CLINICAL STUDY AGREEMENT
between
Pfizer Inc
and
Univerzitna nemocnica Martin

Pfizer Protocol # || G

This Clinical Study Agreement (“Agreement”)
between

Pfizer Inc. with a place of business at 66
Hudson Boulevard East, New York, NY 10001
(“Pfizer”)

and

Univerzitna nemocnica Martin,

with a place of business at

Kollarova 2, 036 59 Martin, Slovak
Republic

Represented by MUDr. Dusan Krkoska, PhD.,
MBA, director

ID: 00 365327

VAT number : SK2020598019

(“Institution”),

when signed by all parties, is effective as of
10Jun2025. Subject to compliance with the
requirement to publish the redacted version of
the Agreement in accordance with Section 15.2
(Publication of Redacted Agreement).

Pfizer wishes to sponsor a clinical study
entitled
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ZMLUVA O KLINICKEJ SKUSANI
medzi
spolo¢nost’ou Pfizer Inc
a
Univerzitna nemocnica Martin

Protokol spolo¢nosti Pfizer ¢. _

Tato zmluva o klinickej skusani (d’alej
,zmluva’) medzi

Pfizer Inc., so sidlom na adrese 66 Hudson
Boulevard East, New York, NY 10001 (d’alej
»Pfizer®)

a

Univerzitna nemocnica Martin
so sidlom na adrese Kollarova 2,
036 59 Martin, Slovenska republika
Zastupenie: MUDr. Peter Durny,
PhD., MPH, riaditel

1ICO: 00 365327
IC DPH : SK2020598019

------

po podpisani v§etkymi zmluvnymi stranami
nadobudne tc¢innost’ diia 10.juna 2025. Pod

podmienkou splnenia poziadavky zverejnit’

redigovanu verziu zmluvy v stlade s ¢astou
15.2 (Zverejnenie redigovanej zmluvy).

Spolocnost’ Pfizer si Zela byt zadavatel'om
klinického sktiSania ndzvom

_
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(“Study”) to be conducted by
MUDr.Stanislava Suroviakova (“Principal
Investigator”) at Institution under the Pfizer
protocol identified above (“Protocol”).

There is a separate agreement between Pfizer
and the Principal Investigator relating to the
Study (see Section 1.3 below).

The parties agree as follows:

1. Responsibilities

1.1 Investigators and Research
Staff. The Study will be
conducted by Principal
Investigator at Institution.
Institution will ensure that
individuals who assist in the
conduct of the Study as sub-
investigators or research staff
who are employees or
contractors of Institution are
appropriately trained and
qualified.

1.2 Compliance Obligations.
Institution is responsible to
Pfizer for compliance by all

AWS:
Study No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin
PI:

(d’alej ,klinické skusanie”), ktorti bude
vykonavat’ hlavny sktsajaci MUDr. Stanislava
Suroviakova (d’alej ,,hlavny skasajuci”) v
institacii podla protokolu spolo¢nosti Pfizer,
ktory je identifikovany vyssie (d’alej
.protokol™).

Existuje samostatna zmluva medzi
spolo¢nostou Pfizer a hlavnym skuSajicim
tykajuca sa klinického skuSania (pozri ¢ast’ 1.3
nizsie).

Zmluvné strany sa dohodli na nasledujdcom:

1. Zodpovednosti

1.1 Skusajuci a skuSajuci personal.
Klinické skusanie bude
vykonavat’ hlavny skusajici v
institacii. Institacia zabezpedi,
7e osoby, ktoré¢ pomahaja pri
vykonavani tohto klinického
sktSania vo funkecii
spoluskt$ajucich alebo
personalu v skusani, ktoré su
zamestnancami alebo
zmluvnymi dodavatel'mi
institucie, budu riadne
vyskoleni a kvalifikovani.

1.2 Povinnost’ dodrziavania
pravidiel. Institacia zodpoveda
spolocnosti Pfizer za to, ze cely

Dual Contracting — Institution
Template Version:
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1.3

1.4

Study personnel who are
Institution employees or
contractors with the terms of
this Agreement and
International Conference on
Harmonization Good Clinical
Practice (ICH GCP) guidelines,
as well as applicable law,
regulations, and governmental
guidance.

Agreement between Pfizer and 1.3
Principal Investigator. Study
conduct by Principal
Investigator and Principal
Investigator’s associated
obligations to Pfizer are
documented in a separate
agreement between Pfizer and
Principal Investigator.
Institution confirms that it is
aware of this separate
agreement. Institution further
confirms that it has received a
copy of that agreement (either
with or without inclusion of the
Study Budget attachment) or
has been otherwise satisfactorily
informed as to Principal
Investigator’s Study-related
rights and responsibilities.

Division of Responsibilities. 1.4
Institution and Principal
Investigator will determine the

skusajtci personal , ktory tvoria
zamestnanci institacie, bude
dodrziavat’ ustanovenia tejto
zmluvy, smernice
Medzinarodnej konferencie pre
harmonizéciu spravnej klinickej
praxe (International Conference
on Harmonization Good
Clinical Practice, ICH GCP),
ako aj prislusné pravne predpisy
a usmernenia Statu.

Zmluva medzi spolo¢nost'ou
Pfizer a hlavnym sku$ajucim.
Vykonavanie klinického
skuSania hlavnym skaSajucim a
stvisiace povinnosti hlavného
skusajuceho voci spolo¢nosti
Pfizer su zdokumentované v
samostatnej zmluve medzi
spolo¢nostou Pfizer a hlavnym
skuSajiicim. Institacia
potvrdzuje, ze si je vedoma tejto
samostatnej zmluvy. Institicia
d’alej potvrdzuje, Ze dostala
kdpiu tejto zmluvy (s
priloZenym rozpoctom
klinického skusania alebo bez
neho), alebo bola inym
spdsobom uspokojivo
informovana o pravach a
povinnostiach hlavného
skuSajiiceho v stvislosti s tymto
klinickym sktiSanim.

Rozdelenie povinnosti.
InStitucia a hlavny skasajuci
stanovia rozdelenie povinnosti
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1.5

division of responsibilities
between Institution and
Principal Investigator for Study-
related activities required by the
Protocol or identified in this
Agreement or the agreement
between Pfizer and Principal
Investigator. However,
Principal Investigator will, at
minimum, assume all those
responsibilities assigned to
principal investigators by the
relevant regulations governing
the conduct of clinical
investigations. Institution will
provide appropriate oversight of
Principal Investigator activities
within the Institution. Institution
further agrees to cooperate with
Pfizer if needed to help resolve
any issues relating to
compliance by Principal
Investigator with his/her Study-
related responsibilities.

Pfizer GCP Training. Prior to 1.5
enrollment of any Study
Subjects (as defined in Section
4, Subject Enroliment),
Principal Investigator and any
sub-investigators will either
complete or provide a valid
certificate of the Pfizer-
provided Good Clinical Practice
training course (“Pfizer GCP
Training”). Any investigators

medzi inStitaciou a hlavnym
skuSajiicim na vykonavanie
¢innosti spojenych s klinickym
skasanim, ktoré sa vyzaduji v
sulade s protokolom alebo touto
zmluvou, alebo zmluvou medzi
spolo¢nostou Pfizer a hlavnym
skuSajiicim. Hlavny skasajuci
vSak preberie minimalne tie
povinnosti, ktoré sa pridelené
hlavnym skusajucim
prislusnymi nariadeniami
upravujucimi vykonavanie
klinickych vyskumov. Institicia
poskytne primerany dohl'ad nad
¢innostami hlavného
skusajuceho v priestoroch
institucie. Institicia sa zavizuje
spolupracovat’ so spolo¢nostou
Pfizer, ak bude potrebovat’
pomoc pri rieseni akychkol'vek
problémov suvisiacich s
dodrziavanim povinnosti
hlavného skusajaceho v ramci
jeho povinnosti savisiacich

s tymto klinickym skaSanim.

Skolenie spolo&nosti Pfizer o
GCP. Pred zaradenim
akéhokol'vek uCastnika
klinického skusania (ako je
definované v Casti 4,
Zarad’ovanie Ucastnikov),
hlavny skuSajtci a ktorykol'vek
spoluskusajuci bud’ absolvuje
Skolenie o spravnej klinickej
praxi spolocnosti Pfizer (d’alej
,,Skolenie spolo¢nosti Pfizer o
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1.6

who later join the Study will
complete the Pfizer GCP
Training before performing
Study-related duties. For studies
of applicable duration, Principal
Investigator and Sub-
Investigators will complete
Pfizer GCP training every 3
(three) years during the term of
the Study, or more often if there
are significant changes to the
ICH GCP guidelines or course
materials.

Compliance with Global Trade
Controls. The parties agree that
activities under this Agreement
may be subject to applicable
import, export, and economic
sanctions laws and regulations
(“Global Trade Control Laws”).
Institution and Pfizer will
comply with all applicable
Global Trade Control Laws.

a. The parties confirm that
none of the activities
under this Agreement
will (i) take place in a
Restricted Market; (ii)
involve individuals from

No./¢islo studie:
Site number/¢islo centra:
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1.6

GCP”) alebo poskytne platny
certifikat o absolvovani $kolenia
0 GCP. Kazdy skusajtci, ktory
sa zapoji do vykonavania
klinického skusania neskor,
absolvuje skolenie spolo¢nosti
Pfizer o GCP pred tym, nez
zacne vykonavat svoje
povinnosti v ramci klinického
sktisania. V pripade Klinickych
skisani zodpovedajucej dizky
trvania spoluskasajuci absolvuje
takéto Skolenie spolocnost'ou
Pfizer tykajuce sa GCP kazdé tri
roky pocas trvania klinického
skusania, pripadne Castejsie, ak
doéjde k vyraznym zmenam

v smerniciach ICH GCP a/alebo
v Skoliacich materialoch, ktoré
si vyzaduju opétovné Skolenie.

Sudlad s pravidlami
medzindrodného obchodu.
Zmluvné strany berd na
vedomie, Ze ¢innosti
vyplyvajlce z tejto zmluvy
mo&zu podliehat’ prisluSnym
zakonom a predpisom
tykajucim sa dovozu, vyvozu a
hospodarskych sankcii (d’alej
,»zakony tykajuce sa pravidiel
medzinarodného obchodu).
Institacia a Pfizer budd
dodrziavat’ vSetky prislusné
zakony tykajlce sa pravidiel
medzinarodného obchodu.

a. Zmluvné strany potvrdzuju,
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No./¢islo studie:
Site number/¢islo centra:

or ordinarily resident in
a Restricted Market; and
(iii) involve companies,
organizations, or
Governmental Entities
from a Restricted
Market. “Restricted
Market” shall mean the
Crimean Peninsula,
Cuba, the Donbass
Region, Iran, North
Korea, and Syria.

Each party represents
and warrants that (i) it is
not on any Restricted
Party Lists (defined
below); (ii) it is not
owned or controlled by
any individual or entity
on any Restricted Party
Lists; and (iii) that it will
not involve any
individual or entity on
any Restricted Party
Lists in the activities
under this Agreement. In
the event that an
individual or entity on a
Restricted Party List is
included in activities
under this Agreement,
the party connected with
such individual or entity
will immediately notify
the other party and
suspend the relevant
affected activities,

S
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ze ziadna ¢innost’ vyplyvajuca z
tejto zmluvy (i) sa nebude
vykonavat’ v rdmci
obmedzeného trhu; (ii) nebudd
angazovat’ jednotlivcov z
oblasti obmedzeného trhu ani
beznych rezidentov oblasti s
obmedzenym trhom; a (iii)
nebudt angazovat’ spolo¢nosti,
organizécie ¢i tatne subjekty z
oblasti obmedzeneho trhu.
Pojem ,,obmedzeny trh* sa
vzt'ahuje na Krymsky polostrov,
Kubu, region Donbas, Iran,
Severnu Koreu, a Syriu.

b. Kazda zmluvna strana
vyhlasuje a zarucuje, (i) Ze nie
je na zozname obmedzenych
stran (definované nizsie); (ii) ze
nie je vlastnena ani riadena
ziadnou osobou ani subjektom
na zozname obmedzenych stran;
a (iii) ze na vykonéavanie
¢innosti vyplyvajtcich z tejto
zmluvy nebude angazovat’
ziadnu osobu ani subjekt na
zozname obmedzenych stran.
Ak na vykonavanie ¢innosti
vyplyvajlcich z tejto zmluvy
bude angaZovana osoba alebo
subjekt na zozname
obmedzenych stran, zmluvna
strana, ktorej sa tyka dana osoba
alebo subjekt, to okamzite
ozndmi druhej zmluvnej strane
a prerusi relevantné dotknuté
¢innosti vratane kazdej

Dvojstranna zmluva — institicia
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1.7

including any and all
affected payments, until
the parties agree to go
forward.

C. With respect to this
Agreement, Restricted
Party Lists include the
Consolidated Screening
List
(https://www.export.gov
/consolidated_screening
_list); the Excluded
Parties List System
(https://www.sam.gov);
and the Consolidated
List of Persons, Groups,
and Entities Subject to
E.U. Financial Sanctions
https://data.europa.eu/da
ta/datasets/consolidated-
list-of-persons-groups-
and-entities-subject-to-
eu-financial-
sanctions?locale=en

Health Insurance Company 1.7
notification. Principal

Investigator undertakes to

inform the Health Insurance

Company of each enrolled

insured person, Study Subject

(defined below) of the Study,

and of each Study Subject

completion of participation in

the Study.

dotknutej platby, dokym sa
zmluvné strany nedohodnu na
pokracovani.

c. V suvislosti s touto zmluvou
zoznamy obmedzenych strén
zahtniaju konsolidovany
preverovaci zoznam
(https://www.export.gov/consoli
dated_screening_list), systém
zoznamu vylucenych stran
(https://www.sam.gov) a
konsolidovany zoznam oséb,
skupin a subjektov
podliehajucich finanénym
sankciam EU
https://data.europa.eu/data/datas
ets/consolidated-list-of-persons-
groups-and-entities-subject-to-
eu-financial-
sanctions?locale=en.

Oznamenie zdravotnej
poistovni. Hlavny skuSajuci sa
zaviazal, Ze bude informovat’
zdravotnu poistovitu o zaradeni
kazdého poistenca, G€astnika
klinického skusania (ako je
definovany nizsie) do
klinického sktiSania, ako aj

0 ukonceni ucasti kazdého
ucastnika klinického skusania
Vv klinickom skusani.
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Funding. Pfizer will provide funding to
Institution as compensation for
Institution’s services and the use of
Institution’s facilities for the Study as
delineated in Attachment A, Study
Budget and Payment Terms, and
subject to the terms specified in that
Attachment. Pfizer will provide funding
to the Principal Investigator as
compensation for Principal
Investigator’s Study conduct activities
under the agreement between Pfizer
and Principal Investigator. Institution
certifies that payments to the Institution
comply with applicable law and any
applicable policies and procedure of the
Institution.

2.1 Investigator Meetings. If any
Study personnel who are
Institution employees or
contractors are required to
attend investigator meetings for
this Study, Pfizer will arrange
and pay directly for travel and
accommodation and will cover
the reasonable costs of meals in
connection with those meetings,
but does not provide
compensation for such
attendance.

2.2  Disclosure by Pfizer. In the
interest of transparency relating
to its relationships with
investigators and study sites or

S
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2._Financovanie. Pfizer poskytne instittcii

financovanie ako odplatu za sluzby
inStitacie a za pouZzivanie priestorov
inStitacie na ucely klinického skusania,
ako je uvedené v prilohe A, Rozpocet
klinického skusania a platobné
podmienky, a v stlade s ustanoveniami
uvedenymi v tejto prilohe. Pfizer
poskytne financovanie hlavnému
skusajiicemu ako odplatu za
vykonavanie ¢innosti hlavného
skusajuceho v sulade so zmluvou medzi
spolo¢nostou Pfizer a hlavnym
skusajucim. Institicia potvrdzuje, ze
platby poukazované institacii st v
stlade s prislusnym zdkonom a
vSetkymi prislusnymi zdsadami a s
postupom institucie.

2.1  Stretnutia skuSajiacich. Ak sa od
¢lenov personalu v skusSani,
ktori su zamestnancami alebo
zmluvnymi dodavatel'mi
institucie, pozaduje, aby sa
zUcastnili stretnuti skasajucich v
savislosti s tymto klinickym
sktisanim, Pfizer zabezpeci a
priamo uhradi ndklady na
cestovanie a ubytovanie a
pokryje aj primerané naklady na
jedlo v suvislosti s tymito
stretnutiami, nebude vsak
poskytovat’ platbu za ucast’.

2.2  Zverejnenie informécii zo
strany spolocnosti Pfizer. V
zaujme transparentnosti
ohl'adom jej vzt'ahu so

Dvojstranna zmluva — institicia
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to ensure compliance with
applicable local law, Pfizer may
publicly disclose the support it
provides under this Agreement.
Such a disclosure by Pfizer may
identify both the Institution and

sktiSajucimi a pracoviskami
klinického skusania, alebo aby
sa zabezpecilo dodrziavanie
prislusnych pravnych predpisov
moze spolo¢nost’ Pfizer
zverejnit’ podporu, ktort

the Principal Investigator but
will clearly differentiate
between payments or other
transfers of value to institutions
and those made to individuals.

poskytuje v ramci tejto zmluvy.
Takéto zverejnenie informacii
7o strany spolocnosti Pfizer
moze identifikovat’ institiciu aj
hlavného skusajuceho, ale jasne
rozli$i medzi platbami alebo
inymi prevodmi hodnot
institucii a jednotlivcom.

3. Protocol. Principal Investigator and 3.
Institution will conduct the Study and
Study-related activities in accordance
with the Protocol, including, but not
limited to, the requirements relating to
the State Institute for Drug
Control/Independent Ethics Committee
(“SUKL/IEC”) approval and adverse
event reporting.

Protokol. Hlavny skusajuci a institucia
budt vykonavat’ toto klinické skuSanie
a vSetky ¢innosti v ramci klinického
skusania v sulade s protokolom, ako aj
poziadavkami stanovenymi v schvaleni
klinického sktiania Statnym tstavom
pre kontrolu lie¢iv a nezdvislou etickou
komisiou (d’alej ,,.SUKL/NEK”) a s
nahlasovanim neziaducich udalosti.

3.1  Amendments. The Protocol may 3.1
be modified only by a written
amendment, approved by Pfizer,
the Principal Investigator, and
the responsible SUKL/IEC
(“Amendment”) except, as
described in the Protocol, for
emergency changes necessary to
protect the safety of the Study
Subjects (as defined in Section
4, Subject Enrollment).

Dodatky. Protokol moze byt
upraveny len pisomnym
dodatkom odsuhlasenym
spolo¢nostou Pfizer, hlavnym
sktgajucim a SUKL a
zodpovednou NEK (d’alej
,dodatok”). Vynimkou su
pripady popisané v protokole a
tykajuce sa nadzovych zmien
potrebnych na ochranu
bezpecnosti ucastnikov
klinického skusania (ako je
definované v Casti 4,
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AWS:
Study

3.2 No Additional Research. No
additional research may be
conducted on Study Subjects (as
defined in Section 4, Subject
Enrollment) during the conduct
of the Study or on biological
samples collected during the
conduct of the Study unless it is
approved by Pfizer and
documented as an Amendment
to the Protocol or made subject
to mutually agreeable terms
otherwise documented by the
parties.

Subject Enrollment. Principal
Investigator and Institution have agreed
to enroll qualified Study participants
during the Pfizer-specified enrollment
period, unless Pfizer modifies the
enrollment period by written notice. A
qualified participant is one who meets
all Protocol criteria for inclusion in the
Study (“Study Subject”).

4.1  Multi-Center Studies Pfizer may
end Study Subject enrollment
early by written notice to
Principal Investigator if the total
enrollment needed for a multi-
center study has been achieved

No./¢islo studie:
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Zarad’ovanie ucastnikov).

3.2 Zékaz dodato¢ného vyskumu.
Ziadny dodatoény vyskum
nemdze byt vykonany na
ucastnikoch klinického
sktiSania (ako st definovani v
Casti 4), ani na biologickych
vzorkach odobratych pocas
vykondvania tohto klinického
sktsania, pokial’ nebude
odsuhlaseny spolo¢nostou
Pfizer a zadokumentované vo
forme dodatku k protokolu,
alebo ak sa na tom zmluvné
strany nedohodli na zéklade
vzajomne prijatelnych a
zdokumentovanych podmienok.

Zaradenie ucastnika. Hlavny skusSajuci
a inStitlicia sa zavizuju, ze zaradia
kvalifikovanych ucastnikov klinického
sktiSania pocas obdobia zarad’ovania
Specifikovaného spolo¢nost'ou Pfizer
okrem pripadu, ked’ Pfizer zmeni toto
obdobie zarad’ovania pisomnym
ozndmenim. Za kvalifikovaného
ucastnika sa povazuje osoba, ktora
spiiia vietky kritéria protokolu na
zaradenie do klinického skuSania (d’alej
,ucastnik klinického skusania”)

4.1 Multicentrické klinické
skasSania. Pfizer moze ukonéit’
nabor ucastnikov klinického
sktiSania predCasne
prostrednictvom pisomného
oznamenia hlavnému

Dvojstranna zmluva — institicia
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before the end of the enrollment
period for this Study or before
Principal Investigator has
enrolled the minimum number

sktsajucemu, ak bol celkovy
pocet ucastnikov potrebnych do
multicentrického klinického
skuSania dosiahnuty pred

of Study Subjects. ukon¢enim obdobia
zarad’ovania do tohto klinického
sktsSania alebo predtym, nez
hlavny skusajtci zaradil
minimalny pocet ucastnikov
klinického sklsania.
5. Study Conduct 5. Vykonavanie klinického skuSania
5.1  Charging Study Subjects. 5.1  Poplatky od Gcastnikov

Institution will not charge a
Study Subject or third-party
payer for Investigational Drug
(see Section 8, Investigational
Drug) or for any services
reimbursed by Pfizer under this
Agreement or the agreement
between Pfizer and Principal
Investigator.

5.2  Safety Measures and Serious 5.2
Protocol or ICH GCP Breaches.
Institution will inform Pfizer
immediately of (a) any urgent
safety measures taken by
Principal Investigator to protect
Study Subjects against
immediate hazard and (b) any
serious breaches of the Protocol
or of ICH GCP guidelines of
which Institution becomes
aware.

AWS:
Study No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin

klinického skuSania. InStitucia
nebude ucastnikovi klinického
sktiSania alebo platitel'ovi -
tretej strane Gictovat’ za skasany
liek (pozri ¢ast’ 8, SkuSany
liek), ani za Ziadne sluzby, ktoré
v rdmci tejto zmluvy alebo
zmluvy medzi spolo¢nostou
Pfizer a hlavnym skusajiicim
prepléca Pfizer.

Bezpecnostné opatrenia a
zavazné poruSenia protokolu
alebo smernic ICH GCP.
Institacia bude okamzite
informovat’ spolo¢nost’ Pfizer 0
(a) akychkol'vek naliehavych
bezpecnostnych opatreniach,
ktoré prijal hlavny skiiSajici na
ochranu ucastnikov klinického
skuSania pred bezprostrednym
nebezpecenstvom a (b)
akomkol'vek zdvaznom
poruseni protokolu alebo
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6. Data Protection and FDA Financial

Disclosure

6.1 Data Protection.

6.1.1 Personal Data

“Personal Data” has the
meaning given by applicable
law and includes, without
limitation, any information
(regardless of the medium and

whether alone or in
combination with other
available information) that

identifies or relates to an
identified or identifiable
natural person. Key coded or
otherwise pseudonymized
data are considered Personal
Data even if the holder of
those data does not have
access to the key that links the
data to the identity of an
individual. Personal data
collected in association with
the Study will include Pfizer
Representative Personal Data
(as referenced in Section 12.2)

as well as Personal Data
relating to the Principal
Investigator, sub-

investigators, research staff,
third parties, and Study
Subjects.
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smernic ICH GCP, o ktorom sa
institacia dozvie.

6. Ochrana Udajov a zverejnenie
finanénvych informacii podl'a
poziadaviek FDA

6.1 Ochrana osobnych udajov.
6.1.1 Osobné udaje.
Pojem ,,0sobné udaje“ ma
vyznam dany platnymi
pravnymi predpismi a zahfna
bez obmedzenia akékol'vek

informacie (bez ohl'adu na nosi¢
a bez ohladu na to, ¢1 su
samostatne alebo v kombinacii s

inymi dostupnymi
informéaciami), ktoré
identifikuju identifikovanu

alebo identifikovatelnu fyzicku
osobu alebo sa k nej vztahuji.
Udaje  zakédované  kIi¢om
alebo inak pseudonymizované
udaje sa povazuju za osobné
udaje, aj ked drzitel tychto
udajov nema pristup ku klacu,
ktory spéaja Udaje s identitou
fyzickej osoby. Osobné udaje
zhromazdené v suvislosti s
klinickym  skoSanim  budu
zahfnat’ osobné Udaje zastupcov
spoloCnosti  Pfizer (ako sa
uvadza v cCasti 12.2), ako aj
osobné Gdaje tykajuce sa
hlavného sktsajuceho,
spolusktsajucich, vyskumnych
pracovnikov, tretich stran a
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6.1.2 Controllership

and
compliance. Institution and
Pfizer are independent data
controllers with respect to the
handling of patient data,
including  Personal Data,
within the framework of
performing the Agreement.
Institution is the independent
data controller of Study
Subject Personal Data
contained in: (a) non-
pseudonymized source
documents and  medical
records processed for the
purpose of providing health
services or medical care of
Study Subjects (b) Study Data
prior to its submission to
Pfizer in accordance with
Section 11.1. Pfizer is the
independent data controller of
all Personal Data contained
within  Study Data and
Biological Samples submitted
to Pfizer by Institution or
Principal  Investigator  or
otherwise created by Pfizer.
Institution and Pfizer will
comply with data protection
applicable law, including but
not limited to the
implementation of the
inventory and an appropriate

security program, the
appointment of a data
protection officer and the
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6.1.2 Kontrola a

ucastnikov klinického skusania.

dodrziavanie
predpisov. Institicia a Pfizer st
nezavislymi prevadzkovatel'mi
udajov, pokial’ ide o nakladanie
S udajmi pacientov vratane
osobnych udajov v rédmci
plnenia zmluvy. InStitucia je
nezavislym prevadzkovatel'om
osobnych udajov tucastnikov
klinického skuSania, ktoré su
obsiahnuté Vi @)
nepseudonymizovanych

zdrojovych  dokumentoch a

zdravotnych zdznamoch
spracuvanych na ucely
poskytovania zdravotnych
sluzieb alebo zdravotnej
starostlivosti o  ucastnikov

klinického skuSania (b) udajoch
Klinického sktsania pred ich
poskytnutim spolo¢nosti Pfizer
v sulade s castou 11.1.
Spoloc¢nost’ Pfizer je nezavislym
prevadzkovatelom  vSetkych
osobnych Gdajov obsiahnutych
v udajoch klinického skusania a
biologickych vzorkéach, ktoré
inStitacia alebo hlavny
skasajuci predlozili spolo¢nosti
Pfizer alebo ktoré spolocnost
Pfizer inak vytvorila. InStiticia
a Pfizer buda dodrziavat’ platné
pravne predpisy o0 ochrane
Gdajov, okrem iného vratane
zavedenia supisu a vhodného
bezpe€nostného programu,
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6.1.3 Cooperation.

execution  of  processing
agreements with the
processors they respectively
appoint. Institution and Pfizer
will be responsible for any
noncompliance of its own
tasks as data controller,
including any noncompliance
by a processor which it has
engaged including the
Principal Investigator’s
processing on behalf of the
Institution.

Institution and
Pfizer will cooperate and
assist each other with

respect to any data
protection impact
assessments and/or

regulatory consultations
that may be required with
respect to data
processing carried out
within the framework of
performing the
Agreement.  Institution
will immediately notify
Pfizer of (i) any notices it
receives from a data
protection authority that
relate to the Study; and
(i) any security incident
related to Personal Data
maintained by Institution
under the Agreement.
Where a notice or
incident referred to in
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6.1.3

vymenovania zodpovednej
osoby pre ochranu Udajov a
uzavretia dohéd o spracovani
udajov so sprostredkovatel'mi,
ktorych vymenuju. InsStitucia a
Pfizer budlu zodpovedni za
akékol'vek nedodrzanie svojich
uloh ako prevadzkovatela
udajov vratane akéhokol'vek
nedodrzania z0 strany
sprostredkovatel’a, ktorého
poverili, vratane spracovania
hlavnym skGSajucim v mene
institucie.

Spolupraca.

Institicia a  Pfizer budu
navzdjom spolupracovat a
pomahat si  pri vSetkych
posudeniach  vplyvu na
ochranu Gdajov  alalebo
konzultaciach s regulaénymi
organmi, ktor¢ sa mozu
vyzadovat’ v suvislosti so
spracovanim Gdajov

vykonavanym v ramci plnenia
tejto zmluvy. Institucia
bezodkladne oznémi
spolocnosti Pfizer (i) vSetky
ozndmenia, ktoré dostane od
Uradu na ochranu osobnych
Udajov a ktoré sa tykaju
klinického skuaSania, a (ii)
vSetky bezpe€nostné incidenty
tykajlce sa osobnych Udajov

uchovavanych inStituciou
podla  zmluvy. Ak sa
ozndmenie alebo incident
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6.1.3 (i) or (ii) relates to
Personal Data that is the
subject of Institution’s
obligations as data
controller, the
notification will contain
sufficient information for
Pfizer to provide
feedback, solely as an
interested party and not
as legal or regulatory

advice, to Institution.
Institution, as the
independent data

controller of the Personal
Data, will determine if
the security incident will
be considered a data
security  breach and
conduct all required
notifications as well as
perform all necessary
actions to remediate the
security incident at its
own expense.

6.1.4 Rights of Data Subijects

Participating in the Study.

Institution agrees that, as
between itself and Pfizer,
Institution is best able to
manage data protection
requests  from Study
Subjects and will respond,
or ensure the Principal
Investigator responds, to
Study Subjects’ requests in
accordance with applicable
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6.1.4 Prava

uvedeny v bode 6.1.3 (i) alebo
(ii) tyka osobnych uadajov,
ktoré st predmetom povinnosti
institucie ako prevadzkovatela
Udajov, ozndmenie  bude
obsahovat’ dostatocné
informacie, aby spolo¢nost’
Pfizer mohla  poskytnut
inStitacii spitna vizbu, a to
vyluéne ako =zainteresovana
strana, a nie ako pravne alebo

regulacné poradenstvo.
Institicia  ako  nezavisly
prevadzkovatel osobnych

udajov ur¢i, ¢i sa bezpecnostny
incident bude povazovat za
porusenie bezpecnosti udajov,
a vykona vsetky pozadované
oznamenia, ako aj vSetky
potrebné opatrenia na napravu
bezpecnostného incidentu na
vlastné néklady.

dotknutych 0s6b
zucastnujucich sa klinického
skuSania.

InStitacia suhlasi s tym, Ze v
porovnani so  spolo¢nostou
Pfizer ma lepSiu schopnost
vybavovat  ziadosti o ochranu
udajov od ucastnikov
klinického skuSania a bude
reagovat’ na Ziadosti uc¢astnikov
klinického skuSania v sulade s
platnymi pravnymi predpismi.
Institicia bude bezodkladne

informovat’ spolo¢nost’ Pfizer
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law. Institution will akomkol'vek odvolani suhlasu

romptly notify Pfizer at SO spracovanim udajov

h of any ucastnikom klinického

withdrawal of any consent skuSania.

to data processing provided

by the Study Subject. 6.1.5 Osobné Udaje zamestnancov
institucie.

6.1.5 Personal Data of Institution
staff. Institution
acknowledges that it has
received the Pfizer Privacy
Notice for Investigators and
Study Personnel — European
Union, European Economic
Area, and  Switzerland.

6.1.6

6.1.6 Cross-Border Data Transfers.
Institution and Principal
Investigator will only transfer
Personal Data outside the
European Union, European
Economic Area or Switzerland
in accordance with Study
related instructional documents
provided by Pfizer. Institution
and Pfizer have entered into EU
Standard Contractual Clauses
attached to this Agreement as
Attachment E.

6.2 Financial Disclosure. Where the 6.2
Study is deemed by Pfizer to be
a “covered study” for the
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Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin

Institucia potvrdzuje, ze dostala
oznamenie spolocnosti Pfizer o
ochrane  osobnych  udajov
sktsajucich a personalu
klinického sktsania — Eurdpska
Unia, Eurdpsky hospodarsky
priestor a Svajéiarsko.

Cezhrani¢né prenosy osobnych
udajov.

Institicia a hlavny skusSajuci
budd prenasat’ osobné udaje
mimo Eurdpskej Unie,
Europskeho  hospodarskeho
priestoru alebo Svajéiarska
vyhradne v sdlade s pokynmi
tykajucimi  sa  klinického
sktiSania uvedenymi v
dokumentoch od spolocnosti
Pfizer. InStitacia a spoloc¢nost’
Pfizer uzavreli Standardné
zmluvné dolozky EU, ktoré st
pripojeneé k tejto zmluve ako
priloha E.

Finanéné priznanie. V pripade,
ked’ spoloc¢nost’ Pfizer usudi, ze
klinické skasSanie ,,bude
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purpose of the United States
Food and Drug Administration
regulation entitled “Financial
Disclosure by Clinical
Investigators” (the “FDA
Regulation”), Institution will
ensure that any sub-investigator
engaged in the Study who is an
Institution employee or
contractor agrees to disclose to
Pfizer all relevant financial and
other information (including
details of equity interests in
Pfizer or any of its affiliates)
relating to the sub-investigators
(and, where relevant, spouse
and dependants of sub-
investigator) as required by
Pfizer to comply with the FDA
Regulation.

7. Informed Consent and Subject

ment.

