Priloha €. 9
Formular zverejnenia osobnych udajov Hlavného
skusajuceho

v zmysle ustanovenia ¢lanku 6 ods. 1 pism. a), ¢lanku
7 a nasl. Nariadenia Eurépskeho parlamentu a rady
(EU) 2016/679 z 27.aprila 2016 o ochrane fyzickych
osbb pri spracuvani osobnych udajov a o vofnom
pohybe takychto udajov, ktorym sa zruSuje smernica
95/46/ES (v8eobecné nariadenie o ochrane udajov)
(dalej len ,Nariadenie®)

Appendix No. 9
Principal Investigator’s Personal Data Disclosure
Form

according to provision of art. 6 para. 1 letter a), art. 7
and et. of Regulation of the European parliament and
of the council on the protection of natural persons with
regard to the processing of personal data and on the
free movement of such data, and repealing Directive
95/46EC (General Data Protection Regulation)
(hereinafter as the “Regulation”)

Beriete na vedomie, ze Novartis mbéze mat v amysle
spracuvat VaSe osobné udaje pre administrativne
a komeréné ucely, napriklad v databaze na ucely
organizovania buducich klinickych skuSani. Beriete na
vedomie a suhlasite, Zze VaSe osobné udaje mbézu byt
za tymito u€elmi, ak to bude potrebné, poskytnuté
tretim stranam, vratane inych spolo¢nosti vo vztahu
k Novartisu aich poradcom a externym
poskytovatelom, ako aj prislusnym dradom a danovym
uradom, ak je to pozadované prisluSnymi predpismi
alebo prislu§nymi burzovymi pravidlami.

You understand that Novartis may wish to process
your personal data for administrative and commercial
purposes for example in a database to be used for the
organization of future clinical trials. You further
understand and agree that your personal data may if
necessary for these purposes, be transferred to third
parties, including other companies related to Novartis
and their advisors and this party service providers, as
well as to regulatory authorities and tax authorities, as
required by applicable law or relevant stock exchange
rules.

Novartis Vas chce poziadat o suhlas so zaradenim
niektorych prvkov VaSich osobnych udajov do
databazy s nazvom GrantPlan vedenej tretou stranou.
Zamerom  databazy GrantPlan, ktoru  vedie
a zadavatelom farmaceutického vyskumu poskytuje
spolo€nost’ , s nazvom uviest nazov spolocnosti., ktora
je zalozena a existuje podla prava uviest $tat podfa
prava ktorého je zaloZzend, napr. Delaware a pod., so
sidlom v uviest adresu sidla,Spojené Staty americké
(dalej len ,TTC"), je pomdct zadavatelom vyskumu
v transparentnosti tykajucej sa nakladov na klinické
skusanie. Databaza sa pouziva ako pomoc pre odhad
nakladov na klinické skusanie Specifickych pre urcitu

krajinu  a poskytnut  informacie  benchmarkingu
s cielom dosiahnut transparentnost a poctivost
v stanoveni nakladov na uskutoCnenie Kklinického
skusania.

Novartis would like to ask you for consent to the
inclusion of certain elements of your personal data to a
database named GrantPlan, maintained by a third
party. The aim of GrantPlan database, which is led by
and to the sponsors of pharmaceutical research
provided by a company named fill in the name of the
company, which is established and operates under the
laws of, fill in the state, under the laws of which is the
company established, e.g. Delaware or so, with its
registered seat at fill in the address of the registered
seat, the United States of America (hereinafter referred
to as “TTC”), is to assist the research sponsors in the
transparency of the costs of clinical trials. The
database is used to help estimate the cost of clinical
trials specific to a particular country and to provide
benchmarking information to achieve transparency and
fairness in assessing the cost of carrying out the
clinical trial.

Informacie sa zapisuju do databazy tak, Ze nikto okrem
pracovnikov TTC nemdze vidiet Vase meno alebo
spojit Vade miesto uskuto€riovania klinického skusania
s konkrétnym klinickym sku$anim alebo spolo¢nostou
zadavatela.

