DATA PROCESSING CONSENT

BETWEEN

SPONSOR

ACTICOR BIOTECH having their registered office at ---
at Inserm U1148-Hoépital Bichat, 46, rue Henri Huchard,
75018 Paris Cedex 18, France

Hereafter referred to as ‘SPONSOR’ or ‘the Data Controller’

AND

Fakultna nemocnica Nitra

having their registered office at Spitalska 6, 950 01 Nitra,
Slovak Republic, ID No.: 17336007, VAT No.: 2021205197
Represented by: JUDr. Marian Korytiak, PhD., Director,
Hereafter referred to as ‘CENTER’ or ‘the Data Processor’

Hereafter together referred as “THE PARTIES’

WHEREAS the Parties have entered into a CLINICAL
TRIAL AGREEMENT [DATE] (‘the Contract’) in
connection with the Processing of Personal Data during the
performance of the Services as defined in Article 10 of the
Contract.

WHEREAS the entry into force of the EU n° 2016/679
General Data Protection Regulation (‘GDPR’), CENTER
acts as a Data Processor as defined under Article 4(8) of the
GDPR (“Data Processor”) for SPONSOR who acts as Data
Controller as defined under Article 4(7) of the GDPR (“Data
Controller”), as CENETR processes Personal Data for
SPONSOR as set out in Annex 1 of this Data Processing
Consent.

NOW THEREFORE, the Parties agree to set out this Data
Processing Consent in order to comply with the requirements
of the GDPR, especially Article 28 ‘Processor’. This Data
Processing Consent, including its Annex 1, supersede any
provisions of the Contract relating to Personal Data
protection (if any).

SUHLAS O SPRACOVAVANI UDAJOV
MEDZI

ZADAVATELOM

ACTICOR BIOTECH so sidlom na adrese Inserm U1148-
Hopital Bichat, 46, rue Henri Huchard, 75018 Paris Cedex
18, Franctuzsko

Dalej len ,,ZADAVATEL* alebo ,,Prevadzkovatel udajov*

A

Fakultna nemocnica Nitra so sidlom na adrese Spitalska 6,
950 01 Nitra, Slovenska republika, 1CO: 17336007, DIC:
2021205197, zastipena JUDr. Marianom Korytiakom, PhD.,
riaditel'om,

Dalej len ,,CENTRUM* alebo ,,Sprostredkovatel’ idajov*

Dalej spolo¢ne len ,,ZMLUVNE STRANY*

PRICOM Zmluvné strany uzavreli ZMLUVA O
KLINICKOM SKUSANI [DATUM] (dalej len ,,Zmluva®)
v suvislosti so spracovavanim osobnych udajov pocas
poskytovania sluzieb, ako je definované v ¢lanku 10 zmluvy.

PRICOM nadobudnutim u¢innosti Vieobecného nariadenia
EU &. 2016/679 o ochrane udajov (dalej len ,,GDPR®),
CENTRUM vystupuje ako sprostredkovatel’ idajov podla
definicie v ¢lanku 4 ods. 8 nariadenia GDPR
(,.Sprostredkovatel' tidajov”) pre ZADAVATELA, ktory
vystupuje ako prevadzkovatel' tidajov podla definicie v
¢lanku 4 ods. 7 nariadenia GDPR (d’alej len ,,Prevadzkovatel’
udajov®), ked’ze CENTRUM spracovava osobné udaje pre
ZADAVATELA, ako je uvedené v prilohe 1 tohoto Sthlasu
0 spracovavani udajov.

PRETO sa zmluvné strany dohodli podpisat’ tento Stihlas 0
spracovavani udajov tak, aby bola v sulade s poziadavkami
GDPR, najmi s clankom 28 ..Sprostredkovatel™. Tento
Suhlas o spracovdvani udajov vratane jej prilohy 1 nahradza
vSetky ustanovenia zmluvy tykajice sa ochrany osobnych

udajov (ak také existuju).

ACTICOR BIOTECH - ACT-CS-005 -SL02-Hajas-DPC-Final-05Jul2022

Page 1 0of 11




1. DEFINITIONS

1.1 "Data Protection Legislation™ means any applicable
data protection or privacy laws, including:

(i) The EU Regulation n®2016/679 also referred to
as the General Data Protection Regulation
("GDPR"),

(ii) Other applicable laws that are similar or
equivalent to or that are intended to or
implement the law that is identified in (i) of this
definition.

1.2 "Personal Data" means any information relating to an
identified or identifiable natural person (“Data
Subject”), including without limitation pseudonymized
information.