Recruit

7.1

Informed Consent. Institution
will cooperate with Principal
Investigator to ensure that a
written informed consent is
obtained for each Study Subject
and that a signed original of that

Site number/¢islo centra:
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podliehat™ nariadeniu
»Financné priznanie
skisajiicich®, ktoré vydal Urad
pre potraviny a lieky USA
(dalej ,,nariadenie FDA”),
institucia zabezpeci, ze vSetci
spoluskusajuci zapojeni do
tohto klinického skusania, ktori
st zamestnancami alebo
zmluvnymi dodavatel'mi
inStitacie, spristupnia
spolo¢nosti Pfizer vSetky
relevantné financné a iné
informécie (vratane podielov na
vlastnom imani spolo¢nosti
Pfizer alebo ktorejkol'vek z jej
pridruzenych spoloc¢nosti), ktoré
sa viazu k hlavnému
skusajucemu alebo
spoluskusajucim, podl'a daného
pripadu (a tam, kde je to
nalezité, aj k
manzelovi/manzelke a zavislym
osobam hlavného sktsajuceho
alebo spoluskusajaceho), ako to
vyzaduje spolo¢nost’ Pfizer, aby
mohla konat’ v sulade s
nariadeniami FDA.

7. Informovanvy suhlas a nabor ucastnikov.

7.1

Informovany suhlas. Institicia
bude spolupracovat’ s hlavnym
skuSajiicim, aby sa zabezpecilo,
7e od kazdého ucastnika
klinického skusania bol ziskany
pisomny informovany sthlas
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consent is maintained in that
Study Subject’s record. Pfizer
will provide a template
informed consent document for
the Study. Institution and
Principal Investigator must not
make any changes to this
document without the prior
written approval of the Pfizer
(including any revisions made
during the course of the Study)
before the revised informed
consent document is used for
the Study.

7.2 Subject Recruitment. . 7.2
Institution will cooperate with
Principal Investigator to provide
Pfizer an opportunity to review
and approve the content of any
Study Subjects before such
materials are used. This
requirement applies to all such
materials, regardless of medium.

8. Investigational Drug. Pfizer will 8.
arrange for Institution to receive, at no
charge, sufficient quantities of the
Pfizer product that is being studied
(“Pfizer Drug”) to conduct the Study.
Unless otherwise indicated in
Attachment A (Study Budget and
Payment Terms), Pfizer will also
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s ucast'ou v klinickom skusSani,
a ze podpisany original tohto
suhlasu bude uchovany v
zaznamoch ucastnika klinického
sktsania. Spoloc¢nost’ Pfizer
poskytne vzor dokumentu
informovaného suhlasu pre
klinické skasanie. InStitucia a
hlavny skti$ajuci nesmi menit’
tento dokument bez
predchadzajuceho pisomného
suhlasu spoloc¢nosti Pfizer (to sa
tyka aj pripadnych revizii v
priebehu klinického skusania).
Takyto suhlas je potrebné ziskat’
pred pouzitim revidovaného
dokumentu informovaného
suhlasu v klinickom skusani.

Nébor ucastnikov. Institucia
bude spolupracovat s hlavnym
skuSajiicim, ktory zabezpeci,
spoloc¢nosti Pfizer moznost’
kontroly a odsthlasenia
podkladov tc¢astnikov skasania,
pred tym ako budu pouZité.
Této poZiadavka sa vztahuje na
vSetky takéto materidly bez
ohl'adu na nosic.

SkuSany liek. Spolo¢nost’ Pfizer
poskytne institacii bezplatne dostatocné
mnozstvo lieku spolo¢nosti Pfizer,
ktory sa skuma (d’alej ,,liek spolo¢nosti
Pfizer”) na vykonavanie tohto
klinického sktiSania. Pokial nie je
uvedené v prilohe A (Rozpocet
klinického sktiSania a platobné

Dvojstranna zmluva — institicia
Verzia vzoru:

18



arrange for Institution to receive at no
charge, or will cover the costs of, any
other Protocol-required drugs (e.g.,
placebo, comparator drug, concomitant
drug). Any other Protocol-required
drug that Pfizer provides or covers the
cost of is, together with the Pfizer
Drug, considered “Investigational
Drug”.

8.1  Custody and Dispensing.
Institution will, or will
cooperate with Principal
Investigator to, maintain
appropriate control of supplies

of Investigational Drug and will

not administer or dispense it to
anyone who is not a Study
Subject, or provide access to it
to anyone except Study
personnel.

8.2  Use. Institution will ensure, or
cooperate with Principal
Investigator in ensuring, that
Investigational Drug is used
only as specified in the
Protocol. Any other use of
Investigational Drug by an
Institution employee or
contractor constitutes a material
breach of this Agreement.

podmienky) inak, spolo¢nost’ Pfizer
tiez zariadi, aby inStitiicia dostala
bezplatne akékol'vek d’alSie lieky
pozadované na zaklade protokolu (napr.
placebo, porovnavaci liek, suibezny
liek), alebo uhradi naklady na ich
obstaranie. Akykol'vek iny liek
pozadovany na zaklade protokolu,
ktory spolo¢nost’ Pfizer alebo
spolo¢nost’ Pfizer poskytne, alebo v
pripade ktoreho uhradi naklady na
zabezpecenie, sa spolu s lickom
spoloc¢nosti Pfizer povazuje za
,skusany liek”.

8.1  Uchovavanie a vydavanie.
Institucia zabezpeci alebo bude
spolupracovat’ s hlavnym
skasajucim, aby tento
zabezpecil vhodnu kontrolu
stavu zasob skusaného lieku a
nepoda ani nevyda ho nikomu,
kto nie je ucastnikom
klinického skiSania, ani
neumozni pristup k lieku
nikomu inému okrem personalu
klinického skusSania.

8.2  Pouzivanie. InStitlicia zabezpeci
alebo bude spolupracovat’ s
hlavnym skasajucim, aby tento
zabezpecil, Ze skiiSany liek sa
pouzije len v stlade s
protokolom. Akékol'vek iné
pouzitie skasaného lieku
inStituciou alebo zamestnancom
¢i zmluvnym dodévatel'om,
ktory je zamestnancom
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institacie, predstavuje zavazné
porusenie tejto zmluvy.

8.3  Ownership of Pfizer Drug. 8.3  Vlastnictvo lieku spolo¢nosti
Pfizer Drug is and remains the Pfizer. Vyhradnym vlastnikom
property of Pfizer. Except for, lieku spolo¢nosti Pfizer je a
and limited to, the use specified zostava spolo¢nost’ Pfizer.
in the Protocol, Pfizer grants Okrem Specifického pouzitia
Institution no express or implied uvedeného v protokole
intellectual property rights in spolo¢nost’ Pfizer neudel'uje
the Pfizer Drug or in any institacii ziadne vyslovné ani
methods of making or using the implikované prava na dusevné
Pfizer Drug. vlastnictvo lieku spolo¢nosti

Pfizer ani ziadnych postupov
vyroby ¢i pouZitia lieku
spolo¢nosti Pfizer.

9. Equipment or Materials. Pfizer may 9. Vybavenie a materialy. Spolo¢nost’
provide, or arrange for a vendor to Pfizer moze poskytnit’ alebo moze
provide, certain equipment prostrednictvom dodavatel'a
(“Equipment”) or proprietary materials poskytovat’ urc¢ité vybavenie (d’alej
for use by Institution during the ,vybavenie”) alebo materialy
conduct of Study. Such proprietary duSevného vlastnictva na pouZitie
materials may include computer instituciou pocas vykonavania tohto
software, methodologies, rating scales klinického skusania. K takymto
and other instruments that are owned or materialom dusevného vlastnictva patri
licensed for use by Pfizer (collectively, pocitaovy softvér, metodiky, stupnice
“Materials”). Equipment or Materials hodnotenia a iné nastroje, ktore su
to be provided for the Study and any vlastnictvom spolo¢nosti Pfizer alebo
requirements relating to them are na ktoré vlastni spolo¢nost’ Pfizer
described in Attachment C, Equipment licenciu na pouzivanie (spolo¢ne
and Materials which is incorporated ,materialy”). Vybavenie alebo
into this Agreement by reference. materidly poskytnuté na pouzitie poc¢as

vykonavania klinického skiiSania a
akékol'vek s nimi stvisiace poziadavky
st uvedené v prilohe C, Vybavenie a
materialy, ktora je do tejto zmluvy
zahrnutd formou odkazu.
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10. Confidential Information. During the
course of the Study, Institution may
receive, generate, or have access to
information that is confidential to
Pfizer, or a Pfizer affiliate.

10.1  Definition. Except as specified
in Section 10.2, Exclusions,
below, “Confidential
Information” includes:

a. the Protocol,
b. the Investigator
Brochure,

C. Study Data (as defined
in Section 11, Study
Data, Biological
Samples, and Study
Records below),

d. Biological Sample
Analysis Data (as
defined in Section 11,
Study Data, Biological
Samples, and Study
Records, below),

e. Attachment A (Study
Budget and Payment
Terms) to this
Agreement, and

f. any other information
related to the Study, the
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10.

Doverné informécie. Pocas celého
trvania klinického skiSania méze
institucia obdrzat’, vytvorit’ alebo mat’
pristup k informaciam, ktoré su
doverné pre spolo¢nost’ Pfizer alebo
sestersku organizaciu spolo¢nosti
Pfizer.

10.1  Definicia. Okrem ustanoveni
uvedenych nizsie v Casti 10.2,
Vynimky, k ,,dovernym
informaciam” patria:

a. protokol,

b. prirucka pre
skusajuceho,

C. Udaje klinického

sktsania (definované
nizsie v Gasti 11, Udaje
klinického skusania,
biologické vzorky a
zaznamy klinického
sktiSania),

d. Udaje z analyz
biologickych vzoriek
(definované nizsie v
gasti 11, Udaje
klinického skusania,
biologické vzorky a
zaznamy klinického
sktiSania),

e. priloha A (Rozpocet
klinického skusania a
platobné podmienky) k
tejto zmluve a

f. vSetky d’alSie informacie
stvisiace s klinickym
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Pfizer Drug, or Pfizer, or skuSanim, lickom

Pfizer affiliate spolo¢nosti Pfizer alebo
technology, research, or s technologiou,
business plans that vyskumom, obchodnym
Pfizer, or a Pfizer planom spolo¢nosti
affiliate provides to Pfizer alebo pobocky
Principal Investigator or spolo¢nosti Pfizer, ktoré
Institution in writing or spolo¢nost’ Pfizer alebo
other tangible form and jej poboc¢ka poskytne
marks as hlavnému skusajicemu
CONFIDENTIAL or alebo institlcii pisomne
initially discloses orally alebo v inej hmotnej
and then summarizes podobe a oznaci ako
and confirms in writing DOVERNE, alebo ktoré
as CONFIDENTIAL najprv oznami Ustne a
within 30 days after the neskor zhrnie a potvrdi
date of oral disclosure. pisomne ako
Information of the type DOVERNE do 30 dni
described in this Section od datumu Ustneho
10.1.f. that is disclosed oznamenia. Typ

orally will also be informécii popisanych v
considered Confidential tejto Casti 10.1.1, ktoré
Information even if not su poskytnuté Ustne,
later confirmed in budu tie povazované za
writing if the dbverné informacie, a to
confidential nature of aj v pripade ak nebudu
the disclosure is neskér potvrdené
reasonably apparent to pisomne, ak je ich

the other party. dbverny charakter

druhej zmluvnej strane
dostato¢ne zrejmy.

10.2  Exclusions. Confidential 10.2  Vynimky. Medzi déverné
Information does not include informacie nepatria informacie,
information that: ktoré:

a. is in the public domain a. s verejne dostupné v
at the time of disclosure Case ich spristupnenia
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Site number/¢islo centra:
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10.3

or during the term of this
confidentiality
obligation by means
other than breach of this
Agreement by
Institution,

b. is already known to
Institution at the time of
disclosure and is free of
any obligations of
confidentiality,

C. is obtained by
Institution, free of any
obligations of
confidentiality, from a
third party who has a
lawful right to disclose
it, or

d. is independently
developed, as
documented by written
records, by individuals
within Institution who
had no access to
Confidential
Information.

Obligations of Confidentiality. 10.3

Unless Pfizer provides prior

written consent, Institution may

not use Confidential

Information for any purpose

other than that authorized in this

Agreement, nor may Institution

disclose Confidential

Information to any third party

except as authorized in this

Agreement or as required by

alebo v priebehu tohto
zavézku zachovania
dovernosti, ale nestali sa
verejne zname
porusenim tejto zmluvy
n§titaciou,

b. st intitacii zname uz v
Case ich spristupnenia a
nevzt'ahuje sa na ne
ziaden zaviazok
zachovania dovernosti,

C. institacia ich ziskala bez
akychkol'vek zavizkov
zachovania dovernosti
od tretej strany, ktora ma
zékonné prévo ich
poskytovat’, alebo

d. ktoré nezavisle vytvoria
osoby v ramci institlcie,
ktoré nemaju pristup k
dévernym informéaciam,
ako je zdokumentované
pisomnymi zéznamami.

Povinnost’ zachovania
dovernosti informacii. Bez
poskytnutia pisomného suhlasu
spolo¢nostou Pfizer nesmie
inStitacia pouzivat doverné
informécie na Ziaden iny ucel,
ako na ucel schvaleny touto
zmluvou, a nesmie doverné
informacie poskytnut’ tretej
strane s vynimkou pripadov,
ktoré povol'uje tato zmluva
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law, including applicable
regulations.

a. Pfizer specifically
authorize publication of
a redacted version of
this Agreement strictly
in accordance with the
provisions of Section
15.2)

b. Pfizer specifically
authorize any required
disclosure of

Confidential Information

to SUKL/IEC or
regulatory authority
representatives.

C. Permitted uses of Study
Data and Biological
Sample Analysis Data
are described in Section
15 (Publications) of this
Agreement, and use of
Personal Data is
discussed in Section 6
(Data Protection and
FDA Financial
Disclosure) and 12.2
(Pfizer Representative
Personal Data).

10.4 Disclosure Required by Law. If
disclosure of Confidential
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alebo ktoré vyzaduju pravne

predpisy.

a. Spolo¢nost’ Pfizer osobitne
povol'uje zverejnenie
redigovanej verzie tejto zmluvy
prisne v stlade s ustanoveniami
Casti 15.2)

b. Spolo¢nost’ Pfizer
konkrétne schval'uje
poskytnutie dévernych
informacii SUKL
Inezavislej etickej
komisii (NEK) alebo
zastupcom prislusného
regulacného organu.

C. Povolené spsoby
pouzitia idajov
klinického skusania a
Gdajov z analyz
biologickych vzoriek su
uvedené v Casti 15
(Publikacie) a pouZitia
osobnych udajov v Casti
6 (Ochrana Udajov a
poskytnutie finan¢nych
Udajov Uradu FDA)

a 12.2 (Osobné udaje
zéastupcov spolo¢nosti
Pfizer) tejto zmluvy.

10.4 Poskytnutie informacii na
zaklade poziadaviek pravnych
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AWS:
Study

Information by Institution
beyond that expressly
authorized in this Agreement is
required by law, that disclosure
by Institution does not
constitute a breach of this
Agreement so long as
Institution:

a. notifies Pfizer in writing
as far as possible in
advance of the
disclosure so as to allow
Pfizer to take legal
action to protect its
Confidential
Information,

b. discloses only that
Confidential Information
required to comply with
the legal requirement,
and

C. continues to maintain
the confidentiality of
this Confidential
Information with respect
to all other third parties.

10.5 Term of Confidentiality.

Institution and Principal
Investigator will hold all
Confidential Information in
confidence during the course of
the Study. ,Study Data, and

Biological Sample Analysis Data

(as defined in Section 11, Study

No./¢islo studie:

S
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10.5

predpisov. Ak pravne predpisy
vyzaduju poskytnutie
dévernych informacii
n§titiciou vo va¢Som rozsahu,
ako povol'uje tdto zmluva,
nepovazuje sa takéto
poskytnutie informécii za
porusenie tejto zmluvy za
predpokladu, Ze institucia:

a. pisomne upozorni
spolo¢nost’ Pfizer s ¢o
najvacsim predstihom
pred poskytnutim
informécii tak, aby
spolo¢nost’ Pfizer mohla
podniknuat’ pravne kroky
na ochranu svojich
dévernych informacii,

b. poskytne iba tie déverné
informacie, ktoré su
pozadované na splnenie
zakonnej poziadavky a

C. nad’alej zachova
dovernost’ tychto
dévernych informacii
pred vSetkymi ostatnymi
tretimi stranami.

Podmienky zachovania

dovernosti. Institicia a hlavny
skuSajtci budu pocas klinického
skusania zachovavat’
mlcanlivost’ o vSetkych
dévernych informaciach. Tieto
povinnosti nepouZivania a
neposkytovania dévernych

Dvojstranna zmluva — institicia
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Data, Biological Samples, and informaécii, udajov klinického

Study Records), these obligations skusania a udajov z analyz

of nonuse and nondisclosure biologickych vzoriek (ako je
survive Study completion or definované v asti 11, Udaje
termination of this Agreement and klinického skus$ania, biologické
continue for a period of five years vzorky a zaznamy klinického
after Study completion or skusania) trvaju aj po dokonceni
termination. Confidentiality klinického skusania alebo
obligations for Personal Data, ukonceni tejto zmluvy po dobu
Study Data, and Biological piatich rokov po skonéeni alebo
Sample Analysis Data survive for po dokonceni klinického

as long as Institution retains this skuSania.Zavazok zachovania
information, subject to the dbvernosti osobnych udajov,
permitted uses and disclosures udajov klinického skusania a
described in Section 15 Udajov z analyz biologickych
(Publications) of this Agreement. vzoriek trva dovtedy, kym

inStitucia tieto informéacie
uchovéva, s vynimkou
povolenych sposobov pouzitia a
zverejnenia informacii
uvedenymi v Casti 15
(Publikacie) tejto zmluvy.

10.6  Return of Confidential 10.6  Vrétenie dovernych informécii.
Information. If requested by Ak spolo¢nost’ Pfizer poziada o
Pfizer in writing, Institution will vratenie dévernych informacii,
return all Confidential institucia vrati vSetky doverné
Information in its possession or informécie, ktoré su v jej
control except that required to vlastnictve alebo pod jej
be retained at the Study site by kontrolou, s vynimkou
applicable regulation. However, informacii, ktorych
Institution may retain a single uchovanie na pracovisku
archival copy of the klinického skusania vyzaduje
Confidential Information to platny predpis. Institacia si vSak
determine the scope of moze ponechat’ jednu kopiu
obligations incurred under this dévernych informécii na
Agreement. Institution further archivaciu, aby mohla ur¢it’
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agrees to cooperate with Pfizer, rozsah povinnosti vyplyvajucich

on request, to help ensure return z tejto zmluvy. Institucia d’alej
of Confidential Information in stihlasi, ze bude na poZiadanie
the possession or control of spolupracovat’ s0 spolo¢nostou
Principal Investigator, except Pfizer, aby pomohla zabezpecit
for that required to be retained vratenie dévernych informécii,
by an investigator and an ktoré st vo vlastnictve alebo
archival copy for determining pod kontrolou hlavného

the scope of Principal skusajticeho, okrem tych, ktoré
Investigator’s obligations under skusSajtiici musi uchovat’, ako aj
the agreement between archivnej kdpie na stanovenie
Principal Investigator. rozsahu povinnosti hlavného

skusajaceho v ramci zmluvy
medzi hlavnym skusajacim.

11. Study Data, Biological Samples, and 11. Udaje klinického skugania, biologické

Study Records vzorky a zaznamy klinického skuiSania

11.1  Study Data. During the course 11.1  Udaje klinického skui$ania.
of the Study, Principal Hlavny skasajuci stihlasi, ze
Investigator has agreed to pocas klinického sktisania
collect certain data, and submit zhromazdi urcité udaje, ako su
it to Pfizer or Pfizer’s agent Specifikované v protokole, a
(“Study Data”) as specified in predlozi ich spolo¢nosti Pfizer
the protocol. Study Data may alebo zastupcovi spolo¢nosti
include Personal Data of Study Pfizer (d’alej ,,0daje klinického
Subjects. Principal Investigator skusania”). K idajom
will ensure accurate and timely klinického skusania mézu patrit’
collection, recording, and osobné tdaje Gcastnikov
submission of Study Data, klinického skusania. Hlavny
including adhering to timelines skusajuci zabezpeci presné a
for data entry set out in the CRF véasné zhromazd’ovanie,
Completion Requirements zaznamenavanie a predkladanie
document provided to Principal udajov klinického skusania
Investigator by Pfizer. vratane dodrZiavania ¢asového
Institution will cooperate with harmonogramu zadavania
Principal Investigator if and as Gdajov stanoveného v
needed to facilitate compliance dokumente Poziadavky na
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by Principal Investigator with vyplnenie zdznamovych

this obligation. Sformuldrov ucastnika klinického
skusania alebo v inom
dokumente, ktory poskytne
hlavnému skasajicemu
spolo¢nost’ Pfizer. InStitucia
bude spolupracovat’ s hlavnym
skuSajiicim, ak to bude potrebné
a podl'a potreby, pri
zabezpeceni dodrziavania
povinnosti hlavného

skusajuceho.

a. Ownership of Study a. Vlastnictvo udajov
Data. Subject to klinického skusania. S
Principal Investigator’s vynimkou prava
right to use Study Data hlavného skusajuceho
to publish the results of pouzivat’ udaje
the Study (see Section klinického skuSania na
15, Publications), Pfizer publikovanie vysledkov
is the exclusive owner of klinického skuSania
all Study Data. (pozri Cast’ 15,

Publikécie), vyhradnym
vlastnikom vSetkych
Gdajov klinického
sktiSania je spolo¢nost’

Pfizer.

b. Medical Records. Study b. Lekérske zaznamy.
Subject-related medical Lekarske zaznamy
records that are not ucastnikov klinického
submitted to Pfizer may skusania, ktoré nebudu
include some of the predlozené spolocnosti
same information as is Pfizer, m6zu obsahovat’
included in Study Data; niektoré informacie,
however Pfizer makes ktoré su rovnaké ako
no claim of ownership to informécie zahrnuté v
those documents or the idajoch Klinického
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information they
contain.

C. Data Review by Pfizer
Pfizer will review the
Study Data it receives
on an ongoing basis.
Pfizer will comply with
applicable regulations
requiring notification of
participating
investigators of new
safety information about
the Pfizer Drug (as
defined in Section 8 of
this Agreement). Pfizer
has further committed to
promptly notify
Principal Investigator of
any other new
information of which
Pfizer becomes aware
that could affect the
safety of the Study
Subjects or influence the
conduct of the Study.
Principal Investigator
has agreed to share
information received
from Pfizer under this
provision with
Institution.
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skusania. Spolo¢nost’
Pfizer si vSak napriek
tomu nerobi Ziadny
narok na vlastnictvo
tychto dokumentov ani
informécii, ktoré
obsahuju.

Kontrola tdajov zo
strany spoloc¢nosti
Pfizer. Spolo¢nost’
Pfizer bude priebezne
kontrolovat’ prijaté udaje
klinického skusania.
Spoloc¢nost’ Pfizer bude
dodrziavat’ prislusné
pravne predpisy
vyzadujuce, aby
zucastnenych
skusajucich oboznamila
s novymi informaciami
o bezpecnosti lieku
spoloc¢nosti Pfizer (v
stlade s definiciou v
Casti 8 tejto zmluvy).
Spolocnost’ Pfizer sa
d’alej zavizuje, ze
bezodkladne oznédmi
hlavnému skdsajucemu
vSetky d’alSie nové
informécie, o ktorych sa
spolo¢nost’ Pfizer
dozvie, a ktoré by mohli
ovplyvnit’ bezpecnost’
ucastnikov klinického
sktiSania alebo
vykonavanie klinického
skusania. Hlavny
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Study Results. After
analysis of Study Data

from all sites is
complete, Pfizer will
provide Principal
Investigator with a
summary of the overall
results of the Study, and
Principal Investigator
has agreed to share this
summary with
Institution. If within two
years after Study
completion Pfizer
identifies results that
could affect Study
Subject safety, Pfizer, in
consultation with the
SUKL/IEC as
appropriate, will
cooperate with Principal
Investigator or
Institution to ensure that
those results are
appropriately
communicated to the
Study Subjects by
Principal Investigator or
Institution.

AWS:
Study No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin

PI:

Dual Contracting — Institution

Template Version:

30

skusajuci sthlasi, ze
bude zdiel’at’ s
inStiticiou informacie,
ktoré dostal od
spoloc¢nosti Pfizer, v
stlade s tymto
ustanovenim.

Vysledky klinického
skusania. Po dokonceni
analyzy udajov
klinického skasania zo
vSetkych centier
spolo¢nost’ Pfizer
poskytne hlavnému
skusajucemu sthrn
celkovych vysledkov
klinického skusania a
hlavny skt8ajtci sthlasi
s tym, Ze bude tento
suhrn zdiel'at’ s
instituciou. Ak by
vysledky mohli
ovplyvnit’ bezpecnost’
ucastnikov klinického
sktSania, spolocnost’
Pfizer po konzultacii so
SUKL/NEK, ak to bude
pouzitelné, v spolupraci
s hlavnym skuSajicim
alebo institiiciou
zabezpeci, aby hlavny
skusajuci alebo
inStitacia tieto vysledky
primerane oznamili
ucastnikom klinického
skasania do dvoch rokov
po ukonceni klinického
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11.2 Biological Samples. If so 11.2
specified in the Protocol and the
informed consent document,
Principal Investigator may
collect and provide to Pfizer or
their designee biological
samples obtained from Study
Subjects (e.g., blood, urine,
tissue, saliva, etc) for testing
that is not directly related to
Study Subject care or safety
monitoring, such as
pharmacokinetic,
pharmacogenomic, or
biomarker testing (“Biological
Samples”). Biological Samples
may include Personal Data of
Study Subjects.

a. Use. Institution will not
use Biological Samples
collected under the
Protocol in any manner
or for any purpose other
than that described in
the Protocol. Pfizer will
use Biological Samples
only in ways permitted
by the informed consent
under which they were
obtained.
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skus$ania.

Biologicke vzorky. Ak je to
uvedeneé v protokole a v
dokumente informovaného
stihlasu, moze hlavny skusajtci
odoberat’ a poskytovat’
spolo¢nosti Pfizer alebo nimi
menovanemu zastupcovi
biologické vzorky (napr. krv,
moc, tkanivo, sliny atd’.)
ziskané od ucastnika klinického
skusania na testy, ktoré priamo
nesuvisia so starostlivost'ou o
ucastnikov alebo sledovanim
bezpecnosti, ako su
farmakokinetické,
farmakogenomicke testy alebo
testovanie inych biomarkerov
(d’alej ,,biologické vzorky™).
Biologické vzorky moézu
obsahovat’ osobné udaje
ucastnikov klinického skusania.

a. Pouzivanie. Institicia
nebude pouzivat
biologické vzorky
ziskané v sulade s
protokolom Ziadnym
inym spdsobom ani na
ziadny iny ucel, nez je
popisany v protokole.
Spolocnost’ Pfizer
pouzije biologické
vzorky iba spdsobmi
povolenymi v
dokumente
informovaného suhlasu,
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b. Analysis Data. Pfizer, or
its designees will test
Biological Samples as
described in the
Protocol. Unless
otherwise specified in
the Protocol, Pfizer does
not plan to provide the
results of these tests
(“Biological Sample
Analysis Data”) to the
Principal Investigator,
Institution, or Study
Subject. If Pfizer does
provide Biological
Sample Analysis Data to
the Principal
Investigator, that data
will be subject to the
provisions of
Section 11.1 (Study
Data) of this Agreement.

C. Ownership. Pfizer is the
exclusive owner of all
Biological Samples and
Biological Sample
Analysis Data.

AWS:
Study No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin
PI:
Dual Contracting — Institution
Template Version:
32

na zaklade ktorého boli
ziskané.

Udaje z analyzy.
Spoloc¢nost’ Pfizer alebo
0soby menované
spolo¢nost’ou Pfizer
budu analyzovat’
biologické vzorky
sp6sobom popisanym v
protokole. Pokial nie je
v protokole uvedené
inak,spolocnost’ Pfizer
nema v plane poskytnut’
vysledky tychto testov
(d’alej ,,udaje z analyzy
biologickych vzoriek™)
hlavnému skusajucemu,
in§titdcii, ani
ucastnikom klinického
sktsania. Ak spolo¢nost’
Pfizer poskytne Udaje z
analyzy biologickych
vzoriek hlavnému
skasajucemu, budu sa na
tieto udaje vztahovat
podmienky povoleného
pouzitia uvedené v Casti
11.1 (Udaje klinického
skusSania) tejto zmluvy.

Vlastnictvo. Spolo¢nost’
Pfizer je vyhradnym
vlastnikom vSetkych
biologickych vzoriek a
Udajov z analyzy
biologickych vzoriek.
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11.3  Study Records. Institution, on 11.3 Ziznamy klinického ska$ania.

behalf of Principal Investigator Institucia bude v mene hlavného
and itself, will retain each Study skusajticeho a vo svojom
Subject’s Study records, which vlastnom mene uchovavat’
include the Principal zaznamy kazdého ucastnika
Investigator’s copies of all klinického skusania, ktoré
Study Data as well as relevant obsahuju kopie vsetkych udajov
source documents (collectively, klinického skasania hlavného
“Study Records”), under skusajticeho, ako aj relevantné
storage conditions conducive to zdrojové dokumenty (spolu
their stability and protection, for ,Zzaznamy klinického
a period of 15 years after Study sku$ania”), za takych
completion or termination of the podmienok uchovavania, ktoré
Study. Institution agrees to zabezpecuju stabilitu a ochranu
contact Pfizer at Gdajov, po dobu 15 rokov po
prior to dokonceni alebo ukonéeni
destroying any Study Records klinického sku$ania. Institucia
and further agrees to permit sthlasi s tym, ze pred zni¢enim
Pfizer to ensure that the Study akychkol'vek zaznamov bude
Records are retained for a kontaktovat’ spolo¢nost’ Pfizer
longer period, if necessary, at na adrese_, a
Pfizer’s expense, under an d’alej suhlasi tiez s tym, ze
arrangement that protects the umozni spolo¢nosti Pfizer
confidentiality of the records zaistit’ na naklady spolo¢nosti
(e.g., secure off-site storage). Pfizer uchovanie zaznamov po

dlhsiu dobu, priCom musia byt’
podniknuté také opatrenia, ktoré

11.4  Electronic Investigator Site budu chranit’ dovernti povahu
File. Pfizer may request zaznamov (napr. zabezpecené
Institution to use an electronic uchovanie mimo pracoviska
investigator site file binder skusania).
solution specified by the Pfizer 11.4  Elektronicka dokumentacia na
or may approve the use of an pracovisku skusajiceho.
electronic site file binder Spolo¢nost’ Pfizer moze
solution provided by the poziadat’ institaciu, aby na
Institution (collectively “e-ISF vedenie dokumentacie na
Solution”) to maintain the pracovisku skusajuceho v
investigator site file at the institacii, ktora obsahuje
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Institution that includes Study
Records.

a. Use. If requested or approved
by Pfizer to use the e-ISF
Solution, Institution will agree
to use, and will ensure that the
Principal Investigator and Study
personnel use the e-ISF
Solution to maintain the
investigator site file at the
Institution.

b. Official Investigator Site File.
The parties agree that the
official investigator site file and
the authoritative essential
documents source for the Study
at the Institution will be the
electronic investigator site file
that the Institution and Principal
Investigator maintain through
the e-ISF Solution.

12. Monitoring, Inspections, and Audits
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zaznamy klinického skusania,
pouzivala elektronické rieSenie
urcené spolocnost'ou Pfizer,
alebo mdze schvalit’ pouzivanie
elektronického rieSenia na
vedenie dokumentacie na
pracovisku, ktoré poskytla
institucia (d’alej spolo¢ne len
,riesenie e-ISF*).

a. Pouzitie. Ak spolocnost’ Pfizer
poziada alebo schvali
pouzivanie rieSenia e-ISF,
inStitucia bude suhlasit’ s
pouzivanim a zabezpeci, aby
hlavny skusajtci a personal
klinického sktiSania pouzivali
rieSenie e-ISF na vedenie
dokumentacie na pracovisku
skusajuceho v institacii.

b.  Oficialna dokumentécia na
pracovisku skusajuceho.
Zmluvné strany sa dohodli, ze
oficialnou dokumentéciou na
pracovisku skuSajuceho a
urcujucim zdrojom zékladnych
dokumentov pre klinické
sktSanie v inStitacii bude
elektronicka dokumentécia na
pracovisku skusajuceho, ktor(
institicia a hlavny sktiSajuci
vedu prostrednictvom rieSenia e-
ISF.

