CLINICAL STUDY AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

between

medzi

PAREXEL International (IRL) Limited

PAREXEL International (IRL) Limited

and

A

Univerzitna nemocnica Martin, Klinika

hematoldgie a tranfuziolégie UNM

Univerzitnd nemocnica Martin, Klinika

hematolégie a tranfuziologie UNM

Pfizer Protocol # B7841008

Protokol spolo¢nosti Pfizer ¢. B7841008

This Clinical Study Agreement (“Agreement’)
between

Tato zmluva o klinickom
~zmluva’) medzi

skasani (dalej

PAREXEL International (IRL) Limited, 70
Sir John Rogerson's Quay Dublin 2, Ireland,
Company number 541507

VAT Number: IE 3249971HH (“CRO")

PAREXEL International (IRL) Limited so
sidlom na adrese 70 Sir John Rogerson's Quay
Dublin 2, Irsko, ICO 541507

ICO DPH: IE 324997 1HH (d’alej ,,CRO™)

and

A

Univerzitnd nemocnica Martin, Klinika
hematolégie a tranfuziolégie UNM, with a
place of business at Kolarova 2, 036 59 Martin,
Slovakia (“Institution’), ICO: 00365327

Univerzitna nemocnica Martin, Klinika
hematoldgie a tranfuziologie UNM, so sidlom
na adrese Kollarova 2, 036 59 Martin,
Slovenska republika (d’alej ,,inStitiicia’), ICO :
00365327

when signed by all parties, is effective as of on
the date of its publication in the Central registry
of contracts.

po podpisani v3etkymi zmluvnymi stranami
nadobudne u¢innost’ ku diu jeho zverejnenia v
Centralnom registri zmluav.

Pfizer Inc. (“Pfizer”) wishes to sponsor a
clinical study entitled “AN OPEN-LABEL
STUDY IN PEDIATRIC (<18 YEARS OF
AGE), SEVERE HEMOPHILIA A
PARTICIPANTS (COAGULATION
FACTOR ACTIVITY <1%) WITH OR
WITHOUT INHIBITORS OR
MODERATELYSEVERE TO SEVERE
HEMOPHILIA B PARTICIPANTS
(COAGULATION FACTOR ACTIVITY
<2%) WITH OR WITHOUT INHIBITORS
COMPARING 12 MONTHS OF
HISTORICAL STANDARD TREATMENT
TO MARSTACIMAB PROPHYLAXIS”
(“Study™) biomedical research that has
characteristics equivalent to the provision of
health care and is an interventional study, to be

Spolo¢nost’ Pfizer Inc. (dalej .spolo¢nost’
Pfizer”) si zela byt zadavatel'om klinického
sktsania nazvom , AN OPEN-LABEL
STUDY IN PEDIATRIC (<18 YEARS OF
AGE), SEVERE HEMOPHILIA A
PARTICIPANTS (COAGULATION
FACTOR ACTIVITY <1%) WITH OR
WITHOUT INHIBITORS OR
MODERATELYSEVERE TO SEVERE
HEMOPHILIA B PARTICIPANTS
(COAGULATION FACTOR ACTIVITY
<2%) WITH OR WITHOUT INHIBITORS
COMPARING 12 MONTHS OF
HISTORICAL STANDARD TREATMENT
TO MARSTACIMAB PROPHYLAXIS”
(dalej ,.klinické skuSanie™), biomedicinsky
vyskum, ktory svojimi charakteristickymi
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conducted by MUDr. Ivana Plamenova, PhD.,
MBA (“Principal Investigator™) at Institution
under the Pfizer protocol identified above
(“Protocol™). Pfizer has delegated
responsibility for management of this Study,
including contracting and Study monitoring, to
CRO, and has authorized CRO to bind Pfizer to
all commitments within this Agreement
identified as belonging to Pfizer. There is a
separate agreement between CRO and the
Principal Investigator relating to the Study (see
Section 1.3 below).

znakmi zodpoveda poskytovaniu zdravotnickej
starostlivosti a ide o interven¢né klinické
skasanie ktoré bude vykonavat' hlavny
skitsajici MUDr. Ivana Plamefiova, PhD., MBA
(d’alej ..hlavny skuSajuci”) v institacii podla
protokolu  spolo¢nosti  Pfizer, ktory je
identifikovany vysSie (dalej ,,protokol™).
Spolo¢nost’ Pfizer preniesla zodpovednost' za
riadenie tohto klinického sku$ania, vratane
vztahov so zmluvnymi dodavatel'mi, a
monitorovanie klinického skusania na CRO a
poverila CRO, aby zaviazala spolo¢nost’ Pfizer
vietkymi zavizkami v ramci tejto zmluvy, ktoré
st identifikované ako patriace spolognosti
Pfizer. Existuje samostatna zmluva medzi CRO
a hlavnym skusajicim tykajuca sa klinického
skasania (pozri ¢ast’ 1.3 nizsie).

The parties agree as follows:

Zmluvné strany sa dohodli na nasledujicom:

1. Responsibilities

1. Zodpovednosti

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.

1.1 Skusajuci a skasajuci personal.
Klinické skusanie bude vykonavat
hlavny skusajaci v institacii. Institicia
zabezpeli, ze osoby, ktoré pomahaju
pri  vykonavani tejto  klinického
skusania vo funkcii spoluskusajicich
alebo personalu v skasani, ktoré su
zamestnancami alebo  zmluvnymi
doddvatel'mi institicie, budd riadne
vy$koleni a kvalifikovani.

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

Povinnost” dodrziavania pravidiel.
Indtiticia  zodpoveda CRO a
spolo¢nosti Pfizer za to, ze cely
skusajaci  personal , ktory je
zamestnancom institucie, bude
dodrziavat’ ustanovenia tejto zmluvy,
smernice Medzinarodnej konferencie
pre harmonizaciu spravnej klinickej
praxe (International Conference on
Harmonization Good Clinical
Practice, ICH GCP), ako aj prislusné
pravne predpisy a usmernenia Statu.
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1.3 Agreement between CRO and | 1.3 Zmluva medzi CRO a hlavnym
Principal Investigator. Study conduct skudajicim. Vykonavanie klinického
by Principal Investigator and Principal skusania hlavnym skusSajicim a
Investigator’s associated obligations to suvisiace povinnosti hlavného
CRO and Pfizer are documented in a skisajuceho voci CRO a spolocnosti
separate agreement between CRO and Pfizer s zdokumentované v
Principal  Investigator. Institution samostatnej zmluve medzi CRO a
confirms that it is aware of this hlavnym  skuSajacim.  InStiticia
separate agreement. Institution further potvrdzuje, Ze si je vedomd tejto
confirms that it has received a copy of samostatne] zmluvy. InStitdcia dale]
that agreement (either with or without potvrdzuje, ze dostala kopiu tejto
inclusion of the Study Budget zmluvy (s prilozenym rozpoctom
attachment) or has been otherwise klinického skusania alebo bez neho),
satisfactorily informed as to Principal alebo bola inym spésobom uspokojivo
Investigator’s Study-related rights and informovana 0 pravach a
responsibilities. povinnostiach hlavného skusajuceho v

suvislosti s tymto klinickym skusanim.

1.4 Division of Responsibilities. | 1.4 Rozdelenie povinnosti. InStiticia a
Institution and Principal Investigator hlavny skua3ajuci stanovia rozdelenie
will determine the division of povinnosti medzi inStituciou a
responsibilities between Institution hlavnym skusajicim na vykonéavanie
and Principal Investigator for Study- ¢innosti  spojenych s klinickym
related activities required by the skdasanim, ktoré sa vyzaduju v salade s
Protocol or identified in this protokolom alebo touto zmluvou,
Agreement or the agreement between alebo zmluvou medzi CRO a hlavnym
CRO and Principal Investigator. skisajucim. Hlavny skuSajuci vsak
However, Principal Investigator will, preberiec minimalne tie povinnosti,
at  minimum, assume all those ktoré st pridelené hlavnym
responsibilities assigned to principal skusajucim prislusnymi nariadeniami
investigators by  the relevant upravujicimi vykonavanie
regulations governing the conduct of klinickych  vyskumov.  InStittcia
clinical investigations. Institution will poskytne primerany dohlad nad
provide appropriate oversight of ¢innostami hlavného skusajiceho v
Principal Investigator activities within priestoroch indtitucie. InStitucia sa
the Institution. Institution further zaviizuje spolupracovat’ s CRO alebo
agrees to cooperate with CRO or spolo¢nostou  Pfizer, ak  bude
Pfizer if needed to help resolve any potrebovat  pomoc  pri  rieSeni
issues relating to compliance by akychkol'vek problémov suvisiacich s
Principal Investigator with his/her dodrziavanim povinnosti hlavného
Study-related responsibilities. skusajiceho vramci jeho povinnosti

suvisiacich s tymto klinickym
skadanim.

1.5 Pfizer _GCP__ Training. Prior to| 1.5  Skolenie spolo&nosti Pfizer o GCP. Pred

enrollment of any Study Subjects (as

zaradenim  akéhokol'vek uclastnika
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defined in Section 4, Subject
Enrollment), Principal Investigator
and any sub-investigators  will
complete the Pfizer-provided Good
Clinical Practice training course
(“Pfizer GCP Training”). Any
investigators 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 three years during
the term of the Study, or more often if
there are significant changes to the

klinického sktsania (ako je definované
v Casti 4, Zarad'ovanie ucastnikov),
hlavny  skusajiaci a  ktorykol'vek
spoluskusajuci absolvuje Skolenie o
spravnej klinickej praxi spolo¢nosti
Pfizer (d’alej ,Skolenie spolo¢nosti
Pfizer o GCP™). Kazdy skusajuci,
ktory sa zapoji do vykonavania
klinického skusania neskor, absolvuje
Skolenie spolo¢nosti Pfizer o GCP
pred tym, nez za¢ne vykonavat svoje
povinnosti v ramci  klinického
skasania. V pripade klinickych ska3ani
s prislus$nou dlzkou trvania absolvuju
hlavny skusajaci a spoluskusajuci

ICH GCP guidelines or course Skolenie spolo¢nosti Pfizer o GCP
materials. kazdé tri roky pocas trvania klinického
skudania alebo castejSie, ak dojde k
vyznamnym zmenam v smerniciach

ICH GCP alebo $koliacom materiali.
1.6 Compliance _with _ Global Trade | 1.6 Sulad s pravidlami medzinarodného
Controls.  The parties agree that obchodu. Zmluvné strany berii na

activities under this Agreement may be
subject to applicable import, export,
and economic sanctions laws and
regulations (“Global Trade Control
Laws™). Institution and CRO will
comply with all applicable Global
Trade Control Laws.

. The parties confirm that none of the

activities under this Agreement will (i)
take place in a Restricted Market: (ii)
involve individuals 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, Sudan, and Syria.

vedomie, ze Cinnosti vyplyvajice z

tejto  zmluvy mozu  podliehat’
prislusnym zakonom a predpisom
tykajicim sa dovozu, vyvozu a

hospodarskych sankcii (d’alej ,,zakony
tykajuce sa pravidiel medzinarodného
obchodu®™). Institicia a CRO budu
dodrziavat' vsetky prisluiné zakony
tykajice sa pravidiel medzinarodného
obchodu.

. Zmluvné strany potvrdzuju, ze ziadna

¢innost’ vyplyvajuca z tejto zmluvy (i)

sa nebude vykonavat v ramci
obmedzeného trhu; (ii) nebuda
angazovat jednotlivcov z oblasti
obmedzeného trhu ani  beznych

rezidentov oblasti s obmedzenym
trhom; a (iii) nebudi angaZovat
spolo¢nosti, organizacie ¢i Statne
subjekty z oblasti obmedzeného trhu.
Pojem ,,obmedzeny trh* sa vztahuje
na Krymsky polostrov, Kubu, regién
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. With

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

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://eeas.europa.cu/headquarters/he
adquarters-
homepage/8442/consolidated-list-
sanctions_en.

Donbas, Irdn, Severni Koreu, Sudén a
Syriu.

Kazda zmluvnd strana vyhlasuje a
zaruCuje, (i) Ze nie je na zozname
obmedzenych  stran  (definované
nizdie); (ii) Ze nie je vlastnend ani
riadend Ziadnou osobou ani subjektom
na zozname obmedzenych stran; a (iii)
Ze na vykonavanie ¢innosti
vyplyvajucich z tejto zmluvy nebude
angazovat’ ziadnu osobu ani subjekt na
zozname obmedzenych stran. Ak na
vykonavanie ¢innosti vyplyvajucich z
tejto zmluvy bude angaZovana osoba
alebo subjekt na zozname
obmedzenych stran, zmluvna strana,
ktorej sa tyka dand osoba alebo
subjekt, to okamzite oznami druhej
zmluvnej strane a preru$i relevantné
dotknuté cCinnosti vratane kazdej
dotknutej platby, dokym sa zmluvné
strany nedohodnu na pokracovani.

c. V suvislosti s touto zmluvou zoznamy

obmedzenych stran zahriiaju
konsolidovany preverovaci zoznam
(https://www.export.gov/consolidated

_screening_list), systém  zoznamu
vylucenych stran
(https://www.sam.gov) a

konsolidovany zoznam osdb, skupin a
subjektov podlichajucich finan¢nym
sankciam EU
https://eeas.europa.eu/headquarters/he
adquarters-
homepage/8442/consolidated-list-
sanctions_en.

Health Insurance Company
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.

1.7

Oznamenie _zdravotnej poistovni.
Hlavny sku3ajuci sa zaviazal, Zze bude
informovat’  zdravotni  poist'oviiu
o zaradeni kazdého poistenca,
ucastnika klinického skusania (ako je
definovany nizsie) do klinického
skasania, ako aj o ukonceni ucasti
kazdého ucastnika klinického skidania
v klinickom skuasani.
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2. Funding. CRO will provide funding to | 2. Financovanie. CRO poskytne institacii
Institution as compensation for Institution’s financovanie ako odplatu za sluzby
services and the use of Institution’s indtiticie aza pouzivanie priestorov
facilities for the Study as delineated in indtiticie na ucely klinického skusania, ako
Attachment A, Study Budget and Payment je uvedené v prilohe A, Rozpoclet
Terms, and subject to the terms specified in klinického skusania a platobné podmienky,
that Attachment. CRO will provide funding a v sulade s ustanoveniami uvedenymi v
to the Principal Investigator as tejto prilohe. CRO poskytne financovanie
compensation for Principal Investigator’s hlavnému skusajucemu ako odplatu za
Study conduct activities under the vykonavanie ¢innosti hlavného
agreement between CRO and Principal skusajuceho v sulade so zmluvou medzi
Investigator. Institution certifies that CRO a hlavnym skusajucim. Institucia
payments to the Institution comply with potvrdzuje, Zze platby poukazované
applicable law and any applicable policies indtitucii st v stlade s prislusnym zakonom
and procedure of the Institution. a vdetkymi prislusnymi zasadami a s

postupom institucie.

2:1 Investigator Meetings. If any Study | 2.1 Stretnutia _skuSajucich. Ak sa od
personnel who are Institution ¢lenov personalu v skasani, ktori st
employees or contractors are required zamestnancami  alebo  zmluvnymi
to attend investigator meetings for this dodavatel'mi institucie, pozaduje, aby
Study, CRO will arrange and pay sa zucastnili stretnuti skusajucich v
directly for travel and accommodation suvislosti s tymto klinickym skusanim,
and will cover the reasonable costs of CRO zabezpe¢i a priamo uhradi
meals in connection with those ndklady na cestovanie a ubytovanie a
meetings, but does not provide pokryje aj primerané naklady na jedlo
compensation for such attendance. v shvislosti s tymito stretnutiami,

nebude vSak poskytovat’ platbu za
ucast’.

22 Disclosure by Pfizer. In the interest of | 2.2 Zverejnenie _informacii zo strany
transparency relating to its spoloCnosti __ Pfizer. 'V zaujme

relationships with investigators and
study sites or 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 the Principal
Investigator, but  will clearly
differentiate between payments or
other transfers of value to institutions
and those made to individuals.

transparentnosti ohl'adom jej vztahu
so skudajucimi a  pracoviskami
klinického skusania, alebo aby sa
zabezpetilo dodrziavanie prislusnych
pravnych predpisov moze spolo¢nost’

Pfizer zverejnit podporu, ktoru
poskytuje v ramci tejto zmluvy.
Takéto zverejnenie informacii zo
strany  spoloCnosti  Pfizer moze

identifikovat’ in3tituciu aj hlavného
ska3ajiceho, ale jasne rozlisi medzi
platbami alebo inymi prevodmi hodnoét
indtitdcii a jednotlivcom.
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and Institution have agreed to enroll
qualified Study participants during the
Pfizer-specified enrollment period, unless
CRO, upon Pfizer’s prior instructions,
modifies the enrollment period by written
notice. A qualified participant is one who
meets all Protocol criteria for inclusion in

3. Protocol. Principal Investigator and | 3. Protokol. Hlavny skusajuci a inStitucia
Institution will conduct the Study and bud( vykonavat toto klinické skusanie
Study-related activities in accordance a vetky ¢innosti v ramci klinického
with the Protocol, including, but not skusania v stlade s protokolom, ako aj
limited to, the requirements relating to poziadavkami stanovenymi v
the State Institute for Drug schvaleni klinického skusania Statnym
Control/Independent Ethics astavom pre kontrolu lie¢iv a
Committee (“SUKL/IEC™) approval nezdvislou etickou komisiou (d’alej
and adverse event reporting. ,SUKL/NEK”) as nahlasovanim

neziaducich udalosti.

