DODATOK C. 2
k Zmluve o poskytovani odbornych ¢innosti pri
klinickom skusani liekov

Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava, SR
1CO: 36 723 304
DIC: 2022302425

ICDPH: SK 2022302425
zapisany: Obchodny register OS BA I, oddiel: Sro,
vlozka ¢. 44016/B

Statutarny
zastupca: Mateja Cotar, konatel
v mene ktorého kond/zastipeny:

Mgr. Hana Mrazova, na zaklade plnomocenstva
PharmDr. Katarina Nosjean, na zaklade
plnomocenstva

(dalej ako "objednavatel™ a/alebo ,,Novartis')

Specializovani nemocnica sv. Svorada Zobor, n.o.

sidlo: Klastorska 388/134, 949 88
Nitra, SR

1CO: 37971832

DIC: 2021877792

ICDPH: SK 2021877792

zapisany: register neziskovych organizacii

¢. OVVS/NO-42/2004
Statutdrny zastupca: MUDr. Plamen Kabaivanov,
riaditel

(dalej ako ,,zhotovitel™")

(objednavatel a zhotovitel dalej spolo¢ne len

Zmluvné strany")

AMENDMENT No. 2
to the Contract for the provision of professional
activities in clinical study

Novartis Slovakiav S.I.0.
Registered office: Zizkova 22B, 811 02 Bratislava, SR

Company ID: 36 723 304

Tax ID: 2022302425

VATID: SK 2022302425

Registration: Commercial Register maintained by
the District Court Bratislava I,
section: Sro, insertNo. 44016/B

Statutory

representative: ~ Mateja Cotar, managing director

Represented by: Mgr. Hana Mrazova, based on the

power of attorney
PharmDr. Katarina Nosjean, based on the power of
attorney

(hereinafter referred to as "Customer" and/or
"Novartis')

and

Specializovana nemocnica sv. Svorada Zobor, n.o.
Registered office: Klastorska 3 88/134, 949 88

Nitra, SR
Company ID: 37971832
TaxID: 2021877792
VAT: SK 2021877792
registered in: NGOs register no.

OVVS/NO0-42/2004
Statutory representative: MUDr. Plamen Kabaivanov,
director

(hereinafter referred to as the "Provider")

(Customer and Provider j ointly hereinafter referred to
as the "Parties")

Zmluvné strany uzatvorili tento Dodatok ¢. 2
k horeuvedenej Zmluve o poskytovani odbornych
C¢innosti pri  klinickom skusani liekov zo dna
15.03.2013, v zneni jej neskorsSich dodatkov (dalej len
»Zmluva"), ktorym sa rusia, menia alebo dopiflajlj
ustanovenia tejto Zmluvy nasledovne:

V ¢lanku 1. bode 1.1 Zmluvy sa na konci dopifla veta:

» Miestom (centrom) vykondvania Klinického skusania

je G B NeuroPRAKTIK, s.r.o., Neurologickd
ambulancia, Cajkovského 46, 949 11 Nitra, SR a
hlavnym skisajiicim v Klinickom skusani je doc.
MUDr. Miroslav Brozman, PhD. (dalej len ,,Hlavny
skiiSajici”). "
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The Parties entered into this Amendment No. 2 to the
above-mentioned Contract for the provision of
professional activities in clinical study dated
15.03.2013, as amended (hereinafter referred to as the
"Contract™) by which the provisions of the Contract
are being repealed, changed and supplemented as
follows:

In the end of'the article 1. (1.1) following sentence is
being inserted:

"Place (center) of conducting the Clinical Trial is G B
NeuroPRAKTIK, S.r.0., neurological clinic,
Cajkovského 46, 949 11 Nitra, SR and the principdl
investigator in this Clinical Trial is doc. MUDr.
Miroslav Brozman, PhD. (hereinafter referred to as
the  "Principallnvestigator”)."
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V ¢lanku II1. bode 3.5 sa vypustaju slova:

,,a zdkon ¢. 0 ochrane osobnych

udajov "

482/2002 Z:z.

In the article III. (3.5.) following words:

"and act no. 482/2002 Coll. on protection of persondl
ddta "

are being deleted.

V ¢lanku II1. bode 3.5. Zmluvy sa na konci dopifla
veta:

»Zmluvné strany sa zavdzuju, Ze odborné cinnosti
podla tejto Zmluvy budi vykondvané v sulade s
Nariadenim Eurdpskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochranefyzickych osob
pri spracuvani osobnych iidajov a o volnom pohybe
takychto tidajov, ktorym sa zrusuje smernica 95/46/ES
(vseobecné nariadenie o ochrane idajov) (dalej len
s»Nariadenie") a zdkonom ¢. 18/2018 Z.z. o ochrane
osobnych udajov a ozmene a doplneni niektorych
zdkonov v zneni neskorsich predpisov (dalej len
»Zdkon o ochrane osobnych vidajov"). "

In the end of the article I11. (3.5.) following sentence
is being inserted:

"The Parties agree that professional activities under
the Contract will be performed in accordance with
Regulation of the European parliament and of the
council on the protection of natural persons with
regard to the processing of persondl ddta and on the
free movement of Such ddta, and repealing Directive
95/46EC (General Data Protection Regulation)
(hereinafter referred to as the "Regulation ") and Act
no. 18/2018 Coll. on Persondl Data Protection and on
Amendments to Certain Laws, as amended
(hereinafter referred to as the '"Persondl Data
Protection Act").

