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ASSIGNMENT AGREEMENT FOR
ASSIGNMENT AND TRANSFER OF
CLINICAL TRIAL AGREEMENT

SMLOUVA O POSTOUPENI A PREVODU
SMLOUVY O KLINICKEM HODNOCENI

Protocol #15-AVP-786-303

Protokol ¢.15-AVP-786-303

This Assignment Agreement (“Assignment”) dated as
of the date of last signature below and effective as of
01 January 2022 (“Effective Date”), that is the date on
which the Sponsor formally changed and which the
contracting parties retroactively acknowledge.

Tato smlouva o postoupeni (,,postoupeni*) je datovana
dnem posledniho podpisu niZe a u¢inna ke dni 1. ledna
2022 (,,datum ¢innosti), t. k datu, ke
kterémuformalné doslo ke zmén¢ zadavatele a smluvni
strany toto datum berou zpétné na védomi.

BETWEEN THE ORIGINAL PARTIES;

MEZI PUVODNIMI STRANAMI;

Pharmaceutical Research Associates CZ, s.r.o., with
a place of business at Praha 7, Jankovcova 1569/2c,
Post Code (PSC): 170 00, Czech Republic, IC
(company ID number): 27636852, the limited liability
company duly registered in the Commercial Register
of the Czech Republic maintained by the Municipal
Court in Prague, Section C, Entry 120574, represented
by authorised
representative by the executive on power of attorney
(,,PRA®), an affiliate of Pharm Research Associates
(UK) located at Cannon Plance, 78 Cannon Streed,
London EC4N 6AF, UK (,,PRA UK*) (“Assignor”)

Pharmaceutical Research Associates CZ, s.r.o., s
mistem podnikani Praha 7, Jankovcova 1569/2¢, PSC:
170 00, Ceska republika, IC:27636852 spole¢nosti
s ruéenim omezenym fadné zapsanou v Obchodnim
rejstiiku Ceské republiky vedeném Méstskym soudem
v Praze, oddil C, vlozka 120574, zastoupena
zmocnénym zastupcem na
zaklad¢ plné moci (dale jen ,,PRA), pobockou
spoleCnosti Pharm Research Associates (UK) se
sidlem Cannon Place, 78 Cannon Street, London,
EC4N 6AF, UK (dale jen ,,PRA UK*) (,,postupitel*)

And

a

Fakultni nemocnice u sv. Anny v Brné, with a place
of business at Pekaiska 53, 602 00 Brno, Czech
Republic, IC (Company ID No.): 00159816, DIC (Tax
ID No.): CZ00159816, represented by Ing. Vlastimil
Vajdak, Director (“Institution”),

Fakultni nemocnice u sv. Anny v Brné, se sidlem na
adrese Pekaiskd 53, 602 00 Brno, Ceska republika,
ICO: 00159816, DIC: CZ00159816, zastoupena Ing.
Vlastimilem Vajdakem, feditelem (,,zdravotnické
zatizeni®),

And

(“Investigator™).

a

(,,zkousejici®).

(To be referred to collectively as the “Original
Parties”)

(dale spolecné jen ,,piivodni smluvni strany*)

AND THE DULY APPOINTED ASSIGNEE;

A RADNE JMENOVANYM POSTUPNIKEM;

Otsuka Pharmaceutical Development &
Commercialization, Inc. with a principal place of
business at 2440 Research Blvd., Rockville, MD

20850, USA, Company ID: 52-2358139, represented
by d, based on Power of Attorney

(“Assignee” and newly as ,,Sponsor*‘)

Otsuka Pharmaceutical Development &
Commercialization, Inc. s hlavnim sidlem na adrese
2440 Research Blvd., Rockville, MD 20850, USA,IC
52-2358139, zastoupeny || GczNzNzNG -
zéaklade plné moci (dale jen ,,postupnik® a noveé jako
,,zadavatel),
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This Assignment relates to the Clinical Trial
Agreement between the Original Parties with an
effective date of 5 June 2019 and any amendments
hereto, Agreement nr. KHL/2018/031/La
(“Agreement”) concerning a clinical trial conducted
according to the protocol entitled “A Phase 3,
Multicenter, Long-term, Extension Study of the Safety
and Efficacy of AVP-786 (deuterated [d6]
dextromethorphan hydrobromide [d6-DM]/quinidine
sulfate [Q]) for the Treatment of Agitation in Patients
with Dementia of the Alzheimer‘s Type” and any duly
approved amendments hereto (the “Study”) to
effectuate the assignment of the Agreement from
Assignor to Assignee.

Toto postoupeni se tyka smlouvy o Kklinickém
hodnoceni mezi puvodnimi smluvnimi stranami s
datem ucinnosti od 5. Cervna 2019 a vsech jejich
dodatkti, ¢. smlouvy KHL/2018/031/La (dale jen
»smlouva®) tykajici se klinického hodnoceni
provadéného dle protokolu s nazvem ,,Multicentricka
dlouhodoba prodlouzena studie faze 3 hodnotici
bezpeCnost a snasSenlivost pfipravku AVP-786
(deuterovany [d6] dextrometorfan-hydrobromid [d6-
DM]/chinidin-sulfat [Q]) v 1é¢b¢é agitovanosti u
pacientll s demenci Alzheimerova typu® a vSech jeho
fadn¢ schvalenych dodatki (dale jen ,studie”) za
ucelem provedeni postoupeni smlouvy z postupitele
na postupnika.

By separate agreement, the Sponsor - Otsuka
Pharmaceutical Development & Commercialization,
Inc. - has engaged Syneos Health, LLC, having a
principal place of business at 1030 Sync Street,
Morrisville, North Carolina 27560, USA, Company ID
(State File Number): 2656930, represented by

, based on Power of Attorney (“Syneos
Health”) to handle the clinical site contracting for the
Study and has authorized Syneos Health to execute this
Assignment Agreement and any subsequent
Agreements and amendments in the name and on
behalf of Sponsor.

Zadavatel - Otsuka Pharmaceutical Development &
Commercialization, Inc. - samostatnou smlouvou
zapojil spolecnost Syneos Health, LLC se sidlem na
adrese 1030 Sync Street Morrisville, North Carolina
27560, USA, IC (Cislo stétniho spisu): 2656930,
zastoupeny h, na zaklad€ plné moci
(dale jen ,,Syneos Health) do uzavirani smluv
klinického pracovisté pro toto klinické hodnoceni, a
zplnomocnil spole¢nost Syneos Health k podepsani
této smlouvy o postoupeni a vSech dalSich dohod a
dodatkti jménem a na ucet zadavatele.

WHEREAS

VZHLEDEM K TOMU, ZE

A. Assignor wishes to assign its rights and transfer its
obligations under the Agreement to Assignee and
Assignee wishes to assume the rights, duties and
obligations of the Assignor under the Agreement in
accordance with the terms of this Assignment from the
date 1 January 2022.

A. Postupitel si pfeje postoupit sva prava a preveést své
povinnosti vyplyvajici ze smlouvy na postupnika a
postupnik si pieje pievzit prava, povinnosti a zavazky
postupitele vyplyvajici ze smlouvy v souladu s
podminkami tohoto postoupeni ode dne 1. 1. 2022,

B. Avanir Pharmaceuticals Inc. located at 30
Enterprise, Suite 200, Aliso Viejo, California 92656,
USA (“Avanir”/“Original Sponsor”), who initially
delegated Assignor to serve as the Original Sponsor’s
contract research organization to manage Study on its
behalf, wishes to assign its rights and transfer its
obligations under the Agreement to Assignee and
Assignee, as the newly appointed Sponsor, wishes to
assume the rights, duties and obligations of the
Sponsor under the Agreement in accordance with the
terms of this Assignment from the date 1 January 2022.