1.3 "Personal Data Breach" means a breach of security
leading to accidental or unlawful destruction, loss,
alteration, unauthorized disclosure of, or access to
Personal Data transmitted, stored or otherwise
processed.

1.4 "Sub-processor" means any third party that CENTER
may engage in accordance with the Data Processing
Consent to process Personal Data on behalf of

SPONSOR in order to provide the Services.

1.5 "Data Subject”, "Processing”, and "Appropriate
Technical and Organizational Measures” shall be

interpreted in accordance with the GDPR.

2. PROCESSING OF PERSONAL DATA

2.1 The Data Processor shall only process the Personal Data
on documented instructions from the Data Controller.
The Data Processor may not process or use Personal
Data for any purpose other than the purpose sets out in
Annex 1, or other than provided in the instructions,
including with regard to transfers of personal data to a
third country or an international organization, unless the
Data Processor is required to do so by European Union
or Member State law to which the Data Processor is

1. DEFINICIE

1.1 ,,Zakony na ochranu udajov“ su vsetky platné zakony
na ochranu udajov alebo sukromia, vratane:

(i) Nariadenia EU ¢. 2016/679 oznatovaného aj
ako Vseobecné nariadenie o ochrane udajov
(,GDPR®),

(i) Inych platnych zakonov, ktoré st podobné
alebo ekvivalentné zakonu, alebo ktoré su
urcené alebo implementuji zakon, ktory je
uvedeny v bode (i) tejto definicie.

1.2 ,,Osobné udaje* znamenaju akékol'vek informacie
tykajuce sa identifikovanej alebo identifikovatelnej
fyzickej osoby (d’alej len ,,Dotknutd osoba‘), okrem
iného aj vratane pseudonymizovanych informacii.

1.3 ,,PorusSenie ochrany osobnych udajov® znamena
porusenie zabezpecenia s nasledkom nahodného alebo
nezakonného zniCenia, straty, zmeny, neopravneného
spristupnenia prenaSanych, uchovavanych alebo inak
spracovavanych Osobnych udajov alebo pristupu k nim.

1.4 ,,Podriadeny spracovavatel* je akakol'vek tretia
stranu, ktora sa CENTRUM moéze v stulade so sahlasom
o spracovavani udajov zapojit do spracovavania
osobnych udajov v mene ZADAVATELA za téelom
poskytovania sluzieb.

1.5 ,,Dotknuta osoba“, ,Spracovavanie“ a , Vhodné
technické a organizacné opatrenia“ sa vykladaju v
sulade s GDPR.

2. SPRACOVAVANIE OSOBNYCH UDAJOV

2.1 Sprostredkovatel udajov bude spracovavat’ osobné
udaje iba na zaklade zdokumentovanych pokynov
Prevadzkovatel'a. Sprostredkovatel’ 0Udajov nesmie

spracovavat’ ani pouZzivat’ osobné udaje na iny ucel, ako

je ucel uvedeny v prilohe 1, alebo iny, ako je uvedeny v

pokynoch, a to ani v suvislosti s prenosmi osobnych

udajov do tretej krajiny alebo medzinarodnej
organizacie, pokial Sprostredkovatel’ udajov nema
takato povinnost’ na zéklade zakona Eurdpskej tnie

alebo clenského Statu, ktory sa na Sprostredkovatela
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2.2

2.3

2.4

3.1

subject. In that case, the Data Processor shall inform the
Data Controller in writing of that legal requirement
before processing, unless that law prohibits such
information on important grounds of public interest.

The Data Processor ensures that any natural person
acting under his authority who has access to the
Personal Data does not process them except on
instructions of the Data Controller, unless he or she is
required to do so by European Union or Member State
law.

If the Data Processor considers an instruction from the
Data Controller to be in violation of the Data Protection
Legislation, the Data Processor shall promptly inform
the Data Controller in writing about this.

The Data Processor shall not transfer Personal Data
outside the European Economic Area, unless the Data
Controller provides his consent thereto. In the event of
such transfer, the Data Processor shall implement
appropriate safeguards.

3. THE DATA PROCESSOR'S OBLIGATIONS

The Data Processor shall implement Appropriate
Technical and Organizational Measures to ensure a
level of security appropriate to the risk for the rights and
freedoms of natural persons and to prevent that the
Personal Data processed is:

(i) Accidentally or unlawfully destroyed, lost or
altered,

(ii) Disclosed or
authorization, or

(iii) Otherwise processed in violation of Data
Protection Legislation.

made available without

2.2

2.3

2.4

3.1

N
udajov
Prevadzkovatel'a udajov o tejto zakonnej poziadavke
pred samotnym spracovavanim, pokial’ tento zikon
takéto informovanie nezakazuje z dblezitych dévodov

udajov  vztahuje. takom

Sprostredkovatel’

pripade  bude
pisomne  informovat

verejného zdujmu.