V ¢lanku I11. sa dopiﬁa bod 3.20., ktory znie:

y

,, Zhotovitel’ a odborny garant sa zavizuju dodrZiavat

pokyny Studijného timu, ktory na zdklade Protokolu
vystavi Ziadosti/Ziadanky na odborné Cinnosti, ktoré su
predmetom tejto Zmluvy. Kontaktnd osoba zo
skusajiiceho timu pre zhotovitela je doc. MUDr.
Miroslav Brozman, PhD. ~ GB NeuroPRAKTIK, s.r.o.,
Neurologickd ambulancia, Cajkovského 46, 949 11
Nitra, SR.”

In article I11. Paragraph 3.20. is being inserted, which
reads as follows:

"The Provider and the expert guarantor undertake to
Jollow the instructions of the trial team, that, in
accordance  with the  Protocol, shall issue
requests/requisitions for the professional activities,
which represent the subject-matter of this Contract.
doc. MUDr. Miroslav Brozman, PhD. is a trial team
contact person for the Provider who conducts the
Clinical Trial at the site - GB NeuroPRAKTIK, s.r.o.,
neurological clinic, Cajkovského 46, 949 11 Nitra,
SR."

V ¢lanku II1. sa dopiﬁa bod 3.21., ktory znie:

wZhotovitel’ sa zavdzuje zabezpecit, aby boli odborné
¢innosti podla tejto Zmluvy vykondvané v terminoch
poZadovanych Hlavnym skusajucim. Zmluvné strany
sa dohodli, Ze pripustnd odchylka od Hlavnym
skusajiucim  poZadovanych  terminov  odbornych
cinnosti podla tejto Zmluvy je +/- 5 pracovnych dnf.

In article I11. Paragraph 3.21. is being inserted, which
reads as follows:

,» The Provider undertakes to ensure that professional
activities under this Contract will be performed in the
deadlines requested by the Principal Investigator. The
Parties agree that the permissible deviation from the
deadline of professional activities under this Contract
requested by the Principal Investigator is +/- 5
working days.

V ¢lanku I11. sa dopiﬁa bod 3.22., ktory znie:

,, Zhotovitel’ a/alebo odborny garant budii bezodkladne
reagovat’ na VvSetky Ziadosti Novartisu a/alebo
Hlavného skusajiiceho predkladané pocas
vykondvania odbornych cinnosti podla tejto Zmluvy
tykajuce sa najmd posidenia a prerokovania postupu
vykondvania odbornych cinnosti podla tejto Zmluvy
a suvisiacich otdzok so zdstupcami Novartisu, resp.
s Hlavnym skusajucim. Zhotovitel' ruci za to, Ze
odborny garant sa za tymto ucelom stretne so
zdstupcami Novartisu a/alebo Hlavnym skiisajiicim

In article I11. Paragraph 3.22. is being inserted, which
reads as follows:

"The Provider and/or the expert guarantor shall
without undue delay respond to all requests submitted
by Novartis and/or Principal Investigator during the
performance of the professional activities under this
Contract and pertaining namely to the evaluation and
negotiation of the procedire of performance of the
professional activities under this Contract and
associated questions with the represenlatives of
Novartis. The Provider warrants that the expert
guarantor meets the representatives of Novartis
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a poskytne im potrebné informdcie a zdznamy.

V¢lanku I11. sa dopiﬁa bod 3.23., ktory znie:

,, Zhotovitel' a odborny garant sa zavdzuju, Ze budu
okamZite  informovat’  Novartis, Riadiaci orgdn
a Hlavného skusajiicecho o vSetkych zdvazinych
neziaducich udalostiach, ktoré sa tykaju subjektov
skusania alebo o podozreniach na neZiaduce ucinky,
ktoré sa tykaju najmd skisanych produktov a liekov,
ktoré sa vyskytli v priebehu vykondvania odbornych
¢innosti podla tejto Zmluvy, najneskor do 24 hodin od
ich zistenia. Hldsenie bude ndsledne doplnené
zhotovitelom  a odbornym  garantom o podrobné
pisomné sprdvy v siulade so vsetkymi prdvnymi
a regulaénymi poZiadavkami. Zhotovitel’ a odborny
garant bude pri  hldseni vSetkych zdvazZnych
neziaducich udalosti a podozreni na neZiaduce ucinky
produktov alebo liekov Riadiacemu orgdnu a v
pripade ak to stanovuje prdvny predpis, Zmluva alebo
Protokol aj Etickej komisii, vidy spolupracovat s
Novartisom. "

V ¢lanku I1I. sa dopiﬁa bod 3.24., ktory znie:

»Po vyskyte zdvainych neZiaducich udalosti ¢i
neziaducich  ucinkov  podnikne  zhotovitel’ po
konzultdcii s Novartisom vsetky nevyhnutné opatrenia
na ochranu subjektov skusania, ktori su vystaveni
riziku."