12. Monitorovanie, inSpekcie a audity
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12.1 Monitoring. Pfizer, or an external service 12.1 Monitorovanie. Spolo¢nost’

provider acting on its behalf intends to Pfizer alebo externy

monitor the Study conduct. Upon poskytovatel’ sluzieb konajuci v
reasonable notice and during regular jej mene, planuje monitorovat’
business hours, Institution will permit vykonavanie klinického

Pfizer representatives access to Institution sktisania. Na zaklade

premises, facilities, Study Records, sub- primeraného oznamenia a v
investigators, and research staff as beznej pracovnej dobe institlicia
required to monitor Study conduct. Upon umozni zastupcom spolo¢nosti
request from Pfizer, Institution will Pfizer vstup do priestorov
permit remote electronic access to Study institacie, k zariadeniam,
Records when available and permitted pristup k zd&znamom Klinického
under applicable law. Pfizer will skusania, k spoluskusajicim a
promptly notify Principal Investigator of personalu skusania podl'a

any monitoring findings that could affect potreby na monitorovanie

the safety of Study Subjects or influence vykondvania klinického

the conduct of the Study. Principal skuSania. Na ziadost’
Investigator has agreed to share this spolo¢nosti Pfizer institicia
information with Institution and may umozni vzdialeny elektronicky
inform Study Subjects of such findings as pristup k zaznamom klinického
appropriate. skusania, ak je to mozné a

povolené podla platnych
pravnych predpisov. Spolo¢nost’
Pfizer bezodkladne oznami
hlavnému skasajucemu
akékol'vek zistené vysledky
monitorovania, ktoré by mohli
ovplyvnit’ bezpecnost’
ucastnikov alebo vykonavanie
klinického skusania. Hlavny
skusajuci suhlasi, ze bude
zdiel’at’ tieto informadcie s
instituciou a moéze informovat’
ucastnikov klinického sktiSania
o takychto zisteniach, ak je to

vhodné.
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AWS

12.2 Pfizer Representative 12.2
Personal Data. If in the support

of a clinical trial, Pfizer

representatives are required to

submit to Institution any

Personal Data, including but not

limited to, name, address, phone

number, government identifier,

or birthdate (“Pfizer

Representative Personal

Data”), Institution will:

a. protect the a.
confidentiality of Pfizer
Representative Personal
Data using the same or
similar standards
Institution uses for its
own employees;

b. not sell or disclose
Pfizer Representative b.
Personal Data to any
third party except as
required by law;

C. impose similar
confidentiality and C.
security obligations, by
contract, on any
contracted service
providers with whom
Institution may share
Pfizer Representative
Personal Data;

d. take appropriate
measures to protect

Site number/¢islo centra:

Institution: Univer
PI:

Dual Contracting —

Template Version:

Study No./¢islo studie:

Zitnd nemocnica Martin

Institution
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Osobné udaje zastupcov
spolo¢nosti Pfizer. Ak pre
potreby klinického skusSania sa
od zastupcov spolo¢nosti Pfizer
vyzaduje poskytnat’ institacii
osobné udaje vratane, nie vSak
vyluéne, mena, adresy,
telefonneho ¢isla, rodného ¢isla
alebo datumu narodenia (d’alej
,,0sobné Udaje zastupcov
spolo¢nosti Pfizer®), institucia

bude chranit’ dévernost’
osobnych udajov zastupcov
spolo¢nosti Pfizer
prostrednictvom rovnakych
alebo podobnych standardov,
ktor¢ inStitucia uplatiuje pri
svojich vlastnych
zamestnancoch;

nebude predavat’ ani
zverejnovat’ osobné udaje
zastupcov spolocnosti Pfizer
akejkol'vek tretej strane, pokial’
si to nevyZzaduje zékon;

zmluvne ulozi podobné zavizky
tykajlce sa dévernosti a
bezpecnosti kazdému
zmluvnému dodavatelovi
sluzieb, ktorému institicia
moze poskytovat’ osobné udaje
zastupcov spolocnosti Pfizer;

prijme primerané opatrenia na
ochranu pred neopravnenym
pouzivanim alebo
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against any unauthorized zverejiiovanim osobnych udajov

use or disclosure of zastupcov spolocnosti Pfizer a
Pfizer Representative bezodkladne oznami

Personal Data and will spolo¢nosti Pfizer kazdé
promptly notify Pfizer of porusenie tohto ustanovenia.
any breach of this

provision.

12.3  Inspections and Audits. 12.3  InSpekcie a audity. Institicia
Institution acknowledges that berie na vedomie, Ze klinické
the Study is subject to skusanie podlieha in$pekcii
inspection by regulatory regulaénych organov na celom
authorities worldwide, including svete, vratane amerického Uradu
the United States FDA, and that FDA, a Ze sa takéto inSpekcie
such inspections may occur mozu vykonat’ aj po skonceni
after completion of the Study klinického sku$ania a ich
and may include auditing of stcast'ou moze byt audit
Study Records. Pfizer may also zaznamov klinického skusania.
audit Study Records during or Spolo¢nost’ Pfizer moze tiez
after the Study as part of its vykonat audit zdiznamov
monitoring of Study conduct. klinického skusania pocas

klinického sktiSania alebo po
ukonceni klinického sku$ania v
ramci monitorovania
vykonéavania klinického

skusania.
a. Notification. Institution a. Ozndmenia. Institucia ¢o

will notify Pfizer, or najskor oznami
confirm that Principal spolo¢nosti Pfizeralebo
Investigator has done so, potvrdi, ze hlavny
as soon as reasonably skusajuci oznamil, ze na
possible if the site is pracovisku skusania
inspected or if prebieha inspekcia,
Institution learns that it alebo ak institucia zisti,
is scheduled to be ze je planovana jej
inspected by a inSpekcia regulacnym
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regulatory authority in
relation to the Study.

b. Right to be Present. If
not prohibited by law,
Pfizer will have the right
to be present during, and
participate in, any such
inspection, audit,
investigation, or
regulatory action.

C. Cooperation. Institution
will cooperate with
regulatory authority and
Pfizer representatives
and Principal
Investigator in any such
inspections and audits.
Institution will also
cooperate with Principal
Investigator in ensuring
that Study Records are
maintained in a way that
facilitates such
activities.

d. Resolution of
Discrepancies.
Institution will
cooperate with Principal
Investigator in the
prompt resolution of any
discrepancies that are
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organom v savislosti s
tymto klinickym
skuSanim.

Pravo na pritomnost’. Ak
to nezakazuje z&kon,
spolo¢nost’ Pfizer bude
mat’ pravo na
pritomnost’ alebo ucast’
svojich zastupcov pri
takejto inSpekecii, audite,
vySetrovani alebo
regulacnom zasahu.

Spolupréca. Institicia
bude spolupracovat’ s
regulacnym orgdnom a
zastupcami spolo¢nosti
Pfizer a hlavhym
skusajucim v pripade
akychkol'vek takychto
inSpekcii a auditov.
Institucia bude tiez
spolupracovat’ s
hlavnym skdsajiacim pri
zabezpeceni, Ze
zaznamy klinického
skUsania st uchované
spbsobom, ktory takéto
¢innosti umoziuje.

nezrovnalosti. Institicia
bude spolupracovat’ s
hlavnym skasajucim pri
urychlenom vyrieseni
akychkol'vek
nezrovnalosti zistenych
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identified between the
Study Data and the
Study Subject’s medical
records.

e. Inspection Findings and
Responses. Institution
will promptly forward to
Pfizer, or confirm that
Principal Investigator
has done so, copies of
any inspection findings
that Institution receives
from a regulatory
authority in relation to
the Study. Institution
will also cooperate with
Pfizer as needed to help
ensure that Principal
Investigator forwards
any inspection findings
that Principal
Investigator alone
receives in relation to
the Study. Whenever
feasible and permitted
by law, Institution will
provide Pfizer with an
opportunity to
prospectively review
and comment on any
Institution responses to
regulatory authority
inspections in regard to
the Study.
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medzi udajmi klinického
skusania a zdravotnymi
zaznamami Ucastnika
klinického skiiSania.

Nalezy inSpekcie a
odpovede. Instittcia
bezodkladne odovzda
alebo potvrdi, ze hlavny
skusajuci odovzdal,
spoloc¢nosti Pfizer kopie
vSetkych nalezov
inSpekcie, ktoré
inStitacia obdrzi od
regulacného organu v
suvislosti s klinickym
skasanim. Institicia
bude tiez podl'a potreby
spolupracovat’ so
spolo¢nostou Pfizer, aby
pomohla zabezpecit, ze
hlavny skusajtci posle
akékol'vek zistenia
inSpekcie, ktoré dostal
len hlavny skusSajtci, a
ktoré sa tykaju tohto
klinického skusania.
Vzdy ked’ to bude
mozné a povolené
zakonom, institucia
umozni spolo¢nosti
Pfizer prileZitost’
skontrolovat’ a
pripomienkovat’
akékol'vek odpovede
inStitacie na inSpekcie
regula¢ného organu v
stvislosti s klinickym
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13.

Remedies for Breach of Certain Study 13.

Obligations. In the event Institution
fails to comply with any of its
obligations set out in Sections 3
(Protocol),Section 6 (Data Protection) 7
(Informed Consent and Subject
Recruitment), 11 (Study Data,
Biological Samples, and Study
Records) and 12 (Monitoring,
Inspections, and Audits) of this
Agreement, or the requirements of the
Protocol relating to adverse event
reporting, ethical conduct of the Study,
and SUKL/IEC review, or Principal
Investigator fails to comply with any of
his/her comparable obligations in the
agreement between Pfizer and Principal
Investigator, the following will apply.
In addition to its right to terminate the
Study immediately under

Section 18.1.c(2), Pfizer will have
recourse to either or both of the
following alternative remedies:

a. Suspension of Study Subject
enrollment, if the Study is not
yet fully enrolled, and

b. Suspension of payment to
Institution and Principal
Investigator
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skuSanim

Opravné prostriedky v pripade poruseni
niektorych povinnosti v ramci
klinického skusania. V pripade, ze
institucia nedodrzi niektora zo svojich
povinnosti uvedenych v Castiach 3
(Protokol), 6 (Ochrana osobnych
Udajov), 7 (Informovany suhlas a nabor
tcastnikov), 11 (Udaje klinického
sktSania, biologické vzorky a zdznamy
klinického skusania) a 12
(Monitorovanie, in§pekcie a audity)
tejto zmluvy alebo poziadavky
protokolu tykajlce sa hlasenia
neziaducich udalosti, vykonavania
klinického skuSania v sulade s etickymi
principmi a kontroly SUKL/NEK,
alebo hlavny skusajuci nedodrzi svoje
porovnatel'né povinnosti uvedené v
zmluve medzi spolo¢nost'ou Pfizer a
hlavnym skasajacim, bude platit’
nasledujuce. Spolo¢nost’ Pfizer ma
okrem svojho prava okamzite ukoncit’
klinické skasanie podla Casti 18.1.c(2)
pravo na jeden alebo obidva
nasledujlce alternativne napravné
opatrenia:

a. pozastavenie zarad'ovania
ucastnikov, ak do klinického
sktiSania eSte nebol zaradeny
plny pocet ucastnikov a

b. pozastavenie platby inStitucii a
hlavnému skusajiicemu
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Any suspension of enrollment or payment will
continue until Institution and Principal
Investigator return to compliance with their
Study obligations, as determined by Pfizer.
Upon return to compliance payments will
resume .Use of either or both of the above
remedies does not preclude Pfizer from
exercising its right to immediately terminate
the Study if Institution and Principal
Investigator do not both become compliant.

14. Inventions

14.1 Notification. If the conduct of

Study results in any invention or
discovery of which Institution is

aware, whether patentable or
not (“Invention”), Institution
will promptly inform Pfizer.

14.2  Assignment. Institution will
assign, or ensure that all
inventors who are employees or
contractors of Institution assign,
all interest in any such
Invention to Pfizer, free of any
obligation or consideration
beyond that provided for in this

Agreement.

Akékol'vek pozastavenie zarad’ovania alebo
platieb bude trvat’, az kym inStitcia a hlavny
skuSajtici znovu neza¢nu dodrziavat’ svoje
zavizky v ramci klinického skusania podla
posudenia spolo¢nost'ou Pfizer. Platby sa
obnovia po obnoveni dodrziavania zavézkov..
Pouzitie jedného alebo obidvoch napravnych
opatreni nebrani spolo¢nosti Pfizer, aby si
uplatnila svoje prava okamzite ukoncit’
klinické skusanie, ak inStitucia a hlavny
skusajuci opat’ neuvedu svoje konanie do
stladu so zmluvou.

14. Vynélezy

14.1 Oznémenie. Ak je vysledkom
vykonavania klinického
skasania akykol'vek vynalez
alebo objav, ktorého si je
inStitucia vedoma, ¢i uz je,
alebo nie je patentovatelny
(d’alej ,,vynalez”), bude o nom
institucia bezodkladne
informovat’ spolo¢nost’ Pfizer.
14.2  Postupenie. Institicia postipi
alebo zabezpeci, zZe vSetci
vynalezcovia, ktori sU
zamestnancami alebo
zmluvnymi dodavatel'mi
inStitacie, postupia vsetky prava
na takyto vynalez spolo¢nosti
Pfizer bez akéhokol'vek zavizku
alebo uhrad nad rdmec uvedeny
v tejto zmluve, alebo zaisti, aby
tak urobili.
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14.3  Assistance. Institution will
provide reasonable assistance to
Pfizer in filing and prosecuting
any patent applications relating
to Invention, at Pfizer’s

expense.

15. Publications

15.1 Publications of Results. Pfizer
supports the exercise of
academic freedom and has no
objection to publication by
Principal Investigator of the
results of the Study based on
information collected or
generated by Principal
Investigator, whether or not the
results are favorable to the
Pfizer Drug. Requirements
associated with such
publications are set forth in
Section 15 (Publications) of the
agreement between Pfizer and
Principal Investigator.

15.2  Publication of Redacted
Agreement. On or before
execution of this Agreement,
Pfizer will provide Institution
with a redacted version of the
Agreement in Slovak only in
PDF format (“Redacted
Agreement”), having removed
any information which in
Pfizer’s reasonable opinion
constitutes a Pfizer trade secret.
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14.3 Pomoc. Institicia poskytne
spolo¢nosti Pfizer primeranu
pomoc pri podavani patentovej
prihlaSky vynalezu a konani v
suvislosti s iou, pricom
vydavky hradi spolo¢nost’
Pfizer.

15.  Publikacie
15.1  Publikécia vysledkov.

Spoloc¢nost’ Pfizer podporuje
uplatiiovanie akademickej
slobody a nebude mat’ vyhrady,
ak bude hlavny sktsajuci
publikovat’ vysledky klinického
skuSania na zaklade informacii,
ktoré zhromazdil alebo vytvoril,
bez ohl'adu na to, ¢i st vysledky
priaznivé pre liek spolo¢nosti
Pfizer. Poziadavky spojené s
takymito publikaciami su
uvedené v Casti 15 (Publikacie)
zmluvy medzi spolo¢nostou
Pfizer a hlavnym skasajicim.

15.2  Zverejnenie redigovanej
zmluvy. Pri podpise tejto
zmluvy alebo pred nim
poskytne spolo¢nost’ Pfizer
in8titacii redigovanu verziu
zmluvy v slovencine jedine vo
formate PDF (d’alej len
,redigovana zmluva“) po tom,
ako odstranila akékol'vek
informécie, ktoré podl'a
odévodneného nazoru
spolo¢nosti Pfizer predstavuju
jej obchodné tajomstvo. Do 5
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Within 5 days of receipt of the
Redacted Agreement, Institution
will publish the Redacted
Agreement in the Central
registry of contracts maintained
by Government Office of the
Slovak Republic. Institution
will provide Pfizer with
evidence of publication of the
Redacted Agreement as soon as
is reasonably practicable. If
Pfizer does not receive evidence
of publication of the Redacted
Agreement within 7 days of
receipt of the Redacted
Agreement by Institution, Pfizer
will be entitled to publish the
Redacted Agreement shall enter
into force on the day following
the date of its publication in the
Central Registry. The parties
acknowledge that the
Agreement is not valid until
published in the Contract
Registry and agree that no
contracted Study-related
activities will commence until
both parties are in receipt of
confirmation of such
publication. Any written
amendments to this Agreement
made pursuant to Section 19.6
(Modification) shall be redacted
and published in accordance
with the procedure set out in
this Section 15.2

16. Insurance Coverage. Pfizer has
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dni od prijatia redigovanej
zmluvy zverejni inStitiicia
redigovani zmluvu

v Centralnom registri zmlav
vedenom Uradom vlady
Slovenskej republiky. Institacia
poskytne spolo¢nosti Pfizer
dbkaz o zverejneni redigovanej
zmluvy, akonahle to bude
prakticky uskutocnitelné. Ak
spolo¢nost’ Pfizer nedostane
dbkaz o zverejneni redigovanej
zmluvy do 7 dni od prijatia
redigovanej zmluvy institaciou,
spolo¢nost’ Pfizer bude
opravnena zverejnit’ redigovani
zmluvu v registri zmluav.
Zmluvné strany berd na
vedomie, Ze zmluva nadobudne
ucinnost’ dilom nasledujicim po
dni jej zverejnenia

v Centralnom registri zmlav, a
suhlasia, Ze ziadne
kontrahované aktivity stvisiace
s klinickym skuSanim sa
nezacnl, pokym obe zmluvné
strany nedostanu potvrdenie
takéhoto zverejnenia.
Akékol'vek pisomné dodatky k
tejto zmluve vykonané v stlade
s ¢astou 19.6 (Zmeny) sa
rediguju a zverejnia v sulade

S postupom uvedenym v tejto
Casti 15.2

16. Poistenie. Spolo¢nost’ Pfizer uzavrela s
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arranged for an insurance policy with
an insurance company covering
liability for personal injury (including
death), arising out of or relating to the
administration of the Investigational
Drug or any clinical intervention or
procedure provided for or required by
the Protocol that the Study Subject
would not have received if the Study
Subject had not participated in the
Study (“Research Injury”) as required
by Sec. 43(h) of the Act No. 362/2011
Coll. On Drugs and Medical Devices
and on amending certain laws. A copy
of the insurance certificate is attached
hereto as Attachment B.

16.1 The Principal Investigator will

a. not enroll Study
Subjects unless the
Principal Investigator
has checked and verified
that the potential Study
Subject has insurance
with public health
institutions as required
by the Pharmaceuticals
Law. If a potential Study
Subject does not have
insurance, enrollment
should not take place;

b. satisfy the obligation
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poistovacou spolo¢nost’ou zmluvu o
poisteni, ktoré kryje zodpovednost’ za
poskodenie zdravia (vratane smrti),
sposobené alebo savisiace s podanim
skusaného lieku alebo akoukol'vek
klinickou intervenciou alebo
procedurou poskytnutou alebo
vyZzadovanou protokolom, ktord by
ucastnik klinického skusania nedostal,
keby sa neztcastnil tejto klinického
skuSania (d’alej ,,ujmy suvisiace

s klinickym skusanim”), ako to
vyzaduje § 43 pism. h) zdkona ¢.
362/2011 Z. z. o liekoch

a zdravotnickych poméckach a o zmene
a doplneni niektorych zakonov. Kdpia
osvedcCenia o poisteni zadavatel’a je
prilozena k tejto zmluve ako priloha B.

16.1 Hlavny skusajuci

a. nezaradi ucastnikov
klinického skusania,
kym neskontroluje a
neoveri, ¢i potencialny
ucastnik klinického
skuSania mé verejné
zdravotné poistenie u
zdravotnej poistovne,
ako to vyzaduje zakon o
liekoch. Ak potencialny
ucastnik klinického
skusania nema takéto
poistenie, nesmie byt
zaradeny do klinického
skusania;

b. splni povinnosti
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under Art 44 (o) of the
Act No. 362/2011 Caoll.
On Drugs and Medical
Devices and on
amending certain laws,
in particular to provide
the list of Study Subjects
to the necessary public
health institutions,
which contains the name
and surname, birth
number, the date of
enrollment into the
clinical study and the
number of clinical study
into which they have
been enrolled;
supplement and modify
the list of Study Subjects
throughout the duration
of the Study.

C. The Principal
Investigator will send
the information to the
relevant public health
insurer on all serious
adverse events, serious
adverse reactions and
unexpected serious
adverse reactions which
occur to the Study
Subjects as soon as the
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vyplyvajlce z § 44 pism.
(o) zédkona ¢. 362/2011
Z.z. 0 liekoch

a zdravotnickych
pomdockach a 0 zmene

a doplneni niektorych
zakonov, najmé
poskytne prislusnym
zdravotnym
poistovniam, ktoré
vykonavaju verejné
zdravotné poistenie
ucastnikov, zoznam
ucastnikov klinického
ska$ania, ktory obsahuje
meno, priezvisko, rodnée
¢islo, datum zaradenia
do klinickej klinického
skusania a ¢islo
klinického skuSania, do
ktorého boli zaradeni.
Bude dopliovat’ a
upravovat’ tento zoznam
ucastnikov pocas celej
doby trvania klinického
skuSania.

Hlavny skusajaci posle
prislusnej zdravotnej
poistovni informéacie o
vsetkych zavaznych
neziaducich udalostiach,
zavaznych neziaducich
reakciach a
neocakavanych
zavaznych neziaducich
reakciach, ktoré sa
vyskytnl u G€astnikov
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Principal Investigator is klinického skus$ania, a to

informed by Pfizer, bezodkladne po tom,
however at the latest ako o nich hlavného
within three days of the skusajiiceho informovala
delivery of such notice. spolo¢nost’ Pfizer, ale

najneskor do troch dni
od dorucenia takéhoto
oznamenia.

16.2 Institution’s Insurance. The Institution, 16.2 Poistenie institcie. InStitacia

by signing this Agreement, confirms podpisanim tejto zmluvy potvrdzuje, Ze
that the Institution, the facility in which institucia, v priestoroch ktorej sa bude
the Study will be conducted and its vykonavat’ toto klinické skusanie, a jej
employees who will conduct the Study zamestnanci, ktori budu vykonavat’ toto
are covered by valid and sufficient klinické sktsanie, maju platné a
insurance of liability for damage caused dostato¢né poistenie zodpovednosti za
by provision of health care according to Skodu sposobenl poskytnutim
applicable legal regulations. zdravotnej starostlivosti podl'a

prislusnych pravnych predpisov.

17.  Assignment and Delegation 17.  PostUpenie a delegovanie
17.1 By Institution. Pfizer authorizes 17.1  Zo strany institucie. Spolo¢nost’

Institution to delegate Pfizer suhlasi, aby institucia
Institution duties under this delegovala svoje povinnosti z
Agreement to Principal tejto zmluvy na hlavného
Investigator as appropriate. skusajticeho pokial je to
Institution may not otherwise vhodné. Institucia nesmie inak
assign its rights or delegate or postlpit’ svoje prava, delegovat’
subcontract any duties under alebo subkontrahovat’
this Agreement without written akékol'vek povinnosti z tejto
permission from Pfizer. If Pfizer zmluvy bez pisomného suhlasu
authorizes delegation or spolo¢nosti Pfizer. Ak
subcontracting, Institution spolo¢nost’ Pfizer povoli
remains responsible to Pfizer delegovanie alebo
for the performance of all subkontrahovanie, institicia
delegated or subcontracted zostava zodpovedna voci
duties. spolo¢nosti Pfizer za vykon
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vSetkych delegovanych alebo
subkontrahovanych povinnosti.

17.2 By Pfizer. Pfizer may freely 17.2  Zo strany spolo¢nosti Pfizer.
delegate and assign Study- Spolo¢nost’ Pfizer moze vol'ne
related duties and rights to an delegovat a previest’ povinnosti
external provider upon advance a prava suvisiace s klinickym
notice to Institution and may skuasanim na externého
freely delegate or assign its poskytovatel’a po
Study-related duties or rights to predchéadzajucom upozorneni
any Pfizer affiliate. If Pfizer institacie a mdze vol'ne
delegates or subcontracts any delegovat’ alebo previest’ svoje
duties, Pfizer remains povinnosti alebo prava tykajlce
responsible to Institution for the sa klinického skusania
performance of those duties. ktorejkol'vek pobocke
For the avoidance of doubt, the spolo¢nosti Pfizer. Ak
rights and duties discussed in spolo¢nost’ Pfizer deleguje
this subsection are only those alebo subkontrahuje niektoré zo
arising out of this Agreement. svojich povinnosti inému

subdodavatel'ovi, spolo¢nost’
Pfizer zostava zodpovednou
voci inStitacii za vykondvanie
tychto povinnosti. Na vylt¢enie
pochybnosti st prava a
povinnosti uvadzané v tejto
Casti len tie, ktoré vyplyvaju z
tejto zmluvy.

18. Termination 18.  Ukoncenie platnosti zmluvy
18.1 Termination Events. 18.1 Udalosti veduce k ukonéeniu
Termination of this Agreement platnosti. Tato zmluva bude
will be triggered by the earlier ukoncena ktoroukol'vek z tychto
of any of the following events. udalosti podl'a toho, ktora z nich

nastane skor.

a. Disapproval by a. Neschvélenie klinického
SUKL/IEC. If the Study sktigania SUKL/NEK.

AWS:
Study No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin

Pl:
Dual Contracting — Institution Dvojstranna zmluva — institicia
Template Version: | GcNcNENININIIIE Verzia vzoru:

47 47



cannot be initiated
because of SUKL/IEC
disapproval, this
Agreement will
terminate.

b. Study Completion. This
Agreement will
terminate when the
Study is complete,
which means the
conclusion of all
Protocol-required
activities for all enrolled
Study Subjects.

C. Early Termination of
Study. This Agreement
will terminate if the
Study is terminated early
as described below.

(1) Termination of
Study Upon
Notice. Pfizer
may terminate
the Study for any
reason upon 30
days’ written
notice to
Institution.
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Ak klinické sktiSanie
nemozno zacat’ z
dévodu nesuhlasného
stanoviska SUKL/NEK,
tato zmluva straca
platnost’.

Dokoncéenie klinického
sktiania. Tato zmluva
bude ukoncena, ked’ sa
dokon¢i klinické
skuiSanie, ¢o znamena
dokoncenie vsetkych
¢innosti pozadovanych
na zaklade protokolu v
pripade vsetkych
zaradenych ucastnikov.

Pred¢asné ukoncenie
klinického sku$ania.
Tato zmluva bude
ukoncena pri
pred¢asnom ukonceni
klinického sku$ania, ako
je popisané nizsie:

Q) Ukoncenie
klinického
vypovedou.
Spolocnost’
Pfizer moze
ukoncit’ klinické
skuSanie z
akéhokol'vek
dévodu
pisomnym
0znamenim
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(2) Immediate
Termination of
Study by Pfizer.
Pfizer may
terminate the
Study
immediately
upon written
notice to
Institution for
causes that
include failure to
enroll Study
Subjects at a rate
sufficient to
achieve Study
performance
goals; material
unauthorized
deviations from
the Protocol or
reporting
requirements;
circumstances
that in Pfizer’s
opinion pose
risks to the
health or well-
being of Study
Subjects;
regulatory
authority actions
relating to the
Study or the
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inStitucii s
vypovednou
lehotou 30 dni.

Okamzité
ukoncenie
klinickeho
spolo¢nostou
Pfizer.
Spoloc¢nost’
Pfizer mbze
okamzite
ukonc¢it’ klinické
skuSanie
pisomnym
oznamenim
in§titacii z
dévodov, ktoré
zahfiaju
nezaradenie
dostatoéného
poctu ucastnikov
klinického
skuSania, ktoré
znemoziuje
dosiahnutie
ciel'ov klinického
skusania;
zasadné
nepovolené
odchylky od
protokolu alebo
od poziadaviek
oznamovacich
povinnosti;
okolnosti, ktoré
podla nazoru



Investigational
Drug;
termination of
the associated
agreement
between Pfizer
and Principal
Investigator (see
Section 1.3,
Agreement
between Pfizer
and Principal
Investigator):
any non-
compliance by
the Institution
with local laws,
ICH GCP, or the
terms of Section
20 (Anti-
Corruption) of
this Agreement;
or non-
compliance by
the Principal
Investigator with
the comparable
terms of the
agreement
between Pfizer
and Principal
Investigator.

AWS:
Study No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin
PI:
Dual Contracting — Institution
Template Version:
50

Dvojstranna zmluva — institicia
Verzia vzoru:

spolo¢nosti
Pfizer
predstavuju
riziko pre
zdravie alebo
blaho ucastnikov
Klinického
skuiSania;
opatrenia
regulacnych
organov tykajuce
sa klinického
skusSania alebo
skusaného lieku;
ukoncenie
stvisiacej
zmluvy medzi
spolo¢nostou
Pfizer a hlavhym
skusajucim
(pozri Cast’ 1.3,
Zmluva medzi
spolo¢nostou
Pfizer a hlavnym
skasajucim):
akékol'vek
nedodrzanie
miestnych
pravnych
predpisov zo
strany inStitlcie,
smernice ICH
GCP alebo inych
ustanoveni Casti
20
(Protikorupéné
opatrenia) tejto
zmluvy; alebo



nedodrZanie

hlavnym
sktsajucim
podobnych
ustanoveni
zmluvy medzi
spolo¢nostou
Pfizer a hlavnym
sktsajucim.
(3) Immediate 3 Okamyzité
Termination of ukoncenie
Study by Klinického
Institution. sku$ania
Institution may institGciou.
terminate the Institicia moze
Study okamzite
immediately ukoncit klinické
upon notification skuSanie
to Pfizer if oznamenim
requested to do spolo¢nosti
so by the Pfizer, ak to
responsible pozaduje
SUKL/IEC or if prislusny SUKL
such termination /INEK alebo ak je
is required to ukoncenie
protect the health potrebné na
of Study ochranu zdravia
Subjects. ucastnikov
klinického
sktsania.
18.2  Effective Date of Agreement 18.2 Datum nadobudnutia Gi¢innosti
Termination. If termination of ukoncenia zmluvy. AK je
the Agreement is triggered by pri¢inou ukoncenia platnosti
any of the events described in zmluvy niektora z udalosti
Section 18.1, above, the popisanych v Casti 18.1 vyssie,
termination will be effective bude ukonc¢enie G¢inné od
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after receipt by Pfizer of all
Protocol-required Study Data
and Biological Samples
generated up until termination;
receipt of all payments due to
either party; and completion by
both parties of any remaining
applicable Agreement
obligations.

18.3 Payment upon Early 18.3
Termination of Study. Except as
otherwise indicated in this
subsection, if the Study is
terminated early Pfizer will pay
for work already performed, in
accordance with Attachment A,
less payments already made for
such work. Pfizer will also
cover any non-cancelable
expenses, other than future
personnel costs, so long as they
were properly incurred and
prospectively approved by
Pfizer and only to the extent
they cannot reasonably be
mitigated. If the Study cannot
be initiated because of
disapproval by the SUKL/IEC
and through no fault of
Institution, Pfizer will
reimburse Institution for any
expenses paid by Institution that
were prospectively approved, in
writing, by Pfizer.
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okamihu, ked’ spolo¢nost’ Pfizer
dostane vsetky udaje klinického
sktiSania a biologické vzorky
pozadované na zaklade
protokolu a vytvorené do
okamihu ukonc¢enia zmluvy, po
doruceni vsetkych splatnych
platieb zmluvnych stran a
potom, ako vSetky zmluvné
strany splnia vsetky svoje
zostavajuce povinnosti
vyplyvajlce zo zmluvy.

Platba v pripade predcasného
ukoncenia klinického skuSania.
Ak nie je v tomto pododseku
uvedené inak, pri pred¢asnom
ukonceni klinického skusania
zaplati spolo¢nost’ Pfizer za
pracu vykonanu do tohto
momentu v stlade s prilohou A
po od¢itani platieb, ktoré uz boli
za tuto pracu uhradené.
Spolocnost’ Pfizer tiez uhradi
vSetky nezruSitelné vydavky s
vynimkou budicich mzdovych
néakladov, za predpokladu, Ze
boli tieto vydavky riadne
vynaloZené a do budicna
schvalené spolo¢nost’'ou Pfizer,
len v takom rozsahu, v ktorom
nemoOZu byt primerane znizené.
Ak klinické sktiSanie nie je
mozné zacat z dovodu
nesuhlasného stanoviska
SUKL/NEK a bez viny
institucie, uhradi spolo¢nost’
Pfizer institacii akékol'vek
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poplatky zaplatené instituciou,
ktoré vopred pisomne schvélila
spolo¢nost’ Pfizer.

18.4  Return of Materials. Unless 18.4  Vratenie materialov. Ak
Pfizer instructs otherwise in spolo¢nost’ Pfizer nepoda iny
writing, upon termination of the pisomny pokyn, institucia po
Agreement, Institution will ukonceni zmluvy bezodkladne
promptly return all materials vrati vSetky materialy
supplied by Pfizer for Study poskytnuté spolo¢nost'ou Pfizer
conduct that are in Institution’s na vykonavanie klinického
possession or control, including skusania, ktoré s vo vlastnictve
unused Investigational Drug, alebo pod kontrolou institacie,
unused Case Report Forms, and vratane nepouzitych skisanych
any Pfizer-supplied Equipment liekov, nevyplnenych
and Materials. Institution will zaznamovych formularov
also cooperate with Pfizer, on ucastnika klinického skuiSania a
request, to help ensure return of akéhokol'vek vybavenia ¢i
such materials in the possession materialov dodanych
or control of Principal spolo¢nostou Pfizer. Institicia
Investigator. bude tieZ na poZziadanie

spolupracovat’ so spolo¢nost’ou
Pfizer pri zabezpeceni vratenia
takychto materialov, ktoré st vo
vlastnictve alebo pod kontrolou
hlavného skusajtceho.

18.5 Survival of Obligations. 18.5 Pretrvanie povinnosti.
Obligations relating to Funding, Povinnosti tykajlce sa
Confidential Information, Study financovania, dévernych
Records, Inventions, informacii, z&znamov
Publications, Insurance klinického skuSania, vynalezov,
Coverage, Suitability, and Anti- publikacii, poistenia,
Corruption survive termination sposobilosti a protikorupénych
of this Agreement, as does any opatreni, rovnako ako aj
other provision in this niektoré d’alSie podmienky tejto
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Agreement, including
Attachments, that by its nature
and intent remains valid after
the term of the Agreement.

19. Other Terms

19.1

AWS:
Study

Suitability. Institution certifies
that it is licensed, registered, or
otherwise qualified and suitable
under local law, regulations,
policies, or administrative
requirements to conduct the
Study and required Study-
related activities. Institution
also certifies that there are no
applicable regulations or other
obligations that prohibit it from
conducting the Study and
entering into this Agreement
and that it is not debarred under
subsections 306(a) or (b) of the
United States Federal Food,
Drug, and Cosmetic Act and any
applicable local law and that it
will not use in any capacity the
services of any person debarred
under such law with respect to
services to be performed under
this Agreement. During the term
of this Agreement and for three
years after its termination,
Institution will notify Pfizer
promptly if any of these
certifications need to be
amended in light of new
information.
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zmluvy vratane jej priloh, ktoré
svojou povahou a tc¢elom
zostavaju platné aj po skonceni
zmluvy, trvaju aj po skonéeni
platnosti tejto zmluvy.

19. Ostatné ustanovenia

19.1

Spdsobilost’. Institicia
osvedcuje, Ze ma opravnenie, je
registrovana alebo inak
kvalifikovana ¢i spdsobila,
podl'a miestnej legislativy,
smernic, zasad alebo
administrativnych poziadaviek,
na vykonavanie tohto
klinického skasania a
pozadovanych aktivit v ramci
Klinického skti$ania. Instittcia
d’alej osvedcuje, Ze neexistuju
ziadne pravne predpisy ani iné
povinnosti, ktoré by jej branili
vo vykone klinického skuiSania
a uzavreti tejto zmluvy, a ze jej
nebola odnata licencia v stilade
s pododsekmi 306(a) alebo (b)
federalneho zakona USA o
potravinach, liekoch a
kozmetike, ani podl'a Ziadneho
iného miestneho zakona, a ze
nebude vyuzivat’ ziadnym
sposobom sluzby inej osoby,
ktora ma podla takychto
predpisov zakéazanu ¢innost’ v
oblastiach, ktoré maju byt
vykonavané v ramci tejto
zmluvy. Pocas trvania tejto
zmluvy a tri roky po jej
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ukondeni institucia bezodkladne
oznami spolo¢nosti Pfizer, ak
tieto osvedCenia na zaklade
novych informécii je potrebné

doplnit.