Sprostredkovatel’ tdajov zabezpeci, aby akakol'vek
fyzické osoba konajuca na zéklade jeho poverenia, ktora
ma pristup k osobnym tdajom, tieto osobné udaje
nespracovavala inak, ako na pokyn Prevadzkovatela
udajov, pokial to nevyzaduje legislativa Eur6pskej unie
alebo ¢lenského Statu.

Ak Sprostredkovatel’ tudajov ustdi, ze pokyn od
Prevadzkovatela tudajov v je rozpore s pravnymi
predpismi o ochrane udajov, Sprostredkovatel’ idajov o
tom bezodkladne pisomne informuje Prevadzkovatel'a
udajov.

Sprostredkovatel’ idajov neprenesie osobné udaje mimo
Europsky hospodarsky priestor, pokial’ k tomu neda
suhlas Prevadzkovatel udajov. V pripade takéhoto
prenosu Sprostredkovatel’ tdajov zavedie primerané
bezpecnostné opatrenia.

3. POVINNOSTI
UDAJOV

SPROSTREDKOVATELA

Sprostredkovatel’ idajov zavedie vhodné technické a

organizatné opatrenia, aby zabezpecil TUroven
bezpecnosti primerant riziku ohrozujucemu prava a
slobody fyzickych o0s6b a zabranil tomu, aby boli

spracovavané osobn¢ udaje:

(i)
alebo zmenené,
(if) Bez povolenia zverejnené alebo spristupnené,

Nahodne alebo nezdkonne zniené, stratené

pripadne
(iii)Inak spracovavané v rozpore s pravnymi
predpismi o ochrane udajov.
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3.2 The Appropriate Technical and Organizational
Measures for ensuring the security of the Processing
must be determined with due regard for:

(i) The current state of the art,

(ii) The costs of their implementation, and

(iii) The nature, scope, context and purposes of
Processing as well as the risk of varying
likelihood and severity for the rights and
freedoms of natural persons.

3.3 The Data Processor shall upon request provide the Data
Controller with sufficient information to enable the
Data Controller to ensure that the Data Processor's
obligations under this Data Processing Consent are
complied with, including ensuring that the Appropriate
Technical and Organizational Measures for ensuring
the security of the Processing have been implemented.

3.4 Taking into account the nature of the Processing, the
Data Processor shall assist the Data Controller, by
means of Appropriate Technical and Organizational
Measures, insofar as this is possible, in fulfilling its
obligation to respond to requests from Data Subjects
pursuant to laws and regulations in the area of privacy
and data protection (such as, the right of access, the
right to rectification, the right to erasure, the right to
restriction of processing, the right to data portability and
the right to object).

3.5 The Data Controller is entitled to appoint, at its own
cost, an auditor experienced in the field of data
protection or IT security, who shall have access to the
Data Processor's data Processing facilities and receive
the necessary information for the sole purpose of
auditing whether the Data Processor has implemented
and maintained said Appropriate Technical and
Organizational Measures for ensuring the security of
the Processing and is in compliance with the obligations
imposed by this Data Processing Consent. The expert
shall upon the Data Processor's request sign a non-
disclosure agreement provided by the Data Processor,
and treat all information obtained or received from the
Data Processor confidentially.

3.2 Vhodné technické a organiza¢né opatrenia na zaistenie
bezpecnosti spracovavania musia byt stanovené s
nalezitym ohl'adom na:

(M Sucasny stav techniky,

(if) Naklady na ich realizaciu, a

(iif) Povahu, rozsah, kontext a Gcely spracovavania,
ako aj riziko roznej pravdepodobnosti a
zavaznosti vo vztahu k pravam a slobodam
fyzickych osdb.

3.3 Sprostredkovatel’ udajov na poziadanie poskytne
Prevadzkovatel'ovi udajov dostato¢né informacie, ktoré
Prevéadzkovatel'ovi idajov umoznia zabezpecit’ splnenie
povinnosti Sprostredkovatel'a tdajov podl'a tohoto
Sthlasu o spracovavani udajov, vratane zabezpecenia
zavedenia vhodnych technickych a organiza¢nych
opatreni na zaistenie bezpecnosti spracovavania udajov.