V ¢lanku IV. sa dopiﬁa bod 4.12., ktory znie:

»Zhotovitel’ a odborny garant berd na vedomie, Ze v
silade s platnymi prdvnymi predpismi, najmd, nie
vSak vylucne podl'a zdkona ¢. 362/2011 Z.z. o liekoch
a zdravotnickych poméckach a o zmene a doplneni
niektorych zdkonov v zneni neskorsich predpisov
(dalej len ,,Zdikon o liekoch") je resp. moZe byt
spolocnost’ Novartis alebo tretia osoba, povinnd
oznamovat prislusnym orgdnom a zverejriovat’ vysku a
ucel periaznych a/alebo  neperiainych  plneni
poskytnutych priamo alebo nepriamo zdravotnickemu
pracovnikovi  alebo  poskytovatelovi  zdravotnej
starostlivosti v rozsahu a za podmienok stanovenych
platnymi prdvnymi predpismi. Zhotovitel’ a odborny
garant sucasne berd na vedomie, Ze predmetom
zverejnenia bude aj vyska finanéného ohodnotenia
odborného garanta a/alebo ostatnych zdravotnickych
pracovnikov podielajiicich sa na vykonani odbornych
¢innosti podla tejto Zmluvy za vykonanie odbornych
¢innosti podla tejto Zmluvy. Zhotovitel’ sa zavizuje
poskytnut’ Novartisu akikol’vek sucinnost’ nevyhnutne
potrebnd  na plnenie  oznamovacich  povinnost’
Novartisu podla Zdkona o liekoch. V pripade, Ze

and/or the Principal Investigator and provides them
with necessary Information and records. "

In article I111. Paragraph 3.23. is being inserted, which
reads as follows:

The Provider and the expert guarantor undertake to
immedZately notify Novartis, the Governing Body and
the Principal Investigator ofall serious adverse events
pertaining to the study subjects or of suspected
adverse reactions pertaining in particular to the
investigational products and medicines, which
occurred in the course of conduct of professional
activities under this Contract, within 24 hours after
becoming aware of such events and reactions. The
Provider and the expert guarantor shall subsequently
supplement the reports with detailed written
statements in accordance with all legal and reguldtory
requirements. The Provider and the expert guarantor
shall always cooperate with Novartis in reporting of
all serious adverse events and suspected adverse
reactions of products or medicines to the Governing

Body and, if required so by applicable laws, the
Contract or the Protocol, also to the FEthics
Committee.

In article I11. Paragraph 3.24. is being inserted, which
reads as follows:

,, Following the occurrence of serious adverse events,
or adverse reactions, the Provider, after having
consulted Novartis, shall také all measures necessary
in or der to protect the study subjects exposed to risk. "

In article IV. Paragraph 4.12. is being inserted, which
reads as follows:

» The Provider and the expert guarantor také into
account, that in accordance with applicable laws,
mainly, but not limited to the Act No. 362/2011 Coll.
on Medicinal Products and Medical Devices, and on
Amendments to Certain Laws, as amended
(hereinafter as the "Medicinal Products Act"),
Novartis or a third person is, or eventually may be
obliged to notify the relevant authorities and to
disclose the amount and purpose of any monetary or
in-kind considerations directly or indirectly provided
to a healthcare professional or a healthcare provider
to the extent and under conditions stipulated by
applicable laws. The Provider and the expert
guarantor are aware of the f act that the amount ofthe
financial remuneration ofthe expert guarantor and/or
other health care professionals participating on the
conduct of the professional activities under this
Contract for the conduct ofthe professional activities
under this Contract shall also be subject to disclosure.
The Provider undertakes to provide Novartis with any
assistance necessary for fulfilment of reporting
obligations of Novartis under the Medicinal Products
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v danom kalenddrnom polroku bude poskytnuté
odbornému garantovi a/alebo ostatnym zdravotnickym
pracovnikom podiel'ajucim sa na vykonani odbornych
¢innosti podla tejto Zmluvy za vykonanie odbornych
¢innosti podl'a tejto Zmluvy periazné alebo neperiazné
plnenie v inej vyske akoje dohodnuté v tejto Zmluve,
zhotovitel'  sa  zavdzuje ozndmit’  Novartisu
vysku/hodnotu tohto periazného a/alebo neperiazného
plnenia  odborného garanta a/alebo ostatnych
zdravotnickych pracovnikov podielajicich sa na
vykonani odbornych cinnosti podla tejto Zmluvy za
vykonanie odbornych ¢innosti podla tejto Zmluvy, a to
bezodkladne, najneskor do 15.1. alebo do 15.7.
prislusného  kalenddrneho  roka za  obdobie
predchddzajiiceho kalenddrneho polroka, v ktorom
bolo  predmetné  zverejriované periainé  alebo
neperiané plnenie poskytnuté. Zhotovitel’ zodpovedd
za presnost’, uplnost’ a sprdvnost’ udajov a informdcit,
ktoré zhotovitel’ poskytuje spolo¢nosti Novartis v
suvislosti s plnenim povinnosti podla tohto bodu
Zmluvy."

Act. In case that in the respective calendar halfyear
expert guarantor and/or other health Care
professionals participating on the conduct of the
professional activities under this Contract will be
provided with other monetary or in-kind contributions
for the conduct of the professional activities under this
Contract as stated herein, the Provider undertakes to
notify to Novartis the amount/value ofthe monetary or
in-kind consideration of the expert guarantor and/or
other health care professionals participating on the
conduct of the professional activities under this
Contractfor the conduct of'the professional activities
under this Contract immediately, at the latest till
January 15 or July 15 ofthe calendar year in question
Jfor the time-period of preceding calendar half-year, in
which the respective disclosed monetary or in~kind
consideration was provided. The Provider is
responsible  for  accuracy, completeness  and
correctness of ddta and Information which are
provided by the Provider to Novartis in relation to
Sfulfiiment of obligations under this paragraph of
Contract.”