B. Spole¢nost Avanir Pharmaceuticals Inc. se sidlem
30 Enterprise, Suite 200, Aliso Viejo, Kalifornie
92656, USA (dale jen ,,Avanir*/,,pivodni zadavatel*),
ktery pivodné povéiil postupitele, aby slouzil jako
smluvni vyzkumna organizace k provedeni studie
v zastoupeni piivodniho zadavatele, si pieje postoupit
sva prava a prevést své povinnosti vyplyvajici ze
smlouvy na postupnika a postupnik si, jako nové
nastupujici zadavatel, pfeje pfevzit prava, povinnosti a
zavazky zadavatele vyplyvajici ze smlouvy v souladu
s podminkami tohoto postoupeni ode dne 1. 1. 2022.

In consequence thereof, the Original Parties and the
Assignee have agreed to what follows:

V' dusledku toho se pivodni strany a postupnik
dohodli na ndsledujicim:

1. Assignment of Rights and Transfer of Obligation

1. Postoupeni prav a prevod smluvniho zavazku.
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under the Agreement.

1.1. The Assignor hereby unconditionally and
irrevocably assigns all its rights, titles, interests and
benefits under the Agreement (“Rights”) to the
Assignee and transfers all duties and obligations under
the Agreement (“Obligations”) to the Assignee with
effect from the Effective Date. The Assignee hereby
acknowledges the above and becomes a party of the
Agreement in place of the Assignor. The Assignment
includes the assignment of all Rights and the transfer
of Obligations to the Assignee that have not been
performed by the Assignor as at the Effective Date.

1.1. Postupitel timto bezpodminec¢né a neodvolatelné
postupuje veskera sva prava, naroky, zajmy a vyhody
vyplyvajici ze smlouvy (,,prava“) na postupnika a
pfevadi na n¢& veskeré povinnosti a zavazky
vyplyvajici ze smlouvy (,,zavazky*) s uc¢innosti od data
ucinnosti. Postupnik timto bere na védomi vyse
uvedené a stavd se smluvni stranou namisto
postupitele. Postoupeni zahrnuje postoupeni vSech
prav a prevod zavazkt na postupnika, které nebyly
postupitelem splnény k datu G¢innosti.

1.2. As of the Effective Date, Assignee, as the newly
appointed Sponsor assumes all of the rights, duties and
obligations of Avanir under the Agreement and agrees
to keep, perform and fulfill and discharge all the terms,
covenants, conditions and obligations required to be
kept, performed, fulfilled and discharged by Avanir
under the Agreement. Any reference to “Sponsor” or
“Avanir” in the Agreement shall be read as Otsuka
Pharmaceutical Development & Commercialization,
Inc.

1.2. Od data u¢innosti piebira postupitel, jako nové
nastupujici zadavatel veskera prava, povinnosti a
zavazky spole¢nosti Avanir vyplyvajici ze smlouvy a
zavazuje se dodrzovat a plnit vSechny podminky,
zavazky, a povinnosti, které musi spole¢nost Avanir
dodrzovat a plnit podle Smlouvy. Veskeré odkazy na
»zadavatele® nebo ,,Avanir” ve smlouvese povazuji za
odkazy na spoleénost Otsuka Pharmaceutical
Development & Commercialization, Inc.

1.3. The Assignee warrants that it will undertake all
Rights and Obligations under the Agreement and that
it will perform them in accordance with the terms of
the Agreement.

1.3. Postupnik zarucuje, Ze pievezme vSechna prava a
povinnosti vyplyvajici ze smlouvy a Ze je bude plnit v
souladu s podminkami smlouvy.

1.4. The Assignor hereby agrees to facilitate the
necessary transfer of documents, material, data and
any information to the Assignee, as may be required by
the Assignee to fulfill the Obligations transferred
herein.

1.4. Postupitel se timto zavazuje umoznit postupnikovi
nezbytny prevod dokumentl, materiald, udaji a
jakychkoli informaci, které miZe postupnik potfebovat
ke splnéni zavazki prevedenych touto smlouvou.

1.5. The Institution and Principal Investigator hereby
consent to the assignment of the Assignor’s Rights and
transfer of Obligations to the Assignee from Effective
Date.

1.5. Zdravotnické zafizeni a hlavni zkouSejici timto
souhlasi s postoupenim prav postupitele a pfevodem
zavazkl na postupnika od data ucinnosti.

1.6. The Assignee hereby agrees that the rights, duties
and obligations of Principal Investigator and the
Institution shall, upon the signing of this Assignment,
remain as was in the Agreement.

1.6. Postupnik timto souhlasi s tim, Ze prava,
povinnosti a zévazky hlavniho zkousejiciho a
zdravotnického zafizeni zustavaji po podpisu tohoto
postoupeni stejné jako ve smlouvé.

1.7. Any and all Assignor’s and Avanir‘s statements
under the Agreement shall be considered as the
Assignee’s statements with the Effective Date of this
Assignment.

1.7. Veskerd prohldSeni postupitele a spolecnosti
Avanir podle smlouvy se datem Wu¢innosti tohoto
postoupeni povazuji za prohlaseni postupnika.

2. Amendments to Agreement

2. Zmény ve smlouvé
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2.1. Section 16 (Notices) of the Agreement is amended
to include Assignee name as follows:

2.1. Oddil 16 (Oznamovani) smlouvy se méni tak, aby
obsahoval nazev postupnika:

If to Sponsor:

Otsuka Pharmaceutical Development &
Commercialization, Inc.

2440 Research Blvd.

Rockville, MD 20850, USA

Pokud adresovano zadavateli:

Otsuka Pharmaceutical Development &
Commercialization, Inc.

2440 Research Blvd.

Rockville, MD 20850, USA

2.2. The following language will be added before
Section 1 (Statement of Work ) of the Agreement:

2.2. Pted oddil 1 (Popis projektu) smlouvy se dopliiuje
nasleduyjici text:

“WHEREAS, by separate agreement, Sponsor (Otsuka
Pharmaceutical Development & Commercialization,
Inc.) has retained Pharmaceutical Research
Associates CZ, s.r.0o. as the clinical research
organization (“PRA”) to assist Sponsor in managing
and monitoring this Study (as defined below),
including making payments as outlined in this
Agreement.”

,VZHLEDEM K TOMU, ZE na zaklad® samostatné
smlouvy si zadavatel (Otsuka Pharmaceutical
Development & Commercialization, Inc.) ponechal
spolec¢nost Pharmaceutical Research Associates CZ,
s.r.o. jako smluvni vyzkumnou organizaci (dale jen ,,
»PRA®), ktera bude zadavateli pomahat pii fizeni a
monitorovani tohoto klinického hodnoceni (jak je
definovano nize), vCetné provadéni plateb, jak je
uvedeno v této smlouve.*

2.3. The following language will be added before
Section 1 (Statement of Work) of the Agreement:

2.3. Pred oddil 1 (Popis projektu) smlouvy se dopliuje
nasleduyjici text:

“By separate agreement, the Sponsor - Otsuka
Pharmaceutical Development & Commercialization,
Inc. - has engaged Syneos Health, LLC, having a
principal place of business at 1030 Sync Street,
Morrisville, North Carolina 27560 USA (“Syneos
Health”) to handle the clinical site contracting for the
Study and has authorized Syneos Health to execute this
Assignment and any subsequent Agreements and
amendments on behalf of Sponsor.”