3.4 S prihliadnutim na povahu spracovavania bude
Sprostredkovatel’ idajov pomahat’, pokial’ je to mozné,
Prevadzkovatel'ovi tidajov prostrednictvom vhodnych
technickych a organizacnych opatreni pri plneni jeho
povinnosti odpovedat na ziadosti dotknutych os6b
podl'a zakonov a predpisov v oblasti ochrany sukromia
a udajov (ako napriklad pravo na pristup, pravo na
opravu, pravo na vymazanie, pravo na obmedzenie
Spracovavania, pravo na prenosnost udajov a pravo
namietat’).

3.5 Prevadzkovatel’ udajov je opravneny na svoje naklady
vymenovat auditora so skusenostami v oblasti ochrany
udajov alebo bezpecnosti IT, ktory bude mat’ pristup k

zariadeniam na spracovavanie udajov
Sprostredkovatela 0dajov a dostane potrebné
informacie  vyluéne na ucely kontroly, i

Sprostredkovatel’ udajov zaviedol a udrziava uvedené
vhodné technické a organiza¢né opatrenia na zaistenie
bezpecnosti spracovavania a ¢i plni povinnosti ulozené
timto Sthlasom o spracovavani uUdajov. Expert na
ziadost' Sprostredkovatela udajov podpise zmluvu o
mlcanlivosti poskytnutu Sprostredkovatel'om udajov a
so vSetkymi informaciami ziskanymi alebo prijatymi od
Sprostredkovatel’a idajov bude zaobchadzat' dovernym
sposobom.
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3.6 The Data Processor must notify the Data Controller
without undue delay after becoming aware and in
writing (including e-mail) about:

(i) Any request for disclosure of Personal Data
processed under this Data Processing Consent
by authorities, unless expressly prohibited
under Data Protection Legislation,

(ii) Any finding of (a) Personal Data Breach that
results in accidental or unlawful destruction,
loss, alteration, unauthorized disclosure of, or
access to, Personal Data transmitted, stored or
otherwise processed by the Data Processor
under this Data Processing Consent, or (b) other
failure to comply with the Data Processor's
obligations under Clause 3, or

(iii) Any request for access to the Personal Data
received directly from the Data Subjects.

The Data Processor shall inform the Data Controller
about events mentioned under Clause 3.6(ii)(a), at the
latest within two (2) days after becoming aware of such
events.

3.7 Such a natification from the Data Processor to the Data
Controller with regard to a breach of security as meant
in Clause 3.6(ii)(a) will contain at least the following

information:

(i) The nature of the Personal Data Breach, stating
the categories and (by approximation) the
number of Data Subjects concerned, and stating
the categories and (by approximation) the
number of the Personal Data affected,

(if) The likely consequences of the Personal Data
Breach, and

(iii) A proposal for measures to be taken to address
the Personal Data Breach, including (where
appropriate) measures to mitigate any possible
adverse effects of such Breach.

3.6 Sprostredkovatel’ idajov je povinny bez zbytocného
odkladu po tom, ¢o sa o tom dozvedel, pisomne (vratane
e-mailu) informovat’ Prevadzkovatela udajov o:

Q) pripadnej ziadosti Gradov o spristupnenie
osobnych tdajov spracovavanych na zaklade tohoto
Sthlasu 0 spracovavani udajov, pokial’ to nie je
vyslovne zakadzané podla pravnych predpisov o
ochrane udajov,

(i) pripadnom zisteni (a) poruSenia ochrany
osobnych udajov, ktoré ma za nasledok nahodné
alebo nezakonné zniCenie, stratu, zmenu,
neopravnené zverejnenie alebo pristup k
osobnym udajom prenaSanym, uchovavanym
alebo inak spracovavanym Sprostredkovatel'om
udajov podla tohoto Suhlasu o spracovavani
udajov, alebo (b ) iné nesplnenie povinnosti
Sprostredkovatela udajov podl'a bodu 3, alebo

(iii) pripadnej zZiadosti o pristup k osobnym tdajom
prijatej priamo od dotknutych osob.
Sprostredkovatel’ udajov bude informovat’
Prevadzkovatel'a udajov o udalostiach uvedenych v
¢lanku 3.6, bod ii), pism. a) najneskor do dvoch (2) dni

po tom, Co sa o takychto udalostiach dozvedel.