19.2 Investigations, Inquiries, 19.2  VysSetrovania, zistovania,
Warnings, or Enforcement upozornenia alebo donucovacie
Actions Related to Conduct of opatrenia v suvislosti s
Clinical Research. Institution vykonavanim klinického
certifies that it is not the subject skuSania. Institicia osvedéuje,
of any past or pending Ze nie je a ani v minulosti
governmental or regulatory nebola predmetom
investigation, inquiry, warning, vySetrovania, zistovania,
or enforcement action upozornenia ¢i donucovacieho
(collectively, “Agency Action”) opatrenia Statneho alebo
related to its conduct of clinical regulacného tradu (spolo¢ne
research or the practice of ,aradné konanie”) v savislosti
medicine that has not been s vykonavanim klinického
disclosed to Pfizer. Institution skusania alebo lekarskej praxe,
will notify Pfizer promptly if it o ktorom nebola spolo¢nost’
receives notice of or becomes Pfizer informovana. Institicia
the subject of any Agency okamzite oznami spolo¢nosti
Action regarding its compliance Pfizer, ak dostane ozndmenie o
with ethical, scientific, or uradnom konani, alebo sa stane
regulatory standards for the jeho predmetom v suvislosti s
conduct of clinical research or dodrziavanim etickych,
the practice of medicine if the vedeckych alebo regulacnych
Agency Action relates to events Standardov vykonavania
or activities that occurred prior klinického skusania alebo
to or during the period in which lekarskej praxe, ak takéto
the Study was conducted. Uradné konanie savisi s

udalost’ami alebo aktivitami, ku
ktorym doslo pred obdobim
vykonavania klinického
sktiSania alebo pocas neho.

19.3  Use of Name. Pfizer reserve the 19.3  Pouzivanie mena. Spolo¢nost’
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right to identify the Institution Pfizer si vyhradzuju pravo

in association with a listing of uvadzat’ institiiciu v suvislosti s
the Protocol in the United States uvedenim protokolu v databaze
National Institutes of Health klinickych skasani Narodnych
(NIH) Clinical Trials Data Ustavov zdravia (National
Bank, other publicly available Institutes of Health, NIH), v
listings of ongoing clinical inych verejne pristupnych
trials, or other Study Subject zoznamoch prebiehajucich
recruitment services or klinickych skasani alebo inych
mechanisms. Pfizer will not sluzbach alebo mechanizmoch
otherwise use the name of naboru uc¢astnikov. Spolo¢nost’
Institution or any of Pfizer inym spdsobom
Institution’s employees or nepouzije nazov institacie, ani
contractors, and Institution will mena jej zamestnancov alebo
not use the name of Pfizer, zmluvnych dodavatel'ov, a
Pfizer, or any of their respective inStiticia nepouzije ndzov
employees or contractors, for spolo¢nosti Pfizer, ani mena ich
promotional or advertising zamestnancov alebo zmluvnych
purposes without written dodavatel'ov, na propagacné ¢i
permission from the party reklamné ucely bez

whose name will be used. predchadzajuceho pisomného

sthlasu strany, ktorej nazov ma
byt’ pouzity.

19.4 SUSARs. Pursuant to a 19.4 Podozrenia na neocakévané a
sponsor’s safety reporting zévazne neziaduce reakcie.
obligations under 21 CFR Vzhl'adom na povinnost’
312.32(c)(1), Pfizer will report zadavatela podavat’ spravy o
to the Principal Investigator all bezpecnosti v stlade so
Serious Unexpected Suspected smernicou 21 CFR 312.32(c)(1)
Adverse Reactions (Kodifikéacia federalnych
(“SUSARSs”). Principal predpisov Spojenych Statov
Investigator will receive and americkych, d’alej “CFR”)
review SUSAR reports. spolo¢nost’ Pfizer oznami
Institution will retain SUSAR hlavnému skusajucemu vsetky
reports consistent with Section podozrenia na neocakavané
11.3 of this Agreement. zavazné neziaduce reakcie

(Serious Unexpected Suspected

AWS:
Study No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin

Pl:
Dual Contracting — Institution Dvojstranna zmluva — institicia
Template Version: | GcNcNENININIIIE Verzia vzoru:

56 56



19.5 Relationship of the Parties. The 19.5
relationship of Institution to
Pfizer is one of independent
contractor and not one of
partnership, agent and principal,
employee and employer, joint
venture, or otherwise.

19.6 Modification. Any modification 19.6
to this Agreement including its
annexes must be in writing,
signed by the parties, and
identified as an Amendment to
this Agreement.

19.7 No Waiver. Failure to exert a 19.7
right under this Agreement does
not constitute a waiver of that
right in the future. No waiver of
any right is effective unless in
writing and signed by the party
who waives the right.

19.8  Conflict with Attachments. If 19.8
there is any conflict between

AWS:
Study No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin

Adverse Reactions, d’alej
»SUSAR®). Hlavnému
sktsajuicemu budt dorucené
spravy o SUSAR, ktoré posudi.
Institacia bude uchovéavat’
spravy o SUSAR v sulade s
castou 11.3 tejto zmluvy.

Vztah zmluvnych stran.
Institucia je vo vzt'ahu k
spoloc¢nosti Pfizer nezavislym
dodavatel'om, a ich vzt'ah nie je
zdruzenim, vztahom medzi
zéastupcom a zastpenym,
Zamestnancom a
zamestnavatel'om, spolo¢nym
podnikom, ani inym podobnym
vztahom.

Zmeny. Akakol'vek zmena tejto
zmluvy vratane jej priloh musi
byt pisomna, podpisana
zmluvnymi stranami a
vyhotovena formou dodatku k
tejto zmluve.

Ziadne zrieknutia sa prav.
Neuplatnenie prava podla tejto
zmluvy neznamena zrieknutie
sa tohto préava v buddcnosti.
Zrieknutie sa prava nie je
platné, pokial nie je
uskuto€nené pisomne a
podpisané zmluvnou stranou,
ktora sa zrieka svojho prava.

Rozpor s prilohami. V pripade
rozporu medzi touto zmluvou a
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19.9

19.10

19.11

this Agreement and any
Attachments to it, the terms of
this Agreement control. If there
is any conflict between this
Agreement and the Protocol, the
Protocol will control as to any
issue regarding treatment of
Study Subjects, and the
Agreement will control as to all
other issues.

Affiliates. As used in this 19.9
Agreement, the term “affiliate”

means any entity that directly or

indirectly controls, is controlled

by, or is under common control

with the named party.

Successors and Assigns. This 19.10
Agreement will bind and inure
to the benefit of the successors

and permitted assigns of each
party.

Entire Agreement. This 19.11
Agreement including
Attachments, taken together
with the associated agreement
between Pfizer and Principal
Investigator (see Section 1.3,
Agreement between Pfizer and
Principal Investigator),
represents the entire
understanding between the
parties relating to this subject
matter. This Agreement

niektorou z jej priloh su
rozhodujuce podmienky tejto
zmluvy. V pripade rozporu
medzi touto zmluvou a
protokolom sa zélezitosti
tykajuce zaobchéadzania s
ucastnikmi klinického skusania
riadia protokolom a vSetky
ostatné zalezitosti sa riadia
zmluvou.

Pobocky. Pojem ,,pobocka”,
ktory sa pouziva v tejto zmluve,
oznacuje subjekt, ktory priamo
alebo nepriamo riadi uvedenu
zmluvna stranu, alebo je touto
zmluvnou stranou riadeny, ¢i
podlieha spolo¢nému riadeniu

S vymenovanou stranou.

Néastupcovia a nadobudatelia.
Této zmluva bude zavézné a
platna pre pravnych nastupcov a
povolenych nadobudatel'ov
obidvoch zmluvnych stran.

Uplnost’ zmluvy. Tato zmluva
vratane jej priloh, spolu so
stivisiacou zmluvou medzi
spolo¢nost’'ou Pfizer a hlavnym
skasajucim (pozri Cast’ 1.3,
Zmluva medzi spolo¢nost'ou
Pfizer a hlavnym skusajticim),
predstavuje Uplné porozumenie
medzi zmluvnymi stranami
tykajuce sa jej predmetu. Tato
zmluva nahradza vsetky
predchadzajlce dohody
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supersedes all previous
agreements between the parties
(oral and written) relating to this
Study, except for any
obligations that, by their terms,
survive independent of this
Agreement.

19.12 Language. This Agreement is
set forth in both Slovak and
English, with both versions
having the same effect. In the
event of any ambiguity or
conflicts in interpretation of
terms between the two versions,
the Slovak version will prevail.

19.13 Notices. Any notice required to
be given hereunder shall be in
writing and deemed to have
been sufficiently given, (i) when
delivered in person, (ii) when
delivered by overnight courier
service on the next business day
after mailing, or, where
overnight courier service is
unavailable, by other expedited
delivery provided by a
recognized express courier, or
(iii) when delivered via e-mail,
provided the original is
delivered via one of the
preceding methods on or prior
to the fifth business day after
transmission of the e-mail, to
the addresses specified below.
Each notice shall specify the
name and date of and parties to
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zmluvnych stran (Ustne aj
pisomné) tykajlce sa tohto
klinického skuSania okrem
povinnosti, ktoré podla ich
podmienok pretrvavajl
nezavisle od tejto zmluvy.

19.12 Jazyk. Tato zmluva je vyhotovena

v slovenskom aj v anglickom jazyku,
pricom obidve jazykové verzie maju
rovnaku platnost’. V pripade
nejasnosti alebo rozporov vo vyklade
pojmov medzi tymito dvomi
verziami bude rozhodujlca
slovenska verzia.

19.13 Oznamenia. Akékol'vek
oznamenie, ktoré sa ma podl'a
tejto zmluvy dorudit, musi byt’
pisomné a povaZuje sa za
dostato¢ne vykonané, (i) ak je
dorucené osobne, (ii) ak je
dorucené kuriérskou sluzbou
s doruc¢enim v nasledujdci
pracovny den po odoslani,
alebo, ak kuriérska sluzba
S dorucenim v nasledujtci den
nie je dostupnd, tak inym
zrychlenym dorucenim
poskytovanym uznavanou
expresnou kuriérskou sluzbou,
alebo (iii) ak je dorucené e-
mailom, za predpokladu, Ze
original je doru¢eny jednym z
predchadzajucich spésobov
najneskor piaty pracovny den
po odoslani e-mailu, a to na
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this Agreement.

Pfizer for Contract Issues:

Pfizer Inc.

GPD / Sourcing Operations

Attention: Sourcing Operations, Site Contracts
Group Lead

66 Hudson Boulevard East

New York, New York 10001

Email: [
Institution:

Univerzitna nemocnica
Martin, Kollarova 2, 036 59
Martin, Slovak Republic

Attention; director’s office
Telephone:
Email:

Pfizer:

For Submission of Publications Only:

Telephone:
Email:

19.14 Counterparts and Signature.
This Agreement may be
executed in two or more
counterparts, each of which will
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adresy uvedené nizsie. V
kazdom ozndmeni sa uvedie
meno a datum a strany tejto
zmluvy.

Spolo¢nost’ Pfizer v zmluvnych zélezitostiach:

Pfizer Inc.

GPD / Sourcing Operations

K rukdm: Sourcing Operations, Site Contracts
Group Lead

66 Hudson Boulevard East

New York, New York 10001

Email: [
InStitucia:

Univerzitna nemocnica Martin,
Kollarova 2,036 59 Martin,
Slovenska republika

k rukdm: Sekretariat riaditel'a

Telefon:
E-mail:
Pfizer:

Len na ucely predkladania publikacii:

Telefon:
E-mail:

19.14 Rovnopisy a podpisanie. Tato
zmluva sa moze vyhotovit’ v
dvoch alebo viacerych
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be deemed to be an original, and
all of which will together
constitute one and the same
agreement. The Agreement will
be deemed to be fully executed
when signed by each of the
parties through written
signature, Portable Document
Format (PDF), validated digital
signature, or other reliable
electronic means, and delivered
to the other party.

20. Anti-Corruption

20.1 Definitions

a. Government. As used in
this Agreement,
“Government” includes
all levels and
subdivisions of
governments (i.e., local,
regional, and national;
administrative,
legislative, and
executive).

b. Government Official. As
used in this Agreement,
“Government Official”
includes (1) any elected
or appointed non-US
Government official
(e.g., a legislator or a
member of a non-US
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rovnopisoch, z ktorych kazdy sa
povazuje za original, priCom
spolo¢ne budu predstavovat’
jednu a tu istd zmluvu. Tato
zmluva nadobuda plnu platnost’
podpisanim sa kazdou zo
zmluvnych stran fyzickym
podpisom, prostrednictvom
formatu PDF (Portable
Document Format), overeného
digitalneho podpisu alebo iného
spolahlivého elektronického
sposobu a dorucenim druhej
zmluvnej strane.

20 Protikorupéné principy

20.1 Definicie

a. Vlada. Pojem ,,vlada‘“,
resp. ,,Statny alebo
verejny organ‘ ako sa
pouZziva v tejto zmluve,
zahima vSetky urovne a
poddivizie vlady (t.j.
miestne, regionalne a
Statne, administrativne.
legislativne a vykonne).

b. Uradn4 osoba. V tejto
zmluve pojem ,,aradna
osoba‘“ zahrna (1)
kazdého voleného alebo
menovaného
neamerického Uradnika
Statnej spravy (napr.
zakonodarca alebo ¢len
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Government ministry),
(2) any employee or
individual acting for or
on behalf of a non-US
Government official,
non-US Government
agency, or enterprise
performing a function
of, or owned or
controlled by, a non-US
Government (e.g., a
healthcare professional
employed by a non-US
Government hospital or
researcher employed by
a non-US Government
university), (3) any non-
US political party
officer, candidate for
non-US public office, or
employee or individual
acting for or on behalf of
a non-US political party
or candidate for public
office, (4) any employee
or individual acting for
or on behalf of a public
international
organization, and (5)
any member of a royal
family or member of a
non-US military.
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neamerického
ministerstva); (2)
akéhokol'vek
zamestnanca alebo
osobu konajucu v mene
neamerickej Uradnej
osoby, neamerickej
vladnej agentury alebo
podniku
vykonavajlceho funkciu
Statneho alebo verejného
orgéanu alebo
vlastneného ¢i riadeného
neamerickym $tatnym
alebo verejnym organom
(napr. zdravotnicky
odbornik zamestnany
neamerickou
nemocnicou alebo
vyskumnik zamestnany
univerzitou, ktora
podlieha neamerickému
Statnemu alebo
verejnému organu); (3)
akéhokol'vek ¢lena
neamerickej politickej
strany, kandidata na
neamerick( verejna
funkciu, zamestnanca
alebo osobu konajlcu v
mene alebo na zdklade
poverenia neamerickej
politickej strany alebo
kandidata na verejnu
funkciu; (4)
akéhokol'vek
zamestnanca alebo
osobu konajlcu v mene
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alebo na zéklade
poverenia verejnej
medzinarodnej
organizacie; a (5)
akéhokol'vek ¢lena
kral'ovskej rodiny alebo
prislusnika
neamerického vojska.

20.2 Institution represents and warrants 20.2 Institucia vyhlasuje a zarucuje, ze:
that:

a. Institution has  been a. Institucia dostala kopiu
provided with a copy of medzinarodnych
Pfizer’s International obchodnych principov
Anti-Bribery and Anti- spolo¢nosti Pfizer proti
Corruption Principles as podplacaniu a korupcii
an Attachment to this ako prilohu k tejto
Agreement and  will zmluve a oznami tieto
communicate such principy vSetkym
Principles to all persons osobam konajucim v jej
acting on their behalf in mene Vv suvislosti s
connection with work for pracou pre spolo¢nost’
Pfizer, including agents Pfizer vratane zastupcov
or subcontractors. alebo subdodavatelov.

b. Any information that b. Vsetky informacie, ktoré
Institutuion provided to institucia poskytla
Pfizer as part of Pfizer’s spolocnosti Pfizer v
anti-corruption due- ramci procesu
diligence  process s protikorupénej previerky
complete, truthful and spolo¢nosti Pfizer, st
accurate and Institution Uplné, pravdivé a presné
agrees to inform Pfizer if a institacia sa zavizuje
any responses in the due informovat’ spolo¢nost’
diligence questionnaire Pfizer, ak sa pocas
with  respect to the plnenia tejto zmluvy
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Institution or any
individuals identified in
the due diligence
questionnaire or their
Family Relatives, as
defined therein, change
during the performance
of this  Agreement.

Pfizer will make no
payment in addition to
the funding set out in
Attachment A (Study
Budget and Payment
Terms) in connection
with  this  Agreement
unless Pfizer has
prospectively approved
that  expenditure in
writing. Institution will
(i) provide truthful and
complete documentation
supporting, in reasonable
detail, the work
performed and any
expenses incurred, (ii)
maintain true, accurate,
and complete invoices,
reports, statements,
books and other records
and (iii) secure pre-
authorization in writing
from Pfizer for any
extraordinary

expenditure.

Institution has not and
will not in the future

zmenia akékol'vek
odpovede v dotazniku

v rdmci previerky,
tykajlice sa institucie
alebo akychkol'vek osob
uvedenych v dotazniku
v rdmci previerky alebo
ich rodinnych
prislusnikov, ako su v
nom definovani.

Spolocnost’ Pfizer
nevykond ziadnu platbu
nad rdmec finan¢nych
prostriedkov uvedenych
v prilohe A (Rozpocet
klinického sktiSania a
platobné podmienky) v
stvislosti s touto
zmluvou, pokial
spolo¢nost’ Pfizer tieto
vydavky neschvali
pisomne vopred.
Institacia (i) poskytne
pravdiva a aplna
dokumentaciu, ktora
primerane podrobne
potvrdzuje vykonanu
pracu a vSetky vzniknuté
vydavky, (i1) bude viest’
pravdivé, presné a Uplné
faktury, spravy, vykazy,
uctovné knihy a iné
zéznamy a (iii)
zabezpeci si predbeZzné
pisomné schvélenie od
spolo¢nosti Pfizer pre
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directly or indirectly
offer or pay, or authorize
the offer or payment of,
any money or anything
of value in an effort to
influence any
Government Official or
any other person in order
for Pfizer to improperly
obtain or retain business
or to gain an improper
business advantage and
have not accepted and
will not accept in the
future such a payment.

Institution will permit,
during the term of the
Agreement and for three
years after final payment
has been made under the
Agreement, Pfizer’s
internal and external
auditors access to any
relevant books,
documents, papers and
records of the Institution
involving  transactions
related to the Agreement.
Pfizer  will employ
appropriate safeguards in
such an audit to ensure

kazdy mimoriadny
vydavok.

Institucia priamo ani
nepriamo neponukla a
ani v buddcnosti
neponukne, nezaplati,
ani neschvali ponuku
alebo platbu penazi ani
ni¢oho hodnotného s
cielom ovplyvnit
akukol'vek uradnu osobu
alebo ind osobu, aby
spolo¢nost’ Pfizer
neopravnene ziskala
alebo si udrzala zakazky
alebo ziskala
neopravnenu obchodnu
vyhodu, a neprijali a ani
v buddcnosti neprijmu
takuto platbu.

InStiticia umoZni pocas
platnosti zmluvy a tri
roky po uskuto¢neni
zaverecnej platby podla
zmluvy internym a
externym auditorom
spolo¢nosti Pfizer
pristup k akymkol'vek
relevantnym uctovnym
kniham, dokumentom,
pisomnostiam a

confidentiality and zaznamom institdcie,
protect the privacy of the Ktoré sa tykaju transakcii
Study Subjects stvisiacich so zmluvou.
Spolo¢nost’ Pfizer
20.3 Pfizer may terminate this pouzije pri takomto
Agreement if Institution audite primerané zaruky
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AWS

breaches any of the above
Representations and Warranties.
In the event of termination,
Institution shall not be entitled to
any further payment, regardless
of any activities undertaken or
agreements entered into prior to
termination and Institution will

be liable for damages or
remedies as provided by law.
Further, Institution will

indemnify and hold Pfizer
harmless from any claim,
liability, fine, penalty, loss or
damage that arises as a result of
Institution’s failure to comply
with its obligations under this
Section 20.
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20.3

na zabezpecenie

dovernosti a ochrany
sukromia ucastnikov
klinického skusania.

Spolocnost’ Pfizer mdze tito
zmluvu vypovedat’, ak inStiticia
porusi ktorékol'vek z vyssie
uvedenych vyhlaseni a zaruk. V
pripade ukon¢enia zmluvy nema
inStitucia narok na Ziadnu d’alSiu
platbu bez ohl'adu na akékol'vek
¢innosti vykonané alebo dohody
uzavreté pred ukon¢enim
zmluvy a institacia bude
zodpovedna za nadhradu Skody
alebo opravné prostriedky podl'a
zakona. Institicia d’alej
odskodni spolo¢nost’ Pfizer a
zbavi ju zodpovednosti za
akékol'vek néroky, zavizky,
pokuty, penéle, straty alebo
Skody, ktoré vzniknu v dosledku
toho, Ze inStitucia nesplnila
svoje povinnosti podl'a tejto
Casti 20.
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Agreed to and Accepted by

Pfizer Inc.

Signature/Podpis

Printed Name/Meno tlacenym pismom

Title/Funkcia

Date/ Datum:

I have read and understand this Agreement and
accept the terms as they relate to my activities
as Principal Investigator/ Precital som tito

zmluvu, rozumiem jej a suhlasim s

podmienkami, ktoré za tykaju mojej ¢innosti

hlavného skusajticeho.

Signature/Podpis:

Name: NS

Date:
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Odsuhlasené:

Univerzitnd nemocnica Martin

Signature/Podpis

Printed name/Meno tlacenym pismom

Title/Funkcia

Date/Datum:
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Attachments

Attachment A Study Budget and Payment
Terms

Attachment B Insurance Certificate
Attachment C  Equipment and Materials

Attachment D  Pfizer International Anti-
Bribery and anti Corruption Principles

Attachment E  EU Standard Contractual
Clauses

AWS:
Study No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin
PI:
Dual Contracting — Institution
Template Version:
68

Dodatky

Priloha A Rozpocet klinického skuSania a
platobné podmienky

Priloha B Osvedcenie o poisteni
Priloha C Vybavenie a materiély

Priloha D Medzinarodné zéasady boja proti
uplatkom a korupcii spolo¢nosti Pfizer

Priloha E Standardné zmluvné dolozky EU
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Attachment A Priloha A

STUDY BUDGET AND PAYMENT ROZPOCET KLINICKEHO SKUSANIA A
TERMS PLATOBNE PODMIENKY
Protocol Number || |G Protokol &islo || G-
1. Payee Name and Address: Payment 1. Meno a adresa prijemcu platby:
of the sums due under this Agreement Platby sum splatnych podl’a tejto
will be made payable to zmluvy sa vyplatia tomuto prijemcovi
platby:

Institution/InStitucia

Pl Name:
/Meno hlavného
sktiSajuceho:

Email Address:
/E-mailova adresa:

Pfizer-assigned Site ID:
/1D pracoviska pridelené
spolo¢nostou Pfizer:

Payee (invoicing entity) details below as they will appear on invoice
|Udaje o prijemcovi platby (subjekte vystavujiicom faktiru) uvedené nizsie, ako
budu uvedené na fakture:

Payee Name:
/Meno prijemca platby: Univerzitnd nemocnica Martin
Payee Address: Kollarova 2, Martin, Slovak Republic

/Adresa prijemca platby:

Payee Postal Code:
/PSC prijemca platby: 036 59

Payee Phone Number:
[Telefonne Cislo prijemca
platby:

Payee AP/Payment Contact
Email Address:
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/E-mailova adresa prijemca
platby/kontaktnej osoby
pre splatné zavazky:

Payee AP/Payment Contact | RGN
Phone Number:
[Telefonne Cislo prijemca
platby/kontaktnej osoby
pre splatné zavazky:

Payee VAT ID number:

(provide even if VAT not
applicable) ]
/ IC DPH prijemca platby:
(uved'te aj v pripade, ak sa
DPH neuplatiuje)

Invoicing Model:
NON ADOPTER

Institacia je opravnena vystavit’ vietky faktdry na
zaklade podkladu od splnomocneného zastupcu,
pisomne odsuhlaseného hlavnym sktsajucim. Za deni
zdanitel'ného plnenia povazujeme posledny dent
poskytnutia sluzby, ktorym sa pre ucely tejto zmluvy
rozumie den odovzdania a prevzatia pisomne
odsuhlaseného podkladu o vyske ¢iastok v ramci tejto
Studie. Splatnost’ faktlry je 45 dni odo dila prevzatia
faktary. / Institution is entitled to issue all invoices on
the basis of documentation obtained from an authorized
representative which is in written approved by the
Principle Investigator. The day of taxable performance
is considered to be the last day of service provided,
which, for the purpose of this contract, is the day of
handover and receipt of the in written agreed amount
within the scope of this study. Due date of the invoice is
45 days from the date of receipt of the invoice

Pay to the order of Univerzitna nemocnica Martin
(Account Holder’s Name):
/Platba na ucet (meno
drzitel’a uctu):
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AWS:
Study

Registered Charity Number
(if applicable):
/Registrované ¢islo charity
(ak sa uplatiuje):

Bank Name:/Nazov banky:

Bank City:/Mesto banky:

IBAN (24 characters):
/IBAN (24 znakov):

SWIFT/BIC (8 or 11 (with
no digits in first 6)
characters):

ISWIFT/BIC (8 alebo 11
(bez ¢islic v prvych 6
znakoch) znakov):

Z
I III |

Memo to accompany
payment:

(Exclude any reference to
specific individuals)
/ Poznamka k platbe:

(Vylucte akékolvek odkazy
na konkrétne osoby)

Cislo faktlry / invoice number

The Institution must provide Pfizer, in
writing, full payment instructions for
the payee listed above, including
completion of applicable payment
processing forms, before any payments
can be made under the Agreement. The
Institution is obligated to inform Pfizer,
in writing, of any changes or required
updates of payment instructions and/or
bank details. If the above payment
instructions and/or bank details
change, the parties agree an
amendment to this Agreement is not
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Institicia musi pisomne poskytnit
spolo¢nosti  Pfizer Uplné platobné
pokyny pre vyssie uvedeného prijemcu
platby vratane vyplnenia prislusnych
formularov na spracovanie platieb pred
uskutocnenim akychkol'vek platieb
podla tejto zmluvy. Institicia ma
povinnost  pisomne informovat’
spolo¢nost’  Pfizer o akychkol'vek
zmenach alebo poZadovanych
aktualizaciach platobnych pokynov
a/alebo bankovych udajov. Ak sa
zmenia vySSie uvedené platobné
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AWS:
Study

required as long as the changes are
detailed in a payment processing form
provided by Pfizer and signed by a
valid signatory of the payee identified
above.

Administrative start up fee.

The contracting parties agreen on one-
time non-refundable payment in the
amount of ﬂ for the
administrative  and  legal  costs
associated with the clinical trial. This
payment will be paid by Pfizer on the
basis of an invoice issued by the
medical facility within 10 days of
signing the contract, with a due date of
45 days from the invoice. No other
payments will be made to the
Institution until the following are
completed: (1) execution of the
Agreement, (2) submission of all
regulatory documents to Pfizer, and (3)
IRB approval.

If the Agreement is terminated before
all payments are earned, the remainder
must be returned to Pfizer immediately
in accordance with Section 13
(Refunds) below. If Institution fails to
do so, Pfizer, in its sole discretion, may
apply such unearned sums to payments
otherwise due in connection with
Institution participation in another
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pokyny a/alebo bankové udaje,
zmluvné strany suhlasia, Zze nie je
potrebny dodatok k tejto zmluve,
pokial’ st zmeny podrobne uvedené vo
formulari na spracovanie platby
poskytnutom spolo¢nostou Pfizer a
podpisané  platnou  podpisujlcou
stranou vysSie uvedeného prijemcu

platby.

Administrativny zahajovaci poplatok.
Zmluvné strany sa dohodli na

jednorazovej nendvratnej platbe v
wme [ -
administrativno-pravne naklady
spojené s klinickym skasanim. Tato
platba bude uhradena zadavatelom na
zéklade faktury vystavenej
zdravotnickym zariadenim do 10 dni
od podpisu zmluvy s lehotou splatnosti
45 dni od vystavenia faktury.

Ziadne dalsie platby sa institacii
neuhradia, kym nebude dokoncené
nasledovné: (1) podpisanie zmluvy, (2)
predlozenie  vSetkych regula¢nych
dokumentov spolo¢nosti Pfizer a (3)
schvalenie NEK.

Ak sa zmluva ukon¢i  pred
odpracovanim  vSetkych  platieb,
preplatok sa musi spolo¢nosti Pfizer
bezodkladne refundovat’ v sulade
snizSie  uvedenou  castou 13
(Refundacie). @ Ak tak institucia
neurobi, spolo¢nost’ Pfizer méZe podla
vlastného uvézenia pouzit’ tieto
neodpracované sumy na platby, ktoré
su inak splatné v savislosti s Ucastou
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AWS:
Study

Pfizer study or may pursue other
available remedies.

Per_Subject Cost: The Per-Subject
Cost as defined in Exhibit 1 is based
upon completion of all visits and
procedures in accordance with the
Study specifications set forth in the
Protocol. Payments will be calculated
based on Study Data entered into EDC
system and will be paid as long as the
site is in compliance with the Protocol
and the terms of the Agreement
including the submission of an invoice
where required. Pfizer will make
payments on a quarterly basis within
45 days as of invoice issued by
institution on base of agreed
documentation of completion of each
activity period based upon the services
completed during the previous
3 months. The initial activity period
will begin on the first day of the month
in which the first patient is screened.

Additional ___Treatment __ Related
Costs: In addition to the Per-Subject
Costs, Pfizer will pay Institution for the
other Additional Treatment Related
Costs as set forth in Exhibit 1.
Institution shall submit requests for
payment for Additional Treatment
Related Costs in accordance with
Section 12 (Invoices & Payments),
including submission of any back-up
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2.

inStiticie na inom klinickom skusani
spoloc¢nosti Pfizer, alebo mdZze uplatnit’
iné dostupné opravné prostriedky.

Néklady na ucastnika: Naklady na
ucastnika definované v prilohe 1 st
zalozen¢ na dokonceni vSetkych
navStev a postupov v sulade so
Specifikaciami  klinického skusania
uvedenymi v protokole. Platby sa
vypocitaju na zaklade tudajov zo
skuSania zadanych do systému EDC a
budd vyplatené, pokiall pracovisko
dodrziava protokol a podmienky
zmluvy vratane predloZenia faktary, ak
sa vyzaduje. Spolo¢nost’” Pfizer bude
uhradzat’ platby Stvrtrocne do 45 dni
od vystavenia faktury InStituciou na
zaklade odsuhlaseného podkladu o
ukoncenita kazdého obdobia Cinnosti
na zaklade sluzieb dokoncenych pocas
predchadzajucich 3 mesiacov.
Pociato¢né obdobie Cinnosti sa zacne
vVprvy deil mesiaca, v ktorom sa
vykona skrining prvého pacienta.

Daliie niklady spojené s lie¢bou:
Okrem nakladov na ucastnika zaplati
spolo¢nost’ Pfizer inStitacii za dalSie
naklady spojené s lieCbou stanovené v
prilohe 1. Institacia predklada Ziadosti
o platbu za d’alSie naklady spojené s
liecbou v stlade s ¢ast’ou 12 (Faktary
a platby) vratane predloZenia
akejkol'vek podpornej dokumentécie
alebo potvrdeni o refakturovanych
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AWS:
Study

documentation or receipts for pass-
through  expenses. Any  costs
designated as invoiceable in Exhibit 1
should be invoiced at the visits or
timepoints specified therein and not
submitted to third party insurance
payors.

Other Study-Level Costs: In addition
to costs covered in the other two
sections of Exhibit 1, Pfizer will pay
Institution for the other Study-Level
Costs as set forth in Exhibit 1.
Institution shall submit requests for
payment for other Study-Level Costs in
accordance with Section 12 (Invoices
& Payments), including submission of
any back-up documentation or receipts
for pass-through expenses. Any non-
procedural pass-through expenses will
be paid only in the amount actually
incurred, up to the maximum amounts
shown in Exhibit 1, with no mark-up in
cost. Any costs designated as
invoiceable in Exhibit 1 should be
submitted for payment or invoiced,
where applicable, at the visits or
timepoints specified therein and not
submitted to third party insurance
payors.

Final Payment: The final payment
will be paid upon final review and
acceptance of all Study Data for Study
Subjects by Pfizer, completion of all
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vydavkoch. Vsetky naklady oznacené
ako fakturovateI'né v prilohe 1 sa maju
fakturovat’ pri  navstevach alebo
v ¢asovych bodoch v nej uvedenych
anesmu sa predkladat’ na preplatenie
tretostrannym poistovatelom.

DalSie niklady na virovni klinického
skugania: Okrem néakladov uvedenych
v predchadzajicich dvoch castiach
prilohy 1 spoloc¢nost’ Pfizer zaplati
institacii za dalSie ndklady na Grovni
klinického skuSania stanovené v
prilohe 1. Institacia predklada Ziadosti
o platbu za dalSie ndklady na trovni
klinického sktsania v stlade s ¢ast’ou
12 (Faktary a platby) vréatane
predlozenia akejkol'vek podpornej
dokumentacie alebo potvrdeni o
refakturovanych vydavkoch.
Akékol'vek refakturované¢ vydavky
neslviace s postupmi sa uhradia len v
skuto¢ne vzniknutej vyske, maximalne
do vysky uvedenej v prilohe 1, bez
prirazky k ndkladom. Vsetky néklady,
ktoré su v prilohe 1 oznacené ako
fakturovatel'né, sa maji predlozit’ na
uhradu alebo pripadne fakturovat’ pri
navstevach alebo v ¢asovych bodoch v
nej uvedenych anesmu sa predkladat’
na preplatenie tretostrannym
poistovatel'om.

