpovidani na dotazy
a zadosti subjekti idajli podle mistniho prava
pouzitelného na dovozce idajti nebo v piipadé
zpracovani udajl vyvozcem udaji v EU podle narizeni
(EU) 2016/679.

Dolozka 11

Naprava

a) Dovozce udaji transparentné a ve snadno
pristupném formatu informuje subjekty udaji
prostiednictvim individudlniho ozndmeni nebo na
svych internetovych strankach o kontaktnim misté
opravnéném vyrizovat stiznosti. Takové misto
neprodlené vyiidi jakékoli stiznosti, které od

subjektu udaji piijme.

Dolozka 12

Odpovédnost

MODUL 4: Pfedani od zpracovatele spravci

a) Kazda strana je viic¢i druhé strané/ostatnim stranam
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any damages it causes the other Party/ies by any
breach of these Clauses.

Fakultni nemocnice u sv. Anny v Brné, xxx
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odpovédna za jakoukoli Gjmu, kterou druhé
strané/ostatnim strandm pri porusSeni téchto
doloZek zpisobi.

(b) Each Party shall be liable to the data subject, and the  b) Kazda strana je odpovédna vici subjektu udaji a
data subject shall be entitled to receive subjekt idajii ma narok na ndhradu jakékoli hmotné
compensation, for any material or non-material nebo nehmotné uUjmy, kterou strana zpisobi
damages that the Party causes the data subject by subjektu Udaji porusenim prav naleZejicich
breaching the third-party beneficiary rights under opravnéné treti strané na zakladé téchto dolozek.
these Clauses. This is without prejudice to the Tim neni dotéena odpovédnost vyvozce udaji podle
liability of the data exporter under Regulation (EU) narizeni (EU) 2016/679.

2016/679.

(c) Where more than one Party is responsible for any c) Pokud je za djmu zpisobenou subjektu udaji v
damage caused to the data subject as a result of a disledku poruseni téchto doloZek odpovédna vice
breach of these Clauses, all responsible Parties shall nez jedna strana, nesou spolecnou a nerozdilnou
be jointly and severally liable and the data subject is odpovédnost vSechny odpovédné strany a subjekt
entitled to bring an action in court against any of udaji je opravnén proti kterékoli z téchto stran
these Parties. podat Zalobu u soudu.

(d) The Parties agree that if one Party is held liable = d) Smluvni strany se dohodly, Ze pokud je jedna ze
under paragraph (c), it shall be entitled to claim smluvnich stran odpovédna podle pismene c), je
back from the other Party/ies that part of the opravnéna pozadovat od druhé smluvni strany /
compensation corresponding to its/their ostatnich smluvnich stran zpét ¢ast ndhrady djmy
responsibility for the damage. odpovidajici jeji odpovédnosti za ijmu.

(e) The data importer may not invoke the conduct of a e) Dovozce tidajd se nemiZe dovolavat jednani

processor or sub-processor to avoid its own liability.

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

Clause 13 DoloZka 13
Supervision Dohled
N/A Nevztahuje se.

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

ODDIL III - MISTN PRAVNI PREDPISY A POVINNOSTI V
PRIPADE PRISTUPU ORGANU VEREJNE MOCI

Clause 14 Dolozka 14
Local laws and practices affecting compliance with Mistni pravni pfedpisy a postupy majici dopad na
the Clauses MODULE ONE: Transfer controller to dodrzovani dolozek
controller
MODULE FOUR: Transfer processor to MODUL 4: Pfedani od zpracovatele spravci (pokud
controller(where the EU processor combines the personal  zpracovatel z EU kombinuje osobnfi iidaje prijaté od
data received from the third country-controller with sprdvce ve ti'eti zemi s osobnimi udaji shromdzdénymi
personal data collected by the processor in the EU) zpracovatelem v EU)