3.7 Takéto
Prevadzkovatelovi udajov v suvislosti s porusenim

bezpecnosti, ako je uvedené v ¢lanku 3.6, bod ii), pism.

oznamenie  Sprostredkovatela  dajov

a), bude obsahovat’ minimalne tieto informacie:

(i) povaha porusenia ochrany osobnych udajov,
s uvedenim kategérii a (priblizného) poctu
dotknutych o0s6b a s uvedenim kategorii a
(priblizného) poctu dotknutych osobnych udajov,

(if) pravdepodobné dosledky porusenia ochrany
osobnych udajov a

(iif) navrh opatreni, ktoré sa maju prijat’ na rieSenie
porusenia ochrany osobnych udajov, vratane (ak
je to vhodné) opatreni na
akychkol'vek moznych nepriaznivych G¢inkov

zmiernenie

takéhoto porusenia.
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3.8

4.1

4.2

The Data Processor shall document (and shall keep such
documentation available for the Data Controller) any
Personal Data Breaches, including the facts related to
the Personal Data Breach, its effects and the corrective
measures taken. After consulting with the Data
Controller, the Data Processor shall take any measures
needed to limit the (possible) adverse effects of
Personal Data Breaches (unless such consultation
cannot be awaited due to the nature of the Personal Data
Breach).

The Data Processor assists the Data Controller, taking
into account the nature of Processing and the
information available to the Data Processor, in ensuring
compliance with obligations pursuant to Article 32 to
36 (security of Processing — notification to the
Supervisory Authority and communication to the Data
Subject in case of Personal Data Breach — data
protection impact assessment and prior consultation
with the Supervisory Authority).

4. SUB-PROCESSORS

The Data Processor may only engage a Sub-processor,
with prior specific or general written consent from the
Data Controller. The Data Processor undertakes to
inform the Data Controller of any intended changes
concerning the addition or replacement of a Sub-
processor by providing a reasonable prior written notice
thirty (30) days before the replacement to the Data
Controller. This notification must clearly indicate the
outsourced processing activities, the identity and
contact details of the Sub-processor. The Data
Controller may reasonably and in a duly substantiated
manner within thirty (30) days after receipt of notice
object to the use of a Sub-processor.

It is the responsibility of the Data Processor to ensure
that the Sub-processor provides sufficient guarantees
and has implemented Appropriate Technical and
Organizational Measures in order to ensure that the

3.8

4.1

4.2

Sprostredkovatel’ udajov zdokumentuje (a ponecha
takito dokumentaciu k dispozicii Prevadzkovatelovi
udajov) kazdé porusenie ochrany osobnych tdajov
vratane skutoc¢nosti stuvisiacich s porusenim osobnych
udajov, jeho nasledkov a prijatych napravnych opatreni.
Po konzultacii s Prevadzkovatelom tidajov prijme
Sprostredkovatel’ idajov vSetky opatrenia potrebné na
obmedzenie (moznych) nepriaznivych nasledkov
pripadov porusenia ochrany osobnych udajov (s
vynimkou pripadu, ze takato konzultaciu vzhl'adom na
povahu poruSenia ochrany osobnych tudajov nie je
mozné ocakavart’).

Sprostredkovatel’ tdajov pomaha Prevadzkovatel'ovi
udajov, beric do tuvahy povahu spracovavania a
informdacii, ktoré ma Sprostredkovatel udajov k
dispozicii, pri zabezpeCovani dodrziavania povinnosti
podla ¢l. 32 az 36 (bezpeCnost spracovavania —
oznamenie dozornému organu a komunikdcia s
dotknutymi osobami v pripade porusenia ochrany
osobnych udajov — posudenie vplyvu na ochranu udajov
a predchadzajtica konzultacia s dozornym organom).

4. PODRIADENI SPROSTREDKOVATELIA

Sprostredkovatel' tdajov smie najat’ Podriaden¢ho
sprostredkovatela len s predchadzajiicim konkrétnym
alebo stihlasom

vSeobecnym pisomnym

Prevadzkovatel'a udajov. Sprostredkovatel' udajov sa

zavdzuje informovat Prevadzkovatela udajov o
akychkol'vek zamys$lanych zmenach tykajlicich sa
pridania alebo nahradenia Podriadeného

sprostredkovatel'a tak, Zze Prevadzkovatelovi udajov
tridsat’ (30) dni pred nahradenim poskytne primerané
predchadzajice pisomné oznamenie. Toto ozndmenie
musi jasne uvadzat’ sprostredkovatel'ské Cinnosti, ktoré
su predmetom subdodavky, totoznost’ a kontaktné udaje
Prevadzkovatel

Podriadeného  sprostredkovatela.

udajov moéze do tridsiatich (30) dni od prijatia

oznamenia namietat’ proti vyuzitiu Podriadeného
sprostredkovatel’a.
Je  zodpovednostou  Sprostredkovatela  udajov

zabezpecit’, aby Podriadeny sprostredkovatel’ poskytol
dostatoéné zaruky a zaviedol vhodné technické a

organizatné opatrenia s cielom zabezpeCit, aby
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4.3

5.1

5.2

5.3

Processing of Personal Data will meet the requirements
of the GDPR. Prior to the engagement of a Sub-
processor, the Data Processor shall conclude a written
agreement with the Sub-processor, in which at least the
same data protection obligations as set out in this Data
Processing Consent shall be imposed on the Sub-
processor, including obligations to implement
Appropriate Technical and Organizational Measures
and to ensure that the transfer of Personal Data is done
in such a manner that the Processing will meet the
requirements of the Data Protection Legislation.