Zaverecna platba: ZavereCna platba
bude vyplatend po zévereCnom
preskimani a prijati vSetkych udajov
zo skuSania o UcCastnikoch skuSania
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required administrative matters by the
Principal Investigator and/or
Institution, including, but not limited
to, resolution of all outstanding
queries, and the return of any Pfizer or
Vendor-provided Equipment requested
by Pfizer.

No Payment. Institution will not be
paid for any Study Subjects whose
enrollment in the Study deviates from
the Protocol’s eligibility criteria or
from whom Study Data cannot be
analyzed because of  Protocol
deviations, lack of proper records or
incomplete, uncorrected or
unverifiable CRFs.

Investigational Drug: Per Section 8
of this Agreement, Pfizer will provide
the Pfizer Drug. The following
additional Protocol-required drugs will
be provided at no charge or Pfizer will
cover the costs of as indicated below:

o I

Standard of Care: Compensation for
all Protocol-required activities to be
performed by Institution is included in
the budget as documented in Exhibit 1.

No./¢islo studie:

S

Site number/¢islo centra:
Institution: Univerzitnd nemocnica Martin

PI:

Dual Contracting — Institution
Template Version:

75

8.

spolo¢nostou Pfizer, po dokonceni
vSetkych pozadovanych
administrativnych zalezitosti hlavnym
skasajucim a/alebo institucii, okrem
iného vratane vyrieSenia vsSetkych
nevyrieSenych otdzok, a po vrateni

vSetkého vybavenia poskytnutého
spolo¢nostou Pfizer alebo
dodavatel'om, ktoré pozaduje

spolo¢nost’ Pfizer.

Ziadna platba. Ingtiticii sa nevyplati
platba za Ziadnych tcastnikov
skasania, ktorych zaradenie do
skiSania sa odchyluje od kritérii
opravnenosti uvedenych v protokole
alebo od ktorych sa tdaje zo skuSania
nedaju analyzovat’ kvoli odchylkam od
protokolu,  chybajdcim  riadnym
zdznamom alebo neuplnym,
neopravenym alebo neoveritelnym
spradvam CRF.

Skusany liek: Podla casti 8 tejto
zmluvy spolo¢nost’ Pfizer poskytne
liek fiou vyrobeny. Nasledujuce d’alSie
protokolom poZadované lieky budu
poskytnuté bezplatne alebo spolo¢nost’
Pfizer uhradi naklady na ne, ako je
uvedené niZsie:

o I

Standardni_starostlivost’: Odmena
za vSetky Cinnosti  vyzadované
protokolom, ktoré mé& vykonat

inStitacia, je zahrnutd v rozpocte, ako je
zdokumentovany v prilohe 1.
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10.

AWS:
Study

Screen Failures: A “Screen Failure”
is a consented subject who fails to meet
the screening visit criteria and is thus
not eligible for enrollment into the
Study. Screen Failures will be
reimbursed as outlined in Exhibit1. To
receive payment for Screen Failures,
the Screening CRFs must be
completed. Institution shall request
payment for each Screen Failure in
accordance with Section 12 (Invoices
& Payments), specifying the
candidate’s screening number (or other
unique identifier) and the date of the
Screen Failure.  Additional Screen
Failures are eligible for invoice with
prior written approval from Pfizer.

Patient Travel Expenses: Pfizer will
reimburse reasonable travel expense
per patient visit during the Study at the
rate set out in the Budget (Exhibit 1).
Travel reimbursement will be issued
directly by Principle Investigator or
third party on behalf of Pfizer.to the
Study Subjects.

Nothing in this Agreement forms a
commitment to pay between Pfizer and
InstitutionWhen paid by a third party,
Study Subject compensation may be
altered by written approval from Pfizer
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9.

10.

Utastnici s neiispesnym skriningom:
,UCastnik s neuspesnym skriningom*
je ucastnik, ktory udelil sthlas a ktory
nespliiia kritéria skriningovej navstevy,
a preto nesplia podmienky na
zaradenie do klinického skuSania. Za
ucastnikov s netspesnym skriningom
sa poskytne financna ndhrada podla
prilohy 1. Na ziskanie platby za
ucastnikov s netspeSnym skriningom
je potrebné vyplnit’ formuldre CRF zo
skriningu. InStitacia poziada o platbu
za kazdého ucastnika s neuspeSnym
skriningom v sulade s oddielom 12
(Faktury a platby), pricom uvedie
skriningu ¢islo uchadzaca (alebo iny

jedine¢ny identifikator) a datum
neuspesného  skriningu. Dalsie
neuspeSné¢  skriningy sa  moézu
fakturovat’ S predchadzajicim
pisomnym  suhlasom  spolo¢nosti
Pfizer.

Cestovné  vydavky  pacientov:

Spolo¢nost” Pfizer uhradi primerané
cestovné vydavky za navStevu pacienta
pocCas skuSania vo vySke stanovenej
v rozpoCte (priloha 1).  Cestovné
nahrady vyplati ucastnikom sktsania
bud’ priamo hlavny sktsajici alebo
tretia strana v mene spolo¢nosti Pfizer.

Nic v tejto zmluve klinického skiSania
nevytvara zavazok k platbe medzi
spolo¢nostou Pfizer a institaciou Ak
nahradu vyplaca tretia strana, nahrada
pre uCastnika skuiSania sa moze zmenit’
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11.

12.

AWS:
Study

without modification to this

Agreement.

Additional Testing, Treatment or
Procedures: The Parties agree that the
Exhibit 1 includes all Trial-related
costs, as referenced in the Protocol.
Institution will not be reimbursed for
any additional testing, treatment,
procedures or other expenses not
required by the Protocol or specified in
the Agreement or this Attachment A,
unless such  additional testing,
treatment, procedures or  other
expenses are pre-approved by Pfizer.

Invoices & Payments:

Institution shall submit all requests for

payment or reimbursement and
invoices as described in  this
Attachment A. Institution
acknowledges that the Payment

Processor also may be used for the
issuance of payments and
reimbursements, and Institution agrees
to accept such payments and
reimbursements as made on behalf of
Pfizer. Pfizer reserves the right to
change the Payment Processor at any
time, and Institution shall cooperate
with Pfizer with respect to any changes
to the Payment Processor and any
instructions relating thereto.
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11.

12.

na zéklade pisomného suhlasu
spolo¢nosti Pfizer bez zmeny tejto
zmluvy klinického skusania.

DalSie _testovanie, lie¢ba _alebo
postupy: Zmluvné strany suhlasia, ze
priloha 1 =zahfia vSetky naklady
suvisiace so skuSanim, ako sa uvadza
Vv protokole. Institacii  nebude
uhradené ziadne dodato¢né testovanie,
lieCba, postupy ani iné¢ vydavky, ktoré
sa nevyzaduju podla protokolu alebo
nie su uvedené v zmluve alebo v tejto
prilohe A, pokial' takéto dodatocné
testovanie, liecbu, postupy alebo iné
vydavky vopred neschvali spolo¢nost’
Pfizer.

Faktury a platby:

InStitacia predlozi vSetky ziadosti o
platbu alebo ndhradu a faktary faktary
opisané v tejto prilohe A. Institucia
berie na vedomie, ze uhradzanie platieb
andhrad moéze  vykonavat @ gj
spracovatel platieb, a inStitiicia suhlasi,
Zze bude akceptovat takéto platby
anahrady uskutocnené v  mene
spolo¢nosti Pfizer. Spolo¢nost’ Pfizer
si vyhradzuje pravo kedykol'vek
zmenit’ spracovatela platieb
ainStitacia bude spolupracovat’ so
spolo¢nostou Pfizer v suvislosti s
akymikol'vek zmenami spracovatela
platieb a s nimi savisiacimi pokynmi.
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Institution is entitled to issue all
invoices on the basis of documentation
obtained from an  authorized
representative which is in written
approved by the Principle Investigator.
The day of taxable performance is
considered to be the last day of service
provided, which, for the purpose of this
contract, is the day of handover and
receipt of the in written agreed amount
within the scope of this study. Due date
of the invoice is 45 days from the date
of receipt of the invoice.

For any costs not in Exhibit 1, requests
for payment or reimbursement or
invoices must not be submitted by
Institution until a contract amendment
or a budget modification letter has been
executed.

To expedite payment, such invoices
can be accompanied by a copy of the
amendment.

Invoices must be submitted bilingually,
in Slovak and in English and in the
name of Pfizer referencing the Pfizer
entity name and address:

Pfizer Inc.
with a place of business at 66 Hudson

Boulevard East, New York, NY 10001,

USA

TAXID:

Invoices shall be sent to

Institucia je opravnena vystavit’ vSetky
faktury na zéklade podkladu od
splnomocneného zastupcu, pisomne
odsuhlasené¢ho hlavnym skusajacim.
Za  den  zdanitelného  plnenia
povazujeme  povazujeme posledny
den poskytnutia sluzby, ktorym sa pre
ucely tejto zmluvy rozumie den
odovzdania a prevzatia pisomne
odsuhlasenej vysky ciastok v ramci
tejto Stadie. Splatnost’ faktiry je 45 dni
odo dna prijatia faktary.

V pripade akychkol'vek nakladov,
ktoré nie s uvedené v prilohe 1,
nesmie insStitucia predkladat’ Ziadosti o
platbu alebo nédhradu, alebo faktiry,
kym nebude podpisany dodatok k

zmluve alebo list 0 zmene rozpoctu.

V zaujme urychlenia platby méze byt
k takymto faktGram prilozena kopia
dodatku.

Faktary sa  musia  predkladat
dvojjazycne, vslovenc¢ine a Vv
anglictine a v mene spolo¢nosti Pfizer
s uvedenim nazvu a adresy subjektu
Pfizer:

Pfizer Inc. so sidlom na adrese 66
Hudson Boulevard East, New York,
NY 10001, USA

TAXID:

Faktury budu zasielané na:
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13.

14.

AWS:
Study

Institution will provide the following
when submitting an invoice:

Failure to include required information
on all requests for payment or
reimbursement or invoices  will
result in delayed payment.

Refunds: To confirm process for
return of refunds, Institution shall
contact Pfizer at | GG o
such other contact as may be
communicated to Institution from time
to time.

Amendments: The following Study
budget changes may be documented by
amodification letter signed by Pfizer or
its authorized agent: (1) increases in the
total Study budget, with or without
modification of the payment schedule,
or (2) modification of the payment
schedule with no change in total Study
budget.
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13.

14.

Institacia poskytne pri predkladani
faktary nasledujuce Udaje:

Neuvedenie pozadovanych informécii
vo vSetkych ziadostiach o platbu alebo
nahradu alebo vo fakturach bude
mat’ za nasledok omeskanie platby.

Refundacie: Na potvrdenie procesu
refundacie bude institacia kontaktovat
spolo¢nost’”  Pfizer ~ na  adrese
_ alebo prostrednictvom
inych kontaktnych udajov, ktoré mozu
byt institucii priebeZzne ozndmené.

Zmeny: Nasledujice zmeny rozpoctu
skiSania m6zu byt doloZzené listom
0 zmene podpisanym spolo¢nostou
Pfizer alebo jej  oprédvnenym
zastupcom: (1) zvySenie celkového
rozpoctu skti$ania s Upravou
harmonogramu platieb alebo bez nej,
alebo (2) UGprava harmonogramu
platieb bez zmeny celkového rozpoctu.
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15. Inquiries: All inquiries regarding the 15.  Otdzky: Vsetky otazky tykajice sa

reasons for any denial of, or failure to doévodov zamietnutia alebo
approve, a request for payment or neschvalenia Ziadosti o platbu alebo
reimbursement or invoice must be nahradu alebo faktury sa musia zasielat’
directed to |G or at such na adresu ﬁ alebo na iné
other contact as may be communicated kontaktné tdaje, ktoré moézu byt
to Institution from time to time. institcii priebezne oznamené.
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Attachment B Priloha B
]
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Attachment C
EQUIPMENT AND MATERIALS

Pfizer-Provided Equipment and Materials

Pfizer-Provided Equipment

Pfizer will provide the equipment identified
below (“Pfizer Equipment”) for use by

Institution in the conduct or reporting of the
Stucy: I

Pfizer-Provided Materials

Pfizer will provide the proprietary materials
owned or licensed by Pfizer and identified
below (“Pfizer Materials™) for use by
Institution in the conduct or reporting of the
Study.

Materials Supplied: NONE

Permitted Uses of Pfizer Equipment and Pfizer

Priloha C
VYBAVENIE A MATERIALY

Vybavenie a materialy poskytnuté
spolo¢nost’ou Pfizer

Vybavenie poskytnuté spolo¢nost’ou Pfizer

Spoloc¢nost’ Pfizer poskytne vybavenie uvedené
nizsie (d’alej ,,vybavenie spolo¢nosti Pfizer”),
ktoré bude institicia pouzivat’ pri vykonavani
klinického skusania a hlaseni vysledkov:

Materialy poskytnuté spolo¢nost’ou Pfizer

Spolocnost’ Pfizer poskytne materidly
duSevného vlastnictva, ktoré vlastni alebo ma
na ne licenciu spolo¢nost’ Pfizer uvedené nizsie
(d’alej ,,materialy spolo¢nosti Pfizer”), ktoré
bude institicia pouzivat’ pri vykonavani
klinického skusania a hlaseni vysledkov.

Dodané materialy: ZIADNE

Povolené sposoby pouzivania vybavenia

Materials

Institution may use any Pfizer Equipment and
Pfizer Materials only for purposes of this
Study.
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spolo¢nosti Pfizer a materidlov spolo¢nosti
Pfizer

Institucia moéze pouzivat vybavenie
spolo¢nosti Pfizer a materidly spolo¢nosti
Pfizer len na ucely tohto klinického skusania.
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Disposition of Pfizer Equipment and Pfizer
Materials

After completion of Study conduct or at an
earlier time specified by Pfizer, Institution will
arrange for return of any Pfizer Equipment and
Pfizer Materials, at Pfizer’s expense, to, Pfizer
or a location designated by Pfizer.

Vendor-Provided Equipment or Materials

Nakladanie s vybavenim spolo¢nosti Pfizer a
materidlmi spolo¢nosti Pfizer

Po ukonceni klinického skusania alebo v
skorSom Case stanovenom spolo¢nost’ou Pfizer
zariadi inStiticia vratenie vybavenia
spolo¢nosti Pfizer a materidlov spolo¢nosti
Pfizer, na naklady spolo¢nosti Pfizer, priamo
spolo¢nosti Pfizer alebo na miesto urcené
spolo¢nost’ou Pfizer.

Vybavenie alebo materialy poskytnuté

Pfizer will arrange for a vendor to provide the
following equipment or proprietary materials

i“Vendor Proierti”i for use in this Study:

Permitted Uses of VVendor Property

Institution will use Vendor Property only for
purposes of this Study.

Disposition of VVendor Property

The vendor will determine the disposition of
Vendor Property after completion of Study
conduct.
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dodavatel’om

Spolocnost’ Pfizer zabezpeci dodéavatel’a, ktory
poskytne pre pouZzivanie v tohto klinickom
skusani nasledujice vybavenie alebo materialy
dusevného vlastnictva (d’alej ,,majetok

dodavatel'a” i:

Povolené spdsoby pouzitia materialov
dodavatela

InStitucia pouzije majetok dodavatela len na
ucely tohto klinického sktiSania.

Nakladanie s materialom dodavatel'a

Spbsob nakladania s vybavenim alebo
materialmi duSevného vlastnictva, ktoré st
majetkom dodavatel’a, po skonceni
vykonavania klinického skasania urci
dodavatel.
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Ownership, Responsibilities, and Liability

Ownership. Pfizer Equipment, Pfizer
Materials, and VVendor Property are and remain
the property of Pfizer, the vendor, or the
licensor, as the case may be.

Institution Responsibilities. Institution will
bear the risk of loss or damage to Pfizer
Equipment, Pfizer Materials, and Vendor
Property. If any Pfizer Equipment, Pfizer
Materials, or Vendor Property must be
replaced by Pfizer or vendor during Study
conduct as the result of loss or damage by
Institution, Pfizer reserves the right to deduct,
from future Study funding payments, the cost
to Pfizer of the replacements.

Liability. Pfizer has no liability for damages of
any sort, including personal injury or property
damage, resulting from the use of Pfizer
Equipment, Pfizer Materials, or Vendor
Property except to the extent that (1) such
damages were caused by the negligence or
willful misconduct of Pfizer, or the vendor or
(2) a personal injury constitutes a Research
Injury to a Study Subject, as described in
Attachment B to this Agreement.
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Vlastnictvo, zodpovednosti a ru¢enie

Vlastnictvo. Vybavenie spolo¢nosti Pfizer,
materialy spolo¢nosti Pfizer a materialy
dodavatel’a su a ostavaju vlastnictvom
spolocnosti Pfizer, pripadne dodavatel’a alebo
poskytovatel’a licencie.

Zodpovednost’ inStitucie. InStiticia nesie
zodpovednost’ za stratu alebo poSkodenie
vybavenia spolo¢nosti Pfizer, materialov
spolo¢nosti Pfizer alebo materialov
dodavatela. Ak pocas vykonavania klinického
skuSania musi spolo¢nost’ Pfizer alebo
dodavatel’ nahradit’ vybavenie spolo¢nosti
Pfizer, materialy spolo¢nosti Pfizer alebo
materidly dodavatel’a v dosledku straty alebo
poskodenia spdsobeného instituciou,
spolocnost’ Pfizer si vyhradzuje pravo od¢itat’ z
platieb naklady, ktoré¢ vznikli spolo¢nosti
Pfizer za takdto nahradu.

Rucenie. Spolo¢nost’ Pfizer nenesie ziadnu
zodpovednost’ za Skody akéhokol'vek druhu
vratane ublizenia na zdravi osob, ¢i §kod na
majetku, ktoré su vysledkom pouzitia
vybavenia spolo¢nosti Pfizer, materialov
spolo¢nosti Pfizer alebo majetku dodavatela, s
vynimkou pripadov, ked’ (1) st takéto Skody
spOsobené nedbalostou alebo imyselnym zlym
konanim spolo¢nosti Pfizer, alebo dodavatel’a a
(2) v pripadoch, v ktorych osobn¢ ubliZenie na
zdravi predstavuje ubliZenie na zdravi
ucastnikov klinického sktSania v ramci
Klinického sktsania, ako je popisané v prilohe
B tejto zmluvy.
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Attachment D
PFIZER INTERNATIONAL ANTI-
BRIBERY AND
ANTI-CORRUPTION BUSINESS
PRINCIPLES

Pfizer has a long-standing policy forbidding
bribery and corruption in the conduct of our
business in the United States or abroad. Pfizer
is committed to performing business with
integrity, and acting ethically and legally in
accordance with all applicable laws and
regulations. We expect the same commitment
from the consultants, agents, representatives or
other companies and individuals acting on our
behalf (“Business Associates”), as well as
those acting on behalf of Business Associates
(e.g., subcontractors), in connection with work
for Pfizer.

Bribery of Government Officials

Most countries have laws that forbid making,
offering or promising any payment or anything
of value (directly or indirectly) to a
Government Official when the payment is
intended to influence an official act or decision
to award or retain business.

“Government Official” shall be broadly

interpreted and means:

Q) any elected or appointed Government
official (e.g., a legislator or a member
of a Government ministry);

(i) any employee or individual acting for
or on behalf of a Government Official,
agency, or enterprise performing a
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Priloha D
MEDZINARODNE OBCHODNE PRINCIPY
SPOLOCNOSTI PFIZER
PROTI PODPLACANIU A KORUPCII

Spolo¢nost’ Pfizer ma dlhodobé pravidla, ktoré
zakazujui podplacanie a korupciu v pri naSom
podnikani v Spojenych Statoch americkych
alebo v zahranici. Spolo¢nost’ Pfizer sa
zavizuje, ze bude konat’ s integritou, eticky a
legalne, v sulade s vSetkymi prislusnymi
zakonmi a pravidlami. Taky isty zavédzok
oc¢akavame od konzultantov, agentov,
zastupcov alebo inych spolo¢nosti a
jednotlivcov konajucich v naSom mene (d’alej
,»obchodny partner*), ako aj od tych, ktori
jednaju v mene obchodnych partnerov (napr.
zmluvni dodavatelia) v spojeni s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer.

Podplacanie tradnych oséb

Vicsina krajin ma zakony, ktoré zakazuju
poskytovanie, pontkanie alebo prisl'ub
akejkol'vek platby alebo ¢ohokol'vek
hodnotného (priamo alebo nepriamo) Uradnej
osobe, ked ticelom takejto platby je ovplyvnit
Uradny ukon alebo rozhodnutie tejto osoby
ohl'adom ziskania alebo udrzania obchodu.

Pojem ,,iradné osoba” sa vyklada Siroko a

zahfna:

(1) akéhokol'vek zvoleného alebo
menovaného vladneho predstavitel’a
(napr. ¢lena ministerstva);

(i)  akéhokol'vek zamestnanca Statneho
alebo verejného organu, alebo osobu
konajucu za alebo v mene Uradnej
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governmental function, or owned or
controlled by, a Government (e.g., a
healthcare professional employed by a
Government hospital or researcher
employed by a Government
university);

(iii)  any political party officer, candidate for
public office, officer, or employee or
individual acting for or on behalf of a
political party or candidate for public
office;

any employee or individual acting for
or on behalf of a public international

organization;

(iv)

(v)  any member of a royal family or
member of the military; and

(vi)  any individual otherwise categorized as

a Government Official under law.

“Government” means all levels and
subdivisions of governments (i.e., local,
regional, or national and administrative,
legislative, or executive).

Because this definition of “Government
Official” is so broad, it is likely that Business
Associates will interact with a Government
Official in the ordinary course of their business
on behalf of Pfizer. For example, doctors
employed by Government-owned hospitals
would be considered “Government Officials.”

The U.S. Foreign Corrupt Practices Act (the
“FCPA”) prohibits making, promising, or
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osoby, agentary alebo podniku
vykonavajlceho Uradnu funkciu alebo
vlastneného ¢i kontrolovaného Statnym
alebo verejnym organom (napr.
zdravotnicky odbornik zamestnany v
Statnej nemocnici alebo vyskumnik
zamestnany Statnou univerzitou);

akéhokol'vek ¢lena politickej strany,
kandidata na politicky Urad, dradnika,
zamestnanca alebo osobu konajucu v
mene politickej strany alebo kandidata
na verejny urad;
akéhokol'vek zamestnanca alebo osobu
konajlcu pre alebo v mene
verejnopravnej medzinarodnej
organizacie;
(v) akéhokol'vek ¢lena kral'ovskej rodiny
alebo prislusnika vojska a
(vi)  akéhokol'vek jednotlivca inak
zarad’ovaného podl'a pravnych
predpisov medzi Uradné osoby.

(iii)

(iv)

Pod pojmom ,,vlada‘“ sa rozumejt vSetky
arovne a poddivizie vlady (t.j. miestne,
oblastné alebo narodné a administrativne,
legislativne alebo vykonne).

Ked'Ze definicia ,,aradnej osoby" je taka
Siroka, je pravdepodobné Ze obchodny partner
pride pocas normélneho priebehu svojej
obchodnej ¢innosti vykonavanej v mene
spolo¢nosti Pfizer do kontaktu s uradnou
osobou. Napriklad lekari zamestnani v
Statnych nemocniciach budu podl'a zasad
spolo¢nosti Pfizer povazovani za ,,aradné
osoby".

Zakon Spojenych Statov americkych o
zahrani¢nych korup¢énych praktikach
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authorizing a payment or providing anything
of value to a non-U.S. Government Official to
improperly or corruptly influence that official
to perform any governmental act or make a
decision to assist a company in obtaining or
retaining business, or to otherwise gain an
improper advantage. The FCPA also prohibits
a company or person from using another
company or individual to engage in any such
activities. As a U.S. company, Pfizer must
comply with the FCPA and could be held
liable as a result of acts committed anywhere
in the world by a Business Associate.

Anti-Bribery and Anti-Corruption
Principles Governing Interactions with
Governments and Government Officials

Business Associates must communicate and
abide by the following principles with regard
to their interactions with Governments and
Government Officials:

. Business Associates, and those acting
on their behalf in connection with work
for Pfizer, may not directly or
indirectly make, promise, or authorize
the making of a corrupt payment or
provide anything of value to any
Government Official to induce that
Government Official to perform any
governmental act or make a decision to
help Pfizer obtain or retain business.
Business Associates, and those acting
on their behalf in connection with work
for Pfizer, may never make a payment
or offer any item or benefit to a
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(,,FCPA*) zakazuje vykonanie, pontkanie
alebo povolenie akejkol'vek platby alebo
¢ohokol'vek hodnotného neamerickej uradnej
osobe, ked’ ticelom takejto platby je nepatri¢ne
alebo korupcne ovplyvnit’ ¢iny alebo
rozhodnutie tohto predstavitel’a, aby pomohol
spoloc¢nosti ziskat’ alebo udrzat’ obchod, alebo
inak ziskat’ nepatri¢na vyhodu. Zakon FCPA
taktiez zakazuje spolo¢nosti alebo osobe
pouzivat’ int spolo¢nost’ alebo jednotlivca na
to, aby sa zapojil do vyssie uvedenych aktivit.
Spoloc¢nost’ Pfizer je ako americka spolo¢nost’
povinna dodrziavat’ zakon FCPA a médze byt
pravne zodpovedna za aktivity vykonavané
svojimi obchodnymi partnermi kdekol'vek vo
svete.

Protiuplatkarske a protikorup¢né principy
upravujice interakcie so Statnymi
a verejnymi organmi a Uradnymi osobami

Obchodni partneri musia komunikovat’

a postupovat’ podl'a nasledovnych principov v
stvislosti s interakciou so $tatnymi

a verejnymi orgdnmi a Uradnymi osobami:

. Obchodni partneri a osoby konajlce v
ich mene v suvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer,
nesmu priamo alebo nepriamo
poskytnut, prisl'ibit” alebo schvalit’
poskytnutie Uplatku alebo cohokol'vek
hodnotného uradnej osobe s cielom
ovplyvnit’ tuto tradnt osobu, aby
vykonala akykol'vek uradny ukon alebo
rozhodnutie, ktoré napomoze spolo¢nosti
Pfizer ziskat  alebo udrzat’ si obchodné
aktivity. Obchodni partneri a osoby,
ktoré konaju v jeho mene, nesmu nikdy
poskytnut’ platbu alebo pontknut’ uradne;j
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Government Official, regardless of
value, as an improper incentive for
such Government Official to approve,
reimburse, prescribe, or purchase a
Pfizer product, to influence the
outcome of a clinical trial, or to
otherwise benefit Pfizer’s business
activities improperly.

. In conducting their Pfizer-related
activities, Business Associates, and
those acting on their behalf in
connection with work for Pfizer, must
understand and comply with any local
laws, regulations, or operating
procedures (including requirements of
Government entities such as
Government-owned hospitals or
research institutions) that impose
limits, restrictions, or disclosure
obligations on compensation, financial
support, donations, or gifts that may be
provided to Government Officials. If a
Business Associate is uncertain as to
the meaning or applicability of any
identified limits, restrictions, or
disclosure requirements with respect to
interactions with Government Officials,
that Business Associate should consult
with his or her primary Pfizer contact
before engaging in such interactions.

. Business Associates, and those acting
on their behalf in connection with work
for Pfizer, are not permitted to offer
facilitation payments. A “facilitation
payment” is a nominal payment to a
Government Official for the purpose of
securing or expediting the performance
of a routine, non-discretionary
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osobe akukol'vek vec alebo vyhodu, bez
ohl'adu na hodnotu, alebo nepatri¢ne ju
ovplyvnit, aby odsthlasila, preplatila,
predpisala alebo zakupila produkt
spoloc¢nosti Pfizer, ovplyvnila vysledok
klinického skusania alebo inak
nepatricne profitovala z obchodnych
aktivit spolo¢nosti Pfizer.

Obchodni partneri a osoby, ktoré konaju
v ich mene v savislosti s aktivitami
vykondvanymi pre spolo¢nost’ Pfizer
musia pochopit’ a dodrziavat’ miestne
zakony, predpisy alebo operacné postupy
(vratane poziadaviek predpisanych
Statnymi entitami ako su Statne
nemocnice alebo vyskumné institucie),
ktoré uplatiiuji akékol'vek limity,
obmedzenia alebo poziadavky na
zverejnenie nahrady, finan¢nej podpory,
donacii alebo darov, ktoré mézu byt
poskytnuté tradnym osobam. Ak si
obchodny partner nie je isty vyznamom
alebo uplatnenim akychkol'vek
identifikovate'nych obmedzeni alebo
poziadaviek na zverejnenie s ohl'adom na
interakciu s Uradnymi osobami, mal by to
obchodny partner prekonzultovat’ s jeho
hlavnou kontaktnou osobou zo
spolo¢nosti Pfizer skor, nez zacne
vykonévat’ svoje aktivity.

Obchodni partneri a osoby, ktoré konaju
v ich mene v savislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer
nemaju povolenie pontkat’ ul'ahcujiuce
platby. ,,Ulah¢ujuca platba“ je
nominalna, neoficialna platba Gradnej
osobe za ucelom zabezpecenia alebo
urychlenia vykonu beznej Uradnej

Dvojstranna zmluva — institicia
Verzia vzoru:

99



governmental action. Examples of
facilitation payments include payments
to expedite the processing of licenses,
permits or visas for which all
paperwork is in order. In the event that
a Business Associate, or someone
acting on their behalf in connection
with work for Pfizer, receives or
becomes aware of a request or demand
for a facilitation payment or bribe in
connection with work for Pfizer, the
Business Associate shall report such
request or demand promptly to his or
her primary Pfizer contact before
taking any further action.

Commercial Bribery

Bribery and corruption can also occur in non-
Government, business to business
relationships. Most countries have laws which
prohibit offering, promising, giving,
requesting, receiving, accepting, or agreeing to
accept money or anything of value in exchange
for an improper business advantage. Examples
of prohibited conduct could include, but are
not limited to, providing expensive gifts, lavish
hospitality, kickbacks, or investment
opportunities in order to improperly induce the
purchase of goods or services. Pfizer
colleagues are not permitted to offer, give,
solicit or accept bribes, and we expect our
Business Associates, and those acting on their
behalf in connection with work for Pfizer, to
abide by the same principles.
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aktivity nevyzadujucej jeho vlastné
uvazenie. Priklady ulahcujtcich platieb
zahtnaju platby na urychlenie
spracovania licencii, povoleni alebo viz,
pre ktoré st uz pripravené podklady. V
pripade, Ze obchodny partner alebo
osoba, ktora koné v jeho mene v
stvislosti s aktivitami vykondvanymi pre
spolo¢nost’ Pfizer, dostane alebo si je
vedoma ziadosti alebo poziadavky na
ul’'ahcujicu platbu alebo uplatok v
stvislosti s aktivitami vykondvanymi pre
spolo¢nost’ Pfizer, obchodny partner
musi ohlasit” takuto ziadost” alebo
poziadavku svojej hlavnej kontaktne;j
osobe v spolo¢nosti Pfizer skor, nez
podnikne akykol'vek d’alsi krok.

Komeréné Gplatkarstvo

K podplécaniu a korupcii moze dojst’ aj v
neuradnych vztahoch, vzajomne medzi
spolocnostami. Vécsina krajin ma zékony,
ktoré zakazujui ponukanie, slubovanie,
vyzadovanie, preberanie, prijimanie alebo
suhlas s prijatim penazi alebo ¢ohokol'vek, co
ma hodnotu, ako vymenu za nepatri¢na
obchodnl vyhodu. Medzi priklady zakdzaného
spravania moze patrit’ napriklad poskytovanie
nepatri¢nych darov alebo pohostenia, provizii
alebo investi¢nych prilezitosti pontikanych za
ucelom nepatricného povzbudenia ndkupu
tovarov alebo sluzieb. Kolegovia zo
spolo¢nosti Pfizer nemaji povolenie ponukat’,
davat’, uchadzat sa alebo prijimat’ Gplatky.
Ocakavame, ze nasi obchodni partneri alebo
osoby, ktoré konaju v ich mene v savislosti

s aktivitami vykonavanymi pre spolocnost’
Pfizer, budu dodrziavat’ rovnaké principy.
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Anti-Bribery and Anti-Corruption
Principles Governing Interactions with
Private Parties and Pfizer Colleagues

Business Associates must communicate and
abide by the following principles with regard
to their interactions with private parties and
Pfizer colleagues:

. Business Associates, and those acting
on their behalf in connection with work
for Pfizer, may not directly or
indirectly make, promise, or authorize a
corrupt payment or provide anything of
value to any person to influence that
person to provide an unlawful business
advantage for Pfizer.

. Business Associates, and those acting
on their behalf in connection with work
for Pfizer, may not directly or
indirectly, solicit, agree to accept, or
receive a payment or anything of value
as an improper incentive in connection
with their business activities performed
for Pfizer.

. Pfizer colleagues are not permitted to
receive gifts, services, perks,
entertainment, or other items of more
than token or nominal monetary value
from Business Associates, and those
acting on their behalf in connection
with work for Pfizer. Moreover, gifts of
nominal value are only permitted if
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Protiuplatkarske a protikorup¢né principy
upravujuce interakcie so sukromnymi
osobami a zamestanancami spolo¢nosti
Pfizer

Obchodni partneri musia komunikovat’ a
dodrziavat’ nasledujuce principy v stvislosti s
ich interakciou so sukromnymi osobami

a Pfizer zamestnancami:

. Obchodni partneri a osoby konajuce v
ich mene v suvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer,
nesmu priamo alebo nepriamo
poskytnut’, prisl'ubit’ alebo schvalit’
poskytnutie uplatku alebo poskytnut’
cokol'vek hodnotné akejkol'vek osobe
za ucelom ovplyvnenia tejto osoby, aby
poskytla spolo¢nosti Pfizer nepatri¢nt
obchodn( vyhodu.

. Obchodni partneri a osoby konajuce v
ich mene v suvislosti s aktivitami
vykondvanymi pre spolo¢nost’ Pfizer,
nemdzu priamo alebo nepriamo
pontukat’, suhlasit’ s prijatim alebo
prevziat platbu alebo ¢okol'vek
hodnotné ako protihodnotu spojenu s
ich obchodnymi aktivitami
vykonavanymi pre spolo¢nost’ Pfizer.