3.1 Amendments. The Protocol may be | 3.1 Dodatky. Protokol méze byt upraveny
modified only by a  written len pisomnym dodatkom
amendment, approved by Pfizer, the odsuhlasenym spolo¢nostou Pfizer,
Principal Investigator, and the hlavnym skugajicim a SUKL a
responsible SUKL/IEC zodpovednou NEK (dalej
(“Amendment”) except, as described ,dodatok™). Vynimkou suU pripady
in the Protocol, for emergency changes popisané v protokole a tykajuce sa
necessary to protect the safety of the nidzovych zmien potrebnych na
Study Subjects (as defined in Section ochranu  bezpecnosti  tucastnikov
4, Subject Enrollment). klinického skusania (ako je definované

v Casti 4, Zarad'ovanie uastnikov).

3.2 No Additional Research. No additional | 3.2 Zikaz dodatodného vyskumu. Ziadny
research may be conducted on Study dodato¢ny vyskum nemoéze byt
Subjects (as defined in Section 4, vykonany na ucastnikoch klinického
Subject  Enrollment) during the skigania (ako su definovani v Casti 4),
conduct of the Study or on biological ani na biologickych  vzorkach
samples collected during the conduct odobratych poc¢as vykondvania tohto
of the Study unless it is approved by klinického skusania, pokial' nebude
Pfizer and documented as an odsthlaseny spolo¢nostou Pfizer a
Amendment to the Protocol or made zadokumentované vo forme dodatku k
subject to mutually agreeable terms protokolu, alebo ak sa na tom zmluvné
otherwise documented by the parties. strany nedohodli na zdklade vzdjomne

prijatelnych a zdokumentovanych
podmienok.

4,  Subject Enrollment. Principal Investigator | 4.  Zaradenie ucastnika. Hlavny skuaSajici a

zavizuju, Ze zaradia
ucastnikov  klinického
ski3ania poc¢as obdobia zarad'ovania
Specifikovaného  spolo¢nostou  Pfizer
okrem pripadu, ked” CRO po ziskani
pokynov od spolo¢nosti Pfizer zmeni toto
obdobie zarad’ovania pisomnym

indtiticia  sa
kvalifikovanych
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the Study (“Study Subject™).

oznamenim. Za kvalifikovaného ucastnika
sa povazuje osoba, ktord spiia vietky
kritéria protokolu na zaradenie do
klinického skusania (dalej ..ulastnik
klinického skii§ania™).

4.1

Multi-Center _Studies. CRO, upon
Pfizer’s prior instructions, may end
Study Subject enrollment early if the
total enrollment needed for a multi-
center study has been achieved before
the end of the enrollment period for
this Study.Multi-Center Studies. CRO,
upon Pfizer’s prior instructions, 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
before the end of the enrollment period
for this Study or before Principal
Investigator has enrolled the minimum
number of Study Subjects.

4.1

Multicentrické klinické skusania. Po
predchadzajiucom pokyne spolo¢nosti
Pfizer méze CRO ukonéit' nabor
ucastnikov  klinického  skusania
pred¢asne, ak bol dosiahnuty celkovy
po¢et ulastnikov, ktorych bolo
potrebné zaradit' do multicentrického
klinického skusania dosiahnuty pred
ukontenim obdobia zarad’'ovania do
tohto  klinického  skusania. Po
predchadzajicom pokyne spolo¢nosti
Pfizer méze CRO ukon¢it néabor
Gcastnikov  klinického  skd3ania
predcasne prostrednictvom pisomného
oznamenia hlavnému skasajicemu, ak
bol celkovy pocet ucastnikov
potrebnych  do  multicentrického
klinického skusania dosiahnuty pred
ukonenim obdobia zarad’ovania do
tohto  klinického sktsania alebo
predtym, nez hlavny skasajaci zaradil
minimalny pocet ucastnikov
klinického skusania.

5. Study Conduct

5. Vvkonévanie klinického skusania

5.1

Charging Study Subjects. 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 CRO under this Agreement or the
agreement between CRO and Principal
Investigator.

|

Poplatky od ucéastnikov klinického
skusania. Institacia nebude
ucastnikovi klinického sktisania alebo
platitelovi - tretej strane uctovat za
skadany liek (pozri Cast” 8, Skasany
liek), ani za ziadne sluzby, ktoré v
ramci tejto zmluvy alebo zmluvy
medzi CRO a hlavnym skusajicim
preplaca CRO.

4

Safety Measures and Serious Protocol
or ICH GCP Breaches. Institution will
inform CRO immediately of (a) any
urgent safety measures taken by

5.2

Bezpednostné opatrenia _a zivazné
porudenia protokolu alebo smernic
ICH GCP. Institacia bude okamzite
informovat CRO o (a) akychkol'vek
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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.

nalichavych bezpecnostnych
opatreniach, ktoré prijal hlavny
skudajici na ochranu uGcastnikov
klinického skusania pred
bezprostrednym nebezpecenstvom a
(b) akomkol'vek zavaznom poruseni
protokolu alebo smernic ICH GCP, o
ktorom sa inStiticia dozvie.

6. Data Protection and FDA Financial | 6. Ochrana tdajov a zverejnenie finanénych
Disclosure informdcii podl'a poziadaviek FDA

6.1 Personal Data. Pfizer and Institution | 6.1 Osobné udaje. Spolo¢nost’ Pfizer a
shall comply with the protection of indtitucia bude dodrziavat’ podmienky
personal data terms and obligations set a zavizky ustanovené v prilohe E
forth in Attachment E. tykajice sa ochrany osobnych udajov.
6.2 Financial Disclosure. Where the Study | 6.2 Finanéné priznanie. V pripade, ked’
is deemed by Pfizer to be a “covered spoloénost’ Pfizer usudi, ze klinické
study” for the purpose of the United skusanie ,,bude podlichat™ nariadeniu
States Food and Drug Administration WFinancné  priznanie  skusajicich®,
regulation entitled “Financial ktoré vydal Urad pre potraviny a lieky
Disclosure by Clinical Investigators™ USA (dalej ,nariadenie FDA”),
(the “FDA Regulation”), Principal hlavny skusajici zabezpeci, ze vietci
Investigator will ensure that any sub- spolusktsajici  zapojeni do tohto
investigator engaged in the Study who klinického  ska3ania,  ktori  su
is an Institution employee or zamestnancami  alebo  zmluvnymi
contractor agrees to disclose to CRO dodavateI'mi inStiticie, spristupnia
and Pfizer all relevant financial and CRO a spolo¢nosti Pfizer v3etky
other information (including details of relevantné finanéné a iné informacie
equity interests in Pfizer or any of its (vratane podielov na vlastnom imani
affiliates) relating to the sub- spolo¢nosti Pfizer alebo ktorejkol'vek
investigators (and, where relevant, z jej pridruZzenych spolo¢nosti), ktoré
spouse and dependants of sub- sa viazu k hlavnému skaGsajicemu
investigator) as required by CRO to alebo spoluskusajucim, podl'a dan¢ho
enable Pfizer to comply with the FDA pripadu (a tam, kde je to nalezité, aj k
Regulation. manzelovi/manzelke a  zavislym
osobam hlavného skusajuceho alebo
spoluskusajuceho), ako to vyzaduje
CRO, aby umoznilo spolo¢nosti Pfizer

konat v stlade s nariadeniami FDA.

7. Informed Consent and Subject | 7. Informovany suhlas a nabor tcastnikov.

Recruitment.
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7.1 Informed Consent. Institution will | 7.1 Informovany_suhlas. Institicia bude
cooperate with Principal Investigator spolupracovat’ s hlavnym skasajucim,
to ensure that a written informed aby sa zabezpedilo, ze od kazdého
consent is obtained for each Study ucastnika klinického skusania bol
Subject and that a signed original of ziskany pisomny informovany suhlas
that consent is maintained in that s icast'ou v klinickom skuasani, a ze
Study Subject’s record. CRO and/or podpisany original tohto sthlasu bude
Pfizer will provide a template uchovany v zaznamoch uGcastnika
informed consent document for the klinického skusania. CRO a/alebo
Study. Institution and Principal spolo¢nost’  Pfizer poskytne vzor
Investigator must not make any dokumentu informovaného sthlasu
changes to this document without the pre klinické skaSanie. Indtitucia a
prior written approval of the CRO or hlavny skasajuci nesmi menit’ tento
Pfizer (including any revisions made dokument  bez  predchadzajiceho
during the course of the Study) before pisomného suhlasu CRO alebo
the revised informed consent spolo¢nosti  Pfizer (to sa tyka aj
document is used for the Study. pripadnych  revizii v  priebehu

klinického skusania). Takyto suhlas je
potrebné  ziskat pred pouzitim
revidovaného dokumentu
informovaného sthlasu v klinickom
skusani.

7.2 Subject Recruitment. Institution will | 7.2 Néabor ucastnikov. Institiucia bude
cooperate with Principal Investigator spolupracovat’ s hlavnym skusajicim
to provide CRO an opportunity to pri  poskytnuti CRO  moznosti
review and approve the content of any skontrolovat’ a  schvalit  obsah
Study recruitment materials directed to akychkol'vek materidlov na nabor do
potential Study Subjects before such klinického skusania uréenych
materials are used. This requirement potencidlnym ucastnikom klinického
applies to all such materials, regardless skiania pred pouzitim  tychto
of medium. materidlov. Tato poziadavka sa

vztahuje na v3etky takéto materialy
bez ohl'adu na médium.

8. Investigational Drug. CRO will arrange for | 8. Skudany liek. CRO poskytne institicii

Institution Principal Investigato 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), CRO
will also arrange for Institution Principal
Investigator to receive at no charge, or will
cover the costs of, any other Protocol-
required drugs (e.g., placebo, comparator

hlavnému skusajucemu bezplatne
dostatoéné mnozstvo lieku spolo&nosti
Pfizer, ktory sa skima (dalej liek

spoloénosti Pfizer”) na vykonavanie tejto
klinického sktsania. Pokial nie je uvedené
v prilohe A (Rozpocet klinického skusania
a platobné¢ podmienky) inak, CRO tiez
zariadi, aby inStitucia hlavny sku3ajici
dostal bezplatne akékol'vek dalsie lieky
pozadované na zaklade protokolu (napr.
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drug, concomitant drug). Any other
Protocol-required drug that CRO or Pfizer
provides or covers the cost of is, together
with  the Pfizer Drug, considered
“Investigational Drug”.

placebo, porovnavaci liek, stibezny liek),
alebo uhradi ndklady na ich obstaranie.
Akykol'vek iny liek pozadovany na zdklade
protokolu, ktory CRO alebo spoloénost’
Pfizer poskytne, alebo v pripade ktorého
uhradi ndklady na zabezpecenie, sa spolu s
lickom spoloénosti Pfizer povazuje za
.skiasany liek”.

may provide, or arrange for a vendor to
provide, certain equipment (“Equipment”)

8.1 Custody and Dispensing. Institution | 8.1 Uchovédvanie a_vyddvanie. InStiticia
will, or will cooperate with Principal zabezpeci alebo bude spolupracovat’ s
Investigator to, maintain appropriate hlavhym  skaSajucim, aby tento
control of supplies of Investigational zabezpe¢il vhodni kontrolu stavu
Drug and will not administer or zasob skuSaného lieku a nepoda ani
dispense it to anyone who is not a nevyda ho nikomu, kto nie je
Study Subject, or provide access to it ucastnikom klinického skusania, ani
to anyone except Study personnel. neumozni pristup k lieku nikomu

inému okrem personalu klinického
skusania.

8.2 Use. Institution will ensure, or| 8.2 Pouzivanie. Institiicia zabezpedi alebo
cooperate with Principal Investigator bude spolupracovat s hlavnym
in ensuring, that Investigational Drug skusajucim, aby tento zabezpecil, Ze
is used only as specified in the skusany liek sa pouzije len v stlade s
Protocol. Any other use of protokolom. Akékol'vek iné pouzitie
Investigational Drug by an Institution skusaného lieku institiciou alebo
employee or contractor constitutes a zamestnancom ¢i zmluvnym
material breach of this Agreement. dodavatel'om, ktory je zamestnancom

institucie, predstavuje zavazné
porusenie tejto zmluvy.

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

vlastnictvo lieku spolo¢nosti Pfizer
ani ziadnych postupov vyroby ¢i
pouzitia lieku spolo¢nosti Pfizer.

9. Equipment or Materials. CRO or Pfizer | 9. Vybavenie a materidly. CRO alebo

spolo¢nost’ Pfizer moze poskytnit' alebo
moze prostrednictvom dodavatel'a

273629 B7841008 SVK INST CSA Bilingual 20231010 V1.0
Page 11 of 105




or proprietary materials for use by
Institution during the conduct of Study.
Such proprietary materials may include
computer software, methodologies, rating
scales and other instruments that are owned
or licensed for use by CRO or Pfizer
(collectively, “Materials™). Equipment or
Materials to be provided for the Study and
any requirements relating to them are
described in Attachment C, Equipment and
Materials which is incorporated into this
Agreement by reference.

poskytovat urCité vybavenie (d'alej
,»vybavenie”) alebo materialy duSevného
vlastnictva na pouzitie inStiticiou pocas
vykonavania tohto klinického skusania. K
takymto materidlom dusevného vlastnictva
patri  pocitatovy softvér, metodiky,
stupnice hodnotenia a iné néstroje, ktoré su
vlastnictvom CRO alebo spolo¢nosti Pfizer
alebo na ktoré vlastni CRO alebo
spolo¢nost’ Pfizer licenciu na pouzivanie
(spolocne ,,materialy”). Vybavenie alebo
materialy poskytnuté na pozitie pocas
vykonavania klinického skusania a
akékol'vek s nimi stvisiace poziadavky s
uvedené v prilohe C, Vybavenie a
materialy, ktora je do tejto zmluvy zahrnuta
formou odkazu.

. Confidential

Information. During the
course of the Study, Institution may
receive, generate, or have access to

information that is confidential to CRO,

. Doverné informacie. Pocas celého trvania

klinického sku3ania moéze institicia
obdrzat, vytvorit alebo mat' pristup k
informaciam, ktoré si doverné pre CRO,

Pfizer, or a Pfizer affiliate. spolo¢nost  Pfizer alebo  sestersku
organizaciu spoloZnosti Pfizer.

10.1  Definition. Except as specified in| 10.1  Definicia. Okrem ustanoveni
Section 10.2, Exclusions, below, uvedenych niz§ie v cCasti 10.2,
“Confidential Information™ includes: Vynimky, k ,,dévernym informaciam™

patria:

a. the Protocol, a. protokol,

b the Investigator Brochure, b priru¢ka pre skusajiiceho,

Study Data (as defined in Section 11, udaje klinického skasania (definované

Study Data, Biological Samples, and nizsie v Casti 11, Udaje klinického

Study Records below), sk(3ania, biologické vzorky a
zaznamy klinického skusania),

d. Biological Sample Analysis Data (as | d. Udaje z analyz biologickych vzoriek
defined in Section 11, Study Data, (definované nizsie v &asti 11, Udajc
Biological ~Samples, and Study klinického  skudania,  biologické
Records, below), vzorky a zaznamy  klinického

skusania),

e. Attachment A (Study Budget and | e. priloha A  (Rozpocet klinického
Payment Terms) to this Agreement, skusania a platobné podmienky) k tejto
and zmluve a

f. any other information related to the | f. vietky dalSie informécie suvisiace s

Study, the Pfizer Drug, or CRO,

klinickym skiisanim, lickom
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Pfizer, or Pfizer affiliate technology,
research, or business plans that CRO,
Pfizer, or a Pfizer affiliate provides to
Principal Investigator or Institution in
writing or other tangible form and
marks as CONFIDENTIAL or initially
discloses orally and then summarizes
and confirms in  writing as
CONFIDENTIAL within 30 days after
the date of oral disclosure. Information
of the type described in this Section
10.1.1. that is disclosed orally will also
be considered Confidential
Information even if not later confirmed
in writing if the confidential nature of
the disclosure is reasonably apparent
to the other party.

spolo¢nosti Pfizer alebo S
technoldgiou, vyskumom, obchodnym
planom CRO, spolo¢nosti Pfizer alebo
pobocky spolo¢nosti Pfizer, ktoré
CRO, spolo¢nost Pfizer alebo jej
pobotka poskytne hlavnému
skusajicemu alebo institicii pisomne
alebo v inej hmotnej podobe a oznadi
ako DOVERNE, alebo ktoré najprv
oznami ustne a neskor zhrnie a potvrdi
pisomne ako DOVERNE do 30 dni od
détumu udstneho oznamenia. Typ
informécii popisanych v tejto ¢asti
10.1.f, ktoré su poskytnuté ustne, budu
tie povazované za doverné informacie,
a to aj v pripade ak nebudu neskor
potvrdené pisomne, ak je ich doverny
charakter druhej zmluvnej strane
dostatone zrejmy.