The Data Controller has the right to receive a copy of
the relevant provisions of Data Processor's agreement
with the Sub-processor related to data protection
obligations. The Data Processor shall remain fully
liable to the Data Controller for the performance of the
Sub-processor obligations under this Data Processing
Consent. The consent of the Data Controller to the Data
Processor's use of a Sub-processor is without prejudice
for the Data Processor's duty to comply with this Data
Processing Consent.

5. CONFIDENTIALITY

The Data Processor shall keep Personal Data
confidential. The Data Processor must ensure that
persons authorized to process the Personal Data have
committed themselves to confidentiality or are under an
appropriate statutory obligation of confidentiality.

The Data Processor shall not disclose the Personal Data
to third parties or take copies of Personal Data unless
strictly necessary for the performance of the Data
Processor's obligations towards the Data Controller
according to this Data Processing Consent. The Data
Processor shall notify the Data Controller of the
disclosure within thirty (30) days unless Data Protection
Legislation prohibits such notification on important
grounds of public interest.

The Data Processor shall limit the access to Personal
Data to employees for whom access to said Data is

4.3

5.1

5.2

5.3

spracovavanie osobnych tdajov spliialo poziadavky
GDPR. Pred zaangazovanim Podriadeného
sprostredkovatel'a uzatvori Sprostredkovatel’ idajov s
Podriadenym sprostredkovatelom pisomnt zmluvu, v
ktorej sa Podriadenému sprostredkovatel'ovi ulozia
minimalne rovnaké povinnosti v oblasti ochrany tidajov,
aké st stanovené v tomto Suhlase o spracovavani
udajov, vratane povinnosti implementovat’ prislusné
technické a organizacné opatrenia a zabezpecit', aby sa
prenos osobnych udajov uskuto¢noval tak, aby
spracovavanie spiialo poziadavky pravnych predpisov
o0 ochrane udajov.

Prevadzkovatel udajov ma pravo dostat’ kopiu

prislusnych ustanoveni zmluvy sprostredkovatela
udajov s Podriadenym sprostredkovatel'om, ktora sa
tyka povinnosti v  oblasti ochrany udajov.
Sprostredkovatel’ udajov zostava plne zodpovedny voci
Prevadzkovatelovi udajov za plnenie povinnosti
Podriadeného sprostredkovatel’a podl’a tohoto Suhlasu 0
spracovavani udajov. Suhlas Prevadzkovatel’a udajov s
tym, aby  Sprostredkovatel vyuzival
Podriadené¢ho sprostredkovatela, nema vplyv na
povinnost’ Sprostredkovatel’a idajov dodrziavat’ tento

Sthlas o spracovavani udajov.

udajov

5. DOVERNOST

Sprostredkovatel' udajov bude zachovavat dovernost
osobnych udajov. Sprostredkovatel udajov musi
zabezpecit, aby sa osoby opravnené spracovavat
osobné udaje zaviazali k mlc¢anlivosti alebo aby mali

primeranu zakonnu povinnost’ dodrziavat’ ml¢anlivost’.

Sprostredkovatel' udajov nespristupni osobné udaje
tretim strandm ani nevytvori kopie osobnych udajov,
pokial’ to nie je nevyhnutne potrebné na plnenie

zavazkov Sprostredkovatel’a udajov voCi
Prevadzkovatelovi udajov podla tohoto Sthlasu o
spracovavani  udajov.  Sprostredkovatel  udajov

upovedomi Prevadzkovatela udajov o zverejneni do
tridsiatich (30) dni, pokial to pradvne predpisy na
ochranu tUdajov nezakazuji z dolezitych ddévodov
verejného zaujmu.

Sprostredkovatel’ idajov obmedzi pristup k osobnym
udajom na zamestnancov, pre ktorych je pristup k
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5.4

11

necessary to fulfil the Data Processor's obligations
towards the Data Controller.