(a) The Parties warrant that they have no reason to a) Strany zarucuji, Ze nemaji diivod se domnivat, Ze
believe that the laws and practices in the third pravni predpisy a postupy ve treti zemi urceni, které
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country of destination applicable to the processing se vztahuji na zpracovani osobnich tidaji dovozcem
of the personal data by the data importer, including udaji, vcetné jakychkoli pozadavkl na zpristupnéni
any requirements to disclose personal data or osobnich udajd nebo opatreni, kterymi se povoluje
measures authorising access by public authorities, pristup orgdniim verejné moci, brani dovozci udajt
prevent the data importer from fulfilling its pri plnéni svych povinnosti podle téchto doloZek. To
obligations under these Clauses. This is based on the je zaloZeno na predpokladu, Ze pravni predpisy a
understanding that laws and practices that respect postupy, které respektuji podstatu zakladnich prav a
the essence of the fundamental rights and freedoms svobod a neprekracuji to, co je v demokratické
and do not exceed what is necessary and spole¢nosti nezbytné a primérené k =zajisténi
proportionate in a democratic society to safeguard jednoho z cilG uvedenych v cl. 23 odst. 1 natizeni
oneof the objectives listed in Article 23(1) of (EU) 2016/679, nejsou v rozporu s témito
Regulation (EU) 2016/679, are not in contradiction dolozkami.

with these Clauses.

(b) The Parties declare that in providing the warrantyin ~ b) Smluvni strany prohlasuji, Ze pti poskytovani zaruky

paragraph (a), they have taken due account in uvedené v pismenu a) nalezité zohlednily zejména

particular of the following elements: nasledujici prvky:

(i) the specific circumstances of the transfer, i) konkrétni okolnosti predani, vcetné délky
including the length of the processing chain, the zpracovatelského rtetézce, poctu zapojenych
number of actors involved and the transmission subjektli a pouzitych kanall pro pienos udajd,
channels used; intended onward transfers; the zamyslené dalsi predani, druh prijemce, ucely
type of recipient; the purpose of processing; the zpracovani, kategorie a format predavanych
categories and format of the transferred osobnich udajd, hospodaiské odvétvi, v némz se
personal data; the economic sector in which the predavani uskuteCniuje, misto, kde se predané
transfer occurs; the storage location of the data udaje uchovavaji;
transferred;

(ii) the laws and practices of the third country of ii) pravni predpisy a postupy treti zemé urceni -
destination- including those requiring the vCetné téch, které vyzaduji zpristupnéni udaji
disclosure of data to public authorities or organim vefejné moci nebo povoluji pristup
authorising access by such authorities - téchto organi - relevantni s ohledem
relevant in light of the specific circumstances of na konkrétni  okolnosti predani, jakoz
the transfer, and the applicable limitations and i pouzitelna omezeni a zaruky (3);

safeguards (3);

(iii) any relevant contractual, technical or iii) veskeré prislusSné smluvni, technické nebo

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

supplement the safeguards under these Clauses,
including measures applied during
transmission and to the processing of the
personal data in the country of destination.

(c) The data importer warrants that, in carrying out the

assessment under paragraph (b), it has made its
best efforts to provide the data exporter with
relevant information and agrees that it will continue
to cooperate with the data exporter in ensuring
compliance with these Clauses.

(d) The Parties agree to document the assessment

under paragraph (b) and make it available to the
competent supervisory authority on request.

(e) The data importer agrees to notify the data exporter

®

promptly if, after having agreed to these Clauses and
for the duration of the contract, it has reason to
believe that it is or has become subject to laws or
practices not in line with the requirements under
paragraph (a), including following a change in the
laws of the third country or a measure (such as a
disclosure request) indicating an application of such
laws in practice that is not in line with the
requirements in paragraph (a). [For Module Three:
The data exporter shall forward the notification to
the controller.]

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 [for Module Three:, if appropriate in
consultation with the controller]. 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 [for Module Three: the
controller or] 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.

c)

d)

Ucelem
doplnéni zaruk podle téchto dolozek, vcetné
opatfeni uplatiiovanych béhem predani a
zpracovani osobnich tdajt v zemi urceni.

Dovozce Uidajl zarucuje, Ze pti provadéni posouzeni
podle pismene b) vynalozil maximalni usili, aby
poskytl vyvozci Udaji relevantni informace, a
souhlasi s tim, Ze bude pti zajiStovani dodrZovani
téchto doloZzek s vyvozcem udaji i nadale
spolupracovat.

Strany souhlasi, Ze posouzeni podle pismene b)
zdokumentuji a na pozadani zptistupni prislusSnému
dozorovému dradu.