10.2  Exclusions. Confidential Information | 10.2  Vynimky. Medzi doverné informdcie
does not include information that: nepatria informécie, ktoré:

a. is in the public domain at the time of . st verejne dostupné v case ich
disclosure or during the term of this spristupnenia alebo v priebehu tohto
confidentiality obligation by means zéviizku zachovania dévernosti, ale
other than breach of this Agreement by nestali sa verejne zname porusenim
Institution, tejto zmluvy intiticiou,

b. is already known to Institution at the . s indtiticii zname uz v c&ase ich
time of disclosure and is free of any spristupnenia a nevztahuje sa na ne
obligations of confidentiality, Ziaden zavizok zachovania

dovernosti,

c. is obtained by Institution, free of any . institdcia ich ziskala bez akychkol'vek
obligations of confidentiality, from a zévizkov zachovania dévernosti od
third party who has a lawful right to tretej strany, ktora ma zakonné pravo
disclose it, or ich poskytovat, alebo

d. is independently developed, as . ktoré nezavisle vytvoria osoby v ramci
documented by written records, by indtiticie, ktoré nemaju pristup k
individuals within Institution who had dovernym informaciam, ako je
no access to Confidential Information. zdokumentované pisomnymi

zdznamami.
10.3  Confidentiality of Personal Data. All | 10.3  Ddvernost osobnych udajov. V3etky

Personal Data (as defined in
Attachment E) that Institution collects,
processes, stores, transfers, or uses in

osobné udaje (ako su definované v
Prilohe E), ktoré institucia ziska,
spracuje, uchovdva, prenesie alebo
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connection with the conduct and
reporting of the Study is also to be
identified and treated as Confidential
Information for the purposes of this
Agreement.

pouzije v suvislosti s vykonavanim
tohto klinického skusania
a s podavanim hlaseni o klinickom
skusani, su pre tcely tejto zmluvy tiez
identifikované a naraba sa s nimi ako s
dévernymi informaciami.

disclosure of Confidential 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:

10.4  Obligations of Confidentiality. Unless | 10.4  Povinnost’ zachovania _ddvernosti
CRO or Pfizer provides prior written informécii. Bez poskytnutia
consent, Institution may not use pisomného suhlasu CRO a/alebo
Confidential Information for any spolo¢nostou Pfizer nesmie intiticia
purpose other than that authorized in pouzivat ddéverné informacie na
this Agreement, nor may Institution ziaden iny ucel, ako na ucel schvaleny
disclose Confidential Information to touto zmluvou, a nesmie ddverné
any third party except as authorized in informacie poskytnat' tretej strane s
this Agreement or as required by law, vynimkou pripadov, ktoré povoluje
including applicable regulations. tato zmluva alebo ktoré vyzaduji

pravne predpisy.

a. CRO and Pfizer specifically authorize | a. CRO a Pfizer vyslovne povoluju
publication of a redacted version of zverejnenie upravenej verzie tejto
this Agreement strictly in accordance zmluvy  striktne v sulade s
with the provisions of Section 15.2) ustanoveniami Casti 15.2)

b. CRO and Pfizer specifically authorize | b. CRO a spolo¢nost’ Pfizer konkrétne
any required disclosure of schvaluje  poskytnutie  dovernych
Confidential Information to informacii SUKL /nezavislej etickej
SUKL/IEC or regulatory authority komisii (NEK) alebo zastupcom
representatives. prislu$ného regulaéného organu.

c. Permitted uses of Study Data and | c. Povolené spdsoby pouzitia udajov
Biological Sample Analysis Data are klinického skusania a udajov z analyz
described in Section 15 (Publications) biologickych vzoriek st uvedené v
of this Agreement, and use of Personal Casti 15 (Publikdcie) a pouzitia
Data is discussed in Section 6 (Data osobnych udajov v ¢asti 6 (Ochrana
Protection and FDA  Financial Gdajov a poskytnutie financnych
Disclosure). iidajov uradu FDA) tejto zmluvy.

10.5  Disclosure Required by Law. If| 10.5  Poskytnutie informdcii na ziklade

poziadaviek pravnych predpisov. Ak
pravne predpisy vyzaduju poskytnutie
dovernych informacii institiciou vo
vd¢Som rozsahu, ako povoluje tato
zmluva, nepovazuje sa takéto
poskytnutie informacii za porusenie
tejto zmluvy za predpokladu, ze
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intiticia:

a. notifies CRO in writing as far as

possible in advance of the disclosure
so as to allow CRO or Pfizer to take
legal action to protect its Confidential
Information,

. pisomne upozorni CRO s ¢o najvi¢sim

predstihom pred poskytnutim
informécii tak, aby CRO alebo
spolo¢nost’ Pfizer mohla podniknut
pravne kroky na ochranu svojich
dovernych informacii,

. discloses

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

. poskytne iba tie doverné informacie,

ktoré su pozadované na splnenie
zakonnej poziadavky a

. continues to

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

nad’alej zachova ddvernost’ tychto
dovernych informacii pred vietkymi
ostatnymi tretimi stranami.

10.6  Survival _of  Obligations. For | 10.6 Pretrvanie povinnosti. Povinnost’
Confidential Information other than nepouzivat’ a neposkytovat doverné
Personal Data (as defined in informacie s vynimkou osobnych
Attachment E), Study Data, and udajov (ako su definované v Prilohe
Biological Sample Analysis Data (as E), udajov klinického ski3ania a
defined in Section 11, Study Data, udajov z analyz biologickych vzoriek
Biological Samples, and Study (ako je definované v &asti 11, Udaje
Records), these obligations of nonuse klinického  skd3ania,  biologické
and nondisclosure survive termination vzorky a  zaznamy  klinického
of this Agreement and continue for a skusania) trva aj po ukonceni tejto
period of five years after termination. zmluvy po dobu piatich rokov po jej
Confidentiality obligations for skonceni. Zavizok zachovania
Personal Data, Study Data, and dovernosti osobnych udajov, udajov
Biological Sample Analysis Data klinického skusania a udajov z analyz
survive for as long as Institution biologickych vzoriek trva dovtedy,
retains this information, subject to the kym inStiticia tieto informacie
permitted wuses and disclosures uchovdva, s vynimkou povolenych
described in Attachment E and Section sposobov  pouzitia a zverejnenia
15 (Publications) of this Agreement. informacii uvedenymi v Prilohe E a v

Casti 15 (Publikacie) tejto zmluvy.

10.7  Return of Confidential Information. If | 10.7  Vratenie dévernych informdcii. Ak

requested by CRO and/or Pfizer in
writing, Institution will return all
Confidential Information in its
possession or control except that
required to be retained at the Study site
by applicable regulation. However,
Institution may retain a single archival

CRO al/alebo spolo¢nost  Pfizer
poziada o  vratenie dovernych
informdcii, in8titicia vrati vSetky

doverné informacie, ktoré si v jej
vlastnictve alebo pod jej kontrolou, s
vynimkou informacii, ktorych
uchovanie na pracovisku klinického
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copy of the Confidential Information
to determine the scope of obligations
incurred under this Agreement.
Institution further agrees to cooperate
with CRO and/or Pfizer, on request, to
help ensure return of Confidential
Information in the possession or
control of Principal Investigator,
except for that required to be retained
by an investigator and an archival copy
for determining the scope of Principal
Investigator’s obligations under the
agreement between CRO and Principal
[nvestigator.

skusania vyzaduje platny predpis.
Intitacia si vSak moze ponechat’ jednu
kopiu dovernych informacii na
archivaciu, aby mohla uréit’ rozsah
povinnosti  vyplyvajucich z tejto
zmluvy. InStitacia d'alej suhlasi, ze
bude na poziadanie spolupracovat’ s
CRO a/alebo spolo¢nost'ou Pfizer, aby
pomohla zabezpecit’ vratenie
dovernych informacii, ktoré st vo
vlastnictve alebo pod kontrolou
hlavného skusajuceho. okrem tych,
ktoré skusajuci musi uchovat, ako aj
archivnej kopie na stanovenie rozsahu
povinnosti hlavného skusajuceho v
ramci zmluvy medzi CRO a hlavnym
skasajucim.

Study Data. Biological Samples, and

Study Records

Udaje klinického skii$ania. biologické
vzorky a zaznamy klinického skidania

Study Data. During the course of the
Study, Principal Investigator has
agreed to collect certain data, and
submit it to CRO, Pfizer or Pfizer’s
agent (“Study Data™) as specified in
the protocol. Study Data may include

Personal Data of Study Subjects.
Principal Investigator will ensure
accurate and timely collection,

recording, and submission of Study
Data, including adhering to timelines
for data entry set out in the CRF
Completion Requirements document
provided to Principal Investigator by
CRO or Pfizer. Institution will
cooperate with Principal Investigator
if and as needed to facilitate
compliance by Principal Investigator
with this obligation.

Jormuldarov

Udaje klinického skugania. Hlavny
skusajuci suhlasi, Ze pocas klinického
skusania zhromazdi urcité udaje, ako
st 3pecifikované v protokole, a
predlozi ich CRO, spolo¢nosti Pfizer
alebo zastupcovi spoloénosti Pfizer
(d'alej ,,idaje klinického skuSania™).
K adajom klinického sktsania mozu
patritt osobné udaje ucastnikov
klinického skusania. Hlavny ska3ajuci
zabezpedi presné a vasné
zhromazd'ovanie, zaznamendvanie a
predkladanie  udajov  klinického
skusania vratane dodrziavania
¢asového harmonogramu zadavania
udajov stanoveného v dokumente
PozZiadavky na vyplnenie zaznamovych
ucastnika  klinického
skusania alebo v inom dokumente,
ktory poskytne hlavnému skusajucemu
CRO alebo spolo¢nost  Pfizer.
Indtitdcia  bude spolupracovat s
hlavhym skuSajucim, ak to bude
potrebné a podla potreby, pri
zabezpeteni dodrziavania povinnosti
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hlavného skusajuceho.

d.

Ownership of Study Data. Subject to

Principal Investigator’s right to use
Study Data to publish the results of the
Study (see Section 15, Publications),
Pfizer is the exclusive owner of all
Study Data.

Vlastnictvo udajov klinického
skudania. S vynimkou prava hlavného
skusajiiceho pouzivat’ udaje

klinického skusania na publikovanie
vysledkov klinického sku3ania (pozri
¢ast 15, Publikacie), vyhradnym
vlastnikom vietkych Gdajov
klinického skusania je spolo¢nost
Pfizer.

Medical Records. Study Subject-
related medical records that are not
submitted to CRO or Pfizer may
include some of the same information
as is included in Study Data; however,
neither CRO nor Pfizer makes any
claim of ownership to those documents
or the information they contain,

Lekarske zdznamy. Lekarske zaznamy
ucastnikov klinického skusania, ktoré
nebudi predlozené CRO alebo
spolo¢nosti Pfizer, mdézu obsahovat’
niektoré informacie, ktoré st rovnaké
ako informdacie zahrnuté v udajoch
klinického  skisania. CRO  ani
spolo¢nost’ Pfizer si viak napriek tomu
nerobia Ziadny narok na vlastnictvo
tychto dokumentov ani informacii,
ktoré obsahuj.

Data Review by CRO. CRO and/or
Pfizer will review the Study Data it
receives on an ongoing basis. CRO
and/or 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). CRO and/or Pfizer has
further committed to promptly notify
Principal Investigator of any other new
information of which CRO and/or
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 CRO
and/or Pfizer under this provision with
[nstitution.

Kontrola udajov zo strany CRO. CRO
a/alebo  spolo¢nost’ Pfizer bude
priecbezne kontrolovat' prijaté udaje
klinického skusania. CRO a/alebo
spoloénost Pfizer bude dodrziavat
prislusné pravne predpisy vyzadujuce,
aby zcastnenych skusajicich
oboznamila s novymi informaciami o
bezpe¢nosti lieku spolo¢nosti Pfizer
(v stlade s definiciou v Casti 8 tejto
zmluvy). CRO al/alebo spolo¢nost’
Pfizer sa dalej zavdzuje, Ze
bezodkladne = oznami  hlavnému
skusajucemu vsetky dalSie nové
informéacie, o ktorych sa CRO a/alebo
spolo¢nost’ Pfizer dozvie, a ktoré by
mohli ovplyvnit bezpe¢nost’
ucastnikov klinického skusania alebo
vykonavanie klinického skusania.
Hlavny skusajuci suhlasi, Zze bude
zdiel'at’ s inStiticiou informdcie, ktoré
dostal od CRO a/alebo spolo¢nosti
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Pfizer, v stlade s tymto ustanovenim.

d. Study Results. After analysis of Study

Data from all sites is complete, CRO
or 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,
CRO or 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.

Vysledky klinického skusania. Po
dokonceni analyzy tdajov klinického
skiSania zo vSetkych centier CRO

alebo spolo¢nost’ Pfizer poskytne
hlavnému skasajicemu stuhrn
celkovych  vysledkov  klinického

ska3ania a hlavny ska3ajuci suhlasi s
tym. Ze bude tento sthrn zdiel'at’ s
inStiticiou. Ak by vysledky mohli
ovplyvnit'  bezpecnost' uéastnikov
klinického skusania, CRO alebo
spolo¢nost’ Pfizer po konzultacii so
SUKL/NEK, ak to bude pouzitelné, v
spolupraci s hlavnym skusajicim
alebo indtituciou zabezpeci, aby
hlavny skasajuci alebo institacia tieto
vysledky primerane oznamili
ucastnikom klinického skasania do
dvoch rokov po ukonéeni klinického
skusania.

11.2

Biological Samples. If so specified in
the Protocol and the informed consent
document, Principal Investigator may
collect and provide to CRO, 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.

11.2

Biologické vzorky. Ak je to uvedené v
protokole a v dokumente
informovaného sthlasu, méze hlavny
skadajici odoberat a poskytovat
CRO, spolocnosti Pfizer alebo nimi
menovanému zastupcovi biologické
vzorky (napr. krv, mo¢, tkanivo, sliny
atd’.) ziskané od ucastnika klinického

skisania na testy, ktoré priamo
nesuvisia so starostlivostou o
ucastnikov alebo sledovanim

bezpecnosti, ako su farmakokinetické,
farmakogenomické  testy  alebo
testovanie inych biomarkerov (d’alej
.biologické vzorky”). Biologické
vzorky mozu obsahovat’ osobné tdaje
ucastnikov klinického skusania.

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.
CRO and Pfizer will use Biological

[nstitacia nebude
pouzivat’ biologické vzorky ziskané v
sulade s protokolom ziadnym inym
sposobom ani na ziadny iny ucel, nez
je _popisany v protokole. CRO a
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Samples only in ways permitted by the
informed consent under which they
were obtained.

spolo¢nost” Pfizer pouziju biologické
vzorky iba sposobmi povolenymi v
dokumente informovaného suhlasu, na
zdklade ktorého boli ziskané.

. Analysis Data. CRO, Pfizer, or their

designees will test Biological Samples
as described in the Protocol. Unless
otherwise specified in the Protocol,
neither CRO nor Pfizer plan to provide
the results of these tests (“Biological
Sample Analysis Data™) to the
Principal Investigator, Institution, or
Study Subject. If CRO or 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.

. Udaje_z analyzy. CRO, spolo¢nost’

Pfizer alebo osoby menované
spolo¢nostiou Pfizer budu analyzovat
biologické vzorky spésobom
popisanym v protokole. Pokial nie je v
protokole uvedené inak, CRO ani
spolo¢nost’ Pfizer nemaji v plane
poskytnat’ vysledky tychto testov
(dalej ,,idaje z analyzy biologickych
vzoriek™) hlavnému skdsajicemu,
intitacii, ani G¢astnikom klinického
skadania. Ak CRO alebo spolo¢nost’
Pfizer poskytne udaje z analyzy
biologickych  vzoriek  hlavnému
skadajicemu, budi sa na tieto udaje
vztahovat podmienky povoleného
pouzitia uvedené v &asti 11.1 (Udaje
klinického skugania) tejto zmluvy,

c. Ownership. Pfizer is the exclusive

owner of all Biological Samples and
Biological Sample Analysis Data.