Information is entered into a database so that no one
except the TTC workers can not see your hame or can
not connect the place of realization of the clinical trial
with the specific clinical trial or with the company of
sponsor.

So zretelom na uvedené tymto udelujete spolo€nosti
TTC ako prevadzkovatelovi suhlas so spracovanim
VaSich osobnych udajov v rozsahu Vasho mena,

kontaktnych  informacii miesta  uskuto€riovania
klinického skuSania, nazvu Klinického skusSania,
zadavatela, kopie zmluvy o klinickom skdSani

a nakladov a honorarov tykajucich sa uchovania Vasho
miesta uskutoChovania Klinického skuSania spravcovi
tejto databazy od tretej strany. VasSe osobné udaje sa
budd  spracavat za  horeuvedenym  Ucelom
v informanom systéme - databaze GrantPlan — a to
po dobu piatich rokov. Svoj suhlas udelujete vo vztahu
k vSetkym spracovatelskym operaciam s osobnymi

With regard to the mentioned hereof, you hereby grant
a consent to the company TTC being the data
controller, to process your personal data to the extent
of your name, contact information of place where is the
clinical trial conducted, the name of clinical trial,
sponsor, a copy of the clinical trial agreement and
expenses and fees related to the preservation of your
place for conducting clinical trial to manager of the
database from a third party. Your personal data will be
processed for the above mentioned purpose within the
information system - GrantPlan database - and that for
a time-period of five years. You grant your consent in
relation to all personal data processing operations,

Priloha €. 9 — Formular zverejnenia osobnych udajov hlavného skusajuceho
Novartis / Univerzitna nemocnica Bratislava, Nemocnica akad. L. Dérera

Protokol €.: CKJX839D12302




udajmi, okrem ich zverejnenia; ato vratane ich
prenosu do tretich krajin, ktoré nemusia zaruCovat
primeranu uroven ochrany osobnych udajov, vratane
Spojenych §tatov americkych.

except for their disclosure; and that including their
transfer to third countries that do not have to provide
the same level of personal data protection, including
the United States of America.

VyS8Sie uvedenu prenosnost osobnych udajov do
tretich krajin tymto beriete na vedomie a podpisanim
tohto suhlasu davate svoj osobitny suhlas na prenos
osobnych  udajov do tychto tretich  krajin.
Prevadzkovatel vSak zabezpeluje, aby bola
zachovana dévernost vSetkych ziskanych osobnych
udajov na rovnakej urovni ako garantuje Nariadenie.

With regard to the abovementioned portability of the
personal data to the third countries, you hereby take
into account given information, and by signing of this
consent you grant your special consent to transfer of
your personal data to such third countries. The
controller however guarantees that the confidiality of
the obtained personal data shall be maintained on the
same level as maintained by the Regulation.

Osobné Udaje budd do uvedeného informacného
systému GrantPlan poskytnuté spolo€nostou Novartis
Slovakia s.ro. so sidlom Zizkova 22B, 811 02
Bratislava, 1CO: 36 723 304, zapisana v Obchodnom
registri Okresného sudu Bratislava |, oddiel: Sro,
vlozka ¢. 44016/B. Tymto udelujete spolo¢nosti
Novartis Slovakia s.r.o. suhlas s poskytnutim Vasich
horeuvedenych udajov spolo¢nosti TTC za Gcelom ich
spracuvania spolo¢nostou TTC v rozsahu
horeuvedeného suhlasu.

Personal data will be provided to the mentioned
GrantPlan information system by the company
Novartis Slovakia s.r.0., with its registered seat at
Zizkova 22B, 811 02 Bratislava, Identification Number:
36 723 304, registered with the Commercial Registry of
District Court Bratislava I, Section: Sro, Insertion No.
44016/B. Hereby you grant consent to the company
Novartis Slovakia s.r.o. to provide your above
mentioned data to the company TTC for the purpose of
their processing by the company TTC to the extent of
the above mentioned consent.