Dovozce udajii souhlasi s tim, Ze neprodlené
uvédomi vyvozce udajli, pokud ma po vyjadieni
souhlasu s témito ustanovenimi a po dobu trvani
smlouvy diivod se domnivat, Ze se na néj vztahuji,
nebo se zacaly vztahovat pravni predpisy nebo
postupy, které nejsou v souladu s pozadavky podle
pismene a), a to i po zméné v pravnich predpisech
treti zemé nebo opatieni (jako je napriklad Zadost o
poskytnuti udaji), jez svéd¢i o tom, Ze uplatiiovani
téchto pravnich predpisti v praxi neni v souladu s
pozadavky uvedenymi v pismeni a). [Pokud jde o
modul 3: Vyvozce udajt preda oznameni spravci.]

Po oznameni podle pismene e), nebo pokud ma
vyvozce udajl jinak diivod se domnivat, Ze dovozce
udaji jiz nemulze plnit své povinnosti na zakladé
téchto doloZek, vyvozce udaji neprodlené urci
vhodnd opatfeni (napf. technickd nebo organizacni
opatteni k zajisténi bezpecnosti a diivérnosti), ktera
ma prijmout vyvozce daji a/nebo dovozce tdaji k
reSeni situace [pokud jde o modul 3: pripadné po
konzultaci se spravcem]. Vyvozce udaji pozastavi
predavani udaji, pokud se domniva, Ze pro toto
predavani nemohou byt zajiStény zadné vhodné
zaruky, nebo pokud mu di pokyn [pokud jde o
modul 3: spravce nebo] prislusny dozorovy urad. V
tomto pripadé je vyvozce udaji opravnén vypoveédét
smlouvu, pokud jde o zpracovani osobnich udaji
podle téchto dolozek. Jestlize smlouva zahrnuje vice
nez dvé smluvni strany, mlize vyvozce udaji toto
pravo na vypovézeni uplatnit pouze ve vztahu k
prislusné strané, pokud se strany nedohodly jinak.
JestliZze 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
public authorities

MODULE FOUR: Transfer processor to
controller(where the EU processor combines the personal
data received from the third country-controller with
personal data collected by the processor in the EU)

15.1 Notification

(a) The data importer agrees to notify the data
exporter and, where possible, the data subject
promptly (if necessary with the help of the
data exporter) if it:

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

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

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

(c) Where permissible under the laws of the
country of destination, the data importer

Fakultni nemocnice u sv. Anny v Brné, xxx
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Dolozka 15

Povinnost dovozce tdaji v pfipadé pfistupu organu
vefejné moci

MODUL 4: Predani od zpracovatele spravci(pokud
zpracovatel z EU kombinuje osobni tidaje prijaté od
sprdvce ve tieti zemi s osobnimi udaji shromdzdénymi
zpracovatelem v EU)

15.1 Oznameni

a) Dovozce udaji souhlasi s tim, Ze neprodlené
uvédomi vyvozce udajd, a je-li to mozné,
subjekt udaji (v pripadé potreby s pomoci
vyvozce udajl), pokud:

i) na zakladé pravnich predpisd zemé urceni
obdrzi pravné zavaznou Zadost od organu
vefejné moci, v€etné soudnich organt, o
zpristupnéni osobnich udaji predanych
podle téchto dolozek; takové oznameni
obsahuje informace o poZadovanych
osobnich udajich, doZadujicim organu,
pravnim zakladu Zzadosti a poskytnuté
odpovédi, nebo

ii) se dozvi o jakémkoli primém pristupu
organi vefejné moci k osobnim tdajim
preddvanym podle téchto dolozek v
souladu s pravnimi predpisy zemé urceni;
takové oznameni obsahuje vSechny
informace dostupné dovozci.

b) Pokud je podle pravnich predpisti zemé urceni
dovozci udaji zakazano informovat vyvozce
udaji a/nebo subjekt udajli, souhlasi dovozce
udajii s tim, Ze za ucelem co nejrychlejsiho
sdéleni co nejvétsiho mnozstvi informaci
vynaloZi maximaln{ dsili, aby od tohoto zakazu
bylo upusténo. Dovozce udaji souhlasi, Ze
zdokumentuje své maximalni usili, aby je mohl
na zadost vyvozce udaju prokazat.

c) Je-li to povoleno pravnimi predpisy zemé
urceni, dovozce udaji souhlasi, Ze bude
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agrees to provide the data exporter, at regular
intervals for the duration of the contract, with
as much relevant information as possible on
the requests received (in particular, number of
requests, type of data requested, requesting
authority/ies, whether requests have been
challenged and the outcome of such
challenges, etc.).