. Vlastnictvo.

Spoloénost’  Pfizer je
vyhradnym  vlastnikom  v3etkych
biologickych vzoriek a udajov z
analyzy biologickych vzoriek.

11.3

Study Records. Institution, on behalf
of Principal Investigator and itself,
will retain each Study Subject’s Study
records, which include the Principal
Investigator’s copies of all Study Data
as well as relevant source documents
(collectively, “Study Records™),
under storage conditions conducive to
their stability and protection, for a
period of 15 years after termination of
the Study. Institution agrees to contact
Pfizer at
InvestigatorRecords@Pfizer.com

prior to destroying any Study Records
and further agrees to permit Pfizer to
ensure that the Study Records are
retained for a longer period if

11.3

Zaznamy klinického sktsania.
Indtiticia bude v mene hlavného
skiifajuceho a vo svojom vlastnom
mene uchovavat' zdznamy kazdého
ucéastnika klinického skusania, ktoré
obsahuju  kopie vsetkych udajov
klinického skusania hlavného
skudajuceho, ako aj relevantné
zdrojové dokumenty (spolu ,,zdiznamy

klinického skiSania™), za takych
podmienok uchovavania, ktoré
zabezpecuju  stabilitu a ochranu

adajov, po dobu 15 rokov po ukonceni
klinického skugania. Institicia suhlasi
s tym, Ze pred zni¢enim akychkol'vek
Zdznamov bude kontaktovat’
spolocnost  Pfizer na  adrese
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necessary, at Pfizer’s expense, under
an arrangement that protects the
confidentiality of the records (e.g.,
secure off-site storage).

InvestigatorRecords@Pfizer.com, a
d'alej sthlasi tiez s tym, ze umozni
spolo¢nosti Pfizer zaistit’ na naklady
spolocnosti Pfizer uchovanie
zaznamov po dlhsiu dobu, pricom
musia byt podniknuté také opatrenia,
ktoré budu chranit’ dévernu povahu
zaznamov (napr. zabezpecené
uchovanie mimo pracoviska sklsania).

12. Monitoring, Inspections, and Audits 12, Monitorovanie, inSpekcie a audity
12.1  Monitoring. CRO intends to monitor | 12.1  Monitorovanie. ~Klinické ska3anie
Study conduct. Pfizer, or an external bude monitorovat’ CRO. Okrem toho
service provider acting on its behalf, ma spolo¢nost’ Pfizer alebo externy
has the right, but not the obligation, to poskytovatel' sluzieb konajuci v jej
co-monitor  the  Study.  Upon mene pravo, nie v3ak povinnost,
reasonable notice and during regular vykonat’ subezny monitoring
business hours, Institution will permit klinického skuSania. Na zdklade
CRO or Pfizer representatives access primeraného oznamenia a v beZnej
to necessary Institution premises, pracovnej dobe institicia umozni
facilities,  pseudonymized  Study zastupcom CRO alebo spolocnosti
Records, sub-investigators, and Pfizer vstup do  akychkol'vek
research staff as required to monitor nevyhnutnych priestorov, k
Study conduct. CRO or Pfizer will zariadeniam, pristup k
promptly notify Principal Investigator pseudonymizovanym zdznamom
of any monitoring findings that could klinického skusania, k
affect the safety of Study Subjects or spoluskt$ajucim a personalu skusania
influence the conduct of the Study. podla potreby na monitorovanie
Principal Investigator has agreed to vykonavania klinického skusania.
share this information with Institution CRO alebo  spolotnost  Pfizer
and may inform Study Subjects of bezodkladne  oznami  hlavnému
such findings as appropriate. skusajucemu  akékol'vek  zistené
vysledky monitorovania, ktoré by
mobhli ovplyvnit bezpecnost’
ukastnikov alebo vykonavanie
klinického skasania. Hlavny skusajaci
suhlasi, Zze bude zdielat’ tieto
informacie s inStiticiou a moze
informovat’  Gcastnikov  klinického
skusania o takychto zisteniach, ak je to
vhodné.
12.2  Pfizer Representative Personal Data. | 12.2 Osobné udaje zastupcov spoloénosti

If in the support of a clinical trial,
Pfizer representatives are required to

Pfizer. Ak pre potreby klinického
skisania sa od zastupcov spolo&nosti
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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:

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

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

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

take appropriate measures to protect
against any unauthorized use or
disclosure of Pfizer Representative
Personal Data and will promptly notify
Pfizer of any breach of this provision.

c.zmluvne

Pfizer vyzaduje poskytnut' institucii
akékol'vek osobné udaje vritane, nie
viak  vylucne, mena, adresy,
telefonneho ¢isla, rodného ¢isla alebo
ddtumu narodenia (d'alej ,,0sobné
udaje zastupcov spolo¢nosti
Pfizer®), indtitucia

bude chranit’ dovernost' osobnych
udajov zastupcov spolo¢nosti Pfizer
prostrednictvom  rovnakych alebo
podobnych Standardov, ktoré institicia

uplatiuje pri  svojich  vlastnych
zamestnancoch;
b.nebude preddvat ani zverejiovat’

osobné udaje zastupcov spolo¢nosti
Pfizer akejkol'vek tretej strane, pokial
si to nevyZaduje zékon;

ulozi podobné =zavizky
tykajuce sa dovernosti a bezpeénosti
kazdému zmluvnému dodavatelovi
sluzieb, ktorému institicia mozZe
poskytovat osobné udaje zastupcov
spolo¢nosti Pfizer;

d.prijme primerané opatrenia na ochranu

pred neopravnenym pouzivanim alebo
zverejiiovanim  osobnych  udajov
zéstupcov  spolo¢nosti  Pfizer a
bezodkladne  oznami  spolo&nosti
Pfizer  kazdé  porusenie  tohto
ustanovenia.

12.3

Inspections _and Audits. Institution
acknowledges that the Study is subject
to inspection by regulatory authorities
worldwide, including the United States
FDA, and that such inspections may
occur after completion of the Study
and may include auditing of Study
Records. CRO or Pfizer may also audit
Study Records during or after the
Study as part of its monitoring of
Study conduct.

12:3

Inipekcie a audity. Indtiticia berie na

vedomie, Ze klinické skuasanie
podlicha  in3pekcii  regula¢nych
organov na celom svete, vratane

amerického aradu FDA, a Ze sa takéto
inspekcie  moézu  vykonat aj po
skonceni klinického skuSania a ich
sudastou modze byt audit zdznamov
klinického skusania. CRO alebo
spolo¢nost Pfizer moze tiez vykonat
audit zaznamov klinického skusania
pocas klinického skuSania alebo po
ukon¢eni klinického sktsania v ramci
monitorovania vykondavania
klinického skiania.
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. Notification. Institution will notify
CRO, or confirm that Principal
Investigator has done so, as soon as
reasonably possible if the site is
inspected or if Institution learns that it
is scheduled to be inspected by a
regulatory authority in relation to the
Study.

. Oznamenia. InStiticia ¢o najskor

oznami CRO alebo potvrdi, ze hlavny
skusajici oznamil, Ze na pracovisku
skadania prebieha in$pekcia, alebo ak
indtitGcia zisti, Zze je planovana jej
in§pekcia regulaénym organom v
suvislosti s tymto klinickym skasanim.

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

. Pravo na pritomnost’. Ak to nezakazuje

zakon, spolo¢nost’ Pfizer alebo CRO
bude mat’ pravo na pritomnost’ alebo
ucast’ svojich zastupcov pri takejto
in§pekcii, audite, vySetrovani alebo
regulacnom zasahu.

. Cooperation. Institution will cooperate
with regulatory authority and CRO or
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.

. Spolupraca. Indtitucia bude

spolupracovat’ s regulaénym organom
a zastupcami CRO alebo spolo¢nosti
Pfizer a hlavnym skusajicim v pripade
akychkol'vek takychto in3pekcii a
auditov.  InStiticia  bude  tiez
spolupracovat’ s hlavnym sku3ajacim
pri  zabezpeteni, Zze  zaznamy
klinického skuSania su uchované
sposobom, ktory takéto c¢innosti
umoziuje.

. Resolution of Discrepancies.
Institution  will  cooperate  with
Principal Investigator in the prompt
resolution of any discrepancies that are
identified between the Study Data and
the Study Subject’s medical records.

. Vyriedenie nezrovnalosti. In&titicia

bude spolupracovat s  hlavnym
skusajucim pri urychlenom vyriedeni
akychkol'vek nezrovnalosti zistenvch
medzi udajmi klinického skusania a
zdravotnymi zdznamami ucastnika
klinického sku$ania.

. Inspection Findings and Responses.
Institution will promptly forward to
CRO and 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

. Nalezy __inSpekcie a  odpovede.

InStitacia bezodkladne odovzda alebo
potvrdi, ze hlavny skuajuci odovzdal,
CRO a spolo¢nosti Pfizer kopie
vietkych nalezov in3pekcie, ktoré
inStiticia obdrzi od regulaéného
organu v suvislosti s klinickym
skuSanim. Institacia bude tiez podla
potreby spolupracovat’ SO
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Principal Investigator forwards any
inspection findings that Principal
Investigator alone receives in relation
to the Study. Whenever feasible and
permitted by law, Institution will
providle CRO and Pfizer with an
opportunity to prospectively review
and comment on any Institution
responses to regulatory authority
inspections in regard to the Study.

spolo¢nostou Pfizer, aby pomohla
zabezpetit', Ze hlavny skasajuci posle
akékol'vek zistenia inSpekcie, ktoré
dostal len hlavny skusajuci, a ktoré sa
tykaju tohto klinického skusania. Vzdy
ked” to bude mozné a povolené
zakonom, inétiticia umozni CRO a
spolo¢nosti Pfizer prilezitost’
skontrolovatt  a  pripomienkovat
akékol'vek odpovede indtiticie na
in§pekcie regulatného organu v
suvislosti s klinickym sku$anim

124  Studv Conduct Evaluations. CRO,
Pfizer or Pfizer’s external service
providers may document and evaluate
the performance of Institution and
Principal Investigator in the conduct of
the Study. CRO and Pfizer will use
these evaluations solely for internal
purposes.

12.4 Hodnotenia vykondvania klinického

skasania. CRO alebo spolo¢nost’
Pfizer alebo externi poskytovatelia
sluzieb spolo¢nosti  Pfizer mozu
zdokumentovat’ a vyhodnotit' vykon
hlavného skusajiceho a institicie pri
vykonavani klinického skasgania. CRO
a spolo¢nost’ Pfizer pouziju vsetky
tieto hodnotenia len pre interné
potreby.

13. Remedies for Breach of Certain Study

13. Opravné prostriedky v pripade poruseni

Obligations. In the event Institution fails to
comply with any of its obligations set out in
Sections 3 (Protocol), 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 CRO
and Principal Investigator, the following
will apply. In addition to its right to
terminate the Study immediately under
Section 18.1.¢(2), CRO will have recourse
to either or both of the following alternative
remedies:

niektorych povinnosti v _ramei klinického
skudania. V pripade, Ze inStitucia nedodrzi
niektoru zo svojich povinnosti uvedenych v
¢astiach 3 (Protokol), 7 (Informovany suhlas
a nabor u&astnikov), 11 (Udaje klinického
skasania, biologické vzorky a zaznamy
klinického skasania) a 12 (Monitorovanie,
in§pekcie a audity) tejto zmluvy alebo
poziadavky protokolu tykajice sa hlasenia
neziaducich  udalosti, vykonavania
klinického skusania v stlade s etickymi
principmi a kontroly SUKL/NEK, alebo
hlavny skasajuci nedodrzi svoje
porovnatel'né povinnosti uvedené v zmluve
medzi CRO a hlavnym skusajicim, bude
platit' nasledujice. CRO ma okrem svojho
prava okamzite ukonéit' klinické skuSanie
podl'a ¢asti 18.1.c(2) pravo na jeden alebo
obidva nasledujuce alternativne napravné
opatrenia:
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a. Suspension of Study  Subject pozastavenie zarad’ovania tcastnikov,
enrollment, if the Study is not yet fully ak do klinického skusania este nebol
enrolled, and zaradeny plny podet ticastnikov a

b. Suspension of payment to Institution pozastavenie platby intitacii a
and Principal Investigator hlavnému skusajicemu
Any suspension of enrollment or Akékol'vek pozastavenie zarad’ovania
payment will continue until Institution alebo platieb bude trvat, az kym
and Principal Investigator return to inStiticia a hlavny skusajici znovu
compliance  with  their  Study neza¢nu dodrziavat' svoje zavizky v
obligations, as determined by CRO. ramci  klinického skaSania podla
Use of either or both of the above posidenia CRO. Pouzitie jedného
remedies does not preclude CRO or alebo obidvoch napravnych opatreni
Pfizer from exercising its right to nebrani CRO, aby si uplatnila svoje
immediately terminate the Study if prava okamzite ukon¢it klinické
Institution and Principal Investigator skusanie, ak indtiticia a hlavny
do not both become compliant. skusajuci opit’ neuvedu svoje konanie

do stiladu so zmluvou.

14. Inventions 14. Vynilezy

14.1  Notification. If the conduct of Study | 14.1  Oznamenie. Ak je vysledkom
results in any invention or discovery of vykonavania  klinického  sku3ania
which Institution is aware, whether akykol'vek vyndlez alebo objav,
patentable or not (“Invention™), ktorého si je inStitucia vedoma, ¢i uz
Institution will promptly inform CRO. je, alebo nie je patentovatelny (d’alej

»vynalez”), bude o fiom indtiticia
bezodkladne informovat' CRO.

142 Assignment. Institution will assign, or | 14.2  Postipenie. Institicia postupi alebo
ensure that all inventors who are zabezpeCi, Zze v3etci vynalezcovia,
employees or contractors of Institution ktori su  zamestnancami alebo
assign, all interest in any such zmluvnymi dodavatelmi institicie,
Invention to Pfizer, free of any postupia vietky priava na takyto
obligation or consideration beyond vynalez  spoloCnosti  Pfizer bez
that provided for in this Agreement. akéhokol'vek zavizku alebo thrad nad

ramec uvedeny v tejto zmluve, alebo
zaisti, aby tak urobili.

14.3  Assistance. Institution will provide | 14.3  Pomoc. Institicia poskytne
reasonable assistance to Pfizer in filing spolo¢nosti Pfizer primerani pomoc
and  prosecuting  any  patent pri poddvani patentovej prihlasky

applications relating to Invention, at
Pfizer’s expense.

vynalezu a konani v savislosti s fiou,
pricom vydavky hradi spolo¢nost
Pfizer.
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15. Publications.

15.1

Publication 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 CRO and  Principal
Investigator.

Publication of Redacted Agreement.

On or before execution of this
Agreement, CRO will provide
Institution with a redacted version of
the Agreement in Slovak only in PDF
format (“Redacted Agreement”),
having removed any information
which in CRO’s or Pfizer’s reasonable
opinion constitutes a CRO or Pfizer
trade secret. Within 5 days of receipt
of the Redacted Agreement, Institution
will publish the Redacted Agreement
in the contract registry maintained by
the Government Office of Slovakia
(“*Contract Registry”) in accordance
with Act 211/2000 Coll. on Contract
Registry. Institution will provide
CRO with evidence of publication of
the Redacted Agreement as soon as is
reasonably practicable. If CRO does
not receive evidence of publication of
the Redacted Agreement within 7 days
of receipt of the Redacted Agreement
by Institution, CRO or Pfizer will be
entitled to publish the Redacted
Agreement in the Contract Registry.
The parties acknowledge that the
Agreement is not valid until published
in the Contract Registry and agree that
no contracted Study-related activities

15.

15.1

15.2

Publikicie.

