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Priloha €. 2: Dohoda spoloénych prevadzkovatelov systémov spracovania osobnych
udajov uéastnikov skusania/ Appendix No. 2: Agreement on Joint Controllership of
the Parties regarding Study Data

V tejto Prilohe €. 2 (dalej len ako ,Priloha®) maju | 1. As used in this Appendix No. 2 (hereinafter
vyrazy suvisiace s ochranou osobnych udajov referred to only as the "Appendix"), data privacy
vyznam definovany v Clanku. 4 V$eobecné related terms shall have the meaning as defined
nariadenie o ochrane udajov EU 2016/679 in Art. 4 General Data Protection Regulation EU
(GDPR). 2016/679 (GDPR).
"Udaje Sku$ania" pouzité v tejto Prilohe “Study Data” as used in this Appendix shall mean
znamenaju osobné udaje ucastnikov skusania personal data of trial subjects collected or
zhromazdené alebo vytvorené v suvislosti generated in connection with the conduct of the
s vykonavanim Skusania. Study.
V kontexte SkuSania, Bayer a Centrum spolo¢ne | 2. In the context of the Study, Bayer and Center
uréuju udely a prostriedky spracovania Udajov jointly determine the purposes and means of
Skusania; su teda spoloénymi prevadzkovatelmi processing Study Data; they are therefore joint
v zmysle ¢lanku 26 GDPR (dalej spolo¢ne aj ako controllers in the meaning of Article 26 GDPR
Zmluvné strany®). Tato Priloha S3pecifikuje (hereinafter collectively referred to as the
prislusné zodpovednosti spoloCnosti Bayer a LParties. This Appendix specifies the respective
Centra suvisiace s ochranou osobnych udajov data privacy related responsibilities of Bayer and
okrem povinnosti uvedenych v Zmluve. V pripade the Center in addition to responsibilities specified
rozporu medzi podmienkami tejto Prilohy a in the Agreement. In case of conflicts between
Zmluvy ma prednost tato Priloha. the terms of this Appendix and the Agreement,
this Appendix prevails.

Pre  vyluCenie  pochybnosti,  spracovanie For the avoidance of doubt, the processing of
osobnych udajov Gc&astnikov SkuSania, ktoré personal data of Study participants carried out by
vykonava Centrum na Gcely zdravotnej the Center for the purpose of medical treatment
starostlivosti mimo SkuSania, nie je predmetom outside of the clinical study is not the subject of
spoloéného  spracovania a je  vyluéne the joint processing and is the sole responsibility
zodpovednostou Centra. of the Center.

3. Obligations of Bayer:

Povinnosti Bayer:

a) Spracovanie pseudonymizovanych Udajov
Skusania na ucely suvisiace so Skusanim.

b) Poskytovanie informacii o SkuSani, ako to
vyzaduje Cl. 13, 14 GDPR a formular
informovaného suhlasu, ktory (¢astnikom
Skusania poskytne Centrum.

c) Spolupraca s Centrom na zodpovedanie
poZiadaviek na ochranu udajov  od
UCastnikov  SkuSania. V pripade, Ze
potencialny uc&astnik SkuSania adresoval
Ziadost priamo spolo¢nosti Bayer, Bayer
poZiada Ziadatela, aby Ziadost adresoval na
Centrum, pretoze totoznost zZiadatela moze
overit' iba Centrum.

d) Implementacia vhodnych technickych a
organizacnych bezpecénostnych opatreni pre
systémy IT pouzivané na spracovanie
pseudonymizovanych Udajov Sku$ania.

Povinnosti Centra:

a) Spracovanie identifikaénych Udajov Skuania
na ucely suvisiace so Skusanim.

b) Poskytovanie informécii o ochrane osobnych

. Obligations of Center:

a) Processing of pseudonymized Study Data for
purposes related to the Study.

b) Provision of Study information as required by
Art. 13, 14 GDPR and an informed consent
form to be handed out to trial subjects by the
Center.

c) Co-operation with Center to answer data
protection requests from trial subjects. In case
a potential trial subject addressed a request to
Bayer directly, Bayer shall ask the requestor
to address the request to Center as only the
Center can verify the identity of the requestor.

d) Implementation of appropriate technical and
organizational security measures for IT
systems used to process pseudonymized
Study Data.

a) Processing of identifying Study Data for
purposes related to the study.

b) Provision of data privacy information as
required by Art. 13, 14 GDPR to the trial

subjects and obtaining the informed consent
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udajov podfa Cl. 13, 14 GDPR UG&astnikom
Skudania a ziskanie informovaného suhlasu
od ulastnikov ~ SkuSania.  Archivacia
informovanych suhlasov v sulade s pravnymi
poziadavkami.

c) Zhromazdovanie Udajov Sku$ania od
Ucastnikov Skusania podfla Protokolu.

d) Pseudonymizacia Udajov Sku$ania v stlade
so  Specifikaciami  SkuSania.  Centrum
zaistuje, ze pri vSetkej komunikacii so
spolo¢nostou Bayer alebo jej predstavitelmi,
budu spolo€nosti Bayer poskytnuté iba
pseudonymizované Udaje Skusania od
uCastnikov ~ SkuSania. Vynimkou su
informacie potrebné na implementaciu
monitorovania SkuSania v sulade s GCP.
Centrum uchovava informacie spajajuce kédy
klu€ov (pseudonymy) s identifikovatelnymi
informaciami iba na obdobie, ktoré vyzaduje
zakon, a potom ich zmaze.

e) Spravny zapis pseudonymizovanych Udajov
Skusania do databazy SkuSania.