(d) The data importer agrees to preserve the

information pursuant to paragraphs (a) to (c)
for the duration of the contract and make it
available to the competent supervisory
authority on request.

(e) Paragraphs (a) to (c) are without prejudice to

the obligation of the data importer pursuant to
Clause 14(e) and Clause 16 to inform the data
exporter promptly where it is unable to
comply with these Clauses.

15.2 Review of legality and data minimisation

(a) The data importer agrees to review the legality

of the request for disclosure, in particular
whether it remains within the powers granted
to the requesting public authority, and to
challenge the request if, after careful
assessment, it concludes that there are
reasonable grounds to consider that the
request is unlawful under the laws of the
country of destination, applicable obligations
under international law and principles of
international comity. The data importer shall,
under the same conditions, pursue
possibilities of appeal. When challenging a
request, the data importer shall seek interim
measures with a view to suspending the
effects of the request until the competent
judicial authority has decided on its merits. It
shall not disclose the personal data requested
until required to do so under the applicable
procedural rules. These requirements are
without prejudice to the obligations of the data
importer under Clause 14(e).

(b) The data importer agrees to document its legal

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

d)

e)

Fakultni nemocnice u sv. Anny v Brné, xxx
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poskytovat vyvozci udaji v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantnéjsi  informace o  prijatych
zadostech (zejména informace o poctu zadosti,
druhu poZadovanych tdaji, dozadujicim
organu nebo organech, zda byly tyto Zadosti
napadeny a vysledek takového napadeni atd.).

Dovozce udajii souhlasi s tim, Ze po dobu
trvani smlouvy bude informace podle pismene
a) az c) uchovavat a na vyzadani je poskytne
prislusnému dozorovému uiadu.

Pismeny a) aZ c) neni dotfena povinnost
dovozce udaji podle dolozky 14 pism. e) a
dolozky 16 neprodlené informovat vyvozce
udajii, pokud neni schopen tyto dolozky
dodrZovat.

15.2 Pfezkum zakonnosti a minimalizace tdaja

a)

b)

Dovozce udaji souhlasi s tim, Ze prezkouma
zakonnost Zadosti o poskytnuti tidaj{, zejména
zda neprekrocila meze pravomoci udélenych
dozadujicimu organu verejné moci, a Ze Zadost
napadne, pokud po peclivém posouzeni dojde
k zavéru, Ze existuji opodstatnéné divody se
domnivat, Ze zadost je podle pravnich
predpist zemé urceni, platnych zavazki podle
mezindrodniho prava a zdsad mezinarodni
zdvorilosti protipravni. Dovozce udaji za
stejnych podminek vyuzivd moznosti odvolani.
Pri napadeni zZadosti dovozce udaji prijme
predbézna opatieni s cilem pozastavit acinky
zadosti, dokud prislusSny soudni organ
nerozhodne 0 jeji opodstatnénosti.
Nezpristupni poZzadované osobni udaje, dokud
mu takova povinnost nebude stanovena na
zakladé platnych procesnich pravidel. Témito
pozadavky nejsou dotceny povinnosti dovozce
udaji podle dolozky 14 pism. e).

Dovozce udajd souhlasi, Ze zdokumentuje své
pravni posouzeni i jakékoli napadeni Zadosti o
poskytnuti Udaji a v rozsahu povoleném
pravnimi predpisy zemé urceni zpristupni
dokumentaci vyvozci udaji. Na pozadani ji
rovnéz zpristupni prisluSnému dozorovému
uradu.
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(c) The data importer agrees to provide the
minimum amount of information permissible
when responding to a request for disclosure,
based on a reasonable interpretation of the
request.

SECTION IV - FINAL PROVISIONS

Clause 16

Non-compliance with the Clauses and termination

(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;

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

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

In these cases, it shall inform the competent
supervisory authority [for Module Three: and the
controller] 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 collected by the data exporter in the
EU that has been transferred prior to the
termination of the contract pursuant to paragraph
(c) shall immediately be deleted in its entirety,
including any copy thereof.] The data importer shall

a)

b)

c)

d)

Fakultni nemocnice u sv. Anny v Brné, xxx
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c) Dovozce udaji souhlasi s poskytnutim
minimalniho pripustného mnozstvi informaci
pri odpovédi na zadost o zpristupnéni, a to na
zakladé priméreného vykladu zadosti.