Clanok 5.2.
znenim:

Zmluvy sa nahradza nasledovnym

,, Zhotovitel’ bude spolupracovat’ s Novartisom a s
kvalifikovanymi osobami, ktoré poveril Novartis alebo
CRO (ak existuje) a/alebo spredstavitelmi
kompetentnych organizdcii alebo orgdnov a/alebo
s Hlavnym Skusajicim, za ucelom monitorovania,
vykondvania dohladu alebo kontroly nad priebehom
a vykondvanim odbornych ¢innosti podl'a tejto Zmluvy
v siilade s platnymi predpismi, Protokolom a zdsadami
Sprdvnej klinickej praxe, a to aj po skonceni platnosti
tejto Zmluvy. Zhotovitel’ predovsetkym zabezpeli
alebo poskytne kaZdej 7 tychto osob pristup na vsSetky
pracoviskd, na ktorych sa odborné c¢innosti podla tejto
Zmluvy vykondvaju, a ku vSetkym zdznamom, ktoré sa
uchovdvaju pre potreby vykondvania odbornych
¢innosti podla tejto Zmluvy, za iicelom preverovania,
kontroly a kopirovania dajov a dokumentov. V miere,
v ktorej to zhotovitelovi prdvne predpisy dovoluju,
zhotovitel' umozni Novartisu resp. jeho poverenym
osobdm alebo osobdm poverenym CRO a/alebo
Hlavnému skusajicemu pristup ku vsetkym zdznamom
tykajucim sa subjektov skusania a v potrebnej miere
im tiez umozni kontrolu zdznamov tkajicich sa
odbornych cinnosti podl'a tejto Zmluvy. "

Article 5.2. of this Contract is being replaced by the
following wording:

"The Provider shall cooperate with Novartis and
qualified persons appointed by Novartis or CRO (if
any) and/or with the representatives ofthe competent
institutions or bodies and/or the Principal
Investigator, in order to monitor, oversee or inspect
the course and performance of the professional
activities under this Contract in accordance with
applicable laws, the Protocol and principles ofGood
Clinical Practice, and that even after the expiry ofthis
Contract. The Provider shall in particular ensure or
provide to each of Such persons access to all sites
where the professional activities under this Contract
are performed and to all records maintained for the
needs of the professional activities under this
Contract, in order to verify, inspect and copy the ddta
and documents. To the extent allowed to the Provider
by legal regulations, the Provider shall allow
Novartis, event. its authorized representatives or
persons authorized by CRO and/or the Principal
Investigator access to all records pertaining to the
study subjects and to the necessary extent also allow
them inspecting records related to the professional
activities under this Contract. "

V ¢lanku VI. sa dopifla bod 6.4. az 6.16, ktoré zneju:

,6.4.  Zhotovitel’, odborny garant aj Novartis su
povinni v priebehu vykondvania odbornych dinnosti
podla tejto Zmluvy aj po ich skonceni dodrZiavat a
dbat na prislusné prdvne predpisy na ochranu
osobnych udajov, tdajov zo zdravotnej dokumentdcie
a informdcii o osobnych pomeroch subjektov
skusania.

In article VI. paragraph 6.4. to 6.16. are being
inserted, which read as follows:

"6.4. The Provider, the expert guarantor and Novartis
are obliged to observe and respect, during the conduct
of the professional activities and after their
completion, relevant legal regulations governing the
protection of persondl ddta, medical records ddta and
Information on persondl circumstances of the study
subjects.
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6.5. Pred zaciatkom a pocas vykondvania odbornych
¢innosti podla tejto Zmluvy zhotovitel’ a jeho
zamestnanci  poskytnii  informdcie  tykajice sa
zhotovitel'a a osobné vdaje, ktoré sa tykaju odborného
garanta a/alebo ostatnych pracovnikov podielajucich
sa na vykonani odbornych Cdinnosti podla tejto
Zmluvy. Takéto informdcie tykajiice sa zhotovitel'a a
osobné iidaje zahriiuju mend a priezviskd, kontakitné
informdcie, pracovné skisenosti, odbornii
kvalifikdciu, publikdcie, sihrny, dosiahnuté vzdelanie,
informdcie o vykone povolania, vybaveni pracoviska,

kapacite pracovnikov a dalSie, ktoré suvisia s

vykondvanim odbornych Cinnosti podla tejto Zmluvy.

Zhotovitel’ siihlasi s pouZitim a spracovanim

informdcii  tykajucich sa zhotovitela a bude

informovat’ a v rozsahu, v akom prdvny zdklad pre
spractivanie osobnych udajov nevyplyva z prdvnych
predpisov  alebo 7z pracovnoprdvneho  vztahu
zhotovitela s dotknutymi osobami, zabezpeci pre

Novartis a Zaddvatel'a alebo ich pridruzZené osoby

suhlas so spracovanim osobnych udajov odborného

garanta a/alebo ostatnych pracovnikov podielajiicich
sa na vykonani odbornych cinnosti na nasledovné
ucely:

a) vykondvanie odbornych Ccinnosti podla tejto

Zmluvy a Klinického skusania, spraciivanie

a vyhodnocovanie vysledkov odbornych cinnosti

podla tejto Zmluvy;

b)  kontrolu a overenie vedeckej integrity Klinického
skusania Stdtnymi a Riadiacimi orgdnmi,
Novartisom, CRO (ak existuje), monitorujiicou
osobou, ich zdstupcami;

¢) registrdcia vysledkov Klinického skiusania a
odbornych Cinnosti podla tejto Zmluvy, vrdtane
registrdcie skisaného lieku v roznych krajindch;

d) archivdcia po dobu stanovenu prdvhymi
predpismi;

e) splnenie prdvnych poZiadaviek alebo
poziadaviek Riadiacich orgdnov, uchovdvanie

v databdze pracovisk, skiSajucich a ostatnych
zamestnancov na pouZitie v budicich klinickych
skusaniach;

) prenosu tychto tudajov do krajin mimo tizemia
Slovenskej republiky, vyhodnocovania cinnosti
pracovisk a skisajiicich pri Klinickom skusant.