CENTER acknowledges that the securities of Acticor
Biotech SA are admitted to trading on Euronext Growth
Paris, an organized multilateral trading facility, and that
some or all the information it has access to may qualify
as inside information as defined in Article 7 of the EU
Market Abuse Regulation (Regulation (EU) No
596/2014 of 16 April 2014, "MAR"). CENTER
undertakes that it will comply with all applicable
securities laws in France in relation to market abuse. In
particular, CENTER acknowledges that it is aware that
the securities laws of France (as well as stock exchange
regulations) prohibit any person who has material, non-
public information concerning Acticor Biotech SA or
its securities from purchasing or selling Acticor Biotech
SA’s securities when in possession of such information
and from communicating such information to any other
person or entity under circumstances in which it is
reasonably foreseeable that such person or entity is
likely to purchase or sell such securities in reliance upon
such information. CENTER undertakes that it will
comply with all the provisions of MAR, the applicable
provisions of the general regulation of the French
Autorité des marches financiers as well as French
securities laws and regulations in connection with inter
alia market abuse prohibitions, in particular as regards
insider trading and abstention obligations, including in
relation to sale or purchases of Acticor Biotech SA
securities (as referred to, in particular, in Article L.465-
1 of the French Code monetaire et financier), and
confidentiality obligations, and other corresponding
obligations under French laws and regulations.

1. TERM AND TERMINATION OF THE DATA
PROCESSING CONSENT

At the end of the Services provided under the Contract,
the Data Processor undertakes to return the Personal

5.4

11

uvedenym udajom nevyhnutny na splnenie povinnosti
Sprostredkovatela udajov voci Prevadzkovatelovi
udajov.

CENTRUM berie na vedomie, Ze cenné papiere
spolo¢nosti Acticor Biotech SA st obchodované na
burze Euronext Growth Paris, o je organizovany
multilateralny obchodny systém, a Ze niektoré alebo
vSetky informdcie, ku ktorym mé pristup, sa moézu
povazovat za doverné informacie podla definicie v
¢lanku 7 nariadenia EU o zneuZivani trhu (nariadenie
(EU) ¢&. 596/2014 zo 16. aprila 2014, ,MAR®).
CENTRUM sa zavézuje, ze bude dodrziavat’ vsetky
platné zdkony o cennych papieroch vo Franctizsku v
suvislosti so zneuzivanim trhu. Konkrétne berie
CENTRUM na vedomie, Ze si uvedomuje, Ze zdkony o
cennych papieroch Franctzska (rovnako ako burzové
predpisy) zakazuju, aby akakol'vek osoba, ktorda ma
podstatné, neverejné informacie tykajtice sa spolo¢nosti
Acticor Biotech SA alebo jej cennych papierov,
nakupovala alebo predavala cenné papiere spolo¢nosti
Acticor Biotech SA, ak mé takéto informacie, a aby
poskytla takéto informacie akejkol'vek inej fyzickej
alebo pravnickej osobe za okolnosti, za ktorych sa da
rozumne predpokladat’, Ze dana fyzicka alebo pravnicka
osoba na zaklade tychto informacii pravdepodobne
takéto cenné papiere kiipi alebo predd. CENTRUM sa
zavazuje, ze bude dodrziavat’ vSetky ustanovenia MAR,
platné ustanovenia vSeobecného nariadenia
franctzskeho Autorité des marches financiers (Urad pre
finan¢né trhy), ako aj franctuzske zakony a predpisy
tykajuce sa cennych papierov okrem iné¢ho v suvislosti
so zadkazom zneuzivania trhu, najmi pokial' ide o
obchodovanie s vyuzitim doévernych informacii a
povinnosti zdrzania sa hlasovania, a to aj v savislosti s
predajom alebo nakupom cennych papierov spolo¢nosti
Acticor Biotech SA (ako sa uvddza najméd v ¢lanku
L.465-1 francuzskeho Code monetaire et financier
(zdkona o mene a financiach), a s povinnostou
mlcanlivosti a d’al§imi zodpovedajucimi povinnostami
podl’a franctuzskych zdkonov a nariadeni.

1. TRVANIE A UKONCENIE SUHLASU O
SPRACOVAVANI UDAJOV

Po skonceni poskytovania sluzieb na zaklade zmluvy sa
Sprostredkovatel’ udajov zavézuje vratit osobné udaje
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1.2

Data to the Data Controller. The return of the Personal
Data must be accompanied by the destruction of all
existing copies in the information systems of the Data
Processor. Once destroyed, the Data Processor must
justify the destruction in writing.

If the Data Processor is required based on European
Union or Member State law to retain all or part of the
Personal Data for a longer period than is possible based
on the period mentioned in the Annex 1, the Data
Processor shall immediately communicate this in
writing to the Data Controller, stating the basis, term
and scope of such obligation.