. Zamestnanci spoloc¢nosti Pfizer maju
zakazané od obchodnych partnerov a
0s6b konajucich v ich mene v savislosti
s aktivitami vykonavanymi pre
spolo¢nost’ Pfizer prijimat’ dary,
sluzby, vyhody, pohostenie alebo iné
polozky vicsej ako symbolickej alebo
zanedbatel'nej pefiaznej hodnoty.
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they are received on an infrequent basis
and only at appropriate gift-giving
occasions.

Reporting Suspected or Actual Violations

Business Associates, and those acting on their
behalf in connection with work for Pfizer, are
expected to raise concerns related to potential
violations of these International Anti-Bribery
and Anti-Corruption Principles or the law.
Such reports can be made to a Business
Associate’s primary point of contact at Pfizer,
or if a Business Associate prefers, to Pfizer’s

Comﬁliance Group by e-mail at [}
or by phone at
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Okrem toho su dary zanedbatel'nej
hodnoty povolené iba vtedy, ak sa
prijmu len obc¢as a pri vhodnych
prilezitostiach.

Ohlasovanie podozreni na poruSenia alebo
skutocnych poruSeni

Od obchodnych partnerov a 0séb konajucich v
ich mene v suvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer sa
ocakava, Ze ohlasia podozrenia na mozné
porusenia tychto medzinarodnych
protiaplatkarskych a protikorupénych zasad
alebo zakona. Ohlasenie je mozné uskutoénit’ u
hlavnej kontaktnej osoby obchodného partnera
v spolocnosti Pfizer, alebo ak obchodny
partner uprednostiiuje, emailom oddeleniu
,,Pfizer Compliance Group* na adresu

ﬁbo telefonicky na éisle_
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Attachment E Priloha E

STANDARD CONTRACTUAL STANDARDNE ZMLUVNE DOLOZKY
CLAUSES
Dolozka 1
Clause 1

Uéel a rozsah

Purpose and scope )
@ Ucelom tychto Standardnych

@ The purpose of these standard zmluvnych doloziek je zaistit' sulad
contractual clauses is to ensure s poziadavkami nariadenia Europskeho
compliance with the requirements of parlamentu a Rady (EU) 2016/679
Regulation (EU) 2016/679 of the z 27. aprila 2016 o ochrane fyzickych
European Parliament and of the 0s0b pri spractvani osobnych udajov a
Council of 27 April 2016 on the o volnom pohybe takychto udajov
protection of natural persons with (vSeobecné nariadenie o ochrane
regard to the processing of personal tdajov)! pre prenos osobnych Gdajov
data and on the free movement of such do tretej krajiny.

data (General Data Protection )
Regulation) * for the transfer of (b)  Zmluvne strany:

personal data to a third country. ) o L
() fyzicka alebo pravnicka osoba

(b) The Parties: (osoby), organ (organy)
verejnej  spravy, agentdra

! Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union
institution or body as controller, reliance on these Clauses when engaging another processor (sub-processing) not
subject to Regulation (EU) 2016/679 also ensures compliance with Article 29(4) of Regulation (EU) 2018/1725 of
the European Parliament and of the Council of 23 October 2018 on the protection of natural persons with regard to
the processing of personal data by the Union institutions, bodies, offices and agencies and on the free movement of
such data, and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC (OJ L 295 of 21.11.2018, p.
39), to the extent these Clauses and the data protection obligations as set out in the contract or other legal act
between the controller and the processor pursuant to Article 29(3) of Regulation (EU) 2018/1725 are aligned. This
will in particular be the case where the controller and processor rely on the standard contractual clauses included in
Decision 2021/915.

1. Ked’ je vyvozca udajov sprostredkovatel’, ktory podlieha nariadeniu (EU) 2016/679 a kona v mene
institucie alebo organu Unie ako prevadzkovatel’, odvolavanie sa na tieto dolozky pri angazovani iného
sprostredkovatel’a (d’aliie sprostredkovanie), ktory nepodlieha nariadeniu (EU) 2016/679, tiez zaistuje sulad

s &lankom 29 odsek 4 nariadenia Eurépskeho parlamentu a Rady (EU) 2018/1725 z 23. oktébra 2018 o ochrane
fyzickych o0sdb pri spractvani osobnych idajov institiciami, organmi, Gradmi a agentirami Unie a o volnom
pohybe takychto tidajov, ktorym sa zrusuje nariadenie (ES) ¢. 45/2001 a rozhodnutie ¢. 1247/2002/ES (U. v. EU L
2957 21.11.2018, str. 39), v rozsahu, v akom su tieto dolozky a povinnosti ochrany tdajov uvedené v zmluve alebo
inom pravnom akte medzi prevadzkovatel'om a sprostredkovatelom podla &lanku 29 odsek 3 nariadenia (EU)
2018/1725 v sulade. Osobitne to bude platit’, ked’ sa prevadzkovatel” a sprostredkovatel’ odvolavaji na Standardné
zmluvné dolozky uvedené v rozhodnuti 2021/915.
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(©)

(d)

Q) the natural or legal person(s),
public authority/ies,
agency/ies or other body/ies
(hereinafter “entity/ies”)
transferring the personal data,
as listed in Annex LA.
(hereinafter each “data
exporter”), and

(i) the entity/ies in a third country

receiving the personal data

from the data exporter,
directly or indirectly via
another entity also Party to
these Clauses, as listed in

Annex LA. (hereinafter each

“data importer”) have agreed

to these standard contractual

clauses (hereinafter:

“Clauses”).

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

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

Clause 2

Effect and invariability of the Clauses

(@)

AWS:
Study

These Clauses set out appropriate
safeguards, including enforceable
data subject rights and effective legal
remedies, pursuant to Article 46(1)
and Article 46 (2)(c) of Regulation
(EU) 2016/679 and, with respect to
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(©)

(d)

(a)

(agentdry) a iny organ (organy)

(dalej len »subjekt/-y*)

prenasajiice osobné udaje, ako

st uvedené v prilohe I.A. (d’alej

len kazdy ,,vyvozca tdajov), a
(i) subjekt/-y  vtretej krajine
prijimajuci/-e osobné udaje od
vyvozcu Udajov priamo alebo
nepriamo cez iny subjekt, ktory
je tiez zmluvnou stranou tychto
doloziek, ako je uvedeny v
prilohe L.A. (dalej len kazdy
,dovozca tdajov®), sa dohodli
na tychto Standardnych
zmluvnych dolozkach (dalej
len ,,dolozky*).

Tieto dolozky sa tykaji prenosu
osobnych udajov, ako je uvedeny
v prilohe 1.B.

Dodatok k tymto dolozkdm obsahujuci
prilohy, na ktoré sa v tomto dokumente
odkazuje, tvori neoddelitelnu stcast
tychto doloziek.

DolozZka 2

Udinnost’ a nemennost’ doloZiek

Tieto dolozky stanovujii naleZité
zaruky vratane vymahatel'nych prav
dotknutych o0s6b a ucinné pravne
prostriedky napravy podla ¢lanku 46
odsek 1 a ¢lanku 46 odsek 2 pismeno c)
nariadenia (EU) 2016/679 a s ohl’'adom
na prenosy Udajov od
prevadzkovatelov sprostredkovatel'om
a/alebo od sprostredkovatel'ov
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(b)

(a)

AWS:
Study

data transfers from controllers to
processors and/or processors to
processors,  standard  contractual
clauses pursuant to Article 28(7) of
Regulation (EU) 2016/679, provided
they are not modified, except to select
the appropriate Module(s) or to add or
update information in the Appendix.
This does not prevent the Parties from
including the standard contractual
clauses laid down in these Clauses in
a wider contract and/or to add other
clauses or additional safeguards,
provided that they do not contradict,
directly or indirectly, these Clauses or
prejudice the fundamental rights or
freedoms of data subjects.

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

Clause 3

Third-party beneficiaries

Data subjects may invoke and enforce

these  Clauses, as third-party
beneficiaries, against the data exporter
and/or data importer, with the

following exceptions:

Q) Clause 1, Clause 2, Clause 3,
Clause 6, Clause 7;

(i)  Clause 8 - Clause 8.5 (e) and
Clause 8.9(b);
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(b)

(@)

sprostredkovatel'om Standardné
zmluvné dolozky podla c¢lanku 28
odsek 7 nariadenia (EU) 2016/679 za
predpokladu, ze nie si zmenené,
svynimkou na zvolenie vhodného
modulu (modulov) alebo pridanie
alebo aktualizéciu informacii
v dodatku. To nebréni zmluvnym
stranam zahrnut Standardné zmluvné
dolozky uvedené v tychto dolozkéch do
SirSej zmluvy a/alebo pridat iné
dolozky alebo dodatocné zaruky za
predpokladu, Ze nie st priamo alebo
nepriamo v rozpore s tymito dolozkami
alebo sa nedotykaju zakladnych prav
alebo slobdd dotknutych oséb.

Tymito dolozkami nie su dotknuté
povinnosti, ktorym podlieha vyvozca
tidajov  podla nariadenia  (EU)
2016/679.

Dolozka 3

Opravnene tretie strany

Dotknuté osoby sa moézu dovolavat
tychto doloZiek a presadzovat’ ich ako
opravnené tretie strany vo vztahu
k vyvozcovi Udajov a/alebo dovozcovi
udajov, s tymito vynimkami:

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

(i)  dolozka 8 — dolozka
pismeno e) a dolozka
pismeno b);

8.5
8.9
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(b)

(@)

(b)

(©)

(iii))  Clause 12 - Clause 12(a) and
(d);

(iv)  Clause 13;
(V) Clause 15.1(c), (d) and (e);

(vi)  Clause 16(e);

(vii) Clause 18 - Clause 18(a) and

(b).

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

Clause 4

Interpretation

Where these Clauses use terms that
are defined in Regulation (EU)
2016/679, those terms shall have the
same meaning as in that Regulation.

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

These Clauses shall not be interpreted
in a way that conflicts with rights and
obligations provided for in Regulation
(EV) 2016/679.

Clause 5

Hierarchy

In the event of a contradiction between these

Clauses and the provisions of related
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(b)

(a)

(b)

(©)

(ili)  dolozka 12 —
pismena a) a d);

dolozka 12

(iv)  dolozka 13;

(v) dolozka 15.1 pismena c), d) a
e);

(vi)  dolozka 16 pismeno ¢);

(vii) dolozka 18 —

pismena a) a b).

dolozka 18

Pismenom a) nie sU dotknuté prava
dotknutych o0s6b podla nariadenia

(EU) 2016/679.

DolozZka 4
Vyklad

Ked tieto dolozky pouzivaji pojmy,
ktoré su definované v nariadeni (EU)
2016/679, uvedené pojmy budii mat’
rovnaky  vyznam  ako  pojmy
v uvedenom nariadeni.

Tieto dolozky sa musia ¢itat’ a vykladat’
v zmysle ustanoveni nariadenia (EU)
2016/679.

Tieto dolozky sa nesmu vykladat

spbsobom,  ktory je  vrozpore
S pravami a povinnostami
stanovenymi v nariadeni  (EU)
2016/679.

Dvojstranna zmluva — institicia
Verzia vzoru:

106



agreements between the Parties, existing at
the time these Clauses are agreed or entered
into thereafter, these Clauses shall prevail.

Clause 6

Description of the transfer(s)

The details of the transfer(s), and in
particular the categories of personal data that

Dolozka 5

Hierarchia

V pripade rozporu medzi tymito dolozkami a
ustanoveniami suvisiacich zmliv medzi
zmluvnymi stranami, ktoré existovali v ¢ase,
ked’ boli tieto dolozky dohodnuté alebo
nasledne uzavreté, budi mat’ prednost’ tieto
dolozky.

are transferred and the purpose(s) for which
they are transferred, are specified in Annex
L.B.

Clause 7

Docking clause

An entity that is not a Party to these Clauses

DolozZka 6

Opis prenosu/prenosov

Podrobnosti prenosu/prenosov a osobitne
kategdrie osobnych Gdajov, ktoré sa
prenasaju, a ucel/-y, pre ktoré sa prenasSaji, su
uvedené v prilohe |.B.

may, with the agreement of the Parties,

accede to these Clauses at any time, either as

a data exporter or as a data importer, by

completing the Appendix and signing Annex

LLA.

@) Once it has completed the Appendix
and signed Annex I.A, the acceding
entity shall become a Party to these
Clauses and have the rights and
obligations of a data exporter or data
importer in accordance with its
designation in Annex I.A.

(b) The acceding entity shall have no
rights or obligations arising under
these Clauses from the period prior to
becoming a Party.
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DolozZka 7

DoloZka o pristupeni

Subjekt, ktory nie je zmluvnou stranou tychto
doloziek, mdze so suhlasom zmluvnych stran
kedykol'vek pristapit’ k tymto dolozkam, bud’
ako vyvozca udajov alebo ako dovozca
udajov, vyplnenim dodatku a podpisanim
prilohy I.A.

@) Akonahle bude dodatok vyplneny a
priloha I.A podpisand, pristupujici
subjekt sa stane zmluvnou stranou
tychto doloziek a bude mat’ prava a
povinnosti vyvozcu Udajov alebo
dovozcu Udajov v sulade so svojim
ur¢enim v prilohe L.A.

(b) Pristupujuci  subjekt nebude mat
Ziadne  prdva  ani  povinnosti
vyplyvajlce Z tychto doloziek
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SECTION Il- OBLIGATIONS OF THE
PARTIES

Clause 8

Data protection safeguards

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

8.1 Purpose limitation

The data importer shall process the personal

Z obdobia, ked’ eSte nebol zmluvnou
stranou.

ODDIEL Il - POVINNOSTI
ZMLUVNYCH STRAN

Dolozka 8
Zaruky ochrany udajov

Vyvozca udajov zaruCuje, ze vynalozil
primerané usilie, aby uréil, Ze dovozca udajov
je schopny prostrednictvom implementécie
vhodnych technickych a organiza¢nych
opatreni splnit’ povinnosti podl'a tychto
doloziek.

data only for the specific purpose(s) of the
transfer, as set out in Annex |.B. It may only
process the personal data for another
purpose:
Q) where it has obtained the data
subject’s prior consent;

(i)  where necessary for the
establishment, exercise or
defence of legal claims in the
context of specific
administrative, regulatory or
judicial proceedings; or

(iii)  where necessary in order to

protect the vital interests of the

data subject or of another
natural person.

8.2 Transparency

@ In order to enable data subjects to
effectively exercise their rights
pursuant to Clause 10, the data
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8.1 Obmedzenie ucelu

Dovozca udajov bude osobné tidaje spracuvat’
iba na konkrétny ucel (icely) prenosu, ako je
uvedené v prilohe 1.B. Osobné idaje moze
spracuvat’ na iny ucel jedine:
() ked vopred
dotknutej osoby;

ziskal suahlas

(i)  ked je to nevyhnutné na
preukazovanie, uplatiiovanie
alebo obhajovanie pravnych
narokov v kontexte
konkrétnych
administrativnych, regula¢nych
alebo sudnych konani; alebo

(i)  ked je to nevyhnutné na

ochranu Zivotne dolezZitych

zaujmov dotknutej osoby alebo
inej fyzickej osoby.

8.2 Transparentnost’
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(b)

(©)
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importer shall inform them, either
directly or through the data exporter:

Q) of its identity and contact

details;

(i) of the categories of personal
data processed,

(iii)  of the right to obtain a copy of
these Clauses;

(iv)  where it intends to onward

transfer the personal data to
any third party/ies, of the
recipient or categories of
recipients (as appropriate with
a view to providing
meaningful information), the

purpose of such onward
transfer and the ground
therefore pursuant to Clause
8.7.

Paragraph (a) shall not apply where
the data subject already has the
information, including when such
information has already been
provided by the data exporter, or
providing the information proves
impossible or would involve a
disproportionate effort for the data
importer. In the latter case, the data
importer shall, to the extent possible,
make the information publicly
available.

On request, the Parties shall make a
copy of these Clauses, including the
Appendix as completed by them,
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(@)

(b)

(©)

Aby sa umoznilo dotknutym osobam
ucinne uplatiiovat’ svoje prava podla
dolozky 10, dovozca udajov ich bude
informovat bud’ priamo, alebo cez
vyvozcu Udajov:

() 0 svojej identite a svojich
kontaktnych udajoch;

(i) o Kkategbriach spracuvanych
osobnych udajov;

(ili) o prave ziskat' kopiu tychto
doloziek;

(iv) ked ma vumysle dalej
preniest’ osobné udaje

akejkol'vek tretej strane (tretim
stranam), o prijemcovi alebo
kategoriach prijemcov (podla
vhodnosti s cielom poskytnut’
zmysluplné informécie), ucele
takéhoto nasledného prenosu a
doévode pren podl'a dolozky 8.7.

Pismeno a) sa nebude uplatiovat’, ked’
dotknutd osoba uz informacie ma
vratane toho, ked’ tieto informacie uz
boli poskytnuté vyvozcom Udajov
alebo sa ich poskytnutie preukaze ako
nemozné¢ alebo by si vyzadovalo
neprimerané Usilie zo strany dovozcu
Udajov. V tom druhom pripade
dovozca Udajov V najvy$Sej moznej
miere zabezpeCi, aby boli informacie
verejne dostupne.

Na poziadanie zmluvné strany
bezplatne spristupnia dotknutej osobe
kopiu tychto doloziek vratane nimi
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(d)

8.3
(@)

(b)

(©)
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available to the data subject free of
charge. To the extent necessary to
protect business secrets or other
confidential information, including
personal data, the Parties may redact
part of the text of the Appendix prior
to sharing a copy, but shall provide a
meaningful summary where the data
subject would otherwise not be able to
understand its content or exercise
his/her rights. On request, the Parties
shall provide the data subject with the
reasons for the redactions, to the
extent possible without revealing the
redacted information.

Paragraphs (a) to (c) are without
prejudice to the obligations of the data
exporter under Articles 13 and 14 of
Regulation (EU) 2016/679.

Accuracy and data minimisation

Each Party shall ensure that the
personal data is accurate and, where
necessary, kept up to date. The data
importer shall take every reasonable
step to ensure that personal data that is
inaccurate, having regard to the
purpose(s) of processing, is erased or
rectified without delay.

If one of the Parties becomes aware
that the personal data it has transferred
or received is inaccurate, or has
become outdated, it shall inform the
other Party without undue delay.

The data importer shall ensure that the
personal data is adequate, relevant and

No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin

PI:

Dual Contracting — Institution
Template Version:

110

(d)

8.3
@)

(b)

vyplneného  dodatku.  V rozsahu
nevyhnutnom na ochranu obchodnych
tajomstiev alebo inych ddvernych
informécii vratane osobnych Udajov
mozu zmluvné strany redigovat’ Cast’
textu dodatku pred zdielanim kopie,
poskytnu vSak zmysluplné zhrnutie
tam, kde by dotknuta osoba nebola inak
schopnd porozumiet’ jeho obsahu alebo
uplatnit’ svoje prava. Na poziadanie
poskytni zmluvné strany dotknutej
osobe dovody redigovania Casti textu
VvV moznom rozsahu bez odhalenia
redigovanych informacii.

Pismenami a) az c) nie su dotknuté
povinnosti vyvozcu udajov podla
¢lankov 13 a 14 nariadenia (EU)
2016/679.

Spravnost’ a minimalizacia udajov

Kazda zmluvna strana zaisti spravnost’
osobnych (dajov a tam, kde je to
nevyhnutné, ich aktudlnost. Dovozca
udajov podnikne vSetky primerané
kroky, aby zaistil, aby osobné udaje,
ktoré nie si spravne sohladom na
ucel/-y spractvania, boli bezodkladne
opravené alebo vymazané.

Ak jedna zo zmluvnych stran zisti, Ze
osobné Udaje, ktoré preniesla alebo
prijala, su nespravne alebo sa stali
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8.4

limited to what is necessary in relation
to the purpose(s) of processing.

Storage limitation

The data importer shall retain the personal

data for no longer than necessary for the

purpose(s) for which it is processed. It shall

put in place appropriate technical or

organisational measures to ensure

compliance with this obligation, including

erasure or anonymisation? of the data and all

back-ups at the end of the retention period.

8.5
(@)

Security of processing

The data importer and, during
transmission, also the data exporter
shall implement appropriate technical
and organisational measures to ensure
the security of the personal data,
including protection against a breach
of security leading to accidental or
unlawful destruction, loss, alteration,
unauthorised disclosure or access
(hereinafter “personal data breach”).
In assessing the appropriate level of
security, they shall take due account
of the state of the art, the costs of
implementation, the nature, scope,
context and purpose(s) of processing

2

2
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(©)

8.4

neaktualnymi, bez zbytocného odkladu
o tom informuje druhd zmluvna stranu.

Dovozca udajov zabezpeci, ze osobné
Udaje su adekvatne, relevantné a
obmedzené na to, Co je nevyhnutné vo
vzt'ahu k uc¢elu/tcelom spracuvania.

Obmedzenie uchovavania

Dovozca Udajov bude osobné udaje

uchovavat’ maximalne tak dlho, ako to bude

nevyhnutné na udel/-y, pre ktory/ktoré sa

spraclvajl. Prijme vhodné technické alebo

organizacné opatrenia na zaistenie dodrzania

tejto povinnosti vratane vymazania alebo

anonymizécie? udajov a vietkych zaloh na

konci obdobia uchovavania.

8.5
@)

Bezpecnost’ spractivania

Dovozca tdajov a pocas prenosu tiez
vyvozca Udajov implementuju vhodné
technické a organizané opatrenia na
zaistenie bezpec€nosti osobnych tdajov

vratane ochrany pred porusenim
bezpe€nosti,  ktoré by  viedlo
k nahodnému alebo  nezakonnému

zniceniu, strate, zmene, nepovolenému
spristupneniu alebo pristupu (d’alej len
,porusenie ochrany osobnych
udajov®). Pri posudzovani nalezitej
urovne bezpecnosti nélezite zohl'adnia

This requires rendering the data anonymous in such a way that the individual is no longer identifiable by
anyone, in line with recital 26 of Regulation (EU) 2016/679, and that this process is irreversible.

Vyzaduje to anonymizaciu udajov takym sposobom, ze danti osobu uz viac nebude moct’ nikto
identifikovat v stlade s odovodnenim 26 nariadenia (EU) 2016/679 a Ze tento proces bude nezvratny
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(b)

(©)

(d)

(€)

AWS:
Study

and the risks involved in the
processing for the data subject. The
Parties shall in particular consider
having recourse to encryption or
pseudonymisation, including during
transmission, where the purpose of
processing can be fulfilled in that
manner.

The Parties have agreed on the
technical and organisational measures
set out in Annex Il. The data importer
shall carry out regular checks to
ensure that these measures continue to
provide an appropriate level of
security.

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

In the event of a personal data breach
concerning personal data processed
by the data importer under these
Clauses, the data importer shall take
appropriate measures to address the
personal data breach, including
measures to mitigate its possible
adverse effects.

In case of a personal data breach that
is likely to result in a risk to the rights
and freedoms of natural persons, the
data importer shall without undue
delay notify both the data exporter and
the competent supervisory authority
pursuant to Clause 13. Such
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(b)

(©)

(d)

(€)

aktualny stav poznatkov, naklady na
implementdciu,  povahu,  rozsah,
kontext a ¢el/-y spracUvania a rizika
pre dotknutd osobu, ktoré si so
spractvanim spojené. Zmluvné strany
osobitne zvazuju pouzitie Sifrovania
alebo pseudonymizécie, a to aj pocas
prenosu, ked’ ucel spractivania mdze
byt’ tymto spdsobom splneny.

Zmluvné strany sa dohodli na
technickych a organizacnych
opatreniach uvedenych v prilohe II.
Dovozca tudajov bude vykonavat
pravidelné kontroly, aby zaistil, ze tieto
opatrenia nad’alej poskytuju nalezita
uroven bezpecnosti.

Dovozca Udajov zaisti, aby sa osoby
opravnené spracuvat’ osobné udaje
zaviazali dodrziavat’ mlcanlivost’ alebo
aby sa na ne vztahovala nalezita
zékonna povinnost’ dodrziavat’
mlcanlivost’.

V pripade porusenia ochrany osobnych
Udajov tykajuceho sa osobnych udajov
spracivanych dovozcom udajov podla
tychto doloZiek dovozca udajov prijme
naleZité opatrenia na rieSenie poruSenia
ochrany osobnych (dajov vrétane
opatreni na zmiernenie jeho moznych
nepriaznivych ucinkov.

V pripade poruSenia ochrany osobnych
Udajov, ktoré pravdepodobne ohrozi
prava a slobody fyzickych o0sdb,
dovozca udajov bez zbytocného
odkladu upovedomi vyvozcu udajov,
ako aj prislusny dozorny organ podla
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(f)

(@)

AWS:
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notification shall contain i) a
description of the nature of the breach
(including, where possible, categories
and approximate number of data
subjects and personal data records
concerned), i) its likely
consequences, iii) the measures taken
or proposed to address the breach, and
iv) the details of a contact point from
whom more information can be
obtained. To the extent it is not
possible for the data importer to
provide all the information at the same
time, it may do so in phases without
undue further delay.

In case of a personal data breach that
is likely to result in a high risk to the
rights and freedoms of natural
persons, the data importer shall also
notify without undue delay the data
subjects concerned of the personal
data breach and its nature, if necessary
in cooperation with the data exporter,
together with the information referred
to in paragraph (e), points ii) to iv),
unless the data importer has
implemented measures to
significantly reduce the risk to the
rights or freedoms of natural persons,
or notification would involve
disproportionate efforts. In the latter
case, the data importer shall instead
issue a public communication or take
a similar measure to inform the public
of the personal data breach.

The data importer shall document all
relevant facts relating to the personal
data breach, including its effects and
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(f)

@)

dolozky 13. Toto upovedomenie bude
obsahovat’ 1) opis povahy poruSenia
(podl'a moznosti vratane kategorii a
priblizného poctu dotknutych osob a
zaznamov osobnych udajov, ktorych sa
to tyka), ii) jeho pravdepodobné
doésledky, iii) prijaté alebo navrhnuté
opatrenia na rieSenie tohto porusenia, a
iv) (daje o kontaktnhom bode,
od ktorého  mozno  ziskat  viac
informécii. V rozsahu, v akom nie je
mozné pre dovozcu udajov poskytnit
vSetky informacie naraz, moze tak
urobit’  postupne  bez  dalSicho
zbyto¢ného odkladu.

V pripade porusenia ochrany osobnych
udajov, ktoré pravdepodobne velmi
ohrozi prava a slobody fyzickych oséb,
dovozca udajov tiez upovedomi bez
zbyto¢ného odkladu dotknuté osoby o
poruSeni ochrany osobnych udajov a
jeho povahe, v pripade potreby
v spolupréci s vyvozcom Udajov, spolu
s informéciami spomenutymi
V pismene ¢) bodoch ii) az iv), pokial
dovozca udajov  neimplementoval
opatrenia na  znané  zniZenie
ohrozenia prav alebo slobéd fyzickych
0s6b  alebo by upovedomenie
vyzadovalo netmerné Tusilie. V tom
druhom pripade dovozca Udajov
namiesto toho vyda verejny oznam
alebo podnikne podobny krok, aby
informoval verejnost o poruseni
ochrany osobnych tdajov.

Dovozca udajov zdokumentuje vSetky
relevantné fakty tykajlice sa poruSenia
ochrany osobnych Udajov vratane jeho
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any remedial action taken, and keep a
record thereof.
8.6  Sensitive data

Where the transfer involves personal data
revealing racial or ethnic origin, political

ucinkov a akychkol'vek podniknutych
napravnych krokov a bude o tom viest’
zaznam.

8.6  Citlivé udaje

Ked’ sa prenos tvka osobnych adajov o

opinions, religious or philosophical beliefs,

rasovom alebo etnickom povode, politickych

or trade union membership, genetic data, or

nazoroch. nabozenskvch alebo filozofickych

biometric data for the purpose of uniquely

presveddeniach alebo ¢lenstve v odboroch,

identifying a natural person, data concerning

genetickych Udajov alebo biometrickych

health or a person’s sex life or sexual
orientation, or data relating to criminal
convictions or offences (hereinafter
“sensitive data”), the data importer shall
apply specific restrictions and/or additional

udajov na ucel jedine¢nej identifikcie
fyzickej osoby, Udajov tykajucich sa zdravia
alebo sexudlneho Zivota, alebo sexudlnej
orientacie jednotlivca alebo udajov tykajucich
sa trestnych ¢inov alebo odsudeni za ne (d’alej

safequards adapted to the specific nature of

len ,.citlivé idaje‘), dovozca idajov pouzije

the data and the risks involved. This may

konkrétne obmedzenia a/alebo dodato¢né

include restricting the personnel permitted to

zaruky prispbsobené konkrétnej povahe

access the personal data, additional security

udajov a suvisiacim rizikdm. Moze to zahrhat

measures (such as pseudonymisation) and/or

obmedzenie pracovnikov, ktorym bude

additional restrictions with respect to further

povoleny pristup k osobnym tdajom,

disclosure.

8.7 Onward transfers

The data importer shall not disclose the
personal data to a third party located outside
the European Union?® (in the same country as

dodatoéné bezpeénostné opatrenia (ako
napriklad pseudonymizacia) a/alebo
dodato¢né obmedzenia vzhl'adom na d’alSie

spristupnenie.

8.7  Nasledné prenosy

Dovozca Udajov nespristupni osobné Gdaje

the data importer or in another third country,

tretej strane nachadzajucej sa mimo Eurdpskej

3 The Agreement on the European Economic Area (EEA Agreement) provides for the extension of the
European Union’s internal market to the three EEA States Iceland, Liechtenstein and Norway. The Union data
protection legislation, including Regulation (EU) 2016/679, is covered by the EEA Agreement and has been
incorporated into Annex Xl thereto. Therefore, any disclosure by the data importer to a third party located in the
EEA does not qualify as an onward transfer for the purpose of these Clauses.

3

Dohoda o Eurdopskom hospodarskom priestore (Dohoda o EHP) stanovuje rozsirenie vnutorného trhu
Euroépskej tnie o tri §taity EHP — Island, Lichtenstajnsko a Norsko. Dohoda o EHP sa vzt'ahuje na pravne predpisy o
ochrane tdajov Unie (vratane nariadenia (EU) 2016/679), ktoré boli za¢lenené do jej prilohy XI. Preto akékol'vek
spristupnenie zo strany dovozcu Udajov tretej strane nachadzajlicej sa v EHP sa nepovaZzuje za nasledny prenos na
ucel tychto doloziek.
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hereinafter “onward transfer”) unless the

third party is or agrees to be bound by these

unie® (v rovnakej krajine ako dovozca Gdajov

alebo v inej tretej krajine (d’alej len ,.nasledny

Clauses, under the appropriate Module.

Otherwise, an onward transfer by the data

prenos)), pokial’ tretia strana nie je viazana

tymito dolozkami alebo nesthlasi byt nimi

importer may only take place if:

(i)

(i)

(iii)

(iv)

(v)

it is to a country benefitting
from an adequacy decision
pursuant to Article 45 of
Regulation (EU) 2016/679
that covers the onward
transfer;

the third party otherwise
ensures appropriate
safeguards  pursuant  to
Acrticles 46 or 47 of Regulation
(EU) 2016/679 with respect to
the processing in question;

the third party enters into a
binding instrument with the
data importer ensuring the
same level of data protection
as under these Clauses, and the
data importer provides a copy
of these safeguards to the data
exporter;

it is necessary for the
establishment, exercise or
defence of legal claims in the
context of specific
administrative, regulatory or
judicial proceedings;

it is necessary in order to
protect the vital interests of the
data subject or of another
natural person; or
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viazana, podl'a nalezitého modulu. Inak méze

k naslednému prenosu dovozcom Udajov

dojst’, len ak:
()

(i)

(iii)

(iv)

(v)

je do krajiny, ktora ma
prospech  zrozhodnutia o
primeranosti podla ¢lanku 45
nariadenia (EU) 2016/679,
ktoré sa vztahuje na nasledny
prenos;

tretia strana inak zaistuje
nalezité¢ zaruky podla ¢lankov
46 alebo 47 nariadenia (EU)
2016/679 vzhladom na dané
spracuvanie;

tretia strana sa s dovozcom
Udajov dohodne na zdvéznom
sposobe, ktorym sa zaisti
rovnaky stupen ochrany udajov
ako podla tychto doloziek, a
dovozca Udajov poskytne képiu
tychto zaruk vyvozcovi Gdajov;

je to nevyhnutné na
preukazanie, uplatnenie alebo
obhajovanie pravnych narokov
v kontexte konkrétnych
administrativnych, regula¢nych
alebo sudnych konant;

je to nevyhnutné na ochranu
Zivotne dolezitych zaujmov
dotknutej osoby alebo inej
fyzickej osoby; alebo
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where none of the other
conditions apply, the data
importer has obtained the
explicit consent of the data
subject for an onward transfer
in a specific situation, after
having informed him/her of its
purpose(s), the identity of the
recipient and the possible risks
of such transfer to him/her due
to the lack of appropriate data
protection safeguards. In this
case, the data importer shall
inform the data exporter and,
at the request of the latter,
shall transmit to it a copy of
the information provided to
the data subject.

(vi)

Any onward transfer is subject to compliance

(vi)  ked neplati ziadna =z inych
podmienok, dovozca Udajov
ziskal vyslovny suhlas
dotknutej osoby s néslednym
prenosom Vv konkrétnej situécii
po tom, ako ju informoval o
jeho ucele/uceloch, totoznosti
prijimatel’a a moznych rizikach
tohto prenosu pre fiu z dévodu
nedostatku ndlezitych zaruk
ochrany  ddajov. V tomto
pripade  dovozca  udajov
informuje vyvozcu udajov a na
poziadanie vyvozcu udajov mu
posle kopiu informacii
poskytnutych dotknutej osobe.

Akykol'vek nasledny prenos podlicha

dodrzaniu v§etkych inych zaruk podl'a tychto
doloziek zo strany dovozcu tdajov, obzvlast’

by the data importer with all the other
safequards under these Clauses, in particular
purpose limitation.

8.8  Processing under the authority of
the data importer

The data importer shall ensure that any
person acting under its authority, including a

obmedzenia ucelu.