Stihlas so spracovanim osobnych tidajov zabezpeceny
zhotovitelom podla tohto bodu musi byt udeleny na
také casové obdobie, druh osobnych tidajov a spdsoby
spracovania osobnych udajov, ktoré boli ozndmené
zhotovitelovi zo strany Novartisu alebo ktoré sii
nevyhnutné na riadne naplnenie horeuvedenych
icelov spracovania.
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6.5. Prior to the commencement and in the course of
the conduct of professional activities under ihis
Contract, the Provider and its employees shall provide
Information relating to the Provider and persondl
ddta regarding the expert guarantor and other
workers participating on conduct of professional
activities under this Contract. Such information
relating to the Provider and persondl ddta include
names and surnames, contact information, work
experience, professional qualification, publications,
summaries, achieved education, information on job
performance, site equipment, worker capacity and
other information associated with the performance of
the professional activities under this Contract. The
Provider agrees with the use and processing of
information relating to the Provider and shall inform
and ensurefor Novartis and the Sponsor or the person
controlled by them or persons controlling them, to the
extent in which the legal basis for persondl ddta
processing does not arise out of any laws or
employment relationship between the Provider and the
ddta subjects, consent with the processing of persondl
ddta of its expert guarantor and other workers
participating on conduct of professional activities
under this Contract for the following purposes:

a) performance of the professional activities under
this Contract and the Clinical Trial, processing
and evaluation of the findings of the professional
activities under this Contract;

b) inspection and verification of scientific integrity
of the Clinical Trial by state and Governing
Bodies, Novartis, CRO (if any), monitoring
person and their representatives;

c) registration ofthe results ofthe Clinical Trial and

of the professional activities under this Contract,

including registration of the investigational
product in various countries;

archiving for the period prescribed by legal

regulations;

e) meeting legal requirements or requirements of
Governing Bodies, maintenance in the database
ofsites, investigators and other employees for the
use in futiir e clinical trials;

d)

) transfer of Such ddta to countries outside the

Slovdk Republic, evaluation of activities of sites
and investigators during the Clinical Trial.

Consent to persondl ddta processing ensured by the
Provider under this para. shall be granted for Such a
time-period, type of persondl ddta and means of
persondl ddta processing, ofwhich the Provider was
notified by Novartis, or which are necessary for
proper fulfilment ofthe above-mentioned purposes of
processing.
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6.6. Odborny garant berie na vedomie, Ze pri
vykondvani innosti podla tejto Zmluvy bude
dochddzat zo strany Odborného garanta k
spracivaniu osobnych udajov subjektov skuSania.
Odborny garant berie na vedomie, Ze v zmysle ¢i. 4
bodu 8§ Nariadenia  vystupuje v pozicii
sprostredkovatela, nakolko tieto osobné iidaje
spracuva v mene Zaddvatel'a, ktory v zmysle ¢i. 4 bodu
7 Nariadenia vystupuje v pozicii prevddzkovatela.
Zdstupcom Zaddvatela je v zmysle ¢i. 27 Nariadenia
Novartis, ktory Zaddvatela zastupuje, pokial’ ide o
povinnosti Zaddvatel'a v zmysle Nariadenia.

6.7. Odborny garant bude v zmysle bodu 6.6. tejto
Zmluvy spraciivat’ osobné udaje subjektov skisania za
ucelom podla najmd ¢i. 1l tejto Zmluvy, a to pocas
trvania uvedeného ucelu, ak osobitné prdvne predpisy
neurcuju dlhsiu lehotu.

6.8. Odborny garant je povinny do spracuvania podla
tejto Zmluvy nezapojit’ d’alSieho sprostredkovatel’a bez
predchddzajiiceho  osobitného alebo vseobecného
pisomného povolenia Novartisu, alebo Zaddvatela, ak
tdto Zmluva neuréuje inak.

6.9. Odborny garant je povinny spractivat osobné
udaje len na zdklade zdokumentovanych pokynov
Novartisu alebo Zaddvatela, a to aj pokial’ by islo o
prenos osobnych ddajov do tretej krajiny alebo
medzindrodnej organizdcii, ak osobitné prdvne
predpisy neuruju inak.

6.10. Odborny garant je povinny zabezpecit, aby sa
vSetky osoby, ktoré poveril vykondvanim spracuvania
osobnych udajov, zaviazali, Ze zachovaju dévernost
vSetkych ziskanych informdcii.

6.11. Odborny garant je povinny prijat’ so zretelom na
najnovsie poznatky, ndklady na vykonanie takychto
opatreni a na povahu, rozsah a kontext a ucely
spracuvania, ako a na rizikd s roznou
pravdepodobnostou a zdvaZnostou pre prdva a
slobody fyzickych o0sob, primerané technické a
organizacné opatrenia s cielom zaistit' uroveri
bezpecnosti spracuvania osobnych udajov primerant
tomuto riziku.