»Zadavatel - Otsuka Pharmaceutical Development &
Commercialization, Inc. - samostatnou smlouvou
zapojil spole¢nost Syneos Health, LLC se sidlem na
adrese 1030 Sync Street Morrisville, North Carolina
27560, USA (dale jen ,,Syneos Health*) do uzavirani
smluv klinického pracovist¢ pro toto klinické
hodnoceni, a zplnomocnil spolecnost Syneos Health k
podepsani postoupeni a v§ech dalSich dohod a dodatkii
jménem zadavatele.

2.4. Section 5 (Privacy and Data Protection) is
supplemented by Standard Contractual Clauses in
attachment to this Assigment.

2.4 0Oddil 5 (Ochrana soukromi a osobnich udaji) je
doplnén Standartnimi smluvnimi dolozkami v ptiloze
1 tohoto postoupeni.

3. General Provisions

3. Obecna ustanoveni

3.1. The Assignor shall indemnify and keep
indemnified the Assignee from and against any
liability incurred by the Assignee as a result of an
action, demand, claim or proceeding against the
Assignee by Institution and/or Principal Investigator in
respect of the Agreement relating to any act or
omission of the Assignor prior to the Effective Date.

3.1. Postupitel odskodni postupnika za jakoukoli
odpovédnost, ktera postupnikovi vznikne v dusledku
zaloby, pozadavku, naroku nebo fizeni vedeného proti
postupnikovi  zdravotnickym  zafizenim  a/nebo
hlavnim zkousSejicim v souvislosti s touto smlouvou,
kterd se tyka jakéhokoli jedndni nebo opomenuti
postupitele pied datem ucinnosti.
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3.2. This Assignment is executed in four counterparts,
of which each party to this Agreement shall receive
one.

3.2. Toto postoupeni je vyhotoveno ve Ctyfech
stejnopisech, znichz kazda smluvni strana tohoto
postoupeni obdrzi po jednom.

3.3. All other provisions of the original Agreement and
subsequent Amendments shall remain unaltered and
given full force and effect.

3.3. VSechna ostatni ustanoveni ptivodni smlouvy a
naslednych dodatkl zstavaji nezménéna a maji plnou
platnost a G¢innost.

34 The Parties hereby acknowledge that this
Assignment will be published in the Register of
Contracts in accordance with Act No.340/2015 Coll.,
on the Register of Contracts, as amended. The Parties
agree that the Assignment shall be published by the
Institution.

3.4. Smluvni strany timto berou na védomi, Ze toto
postoupeni bude uvefejnéno v registru smluv
v souladu se zdkonem ¢. 340/2015 Sb., o registru
smluv, ve znéni pozdéjSich predpisti. Smluvni strany
se dohodly, ze postoupeni uveiejni zdravotnické
zatizeni.

3.5 This Assignment is executed in English and Czech
language versions. In the event of any conflict between
these versions, the Czech language version shall
prevail.

3.5. Toto postoupeni je vyhotoveno v anglickém a
Ceském jazykovém znéni. V piipad¢ jakéhokoli
rozporu téchto verzi mit prednost Ceska jazykova
verze.

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE STRANA S PODPISY]
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IN WITNESS WHEREOF the Original Parties and
the Assignee hereto have caused this Assignment to be
duly executed by their authorized representatives as of
the Effective Date. In the event that the Original Parties
and Assignee execute this Assignment by exchange of
electronically signed copies, the Parties agree that,
upon being signed by all Parties, this Assignment will
become effective and binding and that electronic
signatures will constitute evidence of a binding
assignment.

NA DUKAZ CEHOZ pivodni smluvni strany a
postupnik uzaviely toto postoupeni prostiednictvim
svych fadn¢ opravnénych zastupct k datu ucinnosti.
pfipad¢€, Ze puvodni smluvni strany a postupnik toto
postoupeni podepi$i zaslanim podepsanych kopii
elektronicky, smluvni strany souhlasi, Ze toto
postoupeni vstoupi v platnost po podpisu vSemi
stranami, pficemz dikazem o jeho zavaznosti budou
elektronické podpisy.

Agreed to and accepted

Souhlasi a pfijima

ASSIGNEE through Syneos Health, LLC
duly authorised as its attorney-in-fact /
POSTUPNIK prostiednictvim spole¢nosti
Syneos Health, LLC jako jeho Fadného
zmocnénce

Signature / Podpis

Printed Name / Tisténé jméno

Manager SSU & Regulatory
Title / Pozice

14.7.2023

Date / Datum

INSTITUTION / ZDRAVOTNICKE

ZARIZENI

Signature / Podpis

Ing. Vlastimil Vajdak
Printed Name / Tisténé jméno

Director / Reditel
Title / Pozice

19.7.2023

Date / Datum

ASSIGNOR / POSTUPITEL

Signature / Podpis

Printed Name / Tisténé jméno

Authorised representative by the executive on
power of attorney / Zmocnénym zastupcem na
zaklad¢ plné moci

Title / Pozice

10.7.2023

Date / Datum

INVESTIGATOR / ZKOUSEJICI

Signature / Podpis

Printed Name/ Tist€né jméno

Principal Investigator / Hlavni zkouSejici
Title / Pozice

20.7.2023

Date / Datum
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ATTACHMENT 1

PRILOHA 1

STANDARD CONTRACTUAL CLAUSES

STANDARDNI SMLUVNI DOLOZKY

MODULE 4: PROCESSOR TO

MODUL 4: OD ZPRACOVATELE SPRAVCI

CONTROLLER
SECTION I ODDIL I
Clause 1 Dolozka 1

Purpose and scope

Ugel a oblast ptisobnosti

(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.

(a) Uéelem téchto standardnich smluvnich dolozek
je zajistit dodrzovani pozadavkd uvedenych v
nafizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochran¢
fyzickych osob v souvislosti se zpracovanim
osobnich udajii a o volném pohybu téchto tdaji
(obecné natfizeni o ochrané udaji)l, pokud jde o
piedavani osobnich tdaju do tieti zemée

(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 [.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 LA.
(hereinafter each “data importer”) have agreed to
these standard contractual clauses (hereinafter:
“Clauses”).

(b) Strany: (i) fyzicka nebo pravnicka osoba ¢i
osoby, organ ¢i organy vefrejné moci, agentura ¢i
agentury nebo jiny subjekt ¢i jiné subjekty (dale jen
,subjekt® ¢i ,,subjekty*) predavajici osobni udaje,
uvedené v piiloze I ¢asti A (dale jen ,,vyvozce
udaju’), a (ii) subjekt ¢i subjekty ve treti zemi,
piijimajici pfimo nebo nepiimo prostfednictvim
jiného subjektu, jenZ je rovnéZ stranou téchto
dolozek, osobni idaje od vyvozce udaji, uvedené
v priloze I ¢asti A (dale jen ,,dovozce udaju‘),

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

(c) Tyto dolozky se pouziji s ohledem na piedavani
osobnich udaji podle ptilohy I ¢asti B.