ODDIL IV - ZAVERECNA USTANOVENI

Dolozka 16

Nedodrzeni dolozek a vypovézeni

Dovozce udajli neprodlené informuje vyvozce udajq,
pokud neni z jakéhokoli divodu schopen tyto
dolozky dodrzet.

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

Vyvozce Udaji je opravnén vypovédét smlouvu v
rozsahu, v némzZ se jednd o zpracovani osobnich
udaji podle téchto dolozek, pokud:

i) vyvozce udaji pozastavil predavani osobnich
Uudajli  dovozci udaji podle pism. b) a
dodrzovani téchto doloZek neni v primérené
lhtité a v kazdém piipadé do jednoho mésice od
pozastaveni obnoveno;

ii) dovozce udajl tyto doloZky podstatné nebo
trvale porusuje; nebo

dovozce udaji nedodrzi zavazné rozhodnuti
prislusného soudu nebo dozorového uradu
tykajictho se jeho povinnosti podle téchto
doloZek.

iii)

V takovych pripadech o nedodrZeni informuje
prislusny dozorovy urad [pokud jde o modul 3: a
spravce]. Pokud smlouva zahrnuje vice nez dvé
smluvni strany, miize vyvozce udaji toto pravo na
vypovézeni uplatnit pouze ve vztahu k prislusné
strané, pokud se strany nedohodly jinak.

Osobni udaje shromazdéné vyvozcem udaji v EU,
které byly predany pred vypovézenim smlouvy
podle pismene c), musi byt neprodlené vymazany v
celém rozsahu, vcetné veSkerych jejich Kkopii.]
Dovozce udaju potvrdi vyvozci udajd, zZe byly udaje
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certify the deletion of the data to the data exporter.
Until the data is deleted or returned, the data
importer shall continue to ensure compliance with
these Clauses. In case of local laws applicable to the
data importer that prohibit the return or deletion of
the transferred personal data, the data importer
warrants that it will continue to ensure compliance
with these Clauses and will only process the data to
the extent and for as long as required under that
local law.

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

Clause 17

Governing law

MODULE FOUR: Transfer processor to controller

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

Clause 18

Choice of forum and jurisdiction

MODULE FOUR: Transfer processor to controller

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

DODATEK

EXPLANATORY NOTE:

It must be possible to clearly distinguish the information
applicable to each transfer or category of transfers and, in
this regard, to determine the respective role(s) of the
Parties as data exporter(s) and/or data importer(s). This

Fakultni nemocnice u sv. Anny v Brné, xxx
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vymazany. Dokud nejsou udaje vymazany nebo
vraceny, dovozce udaji nadale zajistuje soulad s
témito dolozkami. V ptipadé, Ze se na dovozce udaji
vztahuji mistni pravni predpisy, které mu zakazuji
predané osobni udaje vratit nebo vymazat, dovozce
udajii zarucuje, Ze bude i nadale zajistovat
dodrzovani téchto doloZek a bude udaje zpracovavat
pouze v takovém rozsahu a tak dlouho, jak to
uvedené mistni zakonné predpisy vyzaduji.

e) Kterdkoli ze stran muZe odvolat sviij souhlas s tim,
Ze bude vazana témito dolozkami, pokud i)
Evropskd komise prijme rozhodnuti podle ¢l. 45
odst. 3 narizeni (EU) 2016/679 tykajici se predavani
osobnich udaji, na které se tyto dolozky vztahuiji,
nebo ii) se natizeni (EU) 2016/679 stane soucasti
pravniho ramce zemé, do které jsou osobni udaje
predavany. Tim nejsou doteny dalsi povinnosti
vztahujici se na dotCené zpracovani podle natizeni
(EU) 2016/679.

Dolozka 17

Rozhodné pravo

MODUL 4: Pfedani od zpracovatele spravci

Tyto dolozZKy se ridi pravem zemé, jez umoziuje
uplatiiovat prava naleZejici opravnéné treti strané.
Strany se dohodly, Ze se budou Fidit pravem Ceské
republiky.