1.2

Prevadzkovatel'ovi udajov. Vratenie osobnych tudajov
musi byt sprevadzané znicenim vsetkych existujucich
kopii v informaénych systémoch Sprostredkovatela
udajov. Po zni¢eni musi Sprostredkovatel tdajov
zniCenie pisomne oddvodnit’.

Ak sa na zaklade legislativy Europskej unie alebo
Clenského statu vyzaduje, aby Sprostredkovatel’ idajov
uchovéval vsetky osobné tidaje alebo ich cast’ dlhsie,
ako je mozné na zaklade obdobia uvedeného v Prilohe
1, Sprostredkovatel udajov to bezodkladne pisomne
oznami Prevadzkovatel'ovi udajov s uvedenim dovodu,
lehoty a rozsahu takejto povinnosti.
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Annex 1 — Data Processing

This Annex 1 sets out the following information regarding
the Processing of Personal Data:

Contact details of the Data Controller (including its Data
Protection Officer, if applicable):
sl.act.cs-005@mydata-trust.info

Contact details of the Data Processor (including its Data
Protection Officer, if applicable):

The processing of Personal Data

a) Purpose and nature of the processing operations

- Performance of Clinical Study services under
the Agreement and for the purpose of
mandatory safety monitoring— as specifically
described in the Protocol.

- Completion of data in the CRF system

- fulfilment of mandatory regulatory
requirements

b) Categories of Data Subjects
I.  Former, current or future persons and/or patients
who voluntarily enrolled in the Study, and/or their
relatives, and/or
II. INSTITUTION staff involved in the conduct of the
Study

c) Categories of Personal Data

Re b) I Date of birth and/or age, initials, personal
identification number assigned to Data Subjects
participating in the Study, description of characteristics
of physical features of the body, medical condition,
medical images and scans (such as X-ray and study
results), drugs and other treatments administered
during the Study

Re b) Il: Names and information on qualifications,
trainings etc. relevant for study conduct and according
to regulatory requirements

d) Special categories of Personal Data
Re b)I:  Health information including past medical
history, medical condition and its development during
the Study, medical test information (such as blood
samples results from scans and biopsies) generated
during the Study, treatment administered in the course
of the Study, data revealing racial or ethnic origin.

Priloha 1 — Spracovavanie udajov

Tato priloha 1 stanovuje nasledujuce informéacie tykajuce sa
spracovavania osobnych udajov:

Kontaktné udaje Prevadzkovatela udajov (vratane jeho
pripadnej Zodpovednej osoby):
sl.act.cs-005@mydata-trust.info

Kontaktné Udaje Sprostredkovatela udajov (vratane jeho
pripadnej Zodpovednej osoby):
gdp@fnnitra.sk

Spractvanie Osobnych udajov

a) Ugel a povaha &innosti spractivania
- Vykonavanie sluzieb Klinického skuSania podfa
Zmluvy a na ucely povinného sledovania
bezpecCnosti — ako je konkrétne popisané v
Protokole.
- Zadavanie udajov v systéme CRF
- plnenie povinnych regulacnych podmienok

b) Kategdrie Dotknutych oséb
. Byvalé, suCasné alebo budice osoby a/alebo
pacienti, ktori sa dobrovolne zaradili do Klinického
skuSania, a/alebo ich pribuzni, a/alebo
ll. Persondl ZDRAVOTNICKEHO ZARIADENIA
zapojeny do realizacie Klinického skusania

c) Kategérie Osobnych udajov

V b) I Datum narodenia a/alebo vek, inicidly,
osobné identifika&né ¢€islo pridelené Dotknutym osobam
zUc€asthujucim sa na Klinickom skudani, popis
charakteristik fyzickych parametrov tela, ochorenie,
lekarske snimky a skeny (ako napriklad réntgen a
vysledky klinického sku$ania), lieky a ina lieCba
podavana pocas Klinického skuSania

V B) Il: Mena a informécie o kvalifikacii, Skoleniach atd.
v suvislosti s realizaciou klinického skuSania a podla
regulaénych poZiadaviek

d) Osobitné kategdrie Osobnych udajov

V B)i: Zdravotné informacie vratane
predchadzajucich zdravotnych zaznamov, zdravotného
stavu a jeho vyvoja poc€as Klinického skuSania,
informacie o zdravotnych vySetreniach (ako vysledky
vzoriek krvi zo skenovania a biopsii) vytvorené pocas
Klinického skuSania, lieCba podavana v priebehu
Klinického skuS$ania, Udaje odhalujuce rasovy alebo
etnicky povod.
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