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

(d) Dodatek k témto dolozkam obsahujici piilohy,
na né€z se v téchto dolozkach odkazuje, tvofi
nedilnou soucast téchto dolozek

Clause 2

Dolozka 2

Effect and invariability of the Clauses

Uc¢inek a neménnost doloZzek

(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,
provided they are not modified, except to add or
update information in the Appendix. This does not
prevent the Parties from including the standard
contractual clauses laid down in these Clauses in a
wider contract and/or to add other clauses or
additional safeguards, provided that they do not

(a) Tyto dolozky stanovi vhodné zaruky, vcetné
vymahatelnych prav subjektu udaji a ucinné
pravni ochrany, podle ¢l. 46 odst. 1 a ¢l. 46 odst. 2
pism. ¢) nafizeni (EU) 2016/679 a s ohledem na
piedavani dajt od spravci zpracovatelim a/nebo
od zpracovateli  zpracovatelim, standardni
smluvni dolozky podle ¢l. 28 odst. 7 nafizeni (EU)
2016/679, pokud nebudou zménény, s vyjimkou
vybéru vhodného modulu (vhodnych modult)
nebo za Gcelem pridani nebo aktualizace informaci
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contradict, directly or indirectly, these Clauses or
prejudice the fundamental rights or freedoms of
data subjects.

v dodatku. To smluvnim stranam nebrani v tom,
aby zahrnuly standardni smluvni dolozky
stanovené v téchto dolozkach do Sir§i smlouvy
a/nebo pridaly dal$i dolozky nebo dodatecné
zaruky, pokud nebudou piimo nebo nepiimo v
rozporu s témito dolozkami nebo nebudou dotcena
zakladni prava nebo svobody subjektt udaji.

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

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

Clause 3

Dolozka 3

Third-party beneficiaries

Opravnéné tieti strany

(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:

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

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

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

(i1) Clause 8.1 (b) and Clause 8.3(b);

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

(iii) Clause 13;

(iii) dolozka 13;

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

(iv) dolozka 15.1 pism. ¢), d) a e);

(v) Clause 16(e);

(v) dolozka 16 pism. ¢) ;

(vi) Clause 18.

(vi) dolozka 18.

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

(b) Pismenem a) nejsou dotCena prava subjektd
udaji podle natizeni (EU) 2016/679.

Clause 4

Dolozka 4

Interpretation

Vyklad

(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.

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

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

(b) Tyto dolozky je tieba Cist a vykladat s ohledem
na ustanoveni natizeni (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.

(¢) Tyto dolozky nebudou vykladany zadnym
zplisobem, ktery by byl v rozporu s pravy a
povinnostmi stanovenymi v nafizeni (EU)
2016/679.
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Clause 5

Dolozka 5

Hierarchy

Hierarchie

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.

V piipadé¢ rozporu mezi témito dolozkami a
ustanovenimi souvisejicich dohod mezi stranami,
které existovaly v dob¢ sjednani téchto dolozek,
nebo které byly uzavieny aZz po jejich sjednani,
maji tyto dolozky piednost.

Clause 6

Dolozka 6

Description of the transfer(s)

Popis predavani

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.

Podrobnosti tykajici se pifedavani, zejména
kategorie osobnich udaju, které jsou predavany, a
ucel nebo ucely, pro které jsou predavany, jsou
uvedeny v priloze I ¢asti B.

Clause 7 — Optional

Dolozka 7 — volitelna

Docking clause

Dolozka o pristoupeni

N/A Neaplikovatelné
SECTION II - OBLIGATIONS OF THE ODDIL II - POVINNOSTI STRAN
PARTIES
Clause 8 Dolozka 8

Data protection safeguards

Zaruky ochrany udaju

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

Vyvozce udaju zaruCuje, ze vynalozil pfimétené
usili, aby mohl stanovit, zda je dovozce udaju
schopen — zavedenim vhodnych technickych a
organizac¢nich opatieni — plnit své povinnosti podle
téchto dolozek.

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.

(a) Vyvozce udajii zpracovava osobni idaje pouze
na zaklad¢é doloZenych pokynl od dovozce udaju,
ktery jedna jako jeho spravce

(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.

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

(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.

(c) Dovozce udaji se zdrzi piijiméni jakychkoli
opatieni, ktera by vyvozci tdaji branila v plnéni
jeho povinnosti podle nafizeni (EU) 2016/679,
mimo jiné v kontextu dil¢itho zpracovani, nebo
pokud se jedna o spolupraci s piislusSnymi
dozorovymi urady.

(d) After the end of the provision of the processing
services, the data exporter shall, at the choice of the

(d) Po skonceni poskytovani zpracovatelskych
sluzeb vyvozce udajii v souladu s volbou dovozce
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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.

udaji vymaze vSechny osobni udaje zpracovavané
jménem dovozce udaji a potvrdi dovozci Gdaju, Ze
tak ucinil, nebo dovozci tdaja vrati v§echny osobni
udaje zpracovavané jeho jménem a vymaze
vSechny existujici kopie.

8.2 Security of processing

8.2 Zabezpeceni zpracovani

(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 wunlawful 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.

(a) Strany zavedou vhodna technicka a organiza¢ni
opatieni k zajis$téni zabezpecfeni tidaji, a to i béhem
pfedavani, a zajisti ochranu pied porusenim
zabezpeCeni vedoucim k néhodnému nebo
protipravnimu zniCeni, Ztrate, zmeéné,
neopravnénému poskytnuti nebo zpiistupnéni (dale
jen ,poruseni zabezpeceni osobnich udaju‘). Pri
posuzovani vhodné tUrovné zabezpeceni strany
nalezit¢ zohledni aktualni stav techniky, naklady
na provedeni, povahu osobnich udaji, povahu,
rozsah, kontext a ucel nebo Ucely zpracovani a
rizika pro subjekty tidajii spojena se zpracovanim,
a zejména zvazi pouziti Sifrovani nebo
pseudonymizace, a to i behem ptedavani, pokud Ize
timto zptisobem splnit G¢el zpracovani.

(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.

(b) Vyvozce udaji pomaha dovozci udaji pii
zajisStovani odpovidajictho zabezpeceni tdaji v
souladu s pismenem a). V piipadé poruseni
zabezpeceni osobnich udaji tykajiciho se osobnich
udajii zpracovavanych vyvozcem udaji podle
téchto dolozek vyvozce udajii poda hlaseni dovozci
udaji bez zbyte¢ného odkladu poté, co se 0 ném
dozvédél, a dovozci udaji bude pii TfeSeni
uvedeného poruSeni napomocen.

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

(c) Vyvozce udaju zajisti, aby se osoby opravnéné
zpracovavat osobni udaje zavazaly k ml¢enlivosti,
nebo aby se na né vztahovala zdkonna povinnost
mlcenlivosti.

8.3 Documentation and compliance

8.3. Dokumentace a plnéni povinnosti

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

(a) Strany musi byt schopny prokézat dodrzovani
téchto dolozek.

(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.

(b) Vyvozce udaji poskytne dovozci tidaji veskeré
informace potfebné k doloZeni toho, Ze byly
splnény povinnosti stanovené v téchto dolozkach,
umozni provedeni auditi a bude k nim pfispivat.

Clause 9

Dolozka 9

[Not applicable]

[Neni relevantni]
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Clause 10

Dolozka 10

Data subject rights

Prava subjektt tdaji

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.

Strany si vzajemné pomahaji pfi odpovidani na
dotazy a z&dosti subjektd udaji podle mistniho
prava pouzitelného na dovozce udaji nebo Vv
piipadé zpracovani tdaji dovozcem udaji v EU
podle natizeni (EU) 2016/679.

Clause 11

Dolozka 11

Redress

Néprava

(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.