Dolozka 18

Volba soudu a pfislusnost

MODUL 4: Pfedéni od zpracovatele spravci

Veskeré spory vyplyvajici z téchto dolozek budou reSeny
soudy Ceské republiky.

DODATEK

VYSVETLIVKY:

Musi byt mozné jasné rozlisit informace, které se vztahuji
na kazdé predani nebo kazdou kategorii predani, a v
tomto ohledu urcit prislusnou ulohu/ptislusné ulohy
stran v postaveni vyvozce/vyvozcli udaji a/nebo
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does not necessarily require completing and signing
separate appendices for each transfer/category of
transfers and/or contractual relationship, where this
transparency can be achieved through one appendix.
However, where necessary to ensure sufficient clarity,
separate appendices should be used.

ANNEX1

A. LIST OF PARTIES
MODULE FOUR: Transfer processor to controller

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

1. Name: Fakultni nemocnice u sv. Anny v Brné

Address: Pekai'ska 664/53, 602 00 Brno, Ceska
republika

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

Activities relevant to the data transferred under these
Clauses: processing of personal data in accordance
with the Clinical Trial Agreement, to which these

clauses are attached

Role (controller/processor): Processor

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

1. Name: Cerevance Beta, Inc.

Address: One Marina Park Drive, Suite 1410, Boston,
MA 02210 US

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

Activities relevant to the data transferred under these
Clauses: Clinical studies and research for
pharmaceutical products

Fakultni nemocnice u sv. Anny v Brné, xxx
CVN424-301

dovozce/dovozci udajli. To nemusi nutné vyzadovat
vyplnéni a podepsani samostatnych dodatki pro kazdé
predani/kategorii predani a/nebo smluvni vztah, pokud
lze této transparentnosti dosahnout prostirednictvim
jednoho dodatku. Pokud je to vSak nutné kzajiSténi
dostatecné srozumitelnosti, mély by se pouzit samostatné
dodatky.

PRILOHA I

A. SEZNAM SMLUVNICH STRAN
MODUL 4: Piedani od zpracovatele spravci

Vyvozce (vyvozci) Udaji: [TotoZnost a kontaktni
ludaje vyvozce/vyvozcii udajii a v prislusném pripadé
Jjeho/jejich povérence pro ochranu osobnich udajii
a/nebo zdstupce v Evropské unii]

1. Jméno/nazev: Fakultni nemocnice u sv. Anny v Brné

Adresa: Pekai'ska 664/53, 602 00 Brno, Ceska
republika

Jméno, funkce a kontaktni idaje kontaktni osoby: xxx

Cinnosti relevantni pro predavani tidaji podle téchto
dolozek: zpracovani osobnich tdajti dle smlouvy o

klinickém hodnoceni, jehoZ ptilohou jsou tyto dolozky

Uloha (spravce/zpracovatel): Zpracovatel

Dovozce nebo dovozci idajii: [TotoZnost a kontaktn{
udaje dovozce/dovozcii tdajti, véetné jakékoli kontaktni
osoby, kterd je odpovédnd za ochranu tdajii]

1. Jméno/nazev: Cerevance Beta, Inc.

Adresa: One Marina Park Drive, Suite 1410, Boston,
MA 02210 USA

Jméno, funkce a kontaktni idaje kontaktni osoby: xxx

Cinnosti relevantni pro piredavani tidajt podle téchto
dolozek: Klinické studie a vyzkum farmaceutickych
pripravki
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ICON CLINICAL RESEARCH LIMITED ACTING AS AN
INDEPENDENT CONTRACTOR FOR SPONSOR

Role (controller/processor): Controller

. DESCRIPTION OF TRANSFER
MODULE FOUR: Transfer processor to controller
Categories of data subjects whose personal data is
transferred

Study subjects (patients) in clinical trials conducted
by Data Exporter in EU.

Categories of personal data transferred

Identifying and contact data: name, surname, ID,
address, e-mail, telephone, signature, voice,
signature, electronic signature, user 1D, image,
Medical Record Number, etc. Personal
characteristics: physical or anthropometric
characteristics, family data, marital status data, age
or date of birth, mother tongue, place of birth,
nationality, personality traits, sex or gender.

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 specialized training), keeping a record
of access to the data, restrictions for onward transfers
or additional security measures.

Sensitive data relating to the data subject's health.

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

Data transfer will be done on a continuous basis,
based on clinical study progress, schedule, timelines,
and data reviews.