6.12. Odborny garant je povinny v ¢o najvicsej miere

pomdhat  Novartisu a Zaddvatelovi vhodnymi
technickymi a organizacnymi opatreniami pri plneni
povinnosti Novartisu, resp. Zaddvatela reagovat na
Ziadosti o vykon prdv dotknutych osob v zmysle
Nariadenia.

6.13. Odborny garant je povinny po ukonceni innosti
podla tejto Zmluvy na zdklade rozhodnutia Novartisu

6.6. The expert guarantor takes into account, that in
performing the activities under this Contract, the
expert guarantor shall process persondl ddta of the
study subjects. The expert guarantor takes into
account, that pursuant to art. 4 para. 8 of the
Regulation he/she acts as a processor since such
persondl ddta are processed by the expert guarantor
on behalf of the Sponsor, who pursuant to art. 4 para
7 of the Regulation acts as a controller.
Representative ofthe Sponsor is pursuant to art. 27 of
the Regulation Novartis who represents the Sponsor
with regard to its respective obligations under the
Regulation.

6.7. The expert guarantor shall process the persondl
ddta ofthe study subjects pursuant to para. 6.6. hereof
Jfor the purpose of namely art. Il. hereof during the
term of such purpose, unless specific legislation does
specify otherwise.

6.8. The expert guarantor shall be obliged not to
engage another processor without prior specific or
generdl written authorization of Novartis or the
Sponsor to the processing of the persondl ddta under
this Contract, unless this Contract specifies otherwise.

6.9. The expert guarantor shall be obliged to process
the persondl ddta only on documented instructions
from Novartis or the Sponsor, including with regard
to transfers of persondl ddta to a third country or an
international organization, unless required by the
specific legislation otherwise.

6.10. The expert guarantor shall be obliged to ensure,
that all persons authorized to process the persondl
ddta by the expert guarantor, hdve committed
themselves to confidentiality of all obtained
Information.

6.11. The expert guarantor shall be obliged to
implement, taking into account the state ofthe art, the
costs of implementation and the ndture, scope, context
and purposed of processing as well as the risk of
varying likelihood and severity for the rights and
freedoms of natural persons, appropriate technical
and organizational measures to ensure a level of
security appropriate to the risk.

6.12. The expert guarantor shall be obliged to assist
Novartis or the Sponsor by appropriate technical and
organizational measures, insofar as this is possible,
for the fulfiiment of Novartis' or the Sponsor's
obligation to respond to requests for exercising the
ddta subject s rights laid down in the Regulation.

6.13. The expert guarantor shall be obliged, at the
choice of Novartis or the Sponsor, delete or return all
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alebo Zaddvatel'a vsetky osobné idaje vymazat’ alebo
vrdtit' Novartisu a vymazat existujuce kdpie, ak
osobitné prdvne predpisy nepoZaduju uchovdvanie
tychto osobnych iudajov.

6.14. Odborny garant je povinny poskytnit’ Novartisu
alebo Zaddvatelovi vSetky informdcie potrebné pre
preukdzanie splnenia povinnosti Novartisu, resp.
Zaddvatel'a v zmysle Nariadenia a umoznit’ audity, ako
aj kontroly vykondvané Novartisom, Zaddvatel'om
alebo inym auditorom, ktorého poveril Novartis alebo
Zaddvatel’ a prispievat’ k nim.

6.15. Odborny garant je povinny bez zbytoéného
odkladu informovat’ Novartis, ak sa podla jeho ndzoru
pokynom  Novartisu  alebo Zaddvatela porusuje
Nariadenie, alebo iné prdvne predpisy tykajice sa
ochrany osobnych udajov.

6.16. Odborny garant je povinny v priebehu realizdcie
Cinnosti podla tejto Zmluvy a aj po skonceni platnosti
tejto Zmluvy dodrziavat a dbat na prislusné prdvne
predpisy na ochranu osobnych udajov a informdcii o
osobnych pomeroch subjektov skisania. "

the persondl! ddta to Novartis, after the provision of
the activities under this Contract is over, unless
specific legislation requires storage of the persondl
ddta.

6.14. The expert guarantor shall be obliged to make
available to Novartis or the Sponsor all information
necessary to demonstrate compliance with the
obligation laid down in the Regulation and to allow
for and contribute to audits, including inspections,
conducted by Novartis, the Sponsor or by another
auditor mandated by Novartis or the Sponsor.

6.15. The expert guarantor shall be obliged to
immediately inform Novartis if, in its opinion, an
instruction from Novartis or the Sponsor infringes the
Regulation or other legal act regarding the ddta
protection.

6.16. The expert guarantor shall during the
implementation of activities under this Contract and
also after the expiry of this Contract respect and
observe the relevant legislation on protection of
persondl ddta and information on persondl matters of
the study subjects.”

V ¢lanku VII. sa dopifla bod 7.18., ktory znie:

,Odborny garant zdroveri prehlasuje, Ze vSetky
osobné udaje v rozsahu osobnych udajov v zmysle
tejto Zmluvy poskytol dobrovolne a na ucely plnenia
tejto Zmluvy v sulade s Nariadenim a Zdkonom o
ochrane osobnych udajov. Odborny garant zdrover
prehlasuje, Ze sa obozndmil so svojimi prdvami ako
dotknutej osoby v zmysle Nariadenia. Toto
obozndmenie tvoriprilohu ¢. 2 tejto Zmluvy. "

In article VII. paragraph 7.18 is being inserted, which
reads as follows:

"The expert guarantor also declares that all the
personal data, as listed in this Contract, was provided
voluntarily for the purposes of the fulfilment of this
Contract in accordance with the Regulation and Data
Protection Act. The expert guarantor also declares,
that it is acknowledged by its rights of a data subject
in accordance with the Regulation. This information is
attached as Annex No. 2 hereto.