(a) Dovozce udaju transparentné a ve snadno
pristupném formatu informuje subjekty udaji
prostfednictvim individualniho oznameni nebo na
svych internetovych strankach o kontaktnim misté
opravnéném vyftizovat stiznosti. Takové misto
neprodlen¢ vyfidi jakékoli stiznosti, které od
subjektu tidajt ptijme.

Clause 12

Dolozka 12

Liability

Odpovédnost

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

(a) Kazda strana je vuci druhé strané / ostatnim
stranam odpovédnd za jakoukoli ujmu, kterou
druhé strané / ostatnim stranam pii poruseni téchto
dolozek zpuisobi.

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

(b) Kazda strana je odpovédna vici subjektu udaja
a subjekt Gdaji ma narok na nahradu jakékoli
hmotné¢ nebo nehmotné wjmy, kterou strana
zplisobi  subjektu  udaji  porusenim  prav
nalezejicich opravnéné treti strané na zakladé
téchto dolozek. Tim neni dotCena odpovédnost
vyvozce Udaji podle natizeni (EU) 2016/679.

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

(c) Pokud je za 0jmu zptisobenou subjektu udaji v
dasledku poruseni téchto dolozek odpoveédna vice
nez jedna strana, nesou spolecnou a nerozdilnou
odpovédnost vSechny odpovédné strany a subjekt
udaji je opravnén proti kterékoli z téchto stran
podat Zalobu u soudu.

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

(d) Smluvni strany se dohodly, Ze pokud je jedna
ze smluvnich stran odpovédna podle pismene ¢), je
opravnéna pozadovat od druhé smluvni strany /
ostatnich smluvnich stran zpét ¢ast ndhrady Gjmy
odpovidajici jeji odpovédnosti za ujmu.

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

(e) Dovozce udaji se nemize dovolavat jednani
zpracovatele nebo dil¢iho zpracovatele, aby se
vyhnul své vlastni odpovédnosti.
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Clause 13

Dolozka 13

[Not applicable]

[Neaplikovatelné]

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

ODDIL III - MISTNI PBAVNi PR,EDPISY A
POVINNOSTI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

Clause 14

Dolozka 14

Local laws and practices affecting compliance
with the Clauses

Mistni pravni pfedpisy a postupy majici dopad na
dodrzovani dolozek

(a) The Parties warrant that they have no reason to
believe that the laws and practices in the third
country of destination applicable to the processing
of the personal data by the data importer, including
any requirements to disclose personal data or
measures authorising access by public authorities,
prevent the data importer from fulfilling its
obligations under these Clauses. This is based on
the understanding that laws and practices that
respect the essence of the fundamental rights and
freedoms and do not exceed what is necessary and
proportionate in a democratic society to safeguard
one of the objectives listed in Article 23(1) of
Regulation (EU) 2016/679, are not in contradiction
with these Clauses.

(a) Strany zarucuji, ze nemaji diivod se domnivat,
ze pravni predpisy a postupy ve tfeti zemi urceni,
které se vztahuji na zpracovani osobnich Udaji
dovozcem tdaji, véetné jakychkoli pozadavkl na
zptistupnéni osobnich udaji nebo opatieni,
kterymi se povoluje pfistup organiim vefejné moci,
brani dovozci udaji pifi plnéni svych povinnosti
podle téchto dolozek. To je =zalozeno na
piedpokladu, ze pravni predpisy a postupy, které
respektuji podstatu zékladnich prav a svobod a
nepiekracuji to, co je v demokratické spolecnosti
nezbytné a piiméfené k zajisténi jednoho z cild
uvedenych v ¢l. 23 odst. 1 nafizeni (EU) 2016/679,
nejsou v rozporu s témito dolozkami.

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

(b) Smluvni strany prohlasuji, Ze pfi poskytovani
zaruky uvedené v pismenu a) nalezit¢ zohlednily
zejména nasledujici prvky:

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

(1) konkrétni okolnosti predani, véetné¢ délky
zpracovatelského fetézce, pocCtu zapojenych
subjektli a pouzitych kanalti pro pfenos udajd,
zamySlené dalsi predani, druh pfijemce, ucely
zpracovani, kategorie a format predavanych
osobnich udajti, hospodarské odvétvi, v némz se
piedavani uskuteciiuje, misto, kde se predané udaje
uchovavaji;

(i1) the laws and practices of the third country
of destination— including those requiring the
disclosure of data to public authorities or
authorising access by such authorities — relevant in
light of the specific circumstances of the transfer,
and the applicable limitations and safeguards;

(ii) pravni pfedpisy a postupy tfeti zemée urceni —
véetn¢ téch, které vyzaduji zpfistupnéni udaji
organtim veiejné moci nebo povoluji ptistup téchto
organii — relevantni s ohledem na konkrétni
okolnosti predani, jakoz i pouzitelnd omezeni a
zaruky

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

(ii1) veskeré prislusné smluvni, technické nebo
organizacni zaruky zavedené za ucelem doplnéni
zaruk podle téchto dolozek, vcetné opatieni
uplatiovanych béhem piedani a zpracovani
osobnich udaji v zemi urceni
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(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.

(c) Dovozce udaju zaruCuje, Ze pii provadéni
posouzeni podle pismene b) vynalozil maximalni
usili, aby poskytl vyvozci Udaji relevantni
informace, a souhlasi s tim, Ze bude pfi zajistovani
dodrzovani téchto dolozek s vyvozcem udajd i
nadale spolupracovat.

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

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

(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).

(e) Dovozce udaju souhlasi s tim, Ze neprodlené
uvédomi vyvozce 0daji, pokud ma po vyjadieni
souhlasu s témito ustanovenimi a po dobu trvani
smlouvy diivod se domnivat, Ze se na n¢j vztahuji,
nebo se zacaly vztahovat pravni predpisy nebo
postupy, které nejsou v souladu s pozadavky podle
pismene a), a to 1 po zmén¢é v pravnich piedpisech
tteti zemée nebo opatieni (jako je naptiklad zadost
o poskytnuti udaji), jez svéd¢i o tom, ze
uplatiovani téchto pravnich predpist v praxi neni
v souladu s pozadavky uvedenymi v pismeni a).

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

apply.

(f) Po oznameni podle pismene e), nebo pokud ma
vyvozce udaju jinak ddivod se domnivat, Ze
dovozce udaji jiz nemuze plnit své povinnosti na
zéakladé téchto dolozek, vyvozce udaji neprodlené
uréi vhodna opatieni (napf. technickd nebo
organizaéni opatfeni k zajisténi bezpecnosti a
daveérnosti), ktera ma pfijmout vyvozce udaji
a/nebo dovozce udaju k feseni situace [pokud jde o
modul 3: pfipadné po konzultaci se spravcem].
Vyvozce udajii pozastavi predavani udaji, pokud
se domniva, Ze pro toto predavani nemohou byt
zajistény zadné vhodné zaruky, nebo pokud mu da
pokyn [pokud jde o modul 3: spravce nebo]
pfislusny dozorovy ufad. V tomto piipadé je
vyvozce udaji opravnén vypoveédét smlouvu,
pokud jde o zpracovani osobnich udaji podle
téchto dolozek. Jestlize smlouva zahrnuje vice nez
dvé smluvni strany, mtze vyvozce udajl toto pravo
na vypovézeni uplatnit pouze ve vztahu k pfislusné
strané, pokud se strany nedohodly jinak. Jestlize je
smlouva vypovézena podle této dolozky, pouzije se
dolozka 16 pism. d) a e).