Spoloénost’ Pfizer podporuje
uplatiiovanie akademickej slobody a
nebude mat’ vyhrady, ak bude hlavny
skusajuci publikovat  vysledky
klinického skusania na zdklade
informacii, ktoré zhromazdil alebo
vytvoril, bez ohladu na to, ¢i su
vysledky priaznivé pre liek
spolo¢nosti Pfizer. Poziadavky
spojené s takymito publikdciami su
uvedené v Casti 15 (Publikécie)
zmluvy medzi CRO a hlavnym
skusajucim

Zverejnenie upravenej zmluvy. Pri
alebo pred podpisanim tejto zmluvy
CRO poskytne indtitucii upravenu
verziu zmluvy v slovenskom jazyku
iba vo formate PDF (dalej len
Lupravena zmluva®), pricom odstrani
vietky informacie, ktoré¢ podla CRO
alebo spoloénosti Pfizer predstavuju
obchodné tajomstvo CRO alebo
spolo¢nosti Pfizer. Institacia do 5 dni
od dorufenia upravenej zmluvy
zverejni upravent zmluvu v registri
zmliv vedenom Uradom vlady SR
(dalej len ,Register zmluv*) v stlade
so zikonom ¢.211/2000 Z.z. o registri
zmlav. Institucia poskytne CRO dokaz
o zverejneni upravenej dohody hned’,
ako to bude primerane moZné. Ak
CRO nedostane dokaz o zverejneni
upravenej zmluvy do 7 dni od prijatia
upravenej zmluvy institiciou, CRO
alebo  spolo¢nost  Pfizer  budu
opravneni zverejnit’ upraveni zmluvu
v registri zmluv. Zmluvné strany bert
na vedomie, Ze Zmluva nie je G¢inna,
kym nebude zverejnend v Registri
zmliv, a suhlasia s tym, Ze Ziadne
zmluvné aktivity suvisiace so Stidiou
sa neza¢nu, kym obe strany nedostanu
potvrdeniec o takomto zverejneni.
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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

Akékol'vek pisomné dodatky k tejto
dohode vykonané podla oddielu 19.6
(Uprava) buda  zredigované a
zverejnené v sulade s postupom
uvedenym v tomto oddiele 15.2

16. Insurance _Coverage. Pfizer has| 16. Poistenie. Spolo¢nost’ Pfizer uzavrela
arranged for an insurance policy with s poistovacou spolo¢nost'ou zmluvu o
an insurance company covering poisteni, ktoré kryje zodpovednost’ za
liability for personal injury (including poskodenie zdravia (vratane smrti),
death), arising out of or relating to the sposobené alebo stvisiace s podanim
administration of the Investigational skusaného lieku alebo akoukol'vek
Drug or any clinical intervention or klinickou intervenciou alebo
procedure provided for or required by procedtrou poskytnutou alebo
the Protocol that the Study Subject vyzadovanou protokolom, ktora by
would not have received if the Study Gcastnik klinického skusania nedostal,
Subject had not participated in the keby sa nezucastnil tejto klinického
Study (“Research Injury”) as skd3ania (d'alej ,ujmy suvisiace
required by Sec. 43(h) of the Act No. s klinickym skuaSanim™), ako to
362/2011 Coll. On Drugs and Medical vyzaduje § 43 pism. h) zakona ¢.
Devices and on amending certain laws. 362/2011 L Z. o liekoch
A copy of the insurance certificate is a zdravotnickych pomackach
attached hereto as Attachment B. aozmene adoplneni niektorych

zakonov. Kopia osved&enia o poisteni
zadavatel'a je priloZena k tejto zmluve

ako priloha B.

16.1  The Principal Investigator will 16.1 Hlavny skusajuci
a. not enroll Study Subjects unless the a. nezaradi  Gcastnikov  klinického
Principal Investigator has checked skiSania, kym neskontroluje a
and verified that the potential Study neoveri, ¢&i potencidlny ucastnik
Subject has insurance with public klinického skuSania ma verejné
health institutions as required by the zdravotné poistenie u zdravotnej
Pharmaceuticals Law. If a potential poistovne, ako to vyzaduje zdkon o
Study Subject does not have liekoch. Ak potencialny a&astnik
insurance, enrollment should not take klinického skudania nema takéto
place; poistenie, nesmie byt zaradeny do

klinického skusania;

b. satisfy the obligation under Art 44 (o) b. splni povinnosti vyplyvajice z § 44

of the Act No. 362/2011 Coll. On
Drugs and Medical Devices and on

pism. (o) zdkona ¢&. 362/2011 Z. z.
o liekoch a zdravotnickych
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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.

pomodckach aozmene adoplneni
niektorych zakonov, najmi poskytne
prislusnym zdravotnym poistovniam,
ktoré vykondvaji verejné zdravotné
poistenie ucastnikov,  zoznam
ucastnikov klinického skdsania, ktory
obsahuje meno, priezvisko, rodné
¢islo, datum zaradenia do klinickej
klinického skusania a ¢islo klinického
skasania, do ktorého boli zaradeni.
Bude dopliovat’ a upravovat tento
zoznam ucastnikov pocas celej doby
trvania klinického skusania.

¢. 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 Principal Investigator is
informed by Pfizer, however at the
latest within three days of the delivery
of such notice.

c. Hlavny skusajici posle prisluinej
zdravotnej poistovni informacie o
vietkych  zdavaznych neZiaducich
udalostiach, zavaznych neZiaducich
reakcidch a neocakavanych
zavaznych neziaducich reakcidch,
ktoré sa vyskytni u ucastnikov
klinického skusania, ato
bezodkladne po tom, ako o nich
hlavného skusajiceho informovala
spolo¢nost” Pfizer, ale najneskor do
troch dni od dorucenia takéhoto
oznamenia.

16.2  Institution's Insurance. The Institution,
by signing this Agreement, confirms
that the Institution, the facility in which
the Study will be conducted are covered
by valid and sufficient insurance of
liability for damage caused by provision
of health care according to applicable
legal regulations.

16.2 Poistenie indtiticie. Institicia podpisanim
tejto zmluvy potvrdzuje, Ze institucia, v
priestoroch ktorej sa bude vykonavat
toto klinické skuSanie, ma platné a
dostatoéné poistenie zodpovednosti za
Skodu spdsobenu poskytnutim
zdravotnej starostlivosti podl'a
prisluinych pravnych predpisov.

17.  Assignment and Delegation

17.  Postipenie a delegovanie

17.1 By _ Institution. ~CRO  authorizes
Institution to delegate Institution duties
under this Agreement to Principal
Investigator as appropriate. Institution
may not otherwise assign its rights or
delegate or subcontract any duties under
this Agreement  without  written

17.1 Zo strany institucie. CRO stihlasi, aby
institucia delegovala svoje povinnosti z
tejto zmluvy na hlavného skusajuceho
pokial’ je to vhodné. Institiicia nesmie
inak postupit’ svoje prava, delegovat
alebo  subkontrahovat’"  akékol'vek
povinnostiz  tejto  zmluvy  bez
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permission from CRO. If CRO
authorizes delegation or subcontracting,
Institution remains responsible to CRO
for the performance of all delegated or
subcontracted duties.

pisomného sihlasu CRO. Ak CRO

povoli delegovanie alebo
subkontrahovanie, inStiticia zostava
zodpovedna voéi CRO =za wvykon
vietkych delegovanych alebo

subkontrahovanych povinnosti.

17.2 By CRO. The Sponsor has the right to | 17.2 _Zo strany CRO. Zadavatel’ ma pravo
assign this Agreement in whole or in part postipit’ tuto Zmluvu tplne alebo scasti
to any of its Affiliates. In addition to the na ktorukol'vek zo svojich Prepojenych
above, none of the Contracting Parties is osob. Okrem vysSie uvedeného nie je
entitled to transfer their rights and/or Ziadna zo Zmluvnych stran opravnena
obligations in whole or in part to a third postipit’ svoje prava a /alebo povinnosti
party without the prior written consent of Gplne ani scasti na tretiu stranu bez
the other Contracting Parties. This predchdadzajiceho pisomného sthlasu
Agreement binds the Contracting ostatnych  Zmluvnych stran. Tato
Parties, as well as their legal successors Zmluva zavizuje Zmluvné strany, ako aj
and persons to whom the rights and ich pravnych nastupcov aosoby, na
obligations of the Contracting Parties ktoré budui prava a zavéizky Zmluvnych
will be transferred in accordance with stran v stlade stymto  ¢&lankom
this article. postupené.

18.  Termination 18 Ukoncenie platnosti zmluvy

18.1 Termination Events. Termination of this | 18.1 Udalosti veduce k ukon&eniu platnosti.

Agreement will be triggered by the
earlier of any of the following events.

Tato zmluva bude ukoncena
ktoroukol'vek z tychto udalosti podla
toho, ktora z nich nastane skor.

a.Disapproval by SUKL/IEC. If the a.  Neschviélenie klinického skusania

Study cannot be initiated because of SUKL/NEK. Ak klinické skusanie

SUKL/IEC disapproval, this nemozno  zalat z  dévodu

Agreement will terminate. nesthlasného stanoviska SUKL/NEK,
tato zmluva strica platnost’.

b. Study Completion. This b.Dokonéenie klinického skusania. Této

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

bude ukon¢ena, ked sa
klinick¢é  skasanie, ¢o
znamena dokonéenie vietkych
¢innosti  pozadovanych na zaklade
protokolu v pripade  v3etkych
zaradenych Géastnikov.

zmluva
dokon¢i

c.Early Termination of Study. This
Agreement will terminate if the Study

& Predasné ukondenie klinického
skusania. Tato zmluva bude ukonc¢ena
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is terminated early as described below.

pri predéasnom ukonéeni klinického
skusania, ako je popisané niz§ie:

(1) Termination of Study Upon
Notice. CRO or Pfizer may
terminate the Study for any
reason upon 30 days’ written
notice to Institution.

(N Ukon&enie klinického skusania
vypoved'ou. CRO alebo
spolo¢nost’ Pfizer moze ukon¢it’
klinické skusanie z akéhokol'vek
dovodu pisomnym oznamenim

institucii s vypovednou lehotou
30 dni.

(2) Immediate Termination of Study
by CRO or Pfizer. CRO or 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 CRO’s or
Pfizer’s opinion pose risks to the
health or well-being of Study
Subjects; regulatory authority
actions relating to the Study or
the Investigational Drug;
termination of the associated
agreement between CRO and
Principal  Investigator  (see
Section 1.3, Agreement between
CRO 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 CRO and
Principal Investigator.

2) Okamzité ukonéenie klinického
skusania CRO alebo
spolo¢nostiou Pfizer. CRO alebo
spolo¢nost’ Pfizer moze
okamzite  ukon¢it’  klinické
ski$anie pisomnym oznamenim
indtiticii  z dovodov, ktoré
zahfnaju nezaradenie
dostato¢ného poétu acastnikov
klinického  skusania, ktoré
znemoziluje dosiahnutie ciel'ov
klinického skusania; zasadné
nepovolené odchylky od
protokolu alebo od poziadaviek
oznamovacich povinnosti;
okolnosti, ktoré podla nazoru
CRO alebo spoloénosti Pfizer
predstavuju riziko pre zdravie
alebo blaho ucastnikov
klinického skusania; opatrenia
regulaénych organov tykajlce sa
klinického  skasania  alebo
skuganého lieku; ukondenie
stvisiacej zmluvy medzi CRO a
hlavnym skusajacim (pozri Cast’
1.3, Zmluva medzi CRO a
hlavnym sktsajiicim):
akékol'vek nedodrZanie
miestnych pravnych predpisov
zo strany in$titucie, smernice
ICH GCP alebo inych
ustanoveni Casti 20
(Protikorupéné opatrenia) tejto
zmluvy; alebo nedodrzanie
hlavnym skiasajicim podobnych
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ustanoveni zmluvy medzi CRO a
hlavnym skusajucim.

(3) Immediate Termination of Study (3) Okamzité ukonéenie klinického
by Institution. Institution may skii§ania in§tituciou. Institacia
terminate the Study immediately moéze okamzite ukondit’ klinické
upon notification to CRO if skusanie oznamenim CRO, ak to
requested to do so by the pozaduje prisluiny SUKL /NEK
responsible SUKL/IEC or if alebo ak je ukonéenie potrebné
such termination is required to na ochranu zdravia ucastnikov
protect the health of Study klinického skasania.

Subjects.

18.2 Effective Date _of  Agreement | 18.2 Datum nadobudnutia uéinnosti
Termination. If termination of the ukonenia zmluvy. AK je pri¢inou
Agreement is triggered by any of the ukoncéenia platnosti zmluvy niektora z
events described in Section 18.1, above, udalosti popisanych v ¢asti 18.1 vyssie,
the termination will be effective after bude ukonéenie u¢inné od okamihu, ked’
receipt by CRO or Pfizer of all Protocol- CRO alebo spolo¢nost” Pfizer dostane
required Study Data and Biological vietky Gdaje klinického skidgania a
Samples generated up until termination; biologické vzorky pozadované na
receipt of all payments due to either zaklade protokolu a wvytvorené do
party; and completion by both parties of okamihu ukonéenia zmluvy, po doruéeni
any remaining applicable Agreement vietkych splatnych platieb zmluvnych
obligations. stran a potom, ako vdetky zmluvné

strany splnia vietky svoje zostavajuce
povinnosti vyplyvajice zo zmluvy.

18.3 Payment upon Early Termination of | 18.3 Platba v pripade predéasného ukonéenia

Study. Except as otherwise indicated in
this subsection, if the Study is
terminated early CRO will pay for work
already performed, in accordance with
Attachment A, less payments already
made for such work. CRO will also
cover any non-cancelable expenses,
other than future personnel costs, so long
as they were properly incurred and
prospectively approved by CRO 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, CRO  will reimburse
Institution for any expenses paid by
Institution that were prospectively

klinického skadania. Ak nie je v tomto

pododseku uvedené inak, pri
pred¢asnom  ukonéeni  klinického
skidania zaplati CRO za pricu

vykonant do tohto momentu v sulade s
prilohou A po odg¢itani platieb, ktoré uz
boli za tuto pracu uhradené. CRO tiez
uhradi vdetky nezruditelné vydavky s
vynimkou budtcich mzdovych
nakladov, za predpokladu, Ze boli tieto
vydavky riadne wvynaloZené a do
budicna schvalené CRO, len v takom
rozsahu, v ktorom nemézu byt
primerane znizené. Ak klinické sksanie
nie je mozné zatat z ddévodu
nestihlasného stanoviska SUKL/NEK a
bez viny institucie, uhradi CRO institicii
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approved, in writing, by CRO.

akékol'vek poplatky  zaplatené
inStiticiou, ktoré vopred pisomne
schvalila CRO.

a. Non-Compliance with Anti-
Corruption Provision. If CRO or
Pfizer terminates the Study because
of Institution’s or  Principal
Investigator’s non-compliance with
the terms of Section 20, Anti-
Corruption, CRO and Pfizer will
not provide any further payment
under this Agreement, regardless of
any activities that Institution has
undertaken or third-party
agreements that Institution has
entered into before termination.

a. Nedodrzanie protikorupéného
ustanovenia. Ak CRO alebo
spolo¢nost’ Pfizer ukon¢i klinické
skidanie, pretoze institicia alebo
hlavny  skuasajuci nedodrzali
podmienky casti 20, Protikorup&né
opatrenia, CRO a spolo¢nost’ Pfizer
neposkytna ziadne d’alSie platby v
ramci tejto zmluvy, nezavisle od
akychkol'vek aktivit, ktoré
intitucia vykondva, ¢i zmliv s
tretimi stranami, ktoré inStiticia
uzavrela pred ukonéenim zmluvy.

18.4 Return of Materials. Unless CRO | 18.4 Vrétenie materidlov. Ak CRO nepoda
instructs otherwise in writing, upon iny pisomny pokyn, inStiticia po
termination  of the  Agreement, ukonéeni zmluvy bezodkladne vrati v
Institution will promptly return all sulade s pokynmi CRO vsetky materialy
materials supplied by CRO or Pfizer for poskytnuté CRO alebo spolo¢nostiou
Study conduct that are in Institution’s Pfizer na vykonavanie klinického
possession or control, including unused sktsania, ktoré si vo vlastnictve alebo
Investigational Drug, unused Case pod Kontrolou inStiticie, vratane
Report Forms, and any CRO or Pfizer- nepouzitych skasanych liekov,
supplied Equipment and Materials. nevyplnenych zaznamovych formularov
Institution will also cooperate with CRO ucastnika  klinického  skiSania a
or Pfizer, on request, to help ensure akéhokol'vek vybavenia ¢i materidlov
return of such materials in the possession dodanych CRO alebo spolo¢nostou
or control of Principal Investigator. Pfizer. Institicia bude tieZ na poZiadanie

spolupracovat’ S CRO alebo
spolo¢nostou Pfizer pri zabezpeceni
vratenia takychto materidlov, ktoré st vo
vlastnictve  alebo pod  kontrolou
hlavného skusajuceho.

18.5 Survival of Obligations. Obligations | 18.5 Pretrvanie _ povinnosti.  Povinnosti
relating to Funding, Confidential tykajuce sa financovania, dovernych
Information, Study Records, Inventions, informaécili, Zaznamov klinického
Publications,  Insurance  Coverage, skusania, vynalezov, publikacii,
Suitability, and Anti-Corruption survive poistenia, sposobilosti a

termination of this Agreement, as does
any other provision in this Agreement,
including Attachments, that by its nature

protikorupénych opatreni, rovnako ako
aj niektoré dalSie podmienky tejto
zmluvy vratane jej priloh, ktoré svojou
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and intent remains valid after the term of
the Agreement.

povahou a i¢elom zostavaju platné aj po
skonéeni zmluvy, trvaji aj po skonéeni
platnosti tejto zmluvy.

19.

Other Terms

Ostatné ustanovenia

19.1

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 CRO promptly if any of these
certifications need to be amended in
light of new information.