Ostatné ustanovenia tejto zmluvy sa nemenia a
zostavaju v platnosti.

The other provisions of this contract shall not change
and remain in force.

Tento dodatok nadobuda platnost diiom jeho
podpisania vietkymi zmluvnymi stranami a udinnost
diiom nasledujuicim po dni jeho zverejnenia Vv

centrdlnom registri zmliv na www.crz.gov.sk,
nakolko ide o dodatok k povinne zverejiovanej

zmluve v zmysle § 5a ods. 1 Zakona o slobode
informacii. Novartis zaroven udeluje svoj suhlas so
zverejnenim tohto dodatku podla predchadzajicej
vety. Zhotovitel bezodkladne zasle dodatok na
zverejnenie; pokial neddjde k zverejneniu do 7 dni
odo diia jej uzavretia, m6ze Novartis podaf niavrh na
jeho zverejnenie. Zhotovitel sa zavdzuje vydaf
Novartisu pisomné potvrdenie o zverejneni Zmluvy
bez zbyto¢ného odkladu po jej zverejneni. Zhotovitel
je povinny zabezpetit nespristupnenie tych ustanoveni
tejto Zmluvy, ktoré obsahujui informdéciu, ktord sa
podla platnych pravnych predpisov nespristupnuje.

This amendment shall be valid Gpon signature by all
Parties and enter into force on the day following the
day after its publication in terms a central register of
contracts on www.crz.gov.sk, because it is an
amendment to the Contract which must be disclosed
pursuant to Section 5 a para. 1 of Act on Free Access
to Information. Novartis also gives his consent to the
publication according to the previous sentence. The
Provider shall immediately send the amendment for
disclosure; if the amendment will not be disclosed
within 7 days following its conclusion, Novartis may
submit a proposal for disclosure. The Provider
undertakes to issue to Novartis a written confirmation
about the disclosure ofthe amendment without undue
delay after its publication. The Provider is obliged to
ensure the non-disclosure of these provisions of this
amendment, which is under the current legislation
confidential.
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Tento dodatok je vyhotoveny v 3 rovnopisoch, jeden
obdrzi zhotovitel a dva objedndvatel.

Tento dodatok je vyhotoveny v slovensko-anglickej
verzii. V pripade rozporu medzi slovenskou a
anglickou jazykovou verziou, mé prednost slovenska
verzia.

Zmluvné strany prehlasuju, Ze si dodatok precitali,
jeho obsahu porozumeli, Ze ho uzavreli slobodne
avazne, urCite a zrozumitelne, a na potvrdenie toho,
Ze obsah tohto dodatku zodpovedd ich skutocnej
a slobodnej voli, ho vlastnoru¢ne podpisali.

V Bratislave/In Bratislava, diia/on datum/date
Novartis:

Novartis Slovakia s.r.o.
PharmDr. Lucia S¢asnd, projektovy manazér
klinického skusania/Clinical study manager

Novartis Slovakia s.r.o.
Mgr. Hana Mrazovéa
na zéklade plnej moci/based on the power of attorney

Novartis Slovakia s.r.o.
PharmDr. Katarina Nosjean
na zéklade plnej moci/based on the power of attorney

Tento Dodatok ¢. 2 vratane jeho prilohy som si
precital(a), rozumiem svojim povinnostiam z tohto
Dodatku ¢&. 2 ajeho prilohy, ktoré sa zavizujem plnit,
a pristupujem Kk ustanoveniam tohto Dodatku ¢. 2 a
jeho prilohy, ktorymi budem viazany(a).

Odborny garant/ expert guarantor

Datum/Date: ,

MUDr. Bohumil Matula
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This amendment is executed in three counterparts, one
for the provider and one for the customer.

This amendment is executed in Slovak-English
version. In Case of any discrepancies between these
two versions the Slovak version shall prevail.

The Parties declare that they hdve read this
amendment, understood its content and that they have
entered into the amendment ffeely and seriously,
definitely and clearly, and in witness of the fact that
the content of this amendment corresponds with their
true and free will, they attach their authentic

signatures.

V Nitre/In Nitra, diia/on ddtum/date
Zhotovitel'/Provider:

Specializovana nemocnica sv. Svorada Zobor, n.o.
MUDr. Plameii Kabaivanov
Riaditel'/director

I have read this Amendment to contract, 1 understand
my obligations from this Amendment to the Contract,
and also my obligations from the new Protocol, and its
Annexes, which i undertake to comply, and Iam
approaching to the provisions of this Amendment, and
1 will be bound by them.
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Priloha €. 2

Informécia pre dotknuti osobu

Odborny garant vyhlasuje, Ze berie na vedomie, Ze na ucely
plnenia tejto Zmluvy dochddza k spractiivaniu jeho osobnych
udajov Novartisom v rozsahu v zmysle Zmluvy

Osobné udaje budu Novartisom spractivané po dobu trvania
tejto Zmluvy, ak osobitné pravne predpisy neurcuju dlhsiu
lehotu.