Clause 15

Dolozka 15

Obligations of the data importer in case of access
by public authorities

Povinnost dovozce udaji v piipadé¢ pristupu
organti vefejné moci

15.1 Notification

15.1 Oznamenti
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(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:

(a) Dovozce udaju souhlasi s tim, ze neprodlené
uvédomi vyvozce tdajl, a je-li to mozné, subjekt
udaji (v ptipadé potfeby s pomoci vyvozce udaji),
pokud:

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

(1) na zaklad¢ pravnich piedpist zeme uréeni
obdrzi pravné zavaznou zadost od organu vefejné
moci, veetné soudnich organl, o zpfistupnéni
osobnich udaji predanych podle téchto dolozek;
takové oznameni  obsahuje informace o
pozadovanych osobnich udajich, dozadujicim
organu, pravnim zakladu Zzadosti a poskytnuté
odpoveédi, nebo

(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.

(i1) se dozvi o jakémkoli pfimém pfiistupu
organi  vefejné moci k osobnim udajim
pfedavanym podle téchto dolozek v souladu s
pravnimi predpisy zemé& urceni; takové oznameni
obsahuje vSechny informace dostupné dovozci.

(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.

(b) Pokud je podle pravnich ptedpist zemé urceni
dovozci udaji zakazano informovat vyvozce udaji
a/nebo subjekt tdaji, souhlasi dovozce udajii s tim,
ze za ucCelem co nejrychlejsiho sdéleni co
nejvétsiho mnozstvi informaci vynalozi maximalni
usili, aby od tohoto zakazu bylo upusténo. Dovozce
udaji souhlasi, ze zdokumentuje své maximalni
usili, aby je mohl na zadost vyvozce udaju
prokazat.

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

(c) Je-li to povoleno pravnimi predpisy zemé
uréeni, dovozce tdaji souhlasi, Ze bude poskytovat
vyvozci udaju v pravidelnych intervalech po dobu
trvani smlouvy co nejrelevantnéjsi informace o
prijatych zadostech (zejména informace o poctu
zadosti, druhu poZadovanych tdajt, dozadujicim
organu nebo organech, zda byly tyto zadosti
napadeny a vysledek takového napadeni atd.).

(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.

(d) Dovozce udaji souhlasi s tim, Ze po dobu trvani
smlouvy bude informace podle pismene a) az c)
uchovavat a na vyzadani je poskytne pfislusnému
dozorovému tradu.

(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.

(e) Pismeny a) az c) neni dotéena povinnost
dovozce udajt podle dolozky 14 pism. e) a dolozky
16 neprodlené¢ informovat vyvozce tdaji, pokud
neni schopen tyto dolozky dodrzovat.

15.2 Review of legality and data minimisation

15.2 Prezkum zakonnosti a minimalizace udaju
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(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).

(a) Dovozce udaju souhlasi s tim, ze pfezkouma
zakonnost zadosti o poskytnuti tidajd, zejména zda
nepiekro¢ila meze  pravomoci  udélenych
dozadujicimu organu vefejné moci, a ze zadost
napadne, pokud po peclivém posouzeni dojde k
zaveéru, ze existuji opodstatnéné divody se
domnivat, ze zadost je podle pravnich predpist
zem¢  urCeni, platnych  zavazki  podle
mezinarodnitho  prava azasad mezinarodni
zdvorilosti protipravni. Dovozce Udaji za stejnych
podminek vyuziva moznosti odvolani. Pri
napadeni zadosti dovozce udaju ptijme predbézna
opatfeni s cilem pozastavit u€inky zadosti, dokud
pfislusny soudni organ nerozhodne o jeji
opodstatnénosti. Nezpiistupni pozadované osobni
udaje, dokud mu takova povinnost nebude
stanovena na zéklad¢ platnych procesnich pravidel.
Témito pozadavky nejsou dotéeny povinnosti
dovozce udaji podle dolozky 14 pism. 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.

(b) Dovozce udaju souhlasi, ze zdokumentuje své
pravni posouzeni i jakékoli napadeni Zadosti o
poskytnuti udajii a v rozsahu povoleném pravnimi
pfedpisy zemé urceni zptistupni dokumentaci
vyvozci Udaji. Na pozadani ji rovnéz zpiistupni
ptislusnému dozorovému ufadu.

(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.

(c) Dovozce udaji souhlasi s poskytnutim
minimalniho pfipustného mnozstvi informaci pfi
odpovédi na zadost o zpiistupnéni, a to na zaklade
piiméfeného vykladu zadosti.

SECTION IV — FINAL PROVISIONS

ODDIL IV - ZAVERECNA USTANOVENI

Clause 16

Dolozka 16

Non-compliance with the Clauses and termination

Nedodrzeni dolozek a vypovézeni

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

(a) Dovozce tdaji neprodlen¢ informuje vyvozce
udaji, pokud neni z jakéhokoli divodu schopen
tyto dolozky dodrzet.

(b) In the event that the data importer is in breach
of these Clauses or unable to comply with these
Clauses, the data exporter shall suspend the
transfer of personal data to the data importer until
compliance is again ensured or the contract is
terminated. This is without prejudice to Clause

14(f).

(b) Pokud dovozce udajti porusi tyto dolozky nebo
neni schopen tyto dolozky dodrzet, vyvozce udaji
pozastavi pfedavani osobnich udaju dovozci udaju,
dokud neni dodrZzovani opét zajisténo nebo
smlouva vypovézena. Timto neni dotcena dolozka
14 pism. f).
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(c) The data exporter shall be entitled to terminate
the contract, insofar as it concerns the processing
of personal data under these Clauses, where:

(c)Vyvozce udaji je opravnén vypoveédét smlouvu
v rozsahu, v némz se jedna o zpracovani osobnich
udaju podle téchto dolozek, pokud:

@) 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;

@) vyvozce udaji pozastavil predavani
osobnich udaju dovozci udaji podle pism. b) a
dodrzovani téchto dolozek neni v pfimétené lhiate
a v kazdém ptfipadé¢ do jednoho mésice od
pozastaveni obnoveno;

(i1) the data importer is in substantial or
persistent breach of these Clauses; or

(ii) dovozce udaji tyto dolozky podstatné
nebo trvale porusuje nebo

(ii1) the data importer fails to comply with a
binding decision of a competent court or
supervisory authority regarding its obligations
under these Clauses. In these cases, it shall inform
the competent supervisory authority of such non-
compliance. Where the contract involves more than
two Parties, the data exporter may exercise this
right to termination only with respect to the
relevant Party, unless the Parties have agreed
otherwise.

(1i1) dovozce Udaji  nedodrzi  zavazné
rozhodnuti pfislusného soudu nebo dozorového
uradu tykajiciho se jeho povinnosti podle téchto
dolozek. V takovych piipadech o nedodrZeni
informuje pfislusny dozorovy. Pokud smlouva
zahrnuje vice nez dv€ smluvni strany, muze
vyvozce udaju toto pravo na vypovézeni uplatnit
pouze ve vztahu k prislus$né strané, pokud se strany
nedohodly jinak.

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

(d) Osobni tdaje shromazdéné vyvozcem udaji v
EU, které byly pfedany pied vypovézenim
smlouvy podle pismene c), musi byt neprodlen¢
vymazany v celém rozsahu, vcetné veSkerych
jejich kopii.] Dovozce udaji potvrdi vyvozci
udajii, Zze byly udaje vymazany. Dokud nejsou
udaje vymazany nebo vraceny, dovozce udaji
nadale zajistuje soulad s témito dolozkami. V
piipadé, ze se na dovozce udaju vztahuji mistni
pravni predpisy, které mu zakazuji pfedané osobni
udaje vratit nebo vymazat, dovozce udaji zarucuje,
ze bude i nadale zajiStovat dodrzovani téchto
dolozek a bude tdaje zpracovavat pouze v takovém
rozsahu a tak dlouho, jak to uvedené mistni pravo
vyzaduje.