8.8  Spracuvanie pod doh’adom
dovozcu udajov

Dovozca udajov zaisti, aby akakol'vek osoba
konajica pod jeho dohl'adom vratane
sprostredkovatel'a udaje spracuvala iba podl'a
jeho pokynov.

processor, processes the data only on its
instructions.
8.9  Documentation and compliance

@ Each Party shall be able to
demonstrate compliance with its
obligations under these Clauses. In
particular, the data importer shall keep
appropriate documentation of the
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8.9  Dokumentéacia a sulad

@) Kazdd zmluvna strana musi byt
schopnd  preukdzat  dodrZiavanie
svojich  povinnosti podla tychto

doloziek. Dovozca udajov bude najma

viest  ndlezith  dokumenticiu o
vykonanych spracovatel'skych
¢innostiach  patriacich pod jeho
zodpovednost'.
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(b)

(@)

(b)

processing activities carried out under
its responsibility.

The data importer shall make such
documentation available to the
competent supervisory authority on
request.

Clause 9
Data subject rights

The data importer, where relevant
with the assistance of the data
exporter, shall deal with any enquiries
and requests it receives from a data
subject relating to the processing of
his/her personal data and the exercise
of his/her rights under these Clauses
without undue delay and at the latest
within one month of the receipt of the
enquiry or request.* The data importer
shall take appropriate measures to
facilitate such enquiries, requests and
the exercise of data subject rights.
Any information provided to the data
subject shall be in an intelligible and
easily accessible form, using clear and
plain language.

In particular, upon request by the data
subject the data importer shall, free of
charge :

4

4

AWS:
Study

(b)

(a)

(b)

Dovozca Udajov tato dokumentaciu
spristupni  prislusnému  dozornému
orgéanu na poziadanie.

Dolozka 9

Prava dotknutych oséb

Dovozca (dajov a vV relevantnych
pripadoch s pomocou vyvozcu Udajov
bude riesit akékolvek otazky a
ziadosti, ktoré¢ dostane od dotknutej
osoby, tykajuce sa spracUvania jej
osobnych udajov a uplatiiovania jej
prav. podla tychto doloZiek bez
zbyto¢ného odkladu a najneskor do
jedného mesiaca od prijatia otazky
alebo ziadosti.* Dovozca Udajov prijme
nalezit¢ opatrenia na ul'ahCenie
takychto otazok, ziadosti a
uplatiiovania prav dotknutych osdb.
Akékol'vek informacie poskytnuté
dotknutej osobe budi v zrozumitelne;j
a lahko pristupnej forme s pouzitim
jasného a jednoduchého jazyka.

Na ziadost” dotknutej osoby dovozca
Udajov najma bezplatne:

That period may be extended by a maximum of two more months, to the extent necessary taking into
account the complexity and number of requests. The data importer shall duly and promptly inform the data subject
of any such extension.
Toto obdobie je mozné prediZit o maximalne dva d’alie mesiace, do nevyhnutného rozsahu pri zohF'adneni
komplexnosti a po¢tu ziadosti. Dovozca tidajov nalezite a promptne informuje dotknuti osobu o akomkol'vek
takomto predizeni.
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(i)

(i)

provide confirmation to the
data subject as to whether
personal data concerning
him/her is being processed
and, where this is the case, a
copy of the data relating to
him/her and the information in
Annex I; if personal data has
been or will be onward
transferred, provide
information on recipients or
categories of recipients (as
appropriate with a view to
providing meaningful
information) to which the
personal data has been or will
be onward transferred, the
purpose of such onward
transfers and their ground
pursuant to Clause 8.7; and
provide information on the
right to lodge a complaint with
a supervisory authority in

accordance  with  Clause
12(c)(i);
rectify inaccurate or

incomplete data concerning
the data subject;

erase personal data concerning
the data subject if such data is
being or has been processed in
violation of any of these
Clauses ensuring third-party
beneficiary rights, or if the
data subject withdraws the
consent on which the
processing is based.
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(i)

(iii)

(©)

poskytne potvrdenie dotknutej
osobe, ¢i sa jej osobné udaje
spractvaju, a ak ano, kopiu
Udajov, ktoré sa jej tykaju, a
informécie v prilohe I, ak
osobné Udaje boli alebo budu
nasledne prenesené, poskytne
informécie o prijemcoch alebo
kategoriach prijemcov (podla
vhodnosti s cielom poskytnut’
zmysluplné informécie),
ktorym osobné Udaje boli alebo
budu nésledne prenesené, ucel
tychto naslednych prenosov a
dovody pre ne podla dolozky
8.7, a poskytne informécie o
prave podat’ staznost’
dozornému orgdnu v stlade
s dolozkou 12 pismeno c¢) bod

i);

opravi nespravne alebo netplné
Udaje dotknutej osoby;

vymaze osobné udaje dotknute;

osoby, ak sa tieto Udaje
spracuvaju alebo boli
spracované V rozpore
s ktoroukol'vek z tychto

doloziek zaistujacich prava
opravnenych tretich stran alebo
ak dotknuta osoba odvola svoj
suhlas, na zaklade ktorého sa
spracivanie vykonava.

Ked dovozca udajov spraciiva osobné

udaje na priame marketingové ucely,
spraciivanie na tieto ucely ukon¢i, ak
dotknuta osoba proti nemu namieta.
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(d)

(€)
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Where the data importer processes the
personal data for direct marketing
purposes, it shall cease processing for
such purposes if the data subject
objects to it.

The data importer shall not make a
decision based solely on the
automated processing of the personal
data transferred (hereinafter
“automated decision”), which would
produce legal effects concerning the
data subject or similarly significantly
affect him / her, unless with the
explicit consent of the data subject or
if authorised to do so under the laws
of the country of destination, provided
that such laws lays down suitable

measures to safeguard the data
subject’s rights and legitimate
interests. In this case, the data

importer shall, where necessary in
cooperation with the data exporter:

Q) inform the data subject about
the envisaged automated
decision, the  envisaged
consequences and the logic
involved; and

(i) implement suitable

safeguards, at least by
enabling the data subject to
contest the decision, express
his/her point of view and
obtain review by a human
being.

Where requests from a data subject
are excessive, in particular because of
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(d)

(€)

Dovozca Udajov neprijme rozhodnutie
vyhradne na zaklade
automatizovaného spractvania
prenesenych osobnych udajov (d’alej
len ,automatizované rozhodnutie),
ktoré by viedlo k pravnym ucinkom pre
dotknutl osobu alebo by ju podobnym
sposobom znacne ovplyvnilo, pokial
by to nebolo svyhradnym sdhlasom
dotknutej osoby alebo ak je ktomu
opravneny podla zakonov cielovej
krajiny za predpokladu, ze tieto zakony
stanovuju vhodné opatrenia na ochranu
prav a opravnenych zaujmov dotknutej
osoby. Vtomto pripade dovozca
udajov, v pripade potreby v spolupréci
s vyvozcom Udajov:

(i) informuje dotknutd osobu o
predpokladanom
automatizovanom rozhodnuti,
predpokladanych dbsledkoch a
stvisiacej logike; a

(i) implementuje vhodné zéruky,
asponi umoznenim dotknutej
0sobe, aby napadla
rozhodnutie, vyjadrila svoje
stanovisko a ziskala posudok
od fyzickej osoby.

Ked" st ziadosti dotknutej osoby

prilisné, obzvlast kvoli opakujicemu
sa charakteru, dovozca tdajov mdze
bud’ uétovat’ primerany poplatok pri
zohl'adneni administrativnych
nakladov na vyhovenie Ziadosti, alebo
odmietnut’ vo veci ziadosti konat'.
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()

(@)

(@)

(b)

AWS:
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their repetitive character, the data
importer may either charge a
reasonable fee taking into account the
administrative costs of granting the
request or refuse to act on the request.

The data importer may refuse a data
subject’s request if such refusal is
allowed under the laws of the country
of destination and is necessary and
proportionate in a democratic society
to protect one of the objectives listed
in Article 23(1) of Regulation (EU)
2016/679.

If the data importer intends to refuse a
data subject’s request, it shall inform
the data subject of the reasons for the
refusal and the possibility of lodging a
complaint with the competent
supervisory authority and/or seeking
judicial redress.

Clause 10

Redress

The data importer shall inform data
subjects in a transparent and easily
accessible format, through individual
notice or on its website, of a contact
point authorised to handle complaints.
It shall deal promptly with any
complaints it receives from a data
subject.

In case of a dispute between a data
subject and one of the Parties as
regards compliance with these
Clauses, that Party shall use its best
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(@)

(b)

Dovozca tudajov modze zamietnut
ziadost’ dotknutej osoby, ak takéto
zamietnutie povol'uji zakony cielove;j
krajiny a je nevyhnutné a Umerné
Vv demokratickej spolo¢nosti na
ochranu jedného z cielov uvedenych
v ¢lanku 23 odsek 1 nariadenia (EU)
2016/679.

Ak dovozca (dajov ma v amysle
zamietnut' ziadost' dotknutej osoby,
dotknutt osobu informuje o dévodoch
zamietnutia a moznosti podat’ staznost’

prislusnému  dozornému  organu
a/alebo ziadat sudny prostriedok
napravy.

Dolozka 10

Naprava

Dovozca udajov informuje dotknuté
osoby  transparentnym a lahko
pristupnym spbsobom,
prostrednictvom individualneho
oznamu alebo na svojej webovej
stranke, o kontaktnom bode, ktory méa
opravnenie staznosti riesit’. Akékol'vek
staznosti, ktoré dostane od dotknutej
osoby, bude promptne riesit’.

V pripade sporu medzi dotknutou
osobou a jednou zo zmluvnych stréan
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(d)
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Study

efforts to resolve the issue amicably in
a timely fashion. The Parties shall
keep each other informed about such
disputes and, where appropriate,
cooperate in resolving them.

Where the data subject invokes a
third-party beneficiary right pursuant
to Clause 3, the data importer shall
accept the decision of the data subject
to:

Q) lodge a complaint with the
supervisory authority in the
Member State of his/her
habitual residence or place of
work, or the competent
supervisory authority pursuant
to Clause 13;

(i) refer the dispute to the
competent courts within the
meaning of Clause 18.

The Parties accept that the data
subject may be represented by a not-
for-profit body, organisation or
association under the conditions set
out in Article 80(1) of Regulation
(EU) 2016/679.

The data importer shall abide by a
decision that is binding under the
applicable EU or Member State law.

The data importer agrees that the
choice made by the data subject will
not prejudice his/her substantive and
procedural rights to seek remedies in
accordance with applicable laws.
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(d)

(€)

(f)

tykajiceho sa dodrziavania tychto
doloziek dana zmluvna strana vynalozi
maximalne Usilie, aby vec urovnala
vc¢as formou zmieru. Zmluvné strany sa
budu navzajom informovat’ o takychto
sporoch a v nalezitych pripadoch budu
spolupracovat’ na ich vyrieseni.

Ked’ sa dotknuta osoba dovolava prava
opravnenej tretej strany podl'a dolozky
3, dovozca Udajov prijme rozhodnutie
dotknutej osoby:

() podat’ staznost dozornému
organu V ¢lenskom State jej
obvyklého pobytu alebo miesta
vykonu prace alebo
prislusnému dozornému organu
podl'a dolozky 13;

(i)  predlozit spor prislusnym
sudom v zmysle dolozky 18.

Zmluvné strany akceptuju, ze dotknut
osobu modze zastupovat neziskovy
subjekt, organizacia alebo asociacia
podla podmienok stanovenych
v ¢lanku 80 odsek 1 nariadenia (EU)
2016/679.

Dovozca udajov sa bude riadit
rozhodnutim, ktoré je zavdzné podla
platnych pravnych predpisov EU alebo
¢lenského Statu.

Dovozca udajov suhlasi, Ze volbou
dotknutej osoby nebudd dotknuté jej
hmotné a procesné¢ prava usilovat’ o
prostriedky napravy v sUlade
s platnymi zakonmi.
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Clause 11
Liability

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

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

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

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

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

No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin

PI:

Dual Contracting — Institution
Template Version:

122

(@)

(b)

(©)

(d)

Dolozka 11

Zodpovednost’

Kazdd zmluvna strana sa bude
zodpovedat’ druhej zmluvnej strane
(zmluvnym strandm) za akékol'vek
Skody, ktoré spdsobi druhej zmluvne;j

strane (zmluvnym stranam)
akymkol'vek porusenim tychto
doloziek.

Kazda  zmluvna strana  bude

zodpovedna voci dotknutej osobe a
dotknutd osoba bude opravnena na
kompenzaciu za akékol'vek hmotné
alebo nehmotné skody, ktoré zmluvna
strana  spbsobi  dotknutej  osobe
poruSenim prav opravnenych tretich
stran podl'a tychto doloziek. Nie je tym

dotknutd  zodpovednost  vyvozcu
udajov  podla nariadenia (EU)
2016/679.

Ked’ je viac nez jedna zmluvna strana
zodpovedna za akékol'vek Skody
sposobené dotknutej osobe porusenim
tychto doloziek, vSetky zodpovedné
zmluvné strany budi spolocne a
nerozdielne zodpovedné a dotknuta
osoba bude opravnena podat’ zalobu na
sud proti ktorejkol'vek zo zmluvnych
stran.

Zmluvné strany sthlasia, Ze ak sa jedna
zmluvnd strana bude povaZovat za
zodpovednu podla pismena c), bude
opravnend ziadat spat od inej
zmluvnej strany (zmluvnych stran) tu
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Clause 12
Supervision

The supervisory authority with
responsibility for ensuring
compliance by the data exporter with
Regulation (EU) 2016/679 as regards
the data transfer, as indicated in
Annex |.C, shall act as competent
supervisory authority.

The data importer agrees to submit
itself to the jurisdiction of and

cooperate  with the competent
supervisory  authority in  any
procedures aimed at ensuring

compliance with these Clauses. In
particular, the data importer agrees to
respond to enquiries, submit to audits
and comply with the measures
adopted by the supervisory authority,
including remedial and compensatory
measures. It shall provide the
supervisory authority with written
confirmation that the necessary
actions have been taken.

SECTION 111 - LOCAL LAWS AND

OBLIGATIONS IN CASE OF ACCESS

(a)

AWS:
Study

BY PUBLIC AUTHORITIES

Clause 13

Local laws and practices affecting
compliance with the Clauses

The Parties warrant that they have no
reason to believe that the laws and
practices in the third country of
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(@)

Cast’ kompenzacie, ktora zodpoveda jej
(ich) zodpovednosti za Skodu.

Dovozca udajov sa nesmie odvolavat’
na konanie sprostredkovatel'a alebo
d’alSieho sprostredkovatela, aby sa
vyhol svojej vlastnej zodpovednosti.

Dolozka 12

Dozor

Dozorny orgén so zodpovednostou za
zaistenie dodrZiavania nariadenia (EU)
2016/679 zo strany vyvozcu Udajov
v sUvislosti s prenosom Udajov, ako je

uvedené  vprilohe I.C, bude
vystupovat ako prislusny dozorny
organ.

Dovozca udajov suhlasi, ze sa podriadi
jurisdikcii  prislusného  dozorného
organu a Ze s nim bude spolupracovat’
v akomkol'vek konani, ktorého ciel'om
je zaistenie dodrziavania tychto
doloziek. Dovozca udajov obzvlast
suhlasi, Ze bude odpovedat’ na otazky,
podriadi sa auditom a bude dodrziavat
opatrenia prijaté dozornym organom
vratane napravnych a kompenzacnych
opatreni. Dozornému organu poskytne
pisomné potvrdenie, Ze boli prijaté
nevyhnutné kroky.

ODDIEL 111 - MIESTNE ZAKONY A

POVINNOSTI V PRIPADE PRISTUPU

ORGANOV VEREJNEJ SPRAVY

Dolozka 13
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destination  applicable to the
processing of the personal data by the
data  importer, including any

requirements to disclose personal data
or measures authorising access by
public authorities, prevent the data
importer from fulfilling its obligations
under these Clauses. This is based on
the understanding that laws and
practices that respect the essence of
the fundamental rights and freedoms
and do not exceed what is necessary
and proportionate in a democratic
society to safeguard one of the
objectives listed in Article 23(1) of
Regulation (EU) 2016/679, are not in
contradiction with these Clauses.

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

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

(i) the laws and practices of the
third country of destination—
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(a)

(b)

Miestne zakony a postupy vplyvajlice na

dodrZiavanie tychto doloZiek

Zmluvné strany zarucuju, Ze nemaju
dovod domnievat’ sa, ze zdkony a
postupy Vv cielovej tretej krajine
tykajuce sa spracuvania osobnych
Udajov dovozcom Udajov vratane
akychkol'vek poziadaviek spristupnit
osobné  udaje  alebo  opatreni
opravilujucich organy verejnej spravy
na pristup zabranuju dovozcovi udajov
plnit’ si svoje povinnosti podl'a tychto
doloziek. Vychadza to z predpokladu,
ze zakony a postupy, ktoré respektuju
podstatu zakladnych prav a slobdd a
neprekracuju to, ¢o je nevyhnutné a
primerané v demokratickej spolo¢nosti
na ochranu  jedného  zcielov
uvedenych v ¢lanku 23  odsek 1
nariadenia (EU) 2016/679, nie sU
Vv rozpore s tymito dolozkami.

Zmluvné strany vyhlasuju, Zze pri
poskytnuti ~ zaruky v pismene a)
nalezite zohladnili obzvlast tieto
prvky:

(1 Specifické okolnosti prenosu
vratane dizky spracovatel'ského
retazca, poctu zapojenych
aktérov a pouzitych
prenosovych kanalov;
zamyslané nasledné prenosy;
typ prijimatel’a; ucel
spracuvania; kategorie a format
prenaSanych osobnych tdajov;
ekonomicky sektor, v ktorom
sa prenos odohrava; miesto
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including those requiring the uchovavania prenesenych

disclosure of data to public udajov;
authorities or  authorising
access by such authorities — (i)  zékony a postupy cielovej tretej
relevant in light of the specific krajiny vratane tych, ktoré
circumstances of the transfer, vyzaduji spristupnenie tdajov
and the applicable limitations organom verejnej spravy alebo
and safeguards®; tieto organy opraviiuji na
pristup, relevantné vzhl'adom
(iii) any relevant  contractual, na $pecifické okolnosti prenosu
technical or organisational a platné obmedzenia a zaruky®;
safeguards put in place to
supplement the safeguards (iii)  akékol'vek relevantné zmluvné,
under these Clauses, including technické alebo organizacné
measures  applied  during zaruky zavedené na doplnenie
transmission and to the zaruk podla tychto doloZiek

vratane opatreni pouzitych

5 As regards the impact of such laws and practices on compliance with these Clauses, different elements may
be considered as part of an overall assessment. Such elements may include relevant and documented practical
experience with prior instances of requests for disclosure from public authorities, or the absence of such requests,
covering a sufficiently representative time-frame. This refers in particular to internal records or other
documentation, drawn up on a continuous basis in accordance with due diligence and certified at senior management
level, provided that this information can be lawfully shared with third parties. Where this practical experience is
relied upon to conclude that the data importer will not be prevented from complying with these Clauses, it needs to
be supported by other relevant, objective elements, and it is for the Parties to consider carefully whether these
elements together carry sufficient weight, in terms of their reliability and representativeness, to support this
conclusion. In particular, the Parties have to take into account whether their practical experience is corroborated and
not contradicted by publicly available or otherwise accessible, reliable information on the existence or absence of
requests within the same sector and/or the application of the law in practice, such as case law and reports by
independent oversight bodies.

5 Pokial’ ide o vplyv tychto zakonov a postupov na dodrziavanie tychto doloziek, v rdmci celkového
posudenia mozno zvazit' rézne prvky. Tieto prvky mdzu zahfnat’ relevantni a zdokumentovant prakticka skusenost’
s predchadzajiacimi pripadmi Ziadosti o spristupnenie od organov verejnej spravy alebo absenciu takychto Ziadosti,
vzt'ahujlicu sa na dostatoéne reprezentativny ¢asovy ramec. Obzvlast’ sa to tyka internych zaznamov alebo inych
dokumentov vyhotovovanych na kontinualnej béze v stlade s nalezitou starostlivost'ou a osved¢enych na vy$§om
stupni vedenia za predpokladu, Ze tieto informacie sa mozu zakonne zdiel'at’ s tretimi stranami. Ked’ sa na tuto
prakticku sktisenost’ odvolava s cielom konstatovat’, ze dovozcovi udajov nebude zabranené dodrziavat’ tieto
dolozky, musi to byt podporené inymi relevantnymi, objektivnymi prvkami a zmluvné strany maji dokladne zvazit,
¢i tieto prvky maju spoloc¢ne dostatocnu vahu, pokial’ ide o ich spolahlivost’ a reprezentativnost’, aby podporili toto
konstatovanie. Zmluvné strany musia obzvlast’ zohl'adnit), ¢i je ich prakticka sktisenost’ podloZena a nie je v rozpore
s verejne dostupnymi alebo inak pristupnymi, spol'ahlivymi informaciami o existencii alebo absencii ziadosti

v rdmci toho istého sektora a/alebo uplatnenim pravnych predpisov v praxi, ako napriklad judikatirou a spravami
nezéavislych organov dohl'adu
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processing of the personal data
in the country of destination.

The data importer warrants that, in
carrying out the assessment under
paragraph (b), it has made its best
efforts to provide the data exporter
with relevant information and agrees
that it will continue to cooperate with
the data exporter in ensuring
compliance with these Clauses.

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

The data importer agrees to notify the
data exporter promptly if, after having
agreed to these Clauses and for the
duration of the contract, it has reason
to believe that it is or has become
subject to laws or practices not in line
with  the  requirements  under
paragraph (a), including following a
change in the laws of the third country
or a measure (such as a disclosure
request) indicating an application of
such laws in practice that is not in line
with the requirements in paragraph

(@).

Following a notification pursuant to
paragraph (e), or if the data exporter
otherwise has reason to believe that
the data importer can no longer fulfil
its obligations under these Clauses,
the data exporter shall promptly
identify appropriate measures (e.g.
technical or organisational measures
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()

pocas prenosu a na spracuvanie
osobnych Udajov Vv cielovej
krajine.

Dovozca udajov zaruCuje, ze pri
vykonavani posudenia podla pismena
b) vynalozil maximalne usilie na
poskytnutie relevantnych informaécii
vyvozcovi udajov, a suhlasi, ze bude
nad’alej spolupracovat’ s vyvozcom
udajov na zaistovani dodrziavania
tychto doloziek.

Zmluvné  strany  suhlasia, Ze
zdokumentuju  posudenie  podla
pismena b) a ze ho na ziadost
spristupnia  prislusnému dozornému
organu.

Dovozca tdajov sthlasi, Ze promptne
upovedomi vyvozcu udajov, ak po tom,
ako suhlasil s tymito dolozkami, a na
obdobie trvania zmluvy ma dbévod
domnievat’ sa, zZe podlicha alebo zacal
podliehat’ zdkonom alebo postupom,
ktoré nie sU v sulade s poziadavkami
podl'a pismena a), a to aj po zmene
v zdkonoch tretej krajiny alebo
opatrenia (ako napriklad ziadost o
spristupnenie) naznacujiceho
uplatnenie tychto zékonov v praxi,
ktoré nie je vsllade s poziadavkami
podrla pismena a).

Po upovedomeni podla pismena e)
alebo ak vyvozca Udajov méa inak
dovod domnievat sa, Ze dovozca
udajov si uz d’alej nemoze plnit’ svoje
povinnosti podl'a tychto doloZiek,
vyvozca Udajov promptne identifikuje
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to ensure security and confidentiality)
to be adopted by the data exporter
and/or data importer to address the
situation. The data exporter shall
suspend the data transfer if it
considers that no  appropriate
safeguards for such transfer can be
ensured, or if instructed by the
competent supervisory authority to do
so. In this case, the data exporter shall
be entitled to terminate the contract,
insofar as it concerns the processing
of personal data under these Clauses.
If the contract involves more than two
Parties, the data exporter may exercise
this right to termination only with
respect to the relevant Party, unless
the Parties have agreed otherwise.
Where the contract is terminated
pursuant to this Clause, Clause 16(d)
and (e) shall apply.

Clause 14

Obligations of the data importer in case of

141

(a)

AWS:
Study

Institu
PI:

access by public authorities
Notification

The data importer agrees to notify the
data exporter and, where possible, the
data subject promptly (if necessary
with the help of the data exporter) if it:
Q) receives a legally binding
request from a public
authority, including judicial
authorities, under the laws of
the country of destination for
the disclosure of personal data
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14.1
(@)

vhodné opatrenia (napr. technické a
organizacné opatrenia na zaistenie
bezpecnosti a dovernosti), ktoré ma
prijat’ vyvozca udajov a/alebo dovozca
udajov na rieSenie tejto situdcie.
Vyvozca Udajov pozastavi prenos
udajov, ak sa domnieva, Ze pre dany
prenos nie je mozné zaistit nalezité
zaruky, alebo ak mu da k tomu pokyn
prislusny dozorny orgéan. V takomto
pripade bude vyvozca Udajov
opravneny ukoncit’ zmluvu v rozsahu,
v akom sa tyka spracuvania osobnych
udajov podla tychto doloziek. Ak sa
zmluva tyka viac nez dvoch zmluvnych
stran, vyvozca udajov moéze uplatnit’
toto pravo ukonc¢it zmluvu jedine
v stvislosti s relevantnou zmluvnou
stranou, pokial sa zmluvné strany
nedohodli inak. Ked’ sa zmluva ukonci
podla tejto dolozky, bude platit’
dolozka 16 pismena d) a e).

Dolozka 14

Povinnosti dovozcu udajov v pripade

pristupu organov verejnej spravy
Upovedomenie

Dovozca tidajov suihlasi, Ze upovedomi
vyvozcu udajov a ked’ to bude mozné
dotknutd osobu promptne (v pripade
potreby s pomocou vyvozcu Udajov),
ak:
(1) dostane pravne zavéaznu ziadost’
od organu verejnej spravy
vratane sudnych orgénov podla
zdkonov cielove] krajiny o
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transferred pursuant to these
Clauses; such notification
shall include information
about the personal data
requested, the requesting
authority, the legal basis for
the request and the response
provided; or
(i) becomes aware of any direct
access by public authorities to
personal data transferred
pursuant to these Clauses in
accordance with the laws of
the country of destination;
such notification shall include
all information available to the
importer.

If the data importer is prohibited from
notifying the data exporter and/or the
data subject under the laws of the
country of destination, the data
importer agrees to use its best efforts
to obtain a waiver of the prohibition,
with a view to communicating as
much information as possible, as soon
as possible. The data importer agrees
to document its best efforts in order to
be able to demonstrate them on
request of the data exporter.

Where permissible under the laws of
the country of destination, the data
importer agrees to provide the data
exporter, at regular intervals for the
duration of the contract, with as much
relevant information as possible on
the requests received (in particular,
number of requests, type of data
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(b)

(©)

spristupnenie osobnych Gdajov
prenesenych  podla  tychto
doloziek; takéto upovedomenie
bude zahfnat' informacie o
pozadovanych osobnych
udajoch a ziadajucom organe,
pravny zaklad pre ziadost a
poskytnuti odpoved’; alebo

(i) sa dozvie o akomkol'vek
priamom  pristupe  organmi
verejnej spravy k osobnym
udajom prenesenym podla
tychto doloziek v sulade so

zakonmi  cielovej  krajiny;
takéto upovedomenie bude
zahfnat' vSetky informacie

dostupné dovozcovi.

Ak dovozcovi udajov zakony ciel'ovej
krajiny zakazuji upovedomit’ vyvozcu
Udajov  a/alebo dotknutd  osobu,
dovozca Udajov suhlasi, ze vynalozi
maximalne Usilie, aby ¢o najskor ziskal
vynimku  zo  zékazu s cielom
komunikovat’" ¢o najviac informacii.
Dovozca  udajov suhlasi, 7e
zdokumentuje svoje maximalne Usilie,
aby bol schopny ho preukazat na
ziadost’ vyvozcu udajov.

Ak to povoluji zdkony cielovej
krajiny, dovozca udajov suhlasi, Ze
poskytne VyVvozcovi udajov
v pravidelnych  intervaloch  pocas
trvania zmluvy €o najviac relevantnych
informacii o Ziadostiach, ktoré dostane
(obzvlast  pocCet  ziadosti,  typ
pozadovanych udajov, Ziadajaci orgéan
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requested, requesting authority/ies,
whether  requests  have  been
challenged and the outcome of such
challenges, etc.).

(d) The data importer agrees to preserve
the  information  pursuant to
paragraphs (a) to (c) for the duration
of the contract and make it available
to the competent supervisory
authority on request.

(e) Paragraphs (a) to (c) are without
prejudice to the obligation of the data
importer pursuant to Clause 14(e) and
Clause 16 to inform the data exporter
promptly where it is unable to comply
with these Clauses.

14.2  Review of legality and data
minimisation

@ The data importer agrees to review the
legality of the request for disclosure,
in particular whether it remains within
the powers granted to the requesting
public authority, and to challenge the
request if, after careful assessment, it
concludes that there are reasonable
grounds to consider that the request is
unlawful under the laws of the country
of destination, applicable obligations
under international law and principles
of international comity. The data
importer shall, under the same
conditions, pursue possibilities of
appeal. When challenging a request,
the data importer shall seek interim
measures with a view to suspending
the effects of the request until the
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(d)

(€)

14.2

(organy), ¢i ziadosti boli napadnuté a
vysledok tychto napadnuti atd’.).

Dovozca udajov suhlasi, ze uchova
informdcie podl'a pismen a) az c¢) pocas
trvania zmluvy a ze ich spristupni
prislusnému dozornému organu na
poziadanie.

Pismenami a) az c) nie je dotknuta
povinnost dovozcu udajov podla
dolozky 14 pismeno ¢) a dolozky 16
promptne informovat’ vyvozcu udajov,
ked nedokdze dodrziavat tieto
dolozky.

Posudenie pravnosti a

minimalizacia udajov

(@)

Dovozca tdajov sthlasi, Ze posudi
pravnost ziadosti o spristupnenie,
obzvlast ¢i  zostava v pravomoci
udelenej ziadajicemu organu verejnej
spravy, a Ze ziadost napadne, ak po
dbkladnom posadeni do6jde k zaveru,
ze existuju dostato¢né dovody na
domnievanie sa, Ze Zziadost je
nezakonna podla zakonov cielovej
krajiny, uplatnitelnych povinnosti
podla medzinarodného prava a
principov Ustretovosti %
medzinarodnych vztahoch. Dovozca
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(b)

(©)

competent judicial authority has
decided on its merits. It shall not
disclose the personal data requested
until required to do so under the
applicable procedural rules. These
requirements are without prejudice to
the obligations of the data importer
under Clause 14(e).

The data importer agrees to document
its legal assessment and any challenge
to the request for disclosure and, to the
extent permissible under the laws of
the country of destination, make the
documentation available to the data
exporter. It shall also make it available
to the competent supervisory
authority on request.

The data importer agrees to provide
the minimum amount of information
permissible when responding to a
request for disclosure, based on a
reasonable interpretation of the
request.

SECTION IV — FINAL PROVISIONS

Clause 15

Non-compliance with the Clauses and

(a)

(b)

AWS:
Study

termination

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

In the event that the data importer is in
breach of these Clauses or unable to
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(b)

(©)

Udajov bude za rovnakych podmienok
sledovat’ moznosti odvolania. Pri
napadnuti ziadosti dovozca udajov
bude usilovat' o predbezné opatrenia
s cielom pozastavit' UCinky Ziadosti,
pokym  prislusny  siadny  orgin
nerozhodne vo veci samej. Pozadované
osobné Udaje nespristupni, pokym tak
nebude musiet’ urobit’ podl'a platnych

procesnych pravidiel. Tymito
poziadavkami nie su  dotknuté
povinnosti dovozcu Udajov podla

dolozky 14 pismeno e).

Dovozca  udajov suhlasi, 7e
zdokumentuje svoje pravne posudenie
a akékol'vek napadnutie Zziadosti o
spristupnenie a v rozsahu, v akom to
povoluji zadkony cielovej krajiny,
dokumentaciu spristupni vyvozcovi
udajov. Tiez ju spristupni prislusnému
dozornému organu na poziadanie.

Dovozca udajov suhlasi, ze poskytne
minimalne  mnozstvo  pripustnych
informacii, ked bude odpovedat na
ziadost” o spristupnenie, na zaklade
primeraného vykladu Ziadosti.

ODDIEL IV — ZAVERECNE
USTANOVENIA

Dolozka 15

NedodrZiavanie doloZiek a ukoncenie zmluvy

(a)

Dovozca Udajov promptne informuje
vyvozcu Udajov, ak z akéhokol'vek
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(©)
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comply with these Clauses, the data
exporter shall suspend the transfer of
personal data to the data importer until
compliance is again ensured or the
contract is terminated. This is without
prejudice to Clause 14(f).

The data exporter shall be entitled to
terminate the contract, insofar as it
concerns the processing of personal
data under these Clauses, where:

Q) the data exporter has
suspended the transfer of
personal data to the data
importer pursuant to

paragraph (b) and compliance
with these Clauses is not
restored within a reasonable
time and in any event within
one month of suspension;

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

(ili)  the data importer fails to

comply with a binding
decision of a competent court
or  supervisory  authority
regarding its obligations under
these Clauses.

In these cases, it shall inform the
competent supervisory authority of
such non-compliance. Where the
contract involves more than two
Parties, the data exporter may exercise
this right to termination only with
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(b)

(©)

dovodu nedokaze dodrziavat tieto

dolozky.

V pripade, ze dovozca udajov tieto
dolozky porusi alebo ich nedokaze
dodrziavat’, vyvozca udajov pozastavi
prenos osobnych (dajov dovozcovi
udajov, pokym nebude opét’ zarucené
dodrziavanie alebo bude zmluva
ukoncena. Nie je tym dotknuta dolozka
14 pismeno f).

Vyvozca Uudajov bude opravneny

ukon¢it’ zmluvu v rozsahu, v akom sa

tyka spractvania osobnych udajov
podl’a tychto doloziek, ked:

() vyvozca Udajov  pozastavil
prenos  osobnych  Udajov
dovozcovi  Udajov  podla
pismena (b) a nedoslo k
opédtovnému dodrziavaniu
tychto doloziek v primeranom
¢ase a kazdopéadne do jedného
mesiaca od pozastavenia;

(i)  dovozca tdajov znacne alebo

neustale porusuje tieto dolozky

alebo

(i)  dovozca udajov nedodrziava

zavazné rozhodnutie

prislusného sudu alebo
dozorného organu v suvislosti

S povinnostami podla tychto

doloziek.