Odborny garant ma v zmysle Nariadenia nasledujiice prava,
o ktorych bol riadne pouceny a informovany:

pravo ziskat potvrdenie o tom, ¢&i sa spractvaju
jeho osobné udaje, a pravo ziskaf pristup k takymto
udajom vritane urCenia Gelov spracivania,
kategérii  osobnych tudajov, identifikiciu 0sOb,
ktorym boli alebo budii osobné tdaje poskytnuté,
predpokladant dobu uchovavania osobnych udajov,
existencie prdva na opravu osobnych udajov alebo
ich vymazanie alebo obmedzenie spractivania,
alebo prdva namietat proti takémuto spractivaniu,
prava podaf staznosf Uradu na ochranu osobnych
udajov, existencie automatizovaného rozhodovania
vratane profilovania ohladom osobnych udajov.
Osobné udaje budi  poskytnuté v strojovo
Citatelnom formate. Toto potvrdenie bude vydané
bezplatne, avSak za kazdé dalSie kopie, o ktoré
odborny garant poziada, mu modZe byf uétovany
primerany poplatok zodpovedajici ndkladom na
vyhotovenie takéhoto potvrdenia. Odborny garant
ma takisto priavo preniest’ tiecto udaje inému
subjektu, ktory bude jeho osobné tudaje dalej
spracovavat. Toto pravo sa vSak nevztahuje na
spracivanie nevyhnutné na splnenie lohy
realizovanej vo verejnom ziujme a nesmie mat
nepriaznivé ddésledky na prava a slobody inych,

privo na to, aby boli osobné udaje, ktoré su
spracuvané asu nespravne, bez zbyto¢ného
odkladu opravené. Takisto ma odborny garant
pravo na doplnenie nedplnych osobnych udajov,
ato prostrednictvom poskytnutia doplnkového
vyhlasenia,

prdvo na vymazanie osobnych udajov, ak nie su
osobné udaje potrebné pre ucely, na ktoré sa
ziskavali alebo spractvali, ak sa osobné udaje
spracuvali nezakonne, alebo ak osobné udaje
odborného garanta musia byt vymazané v zmysle
osobitnych pravnych predpisov. Osobné tudaje vsak
nemusia byt vymazané, ak je ich zachovanie
potrebné na uplatnenie prava na slobodu prejavu

a na informacie, na splnenie zdkonnej povinnosti

Zmluva o poskytovani odbornych Cinnosti pri klinickom skagani liekov - dodatok &. 2

Novartis / Specializovand nemocnica sv. Svorada Zobor, n.o. - 8076
Protokol ¢.: CBAF312A2304

Annex No. 2

Information for the data subject

The expert guarantor declares, that it takes into account, that
for the purposes of the fulfilment of the Contract the
processing of the expert guarantor's personal diata by the
Novartis in the scope in accordance with this Contract takes
place.

Personal data shall be processed during the term of this
Contract, unless specific legislation does not provide a
longer term.

The expert guarantor has the following rights under the
Regulation, of which he/she has been properly instructed
and informed:

the right to obtain the confirmation as to whether or
not the persondl data conceraing him or her are
being processed, and where that is the Case, access
to the personal data including the purposes of the
processing, the categories of persondl data
concerned, identification of the persons to whom
the personal data hdve been or will be disclosed, the
envisaged peridd for which the persondl data will
be stored, the existence of the right to request
rectification or erasure of persondl data or
restriction of processing of personal data or to
object to Such processing, the right to lodge a
complaint with the Office for persondl 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 chargé,
however, for each additional copy requested by the
Novartis, a reasonable fee can be charged taking
into account the administrative costs of providing
of Such confirmation. The expert guarantor has 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. The expert
guarantor has also right to hdve 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
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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 ¢i na
Statistické ucely, a na preukazovanie, uplatiovanie
alebo obhajovanie pravnych néarokov,

pravo na obmedzenie spractivania osobnych tudajov,
ak odborny garant napadol spravnost osobnych
udajov, ato pocas obdobia umoZziiujuceho overift
spravnost osobnych tdajov, spracivanie osobnych
udajov je protizdkonné a odborny garant namieta
proti vymazaniu osobnych udajov a Ziada namiesto
toho obmedzenie ich pouzitia, ak uz nie su osobné
udaje potrebné na ucely spractivania, ale odborny
garant ich potrebuje na preukazanie, uplatiiovanie
alebo obhajovanie pravnych narokov,

pravo podaf staznost proti spractivaniu osobnych
udajov dozornému orgdnu, ktorym je v Slovenskej
republike Urad na ochranu osobnych tudajov
Slovenskej republiky, so sidlom Hrani¢na 12, 820
07 Bratislava.
Odborny garant berie na vedomie, Ze md moZnost’
kedykol'vek kontaktovat Oddelenie ochrany osobnych
udajov na adrese privacy.slovakia@novartis.com Vv pripade,
7e bude maf akékolvek otdzky tykajuce sa zbierania,
spracovania alebo pouzitia osobnych udajov ako je uvedené
vyssie.

Miesto a datum/Place and Date

Meno/Name: MUDr. Bohumil Matula
Odborny garant /Expert guarantor

/

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 persondl
data, if the accuracy of the persondl data is
contested by the expert guarantor, for a peridd
enabling the controller to verify the accuracy ofthe
persondl data, the processing in unlawful and the
expert guarantor opposes the erasure of the
persondl 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 the expert guarantor 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 the Office for personal
data protection, with its seat at Hrani¢na 12, 820 07
Bratislava.

The expert guarantor takes into account, that it is at any time
entitled to contact the Data Privacy Department on the
electronical address: privacy. slovakia@no vartis. com in ¢ase
it has any questions regarding the collecting, processing or
usage of the persondl data as described above.
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