Nature of the processing

The Nature of the processing involves the collection,
documentation, transfer, and analysis of clinical trial
data relating to study participants, including health-
related data and coded subject identifiers.

Purpose(s) of the data transfer and further processing

The sponsor will process the data for purposes of

Fakultni nemocnice u sv. Anny v Brné, xxx
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ICON CLINICAL RESEARCH LIMITED JEDNAJiCi JAKO
NEZAVISLY DODAVATEL PRO ZADAVATELE

Uloha (spravce /zpracovatel): Spravce

. POPIS PREDANI

MODUL 4: Piedani od zpracovatele spravci
Kategorie subjektii tidaji, jejichZ osobnfi tidaje se
preddvaji
Subjekty hodnoceni (pacienti) v klinickych
hodnocenich provadénych vyvozcem tdaji v EU.

Kategorie preddvanych osobnich tdajii

Identifika¢ni a kontaktni ddaje: jméno, prijmeni, ID,
adresa, e-mail, telefon, podpis, hlas, podpis,
elektronicky podpis, ID uzivatele, snimek, ¢islo
zdravotni dokumentace atd. Osobni charakteristiky:
télesné nebo antropometrické charakteristiky,
rodinné udaje, udaje o rodinném stavu, vék nebo
datum narozeni, matei'sky jazyk, misto narozeni,
narodnost, osobnostni rysy, pohlavi nebo gender.
Citlivé udaje, které se preddvaji (v prislusnych
pripadech), a uplatnénd omezeni nebo zdruky, jeZ plné
zohledriuji povahu tdajii a souvisejici rizika, napriklad
prisné ucelové omezeni, omezeni pristupu (vietné
pristupu pouze pro zaméstnance, kteri absolvovali
specializované skoleni), vedeni zdznamu o pristupu k
tdajiim, omezeni pro dalsi preddvdni nebo dodatecnd
bezpecnostni opatrent.

Citlivé udaje tykajici se zdravotniho stavu subjektu
udaja.
Cetnost preddvdni (napt. zda jsou tidaje preddvdny
Jednordzové nebo priibézné).
Pfedavani iidajt bude probihat pribézné na zakladé
pokroku klinické studie, harmonogramu, lhiit a
pirezkumi udaja.

Povaha zpracovdni

Povaha zpracovani zahrnuje shromazd ovani,
dokumentaci, predavani a analyzu udajt z klinickych
hodnoceni tykajicich se ticastniki studie, véetné
udaji souvisejicich se zdravotnim stavem a
kédovanych identifikac¢nich tidajd subjektt.

Ucel nebo ticely preddni tidajii a dalsi zpracovdani

Zadavatel bude zpracovavat adaje pro tucely
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trial monitoring, safety reporting, regulatory
submissions, statistical analysis, and compliance with
legal and regulatory requirements governing clinical
research.

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

Period of retention will be determined by sponsor’s
completion of above-described purpose.

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

N/A
. COMPETENT SUPERVISORY AUTHORITY

N/A

ANNEX 11

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

N/A

ANNEX 111

LIST OF SUB-PROCESSORS

N/A

Fakultni nemocnice u sv. Anny v Brné, xxx
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monitorovani klinického hodnoceni, podavani zprav
o0 bezpecnosti, predkladani regulac¢nich udaju,
statistické analyzy a dodrzovani pravnich a
regulacnich pozadavki upravujicich klinicky vyzkum.

Doba, po kterou budou osobni udaje uchovdvdny, nebo
neni-li ji moZné urcit, kritéria pouZitd pro stanoveni této
doby
Doba uchovavani bude urcena splnénim vyse
popsaného ucelu zadavatelem.
Pokud jde o preddvdni (diléim) zpracovateliim, rovnéZ
uved'te predmét, povahu a trvdni zpracovdni.

Nevztahuje se.

C. PRISLUSNY DOZOROVY URAD

Nevztahuje se.

PRILOHA Il

TECHNICKA A ORGANIZACNI OPATRENI VCETNE
TECHNICKYCH A ORGANIZACNICH OPATRENT
K ZAJISTENI BEZPECNOSTI UDAJU

Nevztahuje se.

PRILOHA 111

SEZNAM DILCICH ZPRACOVATELU

Nevztahuje se.
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