19.1

Sposobilost. Institicia osvedCuje, ze ma
opravnenie, je registrovana alebo inak
kvalifikovana ¢&i  spOsobila, podla
miestnej legislativy, smernic, zasad
alebo administrativnych poziadaviek, na
vykonavanie tohto klinického sku3ania a
pozadovanych aktivit v ramci klinického
skusania. InStiticia d'alej osvedcuje, Ze
neexistujii ziadne pravne predpisy ani
iné povinnosti, ktoré by jej branili vo
vykone klinického skisania a uzavreti
tejto zmluvy, a Ze jej nebola odnata
licencia v sulade s pododsekmi 306(a)
alebo (b) federalneho zakona USA o
potravinach, liekoch a kozmetike, ani
podla ziadneho iného miestneho zikona,
a ze nebude vyuzivat Zziadnym
sposobom sluzby inej osoby, ktora ma
podla takychto predpisov zakazanu
¢innost’ v oblastiach, ktoré maju byt
vykondvané v ramci tejto zmluvy. Pocas
trvania tejto zmluvy a tri roky po jej
ukonceni institucia bezodkladne oznami
CRO alebo spolocnosti Pfizer, ak tieto
osvedéenia na  zaklade novych
informacii je potrebné doplnit’.

19.2

Investigations, Inquiries. Warnings., or
Enforcement _ Actions _ Related  to
Conduct  of  Clinical _ Research.
Institution certifies that it is not the

subject of any past or pending
governmental or regulatory
investigation, inquiry, warning, or
enforcement  action  (collectively,

“Agency Action”) related to its conduct
of clinical research or the practice of
medicine that has not been disclosed to
CRO or Pfizer. Institution will notify
CRO promptly if it receives notice of or

19.2

VySetrovania. zistovania, upozornenia
alebo donucovacie opatrenia v suvislosti
s _vykondvanim klinického skusania.
Indtitiicia osvedCuje, Ze nie je a ani v
minulosti nebola predmetom
vySetrovania, zistovania, upozornenia ¢i
donucovacieho opatrenia $tatneho alebo
regulatného tradu (spolo¢ne ..uradné
konanie”) v suvislosti s vykonavanim
klinického skusania alebo lekérskej
praxe, o ktorom nebola CRO alebo
spoloénost’ Pfizer informovana.
Indtiticia okamzite oznami CRO, ak
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becomes the subject of any Agency
Action regarding its compliance with
ethical, scientific, or regulatory
standards for the conduct of clinical
research or the practice of medicine if
the Agency Action relates to events or
activities that occurred prior to or during
the period in which the Study was
conducted.

dostane oznamenie o Gradnom Konani,

alebo sa stane jeho predmetom v
suvislosti s dodrziavanim etickych,
vedeckych alebo regulaénych

Standardov  vykonavania  klinického
skusania alebo lekarskej praxe, ak takéto
uradné konanie suvisi s udalostami
alebo aktivitami, ku ktorym doslo pred
obdobim  vykondvania  klinického
skusania alebo poc¢as neho.

19.3 Use of Name. CRO and Pfizer reserve 19.3 Pouzivaniec_mena. CRO a spoloénost’
the right to identify the Institution in Pfizer si vyhradzuju pravo uvadzat
association with a listing of the Protocol indtiticiu v suvislosti s uvedenim
in the United States National Institutes protokolu v databaze klinickych ska3ani
of Health (NIH) Clinical Trials Data Nérodnych ustavov zdravia (National
Bank, other publicly available listings of Institutes of Health, NIH), v inych
ongoing clinical trials, or other Study verejne pristupnych zoznamoch
Subject  recruitment  services or prebiehajucich klinickych skasani alebo
mechanisms. Neither CRO nor Pfizer inych sluzbach alebo mechanizmoch
will otherwise use the name of naboru ucastnikov. CRO ani spolo¢nost’
Institution or any of Institution’s Pfizer inym sposobom nepouziji nazov
employees or contractors, and Institution institicie, ani mena jej zamestnancov
will not use the name of CRO, Pfizer, or alebo zmluvnych dodéavatelov, a
any of their respective employees or inStiticia  nepouzije nazov CRO,
contractors, for  promotional or spoloénosti  Pfizer, ani mend ich
advertising purposes without written zamestnancov alebo zmluvnych
permission from the party whose name dodavatel'ov, na propagacné ¢i reklamné
will be used. alely bez predchadzajiceho pisomného

sithlasu strany, ktorej nazov ma byt
pouzity.

19.4 SUSARs. Pursuant to a sponsor’s safety | 19.4 Podozrenia na neolakdvané a zavazné

reporting obligations under 21 CFR
312.32(c)(1), Pfizer will report to the

Principal Investigator all  Serious
Unexpected Suspected Adverse
Reactions (“SUSARs”). Principal

Investigator will receive and review
SUSAR reports. Institution will retain
SUSAR reports consistent with Section
11.3 of this Agreement.

neziaduce reakcie. Vzhladom na
povinnost’ zadavatel'a podavat spravy o
bezpe¢nosti v stilade so smernicou 21
CFR 312.32(c)(1) (Kodifikacia
federalnych predpisov Spojenych Statov
americkych, d'alej “CFR”) spolo¢nost
Pfizer oznami hlavnému skasajucemu
vietky podozrenia na  neoCakdvané
zavazné neziaduce reakcie (Serious
Unexpected Suspected Adverse
Reactions, d’alej ,,SUSAR"). Hlavnému
skusajucemu budu dorucené spravy o
SUSAR. ktoré posudi. Institacia bude
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uchovavat’ spravy o SUSAR v siilade s
¢ast'ou 11.3 tejto zmluvy.

19.5

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

19.5

Vztah zmluvnych stran. Instittcia je vo
vztahu k CRO a spolo¢nosti Pfizer
nezavislym dodavatelom, a ich vztah
nie je zdruzenim, vzt'ahom medzi
zastupcom a zastipenym,
zamestnancom a  zamestnavatel'om,
spoloénym  podnikom, ani inym
podobnym vztahom.

19.6 Modification. Any modification to this | 19.6 Zmeny. Akakol'vek zmena tejto zmluvy
Agreement must be in writing, signed by musi byt  pisomnd,  podpisana
the parties, and identified as an zmluvnymi stranami a vyhotovena
Amendment, except for certain mutually formou prilohe. Vynimku tvoria
agreeable changes in the Study budget as niektoré vzdjomne dohodnuté zmeny
identified in Attachment A. rozpo¢tu klinického skui$ania uvedené v

prilohe A.

19.7 No Waiver. Failure to exert aright under | 19.7 Ziadne zricknutia sa prav. Neuplatnenie
this Agreement does not constitute a praiva podla tejto zmluvy neznamena
waiver of that right in the future. No zrieknutie sa tohto prava v buducnosti.
waiver of any right is effective unless in Zrieknutie sa prava nie je platné, pokial
writing and signed by the party who nie je uskutoénené pisomne a podpisané
waives the right. zmluvnou stranou, ktora sa zrieka svojho

prava.

19.8 Conflict with Attachments. If there is | 19.8 Rozpor s prilohami. V pripade rozporu
any conflict between this Agreement and medzi touto zmluvou a niektorou z jej
any Attachments to it, the terms of this priloh s rozhodujuce podmienky tejto
Agreement control. If there is any zmluvy. V pripade rozporu medzi touto
conflict between this Agreement and the zmluvou a protokolom sa zalezitosti
Protocol, the Protocol will control as to tykajuce zaobchadzania s ucastnikmi
any issue regarding treatment of Study klinického skusania riadia protokolom a
Subjects, and the Agreement will control vietky ostatné zalezitosti sa riadia
as to all other issues. zmluvou.

19.9 Affiliates. As used in this Agreement, | 19.9 Pobogky. Pojem ,pobocka”, ktory sa

the term “affiliate” means any entity
that directly or indirectly controls, is
controlled by, or is under common
control with the named party.

pouZiva v tejto zmluve, oznauje
subjekt, ktory priamo alebo nepriamo
riadi uvedent zmluvna stranu, alebo je
touto zmluvnou stranou riadeny, ¢&i
podlicha spolo¢nému riadeniu
§ vymenovanou stranou.
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19.10 Successors

and __ Assigns. This
Agreement will bind and inure to the
benefit of the successors and permitted
assigns of each party.

19.10 Nastupcovia a nadobudatelia. Této

zmluva bude zavidzna a platna pre
pravnych nastupcov a povolenych
nadobudatel'ov obidvoch zmluvnych
stran.

19.11

Third Party Beneficiary. Pfizer is an
intended third-party beneficiary to this
Agreement and is entitled to enforce
directly any and all of its rights under
it. If a third party acquires rights in the
Pfizer Drug and Pfizer transfers
sponsorship of the Study to the third
party Pfizer may freely transfer any or
all of its rights and obligations under
this Agreement to the new sponsor.

19.11

Koncovy pouzivatel. Spolo¢nost
Pfizer je zamy$§lanym beneficientom
tretej strany pre tuto zmluvu a ma
narok na priame uplatiovanie
akychkol'vek a vetkych svojich prav v
ramci tejto zmluvy. Ak niektora tretia
strana ziska prava na liek spolo¢nosti
Pfizer a spoloCnost’ Pfizer vymenuje
danu tretiu stranu za zadavatela tohto
klinického skusania, spolo¢nost’ Pfizer
moze slobodne previest' ktorékol'vek
alebo v3etky svoje prava a zavizky
vyplyvajtce z tejto zmluvy na nového
zadavatela.

19.12

Disclaimer of Warranties by CRO.

THE PARTIES ACKNOWLEDGE
THAT PFIZER HAS ENGAGED
CRO TO PROVIDE SERVICES IN
REGARD TO THIS PFIZER-
SPONSORED CLINICAL STUDY.
CRO HAS NOT PERFORMED ANY
INDEPENDENT RESEARCH OR
ANALYSIS REGARDING THE
SAFETY OR EFFICACY OF ANY
INVESTIGATIONAL DRUG OR
OTHER MATERIALS OR
TREATMENT PROCEDURES TO
BE USED IN THIS STUDY AND
THEREFORE CRO MAKES NO
WARRANTIES, EXPRESSED OR
IMPLIED, CONCERNING THOSE
DRUGS, MATERIALS, OR
TREATMENT PROCEDURES, THE
RESULTS TO BE OBTAINED BY
ADMINISTERING THEM
PURSUANT TO THE PROTOCOL,
OR TO THEIR FITNESS FOR ANY
PARTICULAR PURPOSE, OR TO

19.12

Vylaéenie zodpovednosti CRO.
ZMLUVNE STRANY BERU NA
VEDOMIE, ZE SPOLOCNOST
PFIZER NAJALA CRO, ABY
POSKYTOVALA SLUZBY
SPOJENE S TYMTO KLINICKYM

SKUSANIM, KTOREHO
ZADAVATELOM JE
SPOLOCNOST  PFIZER. CRO
NEVYKONALA ZIADNY
NEZAVISLY  VYSKUM  ANI
ANALYZU TYKAJUCU SA
BEZPECNOSTI ALEBO
UCINNOSTI AKEHOKOLVEK

SKUMANEHO LIEKU ALEBO
INYCH MATERIALOV Cl
LIECEBNYCH PROCEDUR,
KTORE SA BUDU POUZIVAT V
TOMTO KLINICKOM SKUSANI, A
PRETO CRO NEPONUKA ZIADNE
ZARUKY, VYSLOVNEALEBO
IMPLIKOVANE, TYKAJUCE SA
TYCHTO LIEKOV, MATERIALOV
ALEBO LIECEBNYCH
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ANY OTHER PFIZER
OBLIGATION UNDER THE
PROTOCOL OR THIS
AGREEMENT.

PROCEDUR, VYSLEDKOV,
KTORE MAJU BYT ZISKANE ICH
PODAVANIM V SULADE S
PROTOKOLOM ALEBO PODLA

ICH VHODNOSTI PRE
AKYKOLVEK KONKRETNY
UCEL, ANl NA  ZIADNE
POVINNOSTI VYPLYVAJUCE Z
PROTOKOLU ALEBO TEITO
ZMLUVY.

19.13

Entire Agreement. This Agreement

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

19.13

Uplnost' zmluvy. Tato zmluva vritane
jej priloh, spolu so suvisiacou zmluvou
medzi CRO a hlavnym skusajucim
(pozri Cast’ 1.3, Zmluva medzi CRO a
hlavnym  sku$ajicim), predstavuje
uplné porozumenie medzi zmluyvnymi
stranami tykajuce sa jej predmetu.
Tato  zmluva nahradza  vsetky
predchadzajice dohody zmluvnych
stran (Ustne aj pisomné) tykajuce sa
tohto klinického ska$ania okrem
povinnosti, ktoré podl'a ich podmienok
pretrvavaji nezavisle od tejto zmluvy.

19.14

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.

19.14

Jazyk. Tato zmluva je vyhotovena
v slovenskom aj v anglickom jazyku,
pricom obidve jazykové verzie maji
rovnaku platnost’. V pripade nejasnosti
alebo rozporov vo vyklade pojmov
medzi tymito dvomi verziami bude
rozhodujtca slovenska verzia.

19.15

Notices.

The parties will deliver
notices and other communications
relating to this Agreement by hand, by
courier, or by a postage-paid traceable
method of mail delivery to the mailing
address below, or such other address
that a party may later designate by
notice to the other party in accordance
with this Section.

19.15

Oznamenia. Zmluvné strany dorucia
oznamy a ini komunikéciu tykajicu sa
tejto zmluvy osobne, prostrednictvom
kuriéra alebo doporucenej posty s
moznostou sledovania zasielky na
uvedenu adresu alebo int adresu, ktoru
neskor niektord zo zmluvnych stran
oznami druhej strane v sulade s touto
castou.

CRO:

CRO:

notices@parexel.com

notices@parexel.com
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Institution:

Instithcia:

Univerzitna nemocnica Martin

Univerzitnad nemocnica Martin

Sekretariat riaditel’a

Sekretariat riaditel’a

Kollarova 2 Kollarova 2

036 59 Martin 036 59 Martin

Telephone:  043/4203315 Tel: 043/4203315

Email: sekr@unm.sk Email: sekri@unm.sk
Pfizer: Pfizer:

For Submission of Publications Only:

Director

Clinician

Global Brands Clinical Development
Pfizer Biopharmaceuticals Group
Pfizer Inc

66 Hudson Boulevadr East,

New York, NY 10001

Office Phone: 212-733-0559
Mobile Phone: 917-232-8280

Len na tGéely predkladania publikacii:

Director

Clinician

Global Brands Clinical Development
Pfizer Biopharmaceuticals Group
Pfizer Inc

66 Hudson Boulevadr East,

New York, NY 1001

Office Phone: 212-733-0559
Mobile Phone: 917-232-8280

19.16 Counterparts and Signature.  This
Agreement may be executed in two or
more counterparts, each of which will
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.

19.16 Rovnopisy a podpisanie. Tato zmluva
sa moze vyhotovit v dvoch alebo
viacerych rovnopisoch, z ktorych
kazdy sa povaZuje za original, pricom
spolo¢ne budu predstavovat jednu a tu
istt zmluvu. Tato zmluva nadobuida
plnu platnost’ podpisanim sa kaZzdou zo
zmluvnych stran fyzickym podpisom.

20. Anti-Corruption 20  Protikorupéné principy
20.1  Definitions 20.1 Definicie

a. Government. As used in this a. Vlada. Pojem ,vlada®™, resp.
Agreement, “Government” ,Statny alebo verejny orgdn™ ako
includes all levels and subdivisions sa pouZiva v tejto zmluve, zahriia
of governments (i.e., local, vetky urovne a poddivizie vlady
regional, and national; (t.j. miestne, regionalne a Statne,
administrative, legislative, and administrativne.  legislativne a
executive). vykonné).
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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 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.

b. Uradna osoba. V tejto zmluve
pojem ..iradna osoba™ zahfia (1)

kazdého voleného alebo
menovaného neamerického
uradnika Statnej spravy (napr.
zakonodarca alebo ¢len

neamerického ministerstva); (2)
akéhokol'vek zamestnanca alebo
osobu  konajtcu A mene
neamerickej  Gradnej  osoby,
neamerickej vladnej agentury
alebo podniku vykonavajiceho
funkciu Statneho alebo verejného
orgdnu alebo vlastneného ¢&i
riadeného neamerickym S$tatnym
alebo verejnym organom (napr.

zdravotnicky odbornik
zamestnany neamerickou
nemocnicou alebo  vyskumnik
zamestnany univerzitou, Kktora

podlicha neamerickému S§tatnemu
alebo verejnému organu); (3)
akéhokol'vek c¢lena neamerickej
politickej strany, kandidata na
neamericki  verejnu  funkciu,
zamestnanca alebo osobu konajucu
v mene alebo na zaklade poverenia
neamerickej politickej strany alebo
kandidata na verejnu funkciu; (4)
akéhokol'vek zamestnanca alebo
osobu konajucu v mene alebo na
zéklade poverenia verejnej
medzindrodnej organizacie; a (5)
ake¢hokol'vek  ¢lena kral'ovskej
rodiny alebo prislusnika
neamerického vojska.