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

(e) Kterakoli ze stran mtiZze odvolat sviij souhlas s
tim, Ze bude vazana témito dolozkami, pokud

@) 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

1) Evropska komise piijme rozhodnuti podle
¢l. 45 odst. 3 natizeni (EU) 2016/679 tykajici se
predavani osobnich udaj, na které se tyto dolozky
vztahuji, nebo

(i1) 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

(i1) se natizeni (EU) 2016/679 stane soucasti
pravniho ramce zemé, do které jsou osobni udaje
pfedavany. Tim nejsou dotceny dal§i povinnosti
vztahujici se na dotéené zpracovani podle nafizeni
(EU) 2016/679.
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processing in question under Regulation (EU)
2016/679.

Clause 17

Dolozka 17

Governing law

Rozhodné prévo

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

Tyto dolozky se fidi pravem zemé, jeZ umoznuje
uplatilovat prava naleZejici opravnéné tieti strané.
Strany se dohodly, Ze se budou fidit pravem Ceské
republiky.

Clause 18

Dolozka 18

Choice of forum and jurisdiction

Volba soudu a prislusnost

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

Veskeré spory vyplyvajici z téchto dolozek budou
feSeny soudy Ceské replubliky.

APPENDIX

DODATEK

ANNEX 1

PRILOHA I

A. LIST OF PARTIES

A. SEZNAM SMLUVNICH STRAN

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]

Vyvozce (vyvozci) udajia: /[Totoznost a kontaktni
udaje vyvozce/vyvozcii udajii a v prislusném
pripadé  jeho/jejich povérence pro ochranu
osobnich udajii a/nebo zastupce v Evropské unii]

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

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

Address: Pekarska 53, 602 00 Brno, Czech
Republic

Adresa: Pekatska 53, 602 00 Brno, Ceska republika

Contact person’s name, position and contact
details:

, Data Protection
Officer, e-mail: dpo@fnusa.cz

Jméno, funkce a kontaktni udaje kontaktni osoby:

I o+ éienec pro

ochranu osobnich udaji, e-mail: dpo@fnusa.cz

Activities relevant to the data transferred under
these Clauses:

Cinnosti relevantni pro predavani udajii na zakladg
téchto dolozek:

Processing of personal data in connection with the
conduct of the Trial sponsored by data importer in
order to conduct the Trial, including any post-study
activities (such as data reconciliation), comply with
any regulatory requirements, provide assistance
and/or supervise the performance of the clinical
trial agreement or Trial related agreements, to
determine the involvement of the data subjects in
research/studies,to  carry out  professional
performance evaluation.

Zpracovani  osobnich Udaji  ve  spojitosti
s provadénim klinického hodnoceni
sponzorovaného dovozcem udaji  za ucelem

provadéni klinického hodnoceni, véetné Cinnosti
provadénych po skonéeni studie (naptiklad
sesouhlaseni  udaji), soulad s regulacnimi
pozadavky, poskytovani asistence nebo provadéni
dohledu nad plnénim smlouvy o klinickém
hodnoceni nebo smluv souvisejicich s klinickym
hodnocenim za ucelem urceni zapojeni subjektli
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udaji do vyzkumu/studii, provadéni evaluace
odborného vykonu.

This includes, in particular, (i) processing of
Trialteam  members, including  principal
investigator, sub-investigators, research staff
(i1).the collection of key coded personal data from
Trial subjects for , analysis, monitoring and
documentation of the patients' reaction to the
medicinal product under the Trial protocol,
processing of the findings obtained and transfer to
the data importer in pseudonymized form as well
as reporting adverse events to the data importer and
the competent authorities.

Patii sem zejména (i) zpracovani udaji clent
vyzkumného tymu, v¢etné hlavniho zkousejiciho,
spoluzkousejicich, vyzkumnych pracovnikl, (ii)
shromazd’ovani  osobnich  udaji  subjektil
klinického hodnoceni kodovanych klicem pro
ucely analyzy, monitorovani a dokumentace
reakce pacienti na 1éCivy pripravek podle

protokolu  klinick¢ého hodnoceni, zpracovani
ziskanych vysledk a pfenos udaju
v pseudonymizované formé dovozci udaju,

stejné jako hlaseni nezadoucich pifihod dovozci
udaju a pfislusnym organim.

Signature and date: Each party’s signature to the
Agreement shall be considered a signature to the
Standard Contractual Clauses to the extent that the
Standard Contractual Clauses apply hereunder

Podpis a datum: Podpis kazdé strany na této
smlouvé se povazuje za podpis standardnich
smluvnich dolozek v rozsahu, v jakém plati
standardni smluvni dolozky podle této smlouvy.

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

Uloha (spravce/zpracovatel): Zpracovatel ...

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

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

1. Name: Otsuka Pharmaceutical
Development & Commercialization,
Inc. in their capacity as data controller
who has authorized Syneos Health UK
Limited with principal offices located in
the United Kingdom at Farnborough
Business Park, 1 Pinehurst Road,
Farnborough, Hampshire, GU14 7BF,
United Kingdom together with its parent
companies, affiliates and subsidiaries, to
sign these clauses in the name and on
behalf of the Sponsor

1. Jméno/nazev: Otsuka Pharmaceutical
Development & Commercialization,
Incv postaveni spravce udaji, ktery
zmocnil spole¢nost Syneos Health UK
Limited se sidlem ve Spojeném kralovstvi
na adrese Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire,
GU14 7BF, Spojené kralovstvi, vcetné
matefskych, pfidruzenych a dcefinych
spole¢nosti, k podpisu téchto dolozek
jménem a na ucet zadavatele.

Address 2440 Research Boulevard, Rockville,
Maryland 20850, United States

Adresa: 2440 Research Boulevard, Rockville,
Maryland 20850, United States

Contact person’s name, position and contact
details:

Data Privacy Officer, privacyofficer@otsuka-

us.com

Jméno, funkce a kontaktni udaje kontaktni osoby:

Povétenec pro ochranu  osobnich

privacyofficer@otsuka-us.com

udaj,

Protocol Number 15-AVP-786-303 — Site Name Fakultni nemocnice u sv. Anny v Brné¢ — PI Name
Cislo ﬁrotokolu 15-AVP-786-303 — nazev centra Fakultni nemocnice u sv. Anny v Brn¢ — jméno hlavniho zkousejiciho

18/21




Confidential /

Duveérné

Activities relevant to the data transferred under
these Clauses:

Cinnosti relevantni pro predavani Gidajt na zakladé
téchto dolozek:

Processing of personal data in connection with the
Trial sponsored by data importer in order toensure
the supervision of conduct the Trial, including any
post-study activities (such as data reconciliation),
compliance with any regulatory and legal
requirements, provide assistance and/or supervise
the performance of the clinical trial agreement or
Trial related agreements, to determine the
involvement of the data subjects in
research/studies,to  carry out  professional
performance evaluation.

Zpracovani osobnich udaji  ve  spojitosti
s provadénim klinického hodnoceni
sponzorovaného dovozcem Udaji  za Gcelem

provadéni klinického hodnoceni, véetné Cinnosti
provadénych po skonceni studie (naptiklad
sesouhlaseni  udaji), soulad s regulacnimi
pozadavky, poskytovani asistence nebo provadéni
dohledu nad plnénim smlouvy o klinickém
hodnoceni nebo smluv souvisejicich s klinickym
hodnocenim za telem uréeni zapojeni subjektt
udaji do vyzkumu/studii, provadéni evaluace
odborného vykonu.