V tychto pripadoch informuje
prislusny dozorny organ o tomto
nedodrziavani. Ked’ sa zmluva tyka
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(d)

(€)

AWS:
Study

respect to the relevant Party, unless
the Parties have agreed otherwise.

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

Either Party may revoke its agreement
to be bound by these Clauses where (i)
the European Commission adopts a
decision pursuant to Article 45(3) of
Regulation (EU) 2016/679 that covers
the transfer of personal data to which
these Clauses apply; or (ii) Regulation
(EU) 2016/679 becomes part of the
legal framework of the country to
which the personal data is transferred.
This is without prejudice to other
obligations applying to the processing
in question under Regulation (EU)
2016/679.
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(d)

(€)

viac nez dvoch zmluvnych stréan,
vyvozca udajov mdze uplatnit’ toto
pravo  ukonc¢it  zmluvu  jedine
v stvislosti s relevantnou zmluvnou
stranou, pokial sa zmluvné strany
nedohodli inak.

Osobné udaje, ktoré boli prenesené
pred ukonfenim zmluvy podla
pismena c), sa podla vol'by vyvozcu
udajov okamzite vratia vyvozcovi
udajov alebo uplne vymaza. To isté
bude platit pre akékol'vek kopie
udajov. Dovozca tudajov osvedci
vymazanie Udajov vyvozcovi Udajov.
Kym sa udaje nevymazii alebo
nevratia, dovozca udajov bude nad’alej
zaistovat’ dodrziavanie tychto
doloziek. V pripade miestnych
zakonov vztahujlcich sa na dovozcu
Udajov, ktoré zakazuju vratenie alebo
vymazanie prenesenych osobnych
Udajov, dovozca Udajov zaruCuje, Ze
bude nad’alej zaistovat' dodrziavanie
tychto doloziek a udaje bude spracuvat
iba vrozsahu a tak dlho, ako si to
vyzaduju miestne pravne predpisy.

Kazd4 zmluvna strana méze odvolat
svoju suhlas, Ze bude viazana tymito
doloZzkami, ked’ 1) Eurdpska komisia
prijme rozhodnutie podla clanku 45
odsek 3 nariadenia (EU) 2016/679,
ktoré sa tyka prenosu osobnych tdajov,
na ktoré sa vztahuju tieto dolozky;
alebo ii) nariadenie (EU) 2016/679 sa
stane suCastou pravneho ramca
krajiny, do ktorej sa osobné Udaje
prenasaju. Nie su tym dotknuté iné
povinnosti vztahujuce sa na dané
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Clause 16

Governing law

These Clauses shall be governed by the law
of one of the EU Member States, provided
such law allows for third-party beneficiary
rights. The Parties agree that this shall be the
law of Slovak Republic, with the exception
of conflicting legal norms.

Clause 17

Choice of forum and jurisdiction

@ Any dispute arising from these
Clauses shall be resolved by the courts
of an EU Member State.

(b) The Parties agree that those shall be
the courts of Slovak Republic.

(© A data subject may also bring legal
proceedings against the data exporter
and/or data importer before the courts
of the Member State in which he/she
has his/her habitual residence.

(d) The Parties agree to submit
themselves to the jurisdiction of such
courts.
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spraciivanie podla nariadenia (EU)
2016/679.

Dolozka 16

Rozhodné pravo

Tieto dolozky sa budu riadit’ pravnymi
predpismi jedného z &lenskych tatov EU za
predpokladu, Ze tieto pravne predpisy
umoznuju prava dotknutych tretich stran.
Zmluvné strany suhlasia, ze pdjde o pravne
predpisy Slovenskej republiky, s vynimkou
koliznych pravnych noriem.

Dolozka 17
Volba fora a jurisdikcie
@) Akykol'vek spor vyplyvajtci z tychto
doloZiek vyrieSia sudy Clenskeho Statu
EU.

(b) Zmluvné strany suhlasia, ze pdjde o
sudy Slovenskej republiky.

(© Dotknuta osoba moze tiez zazalovat
vyvozcu Udajov a/alebo dovozcu
udajov na sudoch clenského Statu,
v ktorom mé obvykly pobyt.

(d) Zmluvné strany suhlasia, ze sa
podriadia jurisdikcii tychto stdov.
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APPENDIX

ANNEX |
A. LIST OF PARTIES

Data exporter(s): [lIdentity and contact
details of the data exporter(s) and, where

DODATOK

PRILOHA | ) )
A.ZOZNAM ZMLUVNYCH STRAN

Vyvozca/vyvozcovia Udajov: [Totoznost a
kontaktné Udaje vyvozcu/vyvozcov Udajov a

applicable, of its/their data protection officer

V prislusnych pripadoch jeho/ich osoby

and/or representative in the European
Union]
1. Name: Univerzitna nemocnica
Martin

Address:Kollarova 2, 03 659 Martin,
Slovak Republik,

Contact person’s name, position and
contact details: *
Kollarova 2, 03659 Martin, Slovak
Republic

Email: [
Phone Nr: [

Activities relevant to the data
transferred under these Clauses:

The Data Exporter is a clinical trial
site participating in the clinical trial
and will be transferring data as
indicated in Annex |.B: Description
of Transfer.

Signature and date:

Data importer(s): [ldentity and contact
details of the data importer(s), including any
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zodpovednej za ochranu Udajov a/alebo
zastupcu v Eurdpskej Unii]
1. Meno: Univerzitna nemochica
Martin

Adresa: Kollarova 2, 03 659 Martin,
Slovenska republika

Meno, pozicia a kontaktné Udaje
ontakine; osoby: [N
Kollarova 2, 03659 Martin, Slovenska
republika

Email:
Tel. &islo:

Aktivity relevantné pre Udaje
prenesené podl'a tychto doloziek:

Vyvozcom Udajov je pracovisko
klinického skusania, ktoré sa
zucastiuje klinického skusania a bude
prenasat’ udaje, ako je uvedené

v prilohe 1.B: Opis prenosu.

Podpis a datum:

Dovozca/dovozcovia Udajov: /TotoZnost a
kontaktné udaje dovozcu/dovozcov Udajov
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contact person with responsibility for data vrdtane akejkolvek kontaktnej osoby so

protection] zodpovednostou za ochranu udajov]
1. Name: Pfizer Inc. 1. Meno: Pfizer Inc.
Address: 66 Hudson Boulevard East, Adresa: 66 Hudson Boulevard East,
New York, NY 10001 New York, NY 10001
Contact person’s name, position and Meno, pozicia a kontaktné Udaje

contact details:

kontaktnei osobi:

Activities relevant to the data Aktivity relevantné pre Udaje
transferred under these Clauses: prenesené podl'a tychto doloziek:
Data Importer activities are described Aktivity dovozcu Udajov su opisané
in Annex 1.B: Description of v prilohe I.B: Opis prenosu.
Transfer. Podpis a datum:

Signature and date:

B. DESCRIPTION OF TRANSFER B. OPIS PRENOSU
Cateqgories of data subjects whose personal Kategorie dotknutych 0sdb, ktorych osobné
data is transferred udaje sa prendsaju
e Scientific and clinical research subjects, e Subjekty vedeckého a klinického
including, but not limited to, participants vyskumu  okrem  iného  vratane
in clinical trials or other clinical research ucastnikov klinickych skusani alebo
or their legal representatives iného klinického vyskumu alebo ich
¢ Individuals who administer clinical pravni zastupcovia
trials and clinical research including e Osoby, ktoré vedu klinické skuSania a
employees of scientific and clinical klinicky vyskum vratane zamestnancov
research investigators and their staff skusajucich vedeckého a klinického
(such as physicians and other health vyskumu a ich personalu (ako su
care professionals) napriklad lekari a ini zdravotnicki
pracovnici)
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e Individuals who serve on Scientific and
Ethics Committee members

Categories of personal data transferred
e For Scientific and Clinical Research

Subjects: Key-coded information,
other relevant identifiers (e.g., patient
identification number); gender; age or
age category (e.g., adolescent, adult,
elderly) or year of birth, associated
health condition(s), medical history,
relevant family history, country, and
other medical or health and safety
records.

e For Individuals who administer
clinical trials and clinical research
including employees of scientific and
clinical research investigators and
their staff (such as physicians and
other health care professionals):
Contact information and other related
information, such as name, address, e-
mail and telephone details, gender, title,
professional licenses, training and
experience, institution, affiliations
publications; education history;
language skills; other details contained
in résumé/CV; payments or other
financial information necessary to
compensate for services; information
necessary to arrange travel; and
performance information.

e For Individuals who serve on
Institutional Review Boards, and
Scientific and Ethics Committee
members: Contact information and
other related information, such as name,
address, e-mail and telephone details,
gender, title, professional licenses,
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e Osoby, ktoré st c¢lenmi vedeckych a
etickych komisii

Kategorie prendsanych osobnych udajov
e U subjektov vedeckého a klinického

vyskumu: kI'aéom kodované
informaécie, iné relevantné
identifikatory (napr. identifika¢né ¢islo
pacienta); pohlavie; vek alebo vekova
kategoria (napr. adolescent, dospela
osoba, starSia osoba) alebo rok
narodenia, suvisiace
ochorenie/ochorenia, zdravotna
anamnéza, relevantna rodinna
anamnéza, Krajina a iné zdravotné
zaznamy alebo zaznamy tykajuce sa
zdravia a bezpe€nosti.

e U osob, ktoré vedu klinické skusania
a klinicky vyskum vréatane
zamestnancov skusajucich vedeckého
a klinického vyskumu a ich personéalu
(ako st napriklad lekéari a ini
zdravotnicki pracovnici): kontaktné
Udaje a iné savisiace Udaje, ako
napriklad meno, adresa, e-mailové a
telefonne Udaje, pohlavie, titul,
profesiondlne licencie, Skolenia a
skusenosti, institucia, afiliacie,
publikacie; histdria vzdelania; jazykové
zrucnosti; iné udaje nachadzajice sa
Vv Zivotopise; platby alebo iné finan¢né
informéacie nevyhnutné na poskytnutie
odmeny za sluzby; informécie
nevyhnutné na zabezpecenie cestovania
a informécie o vykone.

e U osob, ktoré su ¢lenmi vedeckych a
etickych komisii: kontaktné Gdaje a iné
stvisiace Udaje, ako napriklad meno,
adresa, e-mailové a telefonne udaje,
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training and experience, institution,
affiliations publications; education
history; language skills; other details
contained in résumé/CV; payments or
other financial information necessary to
compensate for services; information
necessary to arrange travel; and
performance information.

Sensitive data transferred (if applicable) and
applied restrictions or safequards that fully
take into consideration the nature of the data

pohlavie, titul, profesionalne licencie,
Skolenia a skuisenosti, inStitucia,
afiliacie, publikacie; histdria vzdelania;
jazykové zru¢nosti; iné udaje
nachadzajlce sa v zivotopise; platby
alebo iné finan¢n¢ informacie
nevyhnutné na poskytnutie odmeny za
sluzby; informacie nevyhnutné na
zabezpecenie cestovania a informacie o
vykone.

Prenesené citlivé Udaje (v prislusnych

and the risks involved, such as for instance

pripadoch) a pouzité obmedzenia alebo

strict purpose limitation, access restrictions

zaruky, ktoré plne zohladnuju povahu udajov

(including access only for staff having
followed specialised training), keeping a
record of access to the data, restrictions for

a suvisiace rizika, ako napriklad prisne
obmedzenie ucelu, obmedzenia pristupu
(vratane pristupu iba pre zamestnancov, ktori

onward transfers or additional security
measures.
Sensitive Data as required and permitted by

absolvovali Specializované Skolenie), vedenie
zaznamu o pristupe k idajom, obmedzenia na
nasledné prenosy alebo dodatocné

Applicable Law. For example, for research

bezpecnostné opatrenia.

subjects, Sensitive Data may include: key-

Citlivé udaje vyZzadované a povolené podl'a

coded information concerning certain health

platnych pravnych predpisov. Napriklad pre

conditions and treatments, medical history,

udastnikov vyskumu mo6zu citlivé uadaje

family history and diagnostic information,

zahmat’: kI'ic¢om kodované informécie

health-related information concerning adverse

tvkajlce sa urcitych zdravotnych stavov a

events and product quality complaints,
information related to sex life or practices,

typov lie¢by, zdravotnd anamnéza, rodinna
anamnéza a diagnostické informacie,

and demographic information that may
include race, ethnicity or other Sensitive Data

zdravotné informacie tyvkajuce sa neziaducich
udalosti a st’aznosti na kvalitu produktov,

that may be relevant to the adverse event.

Additionally, the clinical trial site maintains
the information necessary to re-identify the
key-coded clinical trial participant data,
which is not shared with the Data Importers.

The frequency of the transfer (e.q. whether
the data is transferred on a one-off or
continuous basis).
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informacie tykajuce sa sexualneho Zivota
alebo sexuélnych praktik a demografické
informacie, ktoré mo6zu zahmat rasu a etnicku
prislu$nost’, alebo iné citlivé Gdaje, ktoré
moézu byt relevantné pre neziaducu udalost’.

Okrem toho pracovisko klinického skusania
uchovava informacie nevyhnutné na
opatovnu identifikaciu kld€¢om kédovanych
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Data will be transferred on a continuous
basis during the life cycle of the clinical trial.
Nature of the processing

Processing consists of collection, use,
transfer, disclosure, storage, and analysis of

udajov ucastnikov klinického skusania, ktoré
nie su zdielané s dovozcami Udajov.

Castost prenosu (napr. ¢i sa udaje prenesu
len raz alebo sa budu prendsSat sustavne).

personal data to conduct the clinical research

study.

Purpose(s) of the data transfer and further

processing

e Research activities: supporting

scientific and clinical research
activities and studies, including the
conduct and analysis of clinical trials
and research, and assessment of
product safety and efficacy

e Pharmacovigilance: reporting of
adverse events

e Study Administration:
administering the study, including
patient enrolment, study planning,
site feasibility and selection, study
implementation, clinical trial and
information systems management,
monitoring, and payment activities.

e Compliance: complying with legal
and other requirements, such as
record-keeping and reporting
obligations, conducting audits,
compliance with government
inspections, adhere with self-
regulatory frameworks including
EFPIA obligations relating to
transfers of value and other requests
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Pocas Zivotného cyklu klinického skusania sa

Udaje budu prenasat sustavne.

Povaha spracuvania

Spractuivanie pozostava zo zberu, pouZzivania,

prenosu, spristupnenia, uchovavania a

analyzy osobnych Gdajov na vykonavanie

klinického vyskumného skusania.

Ucel/-y prenosu uidajov a dalSieho

spracuvania

e Vyskumné aktivity: podpora

vedeckych a klinickych vyskumnych
aktivit a §tadii vratane vykonavania a
analyzy klinickych skusani a vyskumu
a posudzovanie bezpec¢nosti a
ucinnosti produktov

e Farmakovigilancia: hlasenie
neziaducich udalosti

e Vedenie klinického sktsania:
vedenie klinického skiSania vratane
zarad’'ovania pacientov, planovania
klinického skusania, vhodnosti a
vyberu pracoviska, implementacie
klinického sktsania, riadenia
klinického sktiSania a informa¢nych
systémov, monitorovania a platobnych
aktivit.

e Dodrziavanie: dodrziavanie pravnych
a inych poziadaviek, ako napriklad
povinnosti viest’ zdznamy a podavat’
spravy, vykonavanie auditov, stlad so
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from government or other public
authorities

The period for which the personal data will
be retained, or, if that is not possible, the
criteria used to determine that period
Personal data will be retained for the period
necessary to fulfill the purposes of the data
transfer and as required by applicable law.

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

Data Importer may engage Processors as
necessary to facilitate the Data Importer’s
activities to conduct the clinical trial.
Duration of the processing is for the period
necessary to conduct the clinical trial

throughout its life cycle. Listed below are the

activities that involve Processors.
e Clinical Trial Management —
Project management of clinical trial
activities.

e Clinical Data Management —
Collection and review of clinical trial

data.

e Interactive Response Technology —
Management of patient enrolment,
randomization, inventory
management, and study drug

dispensing.

e Clinical Supplies Management -
Clinical trial supply chain solutions
such as packaging and labeling,
traditional packaging, storage and
distribution.
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Statnymi kontrolami, dodrziavanie
samoregulacnych rdmcov vratane
povinnosti EFPIA tykajucich sa
prenosu hodnoty a inych poziadaviek
7o strany Statu alebo inych organov
verejnych spravy.

Obdobie, pocas ktorého sa budu osobné udaje

uchovavat, alebo, ak to nie je mozné, kriteria
pouzivané na urcenie tohto obdobia

Osobné udaje sa budu uchovavat tak dlho,
ako to bude nevyhnutné na splnenie ucelov
prenosu Udajov a ako to vyZaduju platné
pravne predpisy.

Pri prenosoch (dalsim) sprostredkovatelom
tiez uvedte predmet, povahu a trvanie
spracuvania
Dovozca tidajov mo6ze podl'a potreby
angazovat’ sprostredkovatel'ov na ul’ahCenie
aktivit dovozcu Udajov na vykonavanie
klinického skusania. Spractvanie bude trvat’
tak dlho, ako bude nevyhnutné na
vykonavanie klinického skusania pocas jeho
zivotného cyklu. Niz§ie su uvedené aktivity,
ktoré sa tykaju sprostredkovatel’'ov.
¢ Riadenie klinického skuSania —
Projektové manaZovanie aktivit
klinického skusSania.

e Riadenie klinickych udajov — Zber a
preskdmanie udajov klinického

e Technoldgia interaktivnej odozvy —
Riadenie zarad’ovania pacientov,
randomizacia, vedenie inventara a
vydavania skuSanych liekov.
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e Monitoring — Oversight of the °
conduct of a study site including
ensuring that it is conducted,
recorded, and reported in accordance
with the protocol, standard operating
procedures (SOPs), and the
applicable local and regulatory .

requirements.

e Electronic Patient-Reported
Outcomes - Allows patients to
answer questions and report on their
health through an electronic device,
such as a smartphone or tablet.

e Central Laboratory — Sponsor-
designated laboratory assessments, .
results reporting, and laboratory
supplies delivery.

e Central Medical Imaging —
Sponsor-designated medical imaging
services.

e Adverse Event Reporting - °
Reporting and analysis of events
related to drug products.

e Trial Master File — Repository of
clinical trial documents to .
demonstrate compliance to Good
Clinical Practice (GCP).

e Clinical Trial Site Payment — °
Payments and reimbursement for
clinical trial site activities.

AWS:
Study No./¢islo studie:
Site number/¢islo centra:

Institution: Univerzitnd nemocnica Martin

Riadenie Kklinickych dodavok —
RiesSenia dodavatel’ského ret’azca
klinického skusSania, ako napriklad
balenie a oznaCovanie, tradicné
balenie, skladovanie a distribdcia.

Monitorovanie — Dohl'ad nad
konanim pracoviska klinického
skuSania vratane zaist'ovania, Ze sa
klinické skusSanie vykondva,
zaznamenava a oznamuje Vv sulade

s protokolom, Standardnymi
operaénymi postupmi (SOP) a
prisluSnymi miestnymi a regulaénymi
poZziadavkami.

Vysledky hlasené pacientmi
elektronicky — Umoziuje pacientom
odpovedat’ na otazky a informovat’ o
svojom zdravotnom stave
prostrednictvom elektronického
zariadenia, ako napriklad smartfénu
alebo tabletu.

Centralne laboratérium —
Zadavatel'om navrhnuté laborat6érne
vyhodnotenia, hlasenie vysledkov a
dodavka laboratornych potrieb.

Centralne zdravotné zobrazovanie —
Zadavatel'om navrhnuté sluzby
zdravotného zobrazovania.

Hlasenie neZiaducich udalosti —
Hlasenie a analyza udalosti
savisiacich s liekmi.

Hlavny sibor klinického skuSania —
Ulozisko dokumentov klinického
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C. COMPETENT SUPERVISORY
AUTHORITY

Identify the competent supervisory
authority/ies in accordance with Clause 13:
Urad na ochranu osobnych udajov Slovak
Republic, Budova Park one,

Namestie 1.maja 18

811 06 Bratislava

Slovak Republic; tel.:
: mail:
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skti$ania na preukazanie suladu so
spravnou klinickou praxou (GCP).

e Platba pracovisku klinického
skuSania — Platby a nahrada za
aktivity pracoviska klinického
sktSania.

C. PRISLUSNY DOZORNY ORGAN

Identifikujte prislusny dozorny orgadn
(organy) v stlade s dolozkou 13: Urad na
ochranu osobnych Udajov Slovenskej
Republiky, Budova Park one,

Namestie 1.méja 18

811 06 Bratislava

Slovenska republika; tel.:
: mail: ,
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ANNEX Il - TECHNICAL AND
ORGANISATIONAL MEASURES
INCLUDING TECHNICAL AND
ORGANISATIONAL MEASURES TO

PRILOHA Il - TECHNICKE A
ORGANIZACNE OPATRENIA
VRATANE TECHNICKYCH A
ORGANIZACNYCH OPATRENI NA

ENSURE THE SECURITY OF THE
DATA

Data Importer shall ensure the security of the
Personal Data Processing of the Personal
Data in accordance with the legal
requirements of the applicable National
Privacy Laws and Pfizer policies. Ata
minimum, Data Importer shall implement
and maintain the following security
measures shall apply at all times to the
Personal Data including any imported
Personal Data:

1. Information Security Policies and
Standards. Data Importer will
implement security requirements for staff
and all subcontractors, Data Importers, or
agents who have access to Personal Data
that are designed to ensure a level of
security appropriate to the risk and
address the requirements detailed in
these Security Standards. Data Importer
will conduct periodic risk assessments
and review and, as appropriate, revise its
information security practices at least
annually or whenever there is a material
change in Data Importer’s business
practices that may reasonably affect the
security, confidentiality or integrity of
Personal Data, provided that Data
Importer will not modify its information
security practices in a manner that will
weaken or compromise the
confidentiality, availability or integrity of
Personal Data. Data Importer shall at all
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ZAISTENIE BEZPECNOSTI UDAJOV
Dovozca Udajov zaisti bezpe¢nost’
spracivania osobnych udajov v sulade

S pravnymi poziadavkami platnych zékonov o
ochrane stikromia daného Statu a zdsadami
spolo¢nosti Pfizer. Dovozca Udajov
minimalne implementuje a bude udrziavat’
nasledujuce bezpecnostné opatrenia, ktoré
budu vzdy platit’ pre osobné udaje vratane
akychkol'vek dovezenych osobnych udajov:

1. Zasady a normy informacnej
bezpecnosti. Dovozca Udajov
implementuje bezpecnostné poziadavky
pre zamestnancov a vSetkych
subdodavatel'ov, dovozcov udajov alebo
zastupcov, ktori maju pristup k osobnym
Udajom, ktoré st navrhnuté tak, aby
zaistili uroven bezpecnosti zodpovedajucu
riziku a rie$ili poziadavky opisané
Vv tychto bezpec¢nostnych
norméch. Dovozca Udajov bude
vykonavat’ pravidelné posudzovanie rizik
a preskimavat’ a v prislusnych pripadoch
revidovat svoje postupy informacne;j
bezpecnosti aspoil raz rocne alebo vzdy,
ked’ dojde k z&sadnej zmene
prevadzkovych postupov dovozcu udajov,
ktora by mohla primerane ovplyvnit
bezpecnost’, dovernost’ alebo integritu
osobnych udajov, za predpokladu, Ze
dovozca Udajov nezmeni svoje postupy
informacnej bezpecnosti sposobom, ktory
oslabi alebo ohrozi dovernost’, dostupnost’
alebo integritu osobnych
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times have in place documents that
clearly specify its policies and practices
in relation to Personal Data that are
accessible to the Individual, such as an
online privacy policy.

Physical Security. Data Importer will
maintain commercially reasonable
security systems at all Data Importer
sites at which an information system that
uses or houses Personal Data is

located.

3. Organizational Security.

o Data Importer will maintain records
specifying which media are used to
store Personal Data.

e When media are to be disposed of or
reused, procedures have been
implemented to prevent any
subsequent retrieval of any Personal
Data stored on them before they are
withdrawn from the
inventory. When media are to leave
the premises at which the files are
located as a result of maintenance
operations, procedures have been
implemented to prevent undue
retrieval of Personal Data stored on
them.

o Data Importer has implemented
security policies and procedures to
classify sensitive information assets,
clarify security responsibilities and
promote awareness for employees.

o All Personal Data security incidents
are managed in accordance with
appropriate incident response
procedures.

Udajov. Dovozca tdajov bude mat’ vzdy
zavedené dokumenty, v ktorych budu
jasne uvedené jeho zasady a postupy

v suvislosti s osobnymi tdajmi, ktoré
budu pristupné jednotlivcovi, ako
napriklad online zasady ochrany osobnych
udajov.

Fyzicka bezpe¢nost’. Dovozca Udajov
bude udrziavat komercne primerané
bezpecnostné systémy na vsetkych
pracoviskach dovozcu udajov, na ktorych
sa nachadza informacny systém, ktory
pouziva alebo uchovava osobné udaje.

Organizacna bezpec¢nost’.

e Dovozca udajov bude viest’ zdznamy,
v ktorych bude uvedené, ktoré media
sa pouzivaju na uchovavanie
osobnych Gdajov.

e Ked sa maji média likvidovat’ alebo
opatovne pouzit, boli implementované
postupy na zamedzenie akéhokol'vek
nasledného ziskania akychkol'vek
Vv nich uloZenych osobnych udajov
pred tym, ako budu stiahnuté
z inventara. Ked maju média
z dovodu udrzbovych ¢innosti opustit’
priestory, v ktorych sa sibory
nachéadzaju, boli implementované
postupy na zamedzenie nenaleZitého
ziskania v nich ulozenych osobnych
udajov.

« Dovozca udajov implementoval
bezpecnostné zasady a postupy na
klasifikaciu aktiv citlivych informacii,
ujasnenie bezpecnostnych povinnosti a
zvySenie povedomia u
zamestnancov.
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Data Importer will encrypt, using
industry-standard encryption tools,
all Sensitive Information that Data
Importer: (i) transmits or sends
wirelessly or across public networks;
(i) stores on laptops or storage
media; and (iii) stores on portable
devices, in each case, where
technically feasible. Data Importer
will safeguard the security and
confidentiality of all encryption keys
associated with encrypted Sensitive
Information.

Data Importer will ensure (i) that
Personal Data cannot be read, copied,
modified or deleted without
authorization during electronic
transmission, transport or storage and
(ii) that the target entities for any
transfer of Personal Data by means of
data transmission facilities can be
established and verified.

Data Importer will ensure that
Personal Data collected for different
purposes can be processed
separately.

Vsetky bezpecnostné incidenty
tykajlce sa osobnych Gdajov sa riadia
v stlade s nalezitymi postupmi reakcie
na incidenty.

Dovozca udajov zaSifruje, pouzitim
Sifrovacich nastrojov odvetvového
Standardu, vsetky citlivé informacie,
ktoré dovozca Udajov: i) prenasa
alebo posiela bezdrétovo alebo cez
verejné siete; ii) uchovava v laptopoch
alebo uloznych médiéch; a iii)
uchovava v prenosnych zariadeniach,
ked’ je to v kazdom pripade technicky
mozné. Dovozca udajov bude chranit’
bezpecnost’ a dovernost’ vietkych
Sifrovacich kIi¢ov spojenych so
zaSifrovanymi citlivymi udajmi.
Dovozca Udajov zaisti, i) aby osobné
udaje nebolo mozné ¢itat’, kopirovat,
menit’ alebo mazat’ bez opravnenia
pocas elektronického prenosu,
transportu alebo uchovévania a ii) aby
bolo mozné urcit’ a overit’ cielové
subjekty pre akykol'vek prenos
osobnych udajov prostrednictvom
zariadeni na prenos Udajov.

4. Network Security. Data Importer o Dovozca Udajov zaisti, aby bolo
maintains network security using mozné osobitne spractivat’ osobné
commercially available equipment Udaje zozbierané na rdzne ucely.
and industry standard techniques,
including firewalls, intrusion detection
and prevention systems, access control
lists and routing protocols.

4. Bezpelnost® siete. Dovozca Udajov
udrZiava bezpecnost’ siete pouZitim
komer¢ne dostupného vybavenia a technik
odvetvového Standardu vratane bran
firewall, systémov detekcie a prevencie
vhiknutia, zoznamov pristupovych prav a

5. Access Control. A
smerovacich protokolov.
o Data Importer will maintain

appropriate access controls,
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including, but not limited to,
restricting access to Personal Data to
the minimum number of Data
Importer Personnel who require such
access.

Only authorized staff can grant,
modify or revoke access to an
information system that uses or
houses Personal Data. Data Importer
will maintain an audit trail to
document whether and by whom
Personal Data have been

accessed, entered into, modified,
transferred or removed from Personal
Data Processing, which must be
presented to the Data

Exporter upon Data Exporter’s
request.

User administration procedures
define user roles and their privileges
and how access is granted, changed
and terminated; address appropriate
segregation of duties; and define the
logging/monitoring requirements and
mechanisms.

All employees of Data Importer are
assigned unique User IDs.

Access rights are implemented
adhering to the “least privilege”
approach.

Data Importer implements
commercially reasonable physical
and electronic security to create and
protect passwords.

Data Importer will establish systems
to prevent Personal Data processing
systems from being used accidentally
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Dovozca idajov bude nalezite
kontrolovat’ pristup okrem iné¢ho
vratane obmedzenia pristupu

k osobnym dajom na miniméalny
pocet ¢lenov personalu dovozcu
udajov, ktori tento pristup vyzaduju.

Iba opravneni zamestnanci mozu
udelit’, upravit’ alebo zrusit’ pristup

k informaénému systému, ktory
pouziva alebo uchovéava osobné
Udaje. Dovozca Udajov bude
udrziavat’ auditorsky zaznam na
dokumentovanie, ¢i niekto ziskal

k osobnym adajom pristup, do nich
nieCo zapisal, upravil ich, preniesol
ich alebo ich odstranil zo spracuvania
osobnych udajov a kto tak urobil,
pri¢om sa musi spristupnit’ vyvozcovi
udajov na jeho Ziadost'.

Postupy spravy pouzivatel'ov definuju
ulohy pouzivatel'ov, ich oprdvnenia a
ako sa udel'uje, meni a ukoncuje
pristup, riesia vhodné rozdelenie
povinnosti a definuju poziadavky na
logovanie/monitorovanie a suvisiace
mechanizmy.

Vsetkym zamestnancom dovozcu
udajov su pridelené jedine¢né
identifikatory pouzivatel’a.
Pristupové prava sa implementujd za
stcasného pridrZiavania sa pristupu
,»minimalneho privilégia®.

Dovozca Gdajov implementuje
komerc¢ne primeranu fyzickl a
elektronickt bezpe€nost’ na tvorbu a
ochranu hesiel.
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or without authorization, such as
through logical access controls.

6. Virus and Malware Controls. Data
Importer installs and maintains the latest
anti-virus and malware protection
software on the system and has in place
scheduled malware monitoring and
system scanning to protect Personal Data
from anticipated threats or hazards and
protect against unauthorized access to or
use of Personal Data.

7. Personnel.

e Prior to providing access to Personal
Data to Data Importer Personnel,
Data Importer will require Data
Importer Personnel to comply with
its Information Security Program.

o Data Importer implements a security
awareness program to train personnel
about their security obligations. This
program includes training about data
classification obligations; physical
security controls; security practices
and security incident reporting.

o Data Importer employees strictly
follow established security policies
and procedures.

8. Business Continuity. Data Importer
implements appropriate back-up and
disaster recovery and business
resumption plans. These plans will
include processes to ensure recovery of
Personal Data that was modified or
destroyed due to unauthorized
access. Data Importer reviews both
business continuity plan and risk
assessment regularly.
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6.

o Dovozca udajov zavedie systémy na
prevenciu ndhodného pouZitia
systémov spracovania osobnych
udajov alebo ich pouzitia bez
opravnenia, ako napriklad
prostrednictvom logického riadenia
pristupu.

Kontroly virusov a malvérov. Dovozca
udajov instaluje a bude udrziavat’ na
systéme najnovsi softvér ochrany pred
virusmi a malvérmi a zabezpeci planované
monitorovanie malvérov a skenovanie
systému na ochranu osobnych tGdajov pred
predpokladanymi hrozbami alebo
nebezpecenstvami a ochranu pred
neopravnenym pristupom k osobnym
udajom alebo ich pouzitim.

Personal.

e Pred poskytnutim pristupu k osobnym
Udajom personalu dovozcu Udajov
bude dovozca udajov vyzadovat od
personélu dovozcu Udajov, aby
dodrziaval jeho program informacne;j
bezpecnosti.

o Dovozca udajov implementuje
program na zvySovanie povedomia o
bezpecnosti na Skolenie personalu o
jeho bezpecnostnych
povinnostiach. Tento program zahfna
Skolenie o povinnostiach klasifikéacie
udajov, fyzické bezpecnostné
kontroly, bezpecnostné postupy a
hlasenie bezpecnostnych incidentov.

e Zamestnanci dovozcu Udajov prisne
dodrziavaji zavedené bezpecnostné
zéasady a postupy.
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9.

AWS

Primary Security Manager. Data
Importer will notify Data Exporter of its
designated primary security

manager. The security manager will be
responsible for managing and
coordinating the performance of Data
Importer’s obligations set forth in its
Information Security Program and in this
Agreement.
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8. Kontinuita ¢innosti. Dovozca Udajov

implementuje nalezité plany pre
zalohovanie, obnovu po havariach a
obnovenie ¢innosti. Tieto plany budd
zahfiiat’ procesy na zaistenie obnovy
osobnych udajov, ktoré boli zmenené
alebo zni¢ené z ddvodu neopravneného
pristupu. Dovozca Udajov pravidelne
reviduje plan kontinuity €innosti, ako aj
posudzovanie rizik.

Hlavny manaZzér pre bezpe¢nost’.
Dovozca udajov informuje vyvozcu
Udajov 0 svojom ur¢enom hlavnom
manaz€rovi pre bezpecnost’. Manazér pre
bezpecnost’ bude zodpovedat’ za riadenie a
koordinovanie vykonu povinnosti
dovozcu udajov stanovenych v jeho
programe informacnej bezpecnosti a

v tejto zmluve.
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