Ak vykonavate vyskum pre Novartis v inych krajinach
nez Spojené Staty americké, ako su krajiny v Eurdpe,
beriete na vedomie, Ze Spojené Staty americké
neposkytuju rovnaku uroveri ochrany, ako sa poskytuje
v Eurdpe..

Udelenie tohto suhlasu je dobrovolné a neZiadaju Vas
0 udelenie suhlasu na toto zverejnenie preto, aby ste
pokracovali v Klinickom skusani. Ale ked suhlas date,
pomOzete zhromazdit informacie o primeranych
nakladoch v klinickych skuSaniach. Tento suhlas
mdbzete kedykolvek odvolat.

When you are conducting the research for Novartis in
other countries than the United States, such as
countries in Europe, you acknowledge that the United
States do not provide the same level of protection as is
granted in Europe.

The granting of this consent is voluntary and they are
not asking you to consent to such disclosure,
therefore, to continue the clinical trial. But if you give
the consent, you will help gather information about the
reasonable cost of clinical trials. You can withdraw this
consent at any time.

Ako dotknutd osoba mate vzmysle Nariadenia

nasledujuce prava, o ktorych ste boli riadne pouceny/a

a informovany/a

- pravo ziskat potvrdenie o tom, €i sa spracuvaju
VaSe osobné udaje, apravo ziskat pristup

k takymto udajom vratane urlenia UCelov
spracuvania, kateg6rii  osobnych  udajov,
identifikaciu oséb, ktorym boli alebo budu

osobné udaje poskytnuté, predpokladani dobu
uchovavania osobnych udajov, existencie prava
na opravu osobnych udajov alebo ich vymazanie
alebo obmedzenie spracuvania, alebo prava
namietat proti takémuto spracuvaniu, prava
podat staznost Uradu na ochranu osobnych

udajov, existencie automatizovaného
rozhodovania vratane profilovania ohladom
osobnych udajov. Osobné udaje budu

poskytnuté v strojovo Citatelnom formate. Toto
potvrdenie bude vydané bezplatne, avSak za
kazdé dalSie kopie, o ktoré poziadate, Vam
mdéze byt ultovany primerany poplatok
zodpovedajuci  nakladom na  vyhotovenie

You, as a data subject, have the following rights under
the Regulation, of which you have been properly
instructed and informed:

- the right to obtain the confirmation as to whether
or not the personal data concerning you are
being processed, and where that is the case,
access to the personal data including the
purposes of the processing, the categories of
personal data concerned, identification of the
persons to whom the personal data have been
or will be disclosed, the envisaged period for
which the personal data will be stored, the
existence of the right to request rectification or
erasure of personal data or restriction of
processing of personal data or to object to such
processing, the right to lodge a complaint with
the Office for personal data protection, the
existence of automated decision-making,
including profiling. Personal data shall be
provided in a machine-readable format. Such
confirmation shall be provided free of charge,
however, for each additional copy requested, a
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takéhoto potvrdenia. Takisto mate pravo
preniest tieto udaje inému subjektu, ktory bude
VasSe osobné udaje dalej spracovavat. Toto
pravo sa v8ak nevztahuje na spracuvanie
nevyhnutné na spinenie ulohy realizovanej vo
verejnom zaujme anesmie mat nepriaznivé
doésledky na prava a slobody inych,

- pravo na to, aby boli osobné udaje, ktoré su
spracluvané asu nespravne, bez zbytoCného
odkladu opravené. Takisto mate pravo na
doplnenie neuplnych osobnych udajov, ato
prostrednictvom poskytnutia doplnkového
vyhlasenia,