20.2

Anti-Bribery _and _ Anti-Corruption
Principles. Principal Investigator and
Institution have each received a copy
of Pfizer’s International Anti-Bribery
and Anti-Corruption Principles as an
Attachment to this Agreement.
Principal Investigator and Institution
will ensure that they and any of their

20.2

Principy _boja _proti tplatkom a
korupcii. Hlavny sku3ajuci a institucia
dostali kopiu Medzinarodnych zéasad
boja proti uplatkom a Korupcii
spolo¢nosti Pfizer vo forme prilohy k
tejto zmluve. Hlavny skasajuci a
inStiticia zabezpecia, Ze oni a vietci
ich zastupcovia alebo subdodavatelia
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agents or subcontractors conducting
Pfizer work will comply with the Anti-

Bribery

and Anti-Corruption

Principles.

vykondvajuci aktivity pre spolo¢nost’
Pfizer, budu dodrZiavat’ tieto principy
boja proti uplatkom a korupcii.

20.3

Warranties. Principal Investigator and

Institution warrant to CRO and Pfizer
the following:

20.3

Zaruky. Hlavny ska$ajuci a institacia
zaruéuji CRO a spolo¢nosti Pfizer
nasledujuce:

a. Any information that Principal a. Akékolvek informacie, ktoré
Investigator or Institution provided hlavny skasajuci alebo institicia
to CRO or Pfizer as part of CRO’s poskytli CRO alebo spolo¢nosti
or Pfizer’s anti-corruption due- Pfizer pocas hibkovej
diligence process is complete and protikorupcnej  previerke (due
accurate. diligence) vykonavanej CRO

alebo spolo¢nostou Pfizer, su
uplné a presné.

b. If any response that Principal b. Hlavny ska$ajuci alebo institicia
Investigator or Institution provided oznamia CRO akukol'vek zmenu
on the CRO or Pfizer due-diligence odpovedi, ktora hlavny skudsajuci
questionnaire in regard to Principal alebo  inStiticia  poskytli v
Investigator or Institution, any dotazniku hibkovej previerky CRO
individuals identified in the alebo spoloénosti Pfizer ohl'adom
questionnaire, or the Family hlavného  skusajiceho  alebo
Relatives (as defined in the institucie, akychkol'vek  o0sdb
questionnaire) of those individuals identifikovanych v  dotazniku
changes during the term of this alebo ich rodinnych prislusnikov
Agreement, Principal Investigator (ako st definovani v danom
or Institution will notify CRO. dotazniku) , ktoré nastan pocas

doby platnosti tejto zmluvy.

c. The funding provided by CRO or c. Finan¢né prostriedky, ktoré CRO
Pfizer under this Agreement will alebo spolo¢nost’ Pfizer poskytli v
not cause Principal Investigator or ramci tejto zmluvy nespdsobia, Ze
Institution to do anything that hlavny skusajuci ¢i inStiticia
would result in CRO or Pfizer urobia ¢okol'vek, ¢o by spdsobilo,
improperly obtaining or retaining ze CRO alebo spolo¢nost’ Pfizer
business or gaining any improper nepatricnym sposobom  ziskaju
business advantage. alebo si udrzia obchodnu zékazku

alebo  akukol'vek  nepatri¢ni
obchodni vyhodu.

d. Principal Investigator and d. Hlavny skudSajici a inStiticia
Institution have not and will not neprijali ani neprijmi Ziadnu

accept any payment or anything of

platbu ani ni¢ hodnotné, ¢o by
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value that would result in CRO or
Pfizer improperly obtaining or
retaining business or gaining any

sposobilo, ze CRO alebo
spolo¢nost’  Pfizer nepatri¢nym
sposobom ziskaja alebo si udrzia

improper business advantage. obchodnu zakazku alebo
akukol'vek nepatri¢ni obchodni
vyhodu.

e. Principal Investigator and
Institution have not and will not in
the future 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.

e. Hlavny skasajuci a inStiticia
neponukli ani v budicnosti priamo
¢i  nepriamo neponuknu, ani
nezaplatia, ani neschvalia ponuku
¢i vyplatenie penazi ani ni¢oho
hodnotného v snahe ovplyvnit
iradni osobu alebo akukol'vek inu
osobu.

20.4 Funding Requirements. CRO 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 CRO has
prospectively approved that
expenditure in writing. All invoices
and any supplemental documents that
Principal Investigator and Institution
submit to CRO or Pfizer under this
Agreement must be truthful and show
in reasonable detail what the requested
payment is for. Principal Investigator
and Institution will maintain true,
accurate, and complete records (e.g.,
invoices, reports, statements, and
books) relating to the funding and
expenditures for this Study.

20.4 Poziadavky na financovanie. CRO
neposkytne ziadnu platbu na dovazok
k platbAm stanovenym v prilohe A
(Rozpocet klinického sk(sania a
platobné podmienky) v suhvislosti s
touto zmluvou, ak CRO vopred a v
pisomnej forme takyto vydavok
neodsthlasila. V3Setky faktary a
pripadné doplnkové doklady
predlozené CRO alebo spolo¢nosti
Pfizer  hlavnym  ska3ajucim a
indtitdciou v rameci tejto zmluvy musia
uvadzat® primerané podrobnosti o
predmete, za ktory sa pozaduje platba.
Hlavny sku$ajici a ingtiticia budu
udrziavat' pravdivé, presné a uplné
zaznamy (napr. faktary, hlasenia,
prehl'ady a uctovné knihy) tykajace sa
financovania a vydavkov v stvislosti
s vykondavanim  tohto  klinického
skusania.

20.5 Right to Audit. Pfizer has the right to
take all reasonable steps and actions to
ensure that each payment made by
CRO on behalf of Pfizer is properly
and legitimately used. To this end,
Principal Investigator and Institution
will permit, during the term of the
Agreement and for three years after the

20.5 Prdvo na audit. Spolo¢nost’ Pfizer
podnikne vSetky prislusné kroky a
opatrenia, aby sa v3etky prostriedky,
ktoré zaplati CRO v mene spolo¢nosti
Pfizer, vyuZzivali spravne a opravnene.
V silade s tymto hlavny skusajici a
indtiticia  povoli  pocas trvania
platnosti zmluvy a tri roky po
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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 Principal Investigator and
Institution  involving  transactions
related to the Agreement. Because this
Agreement relates to a clinical study,
there will be acceptable safeguards

uskuto¢neni poslednej platby v ramci
tejto  zmluvy pristup internych a
externych inSpektorov  spolo¢nosti
Pfizer ku v3etkym relevantnym
u¢tovnym  kniham, dokumentom,
listindm a zdznamom  hlavného
skadajuceho a institucie, v ktorych st
uvedené transakcie spojené s touto
zmluvou. KedZe sa tato zmluva tyka

employed in such an audit to ensure klinického skusania, budi pocas
confidentiality and protect the privacy takéhoto auditu dodrziavané
of the Study Subjects. bezpe¢nostné opatrenia, aby sa
zabezpetila ddvernost a ochrana
stkromia  Gcastnikov  klinického

skusania.
20.6 Failure to Comply. If CRO or Pfizer 20.6 Nedodrziavanie ziasad. Ak CRO alebo
terminates the Study or this spolo¢nost’ Pfizer ukoné¢ia klinické
Agreement because of Principal skudanie alebo tuto zmluvu, pretoze

20.7.

Investigator’s or Institution’s breach
of any of the provisions in this Anti-
Corruption section, Principal
Investigator and Institution will be
liable to Pfizer for damages or
remedies as provided by law. Further,
Principal Investigator and Institution
will indemnify CRO and Pfizer
against any third-party claim, fine, or
penalty against CRO or Pfizer that
results from such a breach by
Principal Investigator or Institution.

This Agreement is created and
governed by the Slovak law. In
accordance with the provisions of
Section 262, Paragraphs | and 2 of the
Commercial Code, the parties
expressly agree that their contractual
relationship set forth in this
Agreement shall be governed by the
Commercial Code. The parties further
agreed that all disputes arising out of
this Agreement will be resolved in

20.7.

hlavny skusajici alebo institucia
porusili ktorékol'vek z ustanoveni v

tejto  casti o  protikorupénych
opatreniach, hlavny skasajici a
institicia budu zodpovedni

spolo¢nosti Pfizer za Skody alebo za
napravu, ako to ustanovuji pravne
predpisy. Dalej hlavny skusajuci a
indtitucia zbavia CRO a spolo¢nost’
Pfizer zodpovednosti za akékol'vek
naroky, pokutu alebo penale
vyplyvajuce z takéhoto porusenia zo
strany hlavného skusajuceho alebo
institucie a uvalenych na CRO alebo
spolo¢nost’ Pfizer tret'ou stranou.

Téato zmluva je vytvorend ariadi sa
slovenskym pravom. Zmluvné strany
sa v sulade s ustanovenim § 262 ods.
I a2 Obchodného zékonniku
vyslovne dohodli, Ze ich zavizkovy
vztah upraveny touto Zmluvou sa
bude riadit Obchodnym zakonnikom.
Zmluvné strany sa d’alej dohodli, ze
vietky spory vzniknuté 7z tejto
Zmluvy budu rieSené vecne a miestne
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factual and locally competent courts prislusnymi  sidmi  Slovenske;j
of the Slovak Republic. republiky.

Signature page follows Nasleduje podpisové strana
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Attachment C

Priloha C

EQUIPMENT AND MATERIALS

VYBAVENIE A MATERIALY

CRO/Pfizer-Provided Equipment and | Vybavenie a materialy poskytnuté
Materials CRO/spolo¢nost’ou Plizer
CRO/Pfizer-Provided _ Equipment __and | Vybavenie a materiily poskytnuté zmluvnou

Materials

vyskumnou
Pfizer

organiziciou/spolo¢nost’ou

CRO/Pfizer-Provided Equipment

Vvbavenie poskvtnuté zmluvnou vvskumnou
organizdaciou alebo spolo¢nost'ou Pfizer

CRO or Pfizer will provide the equipment
identified below (“CRO Equipment”) for use by
Principal Investigator in the conduct or
reporting of the Study: NONE

Zmluvna  vyskumna organizacia  alebo
spolo¢nost’ Pfizer poskytne niziie uvedené
vybavenie (d’alej len ,vybavenie zmluvnej
vyskumnej organizacie™), ktoré bude pouzivat
zodpovedny sk($ajici na vykonavanie skusania
a hlaseni: ZIADNE

CRO/Pfizer-Provided Materials

Materidl poskvtnuty _zmluvnou vyskumnou
organizaciou alebo spolo¢nost'ou Pfizer

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

Zmluvnd  vyskumna  organizdcia  alebo
spolo¢nost’ Pfizer poskytne nizSie uvedené
chranené materialy, ktoré vlastni alebo na ktoré
ma licenciu zmluvnd vyskumna organizicia
alebo spolo¢nost’ Pfizer (d'alej len ,,materidly
zmluvnej vyskumnej organizacie™), ktoré bude
pouzivat zodpovedny skusajici na vykonéavanie
klinického skusania a podavanie sprav v ramci
klinického skusania.

Materials Supplied: None

Dodané materily: Ziadne

273629 B7841008 SVK INST CSA Bilingual 20231010 V1.0
Page 65 of 105




Vendor-Provided Equipment or Materials Vvybavenie alebo materidly poskytnuté
dodavatel’om
CRO or Pfizer will arrange for a vendor to | Zmluvnd  vyskumna  organizacia  alebo

provide the following equipment or proprietary
materials (“Vendor Property™) for use in this
Study:

spolo¢nost’ Pfizer zabezpedi dodavatela, ktory
poskytne na pouzivanie v ramci klinického
ska$ania nasledovné vybavenie alebo chranené
materialy (d'alej len ,,majetok dodavatela™):

Materials Supplied / Dodané materialy:

Ownership, Responsibilities, and Liability

Vlastnictvo, zavizky a zodpovednost®

Ownership. CRO Equipment, CRO Materials,
and Vendor Property are and remain the
property of CRO, Pfizer, the vendor, or the

Vlastnictvo. Vybavenie a materialy zmluvnej
vyskumnej organizdcie a majetok predajcu su
a zostavaji majetkom zmluvne] vyskumnej

licensor, as the case may  be. | organizacie, spolo¢nosti Pfizer, pripadne
predajcu  alebo  poskytovatela licencie.
Principal Investigator Responsibilities. | Zodpovednosti zodpovedného skiidajliceho.

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

Zodpovedny skusajuci bude znasat riziko straty
alebo poskodenia vybavenia a materidlov
zmluvnej vyskumnej organizacie a majetku
predajcu. Ak pocas vykonavania klinického

skufania zmluvna vyskumnad organizicia,
spolo¢nost Pfizer alebo dodavatel musi
nahradit’  vybavenie zmluvnej vyskumnej

organizdcie, materidly zmluvnej vyskumnej
organizacie alebo majetok dodavatela v
dosledku straty alebo poskodenia spdsobeného
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zodpovednym skudajicim, zmluvna vyskumna
organizacia si vyhradzuje pravo odpoéitat’ z
d’alsich finan¢nych prostriedkov na klinické
skusanie ndaklady, ktoré wvznikli zmluvnej
vyskumnej organizacii alebo spolo¢nosti Pfizer
za takuto nahradu.

Liability. Neither CRO nor Pfizer has any
liability for damages of any sort, including
personal injury or property damage, resulting
from the use of CRO Equipment, CRO
Materials, or Vendor Property except to the
extent that (1) such damages were caused by the
negligence or willful misconduct of CRO,
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.

Zodpovednost. Zmluvna vyskumna organizacia
ani  spolo¢nost’  Pfizer nenesie Ziadnu
zodpovednost’ za 3kody akéhokol'vek druhu
vratane osobnej ujmy na zdravi ¢i poskodenie
majetku, ktoré si  doésledkom pouzitia
vybavenia zmluvnej vyskumnej organizicie,
materidlov zmluvnej vyskumnej organizacie
alebo majetku dodavatel'a, s vynimkou
pripadov, ked (1) su takéto Skody spdsobené
nedbalost'ou alebo imyselnym pochybenim zo
strany zmluvnej vyskumnej organizécie,
spolo¢nosti Pfizer alebo dodavatel'a, alebo ked’
(2) osobna ujma na zdravi predstavuje ujmu na
zdravi pri vyskume spdsobent Gcastnikovi
klinického skusania, ako sa uvadza v prilohe B
tejto zmluvy.
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Attachment D

Priloha D

PFIZER INTERNATIONAL ANTI-BRIBERY
AND

MEDZINARODNE OBCHODNE PRINCIPY
SPOLOCNOSTI PFIZER

ANTI-CORRUPTION
PRINCIPLES

BUSINESS

PROTI PODPLACANIU A KORUPCII

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.

Spoloc¢nost’ Pfizer ma dlhodobé pravidla, ktoré
zakazujui podplacanie a korupciu v pri naSom
podnikani v Spojenych 3tatoch americkych
alebo v zahrani¢i. Spolo¢nost Pfizer sa
zavizuje, Ze bude konat’ s integritou, eticky a
legalne, v salade s v3etkymi prislusnymi
zakonmi a pravidlami. Taky isty zavizok
ofakdvame od  konzultantov,  agentov,
zastupcov  alebo inych spolo¢nosti a
jednotliveov konajucich v naSom mene (dalej
.,obchodny partner), ako aj od tych, ktori
jednaji v mene obchodnych partnerov (napr.
zmluvni dodavatelia) v spojeni s aktivitami
vykonavanymi pre spoloénost’ Pfizer.

Bribery of Government Officials

Podpldacanie tradnych oséb

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.

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

“Government Official” shall be

interpreted and means:

broadly

Pojem ,iradnd osoba” sa vyklada Siroko a
zahfna:

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

(i) akéhokol'vek zvoleného alebo
menovaného vladneho predstavitela
(napr. ¢lena ministerstva);

(i)  any employee or individual acting for or
on behalf of a Government Official,
agency, or enterprise performing a
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);

(ii) akéhokol'vek zamestnanca S§tatneho
alebo verejného organu, alebo osobu
konajicu za alebo v mene uradnej
osoby, agentiry alebo  podniku
vykondvajuceho uradna funkciu alebo
vlastneného ¢i kontrolovaného Statnym

alebo  verejnym  organom  (napr.
zdravotnicky odbornik zamestnany v
$tatnej nemocnici alebo vyskumnik

zamestnany $tatnou univerzitou);
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(iii)  any political party officer, candidate for | (iii)  akéhokol'vek ¢lena politickej strany,
public office, officer, or employee or kandidata na politicky trad, uradnika,
individual acting for or on behalf of a zamestnanca alebo osobu konajtcu v
political party or candidate for public mene politickej strany alebo kandidata
office; na verejny urad;

(iv)  any employee or individual acting foror | (iv)  akéhokol'vek zamestnanca alebo osobu

on behalf of a public international
organization;

alecbo v  mene
medzinarodnej

konajicu  pre
verejnopravnej
organizacie;

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

V) akéhokol'vek ¢lena kralovskej rodiny
alebo prisludnika vojska a

(vi)

any individual otherwise categorized as
a Government Official under law.