f) UrCenie kontaktnej osoby pre ucastnikov
Skusania pre ziadosti tykajuce sa ochrany
Udajov suvisiacich so Skusanim. VCasné
spracovanie prislusnych poziadaviek, napr. o
uplathovani prav dotknutych oséb alebo o
informaciach o tejto zmluve o ochrane Udajov
v stulade s Cl. 26 ods. 2 GDPR. Pokial
spracovanie Ziadosti vyzaduje spolupracu
spolo¢nosti Bayer, Centrum bezodkladne
postupi Ziadost’ spolo&nosti Bayer, pricom sa
zachova pseudonymizacia Udajov Skusania.

g) Implementacia vhodnych technickych a
organizacnych bezpec€nostnych opatreni pre
systémy IT pouzivané na spracovanie
identifikaénych Udajov Skusania.

h) Uchovavanie zaznamov suvisiacich so
Skusanim poc€as zakonom stanovenej doby.
Centrum uchovéava informéacie o mieste, kde
suU uchovavané zaznamy o Sku$ani, aby sa
zabezpecilo, Zze budu okamzite dostupné na
z4aklade opravnenej Ziadosti.

i) Akékolvek subdodavky alebo prevod
povinnosti Centra podla tejto Prilohy na tretie
strany vyzaduje predchadzajuci pisomny
suhlas spoloCnosti Bayer.

Ak by sa jedna zo Zmluvnych stran dozvedela o
poruseni ochrany Udajov Sku$ania, tato Zmluvna
strana to bez zbyto&ného odkladu oznémi druhej
Zmluvnej strane. V takom pripade budu Zmluvné
strany spolupracovat na naprave porusenia
ochrany osobnych udajov, na plneni zakonnych
oznamovacich povinnosti a odstrdneni mozZnej
Skody.

Zmluvné strany suhlasia s tym, Ze si navzajom
poskytnu primeranu pomoc, ktora im umozni
vyhoviet Ziadostiam alebo staznostiam dotknutej

from trial subjects. Archiving of the informed
consents in accordance with legal
requirements.

c) Collection of Study Data from trial subjects in
accordance with the Protocol.

d) Pseudonymization of Study Data in
accordance with Study specifications. The
Center ensures that only pseudonymized
Study Data from trial subjects is provided to
Bayer in all communication with Bayer or its
representatives. An exception to this is
information necessary for the implementation
of study monitoring in accordance with GCP.
Center shall retain the information linking the
key-codes (pseudonyms) to the identifiable
information only for the period legally required
and delete those thereafter.

e) Correct entry of pseudonymized Study Data in
the study database.

f) Designation of a point of contact for trial
subjects for Study-related data protection
requests. Timely processing of respective
inquiries, e.g. regarding exercising the rights
of data subjects or regarding information on
this data protection contract in accordance
with Art. 26 (2) GDPR. Insofar as the
processing of the request requires the
cooperation of Bayer, Center forwards the
request to Bayer promptly, preserving the
pseudonymization of Study Data.

g) Implementation of appropriate technical and
organizational security measures for |IT
systems used to process identifying Study
Data.

h) Retention of study related records for the
legally required period. Center shall maintain
information regarding the location where the
study records are retained to ensure that they
are promptly available upon authorized
request.

i) Any subcontracting or transfer of obligations
of Center under this Appendix to third parties
requires the prior written consent of Bayer.

Should one of Parties become aware of a breach
of the protection of Study Data, this Party shall
notify the other Party without undue delay. In
such a case, the Parties will work together to
remedy the breach of the protection of personal
data, to fulfil legal reporting obligations and to
eliminate possible damage.

The Parties agree to provide reasonable
assistance as is necessary to each other to
enable them to comply with data subject requests
or complaints or requests from competent
authorities.
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10.

osoby alebo Ziadostiam kompetentnych orgéanov.

Zmluvne strany zdokumentuju svoje Cinnosti
tykajuce sa spracovania Udajov SkuSania podfa
Cl. 30 GDPR na vlastnu zodpovednost.

Kazda zmluvna strana posudi, ¢i pre svoj vlastny
rozsah spracovania Udajov Sku$ania sa
vyZaduje posudenie vplyvu na ochranu udajov
podra Cl. 35 GDPR.

Zmluvné strany si budl navzajom prenasat
Udaje Skusania iba v $ifrovanom formate alebo
prostrednictvom zabezpelenych komunikacnych
kanalov.

Zodpovednost Zmluvnych partnerov je zalozena
na Cl. 82 GDPR.

10.

Both Parties shall document their activities
regarding processing of Study Data according to
Art. 30 GDPR in own responsibility.

Each Party shall assess whether for its own
scope of processing Study Data a data protection
impact assessment according to Art. 35 GDPR is
required.

Parties shall only transfer Study Data to each
other in encrypted format or via secure
communication channels.

The liability of the Parties is based on Art. 82
GDPR.

Bayer, spol.s r.o.

Miesto/datum / Place/date _Bratislava

Ing. Andrea Stefankovi¢ova
Na zaklade plnej moci/Power of attorney

Univerzitna nemocnica Bratislava
Centrum/Center

Miesto/datum Place/date

Meno a priezvisko/Name: MUDr. Alexander Mayer, PhD., MPH, MHA
Funkcia/Function: riaditel UNB/director of UNB

Skusajuci vyhlasuje, ze vySSie uvedené usporiadanie vzt'ahov berie na vedomie/ Investigator
declares, that he is aware of the above mentioned data privacy settings.

Miesto/datum / Place/date

Meno a priezvisko/Name: MUDr. Martin Chrastina, PhD.
Funkcia/Function: hlavny skuSajuci/principal investigator
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