- pravo na vymazanie osobnych udajov, ak nie su
osobné udaje potrebné pre ucely, na ktoré sa
ziskavali alebo spracuvali, ak sa osobné udaje
spracuvali nezakonne, alebo ak osobné udaje
musia byt vymazané vzmysle osobitnych
pravnych predpisov. Osobné udaje vsak
nemusia byt vymazané, ak je ich zachovanie
potrebné na uplatnenie prava na slobodu
prejavu a na informacie, na splnenie zakonnej
povinnosti podla osobitnych predpisov, na
splnenie ulohy realizovanej vo verejnom zaujme,
z dévodov verejného zaujmu v oblasti verejného
zdravia, na ucely archivacie vo verejnom
zaujme, alebo na ucely vedeckého alebo
historického vyskumu, & na Statistické ucely,
ana preukazovanie, uplatfiovanie alebo
obhajovanie pravnych narokov,

- pravo na obmedzenie spracuvania osobnych
Udajov, ak ste napadli spravnost osobnych
udajov, a to pocas obdobia umoziiujuceho overit
spravnost  osobnych udajov, spracuvanie
osobnych udajov je protizakonné a namietate
proti vymazaniu osobnych udajov a Ziadate
namiesto toho obmedzenie ich pouzitia, ak uz
nie su osobné udaje potrebné na ucely
spracuvania, ale ich potrebujete na preukazanie,

uplathovanie alebo obhajovanie pravnych
narokov,
- pravo podat staznost proti spracuvaniu

osobnych udajov dozornému organu, ktorym je

reasonable fee can be charged taking into
account the administrative costs of providing of
such confirmation. You have also right to
transmit those data to another subject for further
processing. Such right shall not apply to
processing necessary for the performance of a
task carried out in the public interest and must
not affect the rights and freedoms of others,

- the right to rectification of inaccurate processed
personal data without undue delay. You have
also right to have incomplete personal data
completed, by means of providing a
supplementary statement,

- the right to erasure of personal data if such data
are no longer necessary in relation to the
purposes for which they were collected or
otherwise processed, the personal data have
been unlawfully processed, the personal data
have to be erased under specific legislation. The
personal data do not have to be erased if its
existence is necessary to for exercising the right
of freedom of expression and information, for
compliance with a legal obligation under specific
legislation, for performance of a task carried out
in the public interest, for reasons of public
interest in the area of public health, for archiving
purposes in the public interest, scientific or
historical research purposes or statistical
purposes, and for establishment, exercise or
defense of legal claims,

- the right to restriction of processing of personal
data, if the accuracy of the personal data is
contested by you, for a period enabling the
controller to verify the accuracy of the personal
data, the processing in unlawful and you oppose
the erasure of the personal data and requests
the restriction of their use instead, the personal
data are no longer needed for the purposes of
the processing, but they are required by you for
the establishment, exercise or defense of legal
claims,

- the right to lodge a complaint against the
processing of the personal data with a
supervisory authority, which in Slovak republic is

v Slovenskej republike Urad na ochranu the Office for personal data protection, with its
osobnych ddajov Slovenskej republiky, so seat at Hrani¢na 12, 820 07 Bratislava.
sidlom Hrani¢na 12, 820 07 Bratislava.

a Ano, Tymto suhlasim, Ze spoloénost Novartis | o Yes, | hereby agree that Novartis may use my

modze pouzit moje osobné Udaje za administrativnymi
a komer&nymi ucelmi, ako je uvedené vyssie.
a Nie, nesuhlasim aby spoloénost Novartis
mohla pouZit moje osobné Udaje za administrativnymi
a komer&nymi ucelmi, ako je uvedené vyssie

personal data for the administrative and commercial
purposes described above.
a No, | do not agree that Novartis may use my
personal data for the administrative and commercial
purposes described above

o Yes, | hereby agree that Novartis may disclose
my personal data in connection with the GrantPlant
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o Ano, Tymto suhlasim, Ze spolo¢nost Novartis
méze zverejnit moje osobné udaje v suvislosti
s databazou GrantPlant.

m] Nie, nesuhlasim so zverejnenim mojich
osobnych udajov v suvislosti s databazou GrantPlant.

database.
o No, | do not agree with the publication of my
personal data in connection with the GrantPlant
database.

Miesto / Place

Datum / Date

Hlavny skuasajuci / Principal Investigator
MUDr. Martin Kokles
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