This includes, in particular, (i) processing of
Trialteam  members, including  principal
investigator, sub-investigators, research staff
(ii).the collection of key coded personal data from
Trial subjects for , analysis, monitoring and
documentation of the patients' reaction to the
medicinal product under the Trial protocol,
processing of the findings obtained and transfer to
the data importer in pseudonymized form as well
as reporting adverse events to the data importer and
the competent authorities.

Patii sem zejména (i) zpracovani udaji c¢lent
vyzkumného tymu, v¢etné hlavniho zkousejiciho,
spoluzkousejicich, vyzkumnych pracovniki, (ii)
shromazd’ovani  osobnich  udaji  subjektt
klinického hodnoceni kodovanych kli¢em pro
ucely analyzy, monitorovani a dokumentace
reakce pacienti na 1éCivy pripravek podle
protokolu klinického hodnoceni, zpracovani
ziskanych vysledka a pfenos udajt
v pseudonymizované¢ formé dovozci udajl,
stejné jako hlaseni nezadoucich piihod dovozci
udaju a ptislusnym organim.

Signature and date: Each party’s signature to the
Agreement shall be considered a signature to the
Standard Contractual Clauses to the extent that the
Standard Contractual Clauses apply hereunder

Podpis a datum: Podpis kazdé strany na této
smlouvé se povazuje za podpis standardnich
smluvnich dolozek v rozsahu, v jakém plati
standardni smluvni dolozky podle této smlouvy.

Role (controller/processor): Controller

Uloha (spravce/zpracovatel): Spravce

B. DESCRIPTION OF TRANSFER

B. POPIS PREDANI

Categories of data subjects whose personal data is
transferred

Kategorie subjektti udaji, jejichz osobni udaje se
predavaji

e Study team members, including principal
investigator, sub-investigators, research
staffinvolved in the Trial

o Clenové vyzkumného tymu, véetné
hlavniho zkousejiciho, spoluzkousejicich,
vyzkumnych spolupracovnikl v
pracujicich na klinické studii
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e Patients (to the extent codified data could
be deemed personal data).

e Pacienti (v rozsahu, v jakém lze
kodifikované udaje povazovat za osobni
udaje)

Categories of personal data transferred

Kategorie pfedavanych osobnich tdaji

e Study team members: Name, business
contact details, CV details, role performed
in the Trial.

e Clenové studijniho tymu: Jméno,
kontaktni iidaje, zivotopisné udaje, role
vykonavana ve studii.

e Patients: As described in detail below,
patient data is converted into key coded
data prior to transfer to the data importer.
The key coded data is provided to the data
importer in a case report form as required
by the protocol for the Trial.

e Pacienti: Jak je podrobné popsano nize,
udaje o pacientech jsou pied pfenosem
dovozci udaju prevedeny na kédované
udaje. Kli¢ové kodované udaje jsou
dovozci udaju poskytnuty ve formulari
zpravy o piipadu, jak to vyzaduje protokol
o klinickém hodnoceni.

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

Citlivé udaje, které se predavaji (v prislusnych
ptipadech), a uplatnénd omezeni nebo zaruky, jez
plné€ zohlediiuji povahu dajii a souvisejici rizika,
napfiklad pfisné ucelové omezeni, omezeni
piistupu (vcetné pfistupu pouze pro zameéstnance,
ktefi absolvovali specializované Skoleni), vedeni
zaznamu o piistupu k udajim, omezeni pro dalsi
predavani nebo dodate¢na bezpecnostni opatteni.

Key coded data. In particular, patients’ medical
information is previously codified by the data
exporter in such a way that this medical information
cannot be attributed to a specific patient without the
use of the code, being such code kept separately by
the data exporter only and subject by the data
exporter to technical and organisational measures to
ensure non-attribution to an identified or
identifiable patient.

Klicové kodované udaje. Zejména zdravotni
informace pacienti jsou predem kodovany
vyvozcem udaji takovym zpusobem, ze tyto
zdravotni informace nelze pfifadit konkrétnimu
pacientovi bez pouziti kodu, pricemz tento kod je
uchovavan oddélené pouze vyvozcem udaji a
podléha technickym a organiza¢nim opatienim
vyvozce Udaji, aby bylo zajisténo, ze nebude
pfifazen identifikovanému nebo
identifikovatelnému pacientovi.

The frequency of the transfer (e.g. whether the data
is transferred on a one-off or continuous basis).
Personal data is transferred on an ongoing basis, for
the duration of the Trial entitled “A Phase 3,
Multicenter, Long-term, Extension Study of the
Safety and Efficacy of AVP-786 (deuterated [d6]
dextromethorphan hydrobromide [do-
DM]/quinidine sulfate [Q]) for the Treatment of
Agitation in Patients with Dementia of the
Alzheimer‘s Type”(“Trial”)

Cetnost predavani (napf. zda jsou udaje predavany
jednorazové nebo pribézn¢). Osobni tdaje jsou
pfedavany pribézné po dobu trvani klinického
hodnoceni s nazvem ,,Multicentricka dlouhodoba
prodlouzena studie faze 3 hodnotici bezpecnost a
snaSenlivost piipravku AVP-786 (deuterovany
[d6] dextrometorfan-hydrobromid [d6-
DM]/chinidin-sulfat [Q]) v 1écb¢é agitovanosti u
pacientd s demenci Alzheimerova typu“ (,,klinické
hodnoceni®)
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Confidential /

Duveérné

Nature of the processing

Povaha zpracovani

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

Shromazd’ovani, zaznamendvani, monitorovani,
organizovani, ukladani, pouzivani, zpfistupiiovani,

kombinovani, vyhledavani, nahliZeni,
pozménovani, predavani, archivace a/nebo
vymazavani.

Purpose(s) of the data transfer and further
processing

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

. provide assistance and/or supervise the
performance of the clinical trial agreement.

. conduct the Trial, including any post-study
activities (such as data reconciliation).

. carry out professional performance
evaluation.

. determine the involvement of the data
subjects in future research/studies.

. comply with any regulatory requirements.

Ucel nebo ucely piedani udaju a dalsi zpracovani

Predavani se provadi pro nasledujici
klinického hodnoceni, véetné:

ucely

. poskytovat pomoc a/nebo dohlizet na
plnéni smlouvy o klinickém hodnoceni.

. provadéni klinického hodnoceni, véetné
vSech ¢innosti po ukonceni klinického hodnoceni
(napt. odsouhlaseni udaju).

. provadét odborné hodnoceni vykonu.

. rozhodnout o zapojeni subjekt udaji do
budouciho vyzkumu/studie.

. dodrzovat veskeré regulacni pozadavky.

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

The personal data will be retained for the period
mentioned in the informed consent form and any
period required under applicable laws.

Doba, po kterou budou osobni udaje uchovavany,
nebo neni-li ji mozné urcit, kritéria pouzita pro
stanoveni této doby Osobni udaje budou
uchovavany po dobu uvedenou ve formulafi
informovaného souhlasu a po dobu vyZzadovanou
platnymi pravnimi piedpisy.

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

n/a

Pokud jde o pfedavani (dil¢im) zpracovatelim,
rovnéz uvedte pfedmét, povahu a trvani
zpracovani

neaplikovatelné
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