(vi)  akéhokol'vek jednotlivea inak
zarad’'ovaného podla pravnych

predpisov medzi uradné osoby.

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

legislative, or executive).

Pod pojmom ,vlada™ sa rozumeju vSetky
urovne a poddivizie vlady (t.j. miestne, oblastné
alebo narodné a administrativne, legislativne
alebo vvkonné).

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.”

Ked'Ze definicia ,,uradnej osoby" je taka 3iroka,
je pravdepodobné Ze obchodny partner pride
potas normalneho priebehu svojej obchodnej
¢innosti vykondvanej v mene spoloénosti Pfizer
do kontaktu s tradnou osobou. Napriklad lekari
zamestnani v S$taitnych nemocniciach budu
podla zdsad spolo¢nosti Pfizer povazovani za
,Juradné osoby!'.

The U.S. Foreign Corrupt Practices Act (the
“FCPA”) prohibits making, promising, or
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.

Zakon Spojenych S§tatov americkych o
zahraniénych korupénych praktikach (,,FCPA*)
zakazuje vykonanie, pontikanie alebo povolenie
akejkol'vek  platby  alebo  ¢ohokolvek
hodnotného neamerickej tradnej osobe, ked
Gcelom takejto platby je nepatri¢ne alebo
koruptne ovplyvnit' &iny alebo rozhodnutie
tohto predstavitel'a, aby pomohol spolonosti
ziskat' alebo udrzat’ obchod, alebo inak ziskat
nepatri¢cni  vyhodu. Zakon FCPA taktiez
zakazuje spolo¢nosti alebo osobe pouzivat int
spolo¢nost’ alebo jednotlivea na to, aby sa
zapojil do vy$Sie uvedenych  aktivit.
Spolo¢nost’ Pfizer je ako americkd spolo¢nost’
povinna dodrziavat’ zdkon FCPA a mdze byt
pravne zodpovednd za aktivity vykondvané
svojimi obchodnymi partnermi kdekol'vek vo
svete.
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Anti-Bribery and Anti-Corruption
Principles Governing Interactions with
Governments and Government Officials

Protiuplatkdrske a protikorupéné principy
upravujiice interakcie so  Statnymi
a verejnymi orginmi a iradnymi osobami

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

Obchodni  partneri  musia  komunikovat’
a postupovat’ podla nasledovnych principov v
suvislosti s interakciou so Statnymi a verejnymi
orgdnmi a uradnymi osobami:

. 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
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.

. Obchodni partneri a osoby konajtice v ich
mene \ stvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer,
nesmu priamo alebo nepriamo poskytnat,
prislubit’ alebo schvalit poskytnutie
tplatku alebo ¢ohokol'vek hodnotného
Giradnej osobe s cielom ovplyvnit' tato
uradnii osobu, aby vykonala akykol'vek
uradny tkon alebo rozhodnutie, ktoré
napomadze spolo¢nosti Pfizer ziskat alebo
udrzat’ si obchodné aktivity. Obchodni
partneri a osoby, ktoré konaji v jeho
mene, nesmu nikdy poskytnut' platbu
alebo poniknut’ iradnej osobe akikol'vek
vec alebo vyhodu, bez ohl'adu na hodnotu,
alebo nepatricne ju ovplyvnit, aby
odsuhlasila, preplatila, predpisala alebo
zakapila produkt spolo¢nosti Pfizer,
ovplyvnila vysledok klinického skusania
alebo inak nepatricne profitovala z
obchodnych aktivit spolo¢nosti Pfizer.

. 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

. Obchodni partneri a osoby, ktoré konaju v
ich mene v suvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer
musia pochopit’ a dodrziavat’ miestne
zakony, predpisy alebo operatné postupy
(vratane  poziadaviek  predpisanych
Statnymi entitami ako su §tatne nemocnice
alebo  vyskumné institicie), Kktoré
uplatiiuju akékol'vek limity, obmedzenia
alebo poziadavky na zverejnenie nahrady.
finan¢nej podpory, donacii alebo darov,
ktoré moézu byt poskytnuté Gradnym
osobam. Ak si obchodny partner nie je

isty vyznamom  alebo  uplatnenim
akychkol'vek identifikovatel'nych
obmedzeni alebo poziadaviek na

zverejnenie s ohl'adom na interakciu s
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with respect to interactions with
Government Officials, that Business
Associate should consult with his or her
primary Pfizer contact before engaging
in such interactions.

uradnymi osobami, mal by to obchodny
partner prekonzultovat’ s jeho hlavnou
kontaktnou osobou zo spolo¢nosti Pfizer
skér, nez za¢ne vykonavat svoje aktivity.

. 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
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.

. Obchodni partneri a osoby, ktoré konaji v
ich mene v sivislosti s aktivitami
vykondvanymi pre spolo¢nost Pfizer
nemaju povolenic ponukat ulahCujice
platby. ,,UTl'ah¢ujiica platba* je nominalna,
neoficidlna platba uradnej osobe za
ucelom zabezpecenia alebo urychlenia
vykonu  beZznej  dradnej  aktivity
nevyzadujucej jeho vlastné uvazenie.
Priklady ul'ah¢ujucich platieb zahfiaju
platby na urychlenie spracovania licencii,
povoleni alebo viz, pre ktoré su uz
pripravené¢ podklady. V pripade, ze
obchodny partner alebo osoba, ktora kona
v jeho mene v shvislosti s aktivitami
vykonavanymi pre spolo¢nost Pfizer,
dostane alebo si je vedoma Ziadosti alebo
poziadavky na ulahcujicu platbu alebo
uplatok v suavislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer,
obchodny partner musi ohldsit’ takito
ziadost' alebo poziadavku svojej hlavnej
kontaktnej osobe v spoloénosti Pfizer
skor, nez podnikne akykol'vek d’alsi krok.

Commercial Bribery

Komercné aplatkdrstvo

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

K podplacaniu a korupcii moéze dojst’ aj v
neuradnych  vztahoch, vzdjomne medzi
spolo¢nostami. Vicsina krajin ma zakony,
ktoré  zakazuju  ponukanie, slubovanie,
vyzadovanie, preberanie, prijimanie alebo
suhlas s prijatim penazi alebo ¢ohokol'vek, ¢o
ma hodnotu, ako vymenu za nepatri¢nu
obchodnt vyhodu. Medzi priklady zakazaného
spravania moze patrit’ napriklad poskytovanie
nepatri¢nych darov alebo pohostenia, provizii
alebo investicnych prilezitosti ponukanych za
u¢elom nepatri¢cného povzbudenia nakupu
tovarov alebo sluzieb. Kolegovia zo spolo¢nosti
Pfizer nemaji povolenie ponukat, davat,
uchadzat sa  alebo  prijimat’ _ uplatky.
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with work for Pfizer, to abide by the same
principles.

Ocakdvame, Ze na$i obchodni partneri alebo
osoby, ktoré konaju v ich mene v suvislosti
s aktivitami vykonavanymi pre spolo¢nost’
Pfizer, buda dodrziavat’ rovnaké principy.

Anti-Bribery and Anti-Corruption | Protiuplatkdrske a protikorupéné principy

Principles Governing Interactions with | upravujice interakcie so sukromnymi

Private Parties and Pfizer Colleagues osobami a zamestanancami spolo¢nosti
Pfizer

Business Associates must communicate and | Obchodni partneri musia komunikovat' a

abide by the following principles with regard to

dodrziavat nasledujice principy v stvislosti s

their interactions with private parties and Pfizer | ich interakciou so stkromnymi osobami

colleagues: a Pfizer zamestnancami:

. Business Associates, and those acting | ° Obchodni partneri a osoby konajice v
on their behalf in connection with work ich mene v suvislosti s aktivitami

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

vykonavanymi pre spolo¢nost’ Pfizer,
nesmi  priamo alebo  nepriamo
poskytnut’, prisl'ubit’ alebo schvalit’
poskytnutie uplatku alebo poskytnat’
¢okol'vek hodnotné akejkol'vek osobe

for Pfizer. za ucelom ovplyvnenia tejto osoby, aby
poskytla spolo¢nosti Pfizer nepatri¢nu

obchodnt vyhodu.
. Business Associates, and those acting | e Obchodni partneri a osoby konajice v

on their behalf in connection with work
for Pfizer, may not directly or indirectly,

ich mene v sutvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer,

solicit, agree to accept, or receive a nem6zu  priamo alebo nepriamo
payment or anything of value as an pontkat, suhlasit s prijatim alebo
improper incentive in connection with prevziat. platbu alebo &okol'vek
their business activities performed for hodnotné ako protihodnotu spojenu s
Pfizer. ich obchodnymi aktivitami
vykonavanymi pre spolo¢nost’ Pfizer.
. Pfizer colleagues are not permitted to | ° Zamestnanci spolocnosti Pfizer maja
receive  gifts,  services,  perks, zakdzané od obchodnych partnerov a

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 they
are received on an infrequent basis and

0s6b konajucich v ich mene v stvislosti
s aktivitami vykondavanymi pre
spolo¢nost’ Pfizer prijimat’ dary, sluzby,
vyhody, pohostenie alebo iné polozky
vicSej ako  symbolickej  alebo
zanedbatelnej  peniaznej  hodnoty.
Okrem toho su dary zanedbatelnej
hodnoty povolené iba vtedy, ak sa
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only at
occasions.

appropriate  gift-giving

prijmi len obcas a
prileZitostiach.

pri vhodnych

Reporting Suspected or Actual Violations

Ohlasovanie podozreni na poruSenia alebo
skutoénych porusent

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
Compliance Group by ¢-mail at
corporate.compliance@pfizer.com or by phone
at 1-212-733-3026.

Od obchodnych partnerov a 0sob konajticich v
ich  mene v  suvislosti s aktivitami
vykonavanymi pre spolo¢nost Pfizer sa
ocakdva, ze ohldsia podozrenia na mozné
porusenia tychto medzinarodnych
protitiplatkarskych a protikorupénych zéasad
alebo zdkona. Ohlasenie je mozné uskutodnit’ u
hlavnej kontaktnej osoby obchodného partnera
v spolo¢nosti Pfizer, alebo ak obchodny partner

uprednostiiuje, emailom oddeleniu ,Pfizer
Compliance Group*™ na adresu
corporate.compliance@pfizer.com alebo

telefonicky na &isle 1-212-733-3026.
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Attachment E
PROTECTION OF PERSONAL DATA

1. Definitions. Capitalized terms used in
this Attachment E will have the meaning
assigned to them in this Section 1 of
Attachment E. All capitalized terms not

otherwise defined in Attachment E will have

the meaning assigned to them in the
Agreement.
(a) “Applicable Law” means any

applicable law, regulation, or other legal
requirement applicable to the services provided
under the Agreement.

(b) “Controller” will mean the entity that
alone or jointly with others determines the
purposes and means of the Processing of
Personal Data.

(c) “Data Security Breach” means a
breach of security leading to the accidental or
unlawful  destruction, loss, alteration,
unauthorised disclosure of, or access to,
Personal Data that has been transmitted, stored,
or otherwise processed.

(d)  “Security Incident” will mean (i) Data
Security Breach; (ii) a security vulnerability
that carries a material risk of compromising the
confidentiality, integrity, or security of
Personal Data; (iii) a violation of Applicable
Law relating to the Processing of Personal Data
under this Agreement, or (iv) or any
unauthorized acquisition, access or use of
Personal Data that triggers a breach notification
obligation under Applicable Law. A Security
Incident will exclude the following:

(i) any unintentional acquisition, access, or
use of Personal Data by an employee or agent
of Institution or Principal Investigator if such
acquisition, access, or use was made in good
faith and does not result in further unauthorized
or inappropriate Processing of Personal Data;

(i)  any inadvertent disclosure by a person
who is authorized to access Personal Data on
behalf of Institution or Principal Investigator to

Priloha E o
OCHRANA OSOBNYCH UDAJOV

I. Definicie. Terminy uvedené vel'kymi
pismenami v tejto Prilohe E maju vyznam,
ktory je im prideleny v tejto 1. Casti Prilohy E.
Vietky terminy uvedené velkymi pismenami,
ktoré nie st definované inak v Prilohe E, maju
vyznam, ktory je im prideleny v zmluve.

(a) ,.Prisludny zikon™ znamend kazdy platny
zakon, predpis alebo ina zakonna poziadavka
vztahujica sa na sluzby poskytované podla
tejto zmluvy.

(b) ,,Prevadzkovatel™ znamena subjekt, ktory
samostatne alebo spolo¢ne s inymi uréuje acely
a prostriedky Spractivania Osobnych udajov.
(c) ,,Poruenie bezpeénosti idajov™ znamena
naruSenie bezpecnosti vedice k niahodnému
alebo nezakonnému zniCeniu, strate, zmene,
neopravnenému zverejneniu alebo poskytnutiu
Osobnych udajov, ktoré boli odoslané,
uchovavané alebo inak spractvané.

(d) ,.Bezpe¢nostny incident* znamena (i)
porusenie bezpecnosti udajov; (i1)
naru$itelnost’ bezpe¢nosti, Ktora predstavuje
podstatné riziko ohrozenia dévernosti, integrity
alebo bezpecnosti Osobnych udajov; (iii)
poruSenie Prislusného zakona tykajiceho sa
Spracuvanie Osobnych udajov podla tejto
zmluvy, alebo (iv) akékol'vek neopravnené
nadobudnutia, spristupnenie alebo pouzitie
Osobnych udajov, ktoré ma za nasledok
povinnost  oznamit  porudenic  podla
Prislusného  zdkona. K  Bezpeénostnému
incidentu nepatria nasledovné pripady:

(i) akékol'vek netmyselné nadobudnutie,
spristupnenie alebo pouzitie Osobnych udajov
zo strany zamestnanca alebo zastupcu institicie
alebo hlavného skusajiceho, ak takéto
nadobudnutie, spristupnenie alebo pouzitie
bolo vykonané v dobrej viere a nevedie k
d’alSiemu neoprdvnenému alebo nevhodnému
spractivaniu Osobnych tdajov;

(1) akékol'vek neumyselné poskytnutie osobou
s opravnenim pristupovat’ k Osobnym tdajom v
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another person who is authorized to access
Personal Data on behalf of Institution or
Principal Investigator, provided  the
information received as a result of such
disclosure is not further used or disclosed in an
unauthorized or inappropriate manner; or

(i)  any loss or unauthorized acquisition of
or access to encrypted Personal Data, provided
the confidential process or key that is capable
of compromising the security, confidentiality,
or integrity of the encrypted Personal Data is
not also subject to loss or unauthorized
acquisition or access.

(e)  “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 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 well as Personal Data relating to the
Principal  Investigator,  sub-investigators,
research staff, third parties, and Study Subjects.

(H “Process’” or “Processing” will mean
any operation or set of operations, which is
performed upon Personal Data, whether or not
by automatic means, such as collection,
recording, organization, storage, adaptation or
alteration, retrieval,  consultation, use,
disclosure by transmission, dissemination or
otherwise making available, alignment or
combination, blocking, erasure or destruction.

mene institicie alebo hlavného skusajtceho,
inej osobe s opravnenim pristupovat’ k
Osobnym udajom v mene inStitiucie alebo
hlavného skusajtuceho, za predpokladu, Ze tieto
informéacie ziskané v dosledku takéhoto
poskytnutia sa d’alej nepouZiju ani neposkytnu
neopravnenym alebo nevhodnym spdsobom;
alebo

(iii) akdakol'vek strata alebo neopravnené
nadobunutie ¢i spristupnenie
pseudonymizovanych Osobnych udajov za
predpokladu, Ze ddverné spractivanie alebo
kla¢, ktorym mozno ohrozit bezpecnost,
dovernost’ alebo integritu
pseudonymizovanych Osobnych udajov, nie je
takisto predmetom straty alebo neopravneného
nadobudnutiu ¢i spristupnenia.

(e) ..Osobné udaje” maji vyznam urleny
Prisluinym zdkonom a patria k nim najmi
akékol'vek informacie (bez ohl'adu na médium
a na to, ¢i su samostatné alebo v kombinacii s
inymi  dostupnymi  informéciami),  ktoré
identifikujii alebo sa tykaji identifikovanej
alebo identifikovatel'nej fyzickej osoby.
Pseudonymizované udaje sa povaZuju za
Osobné udaje, aj ked' drzZitel' tychto udajov
nema pristup ku kIai¢u, ktory spdja udaje s
totoznost'ou jednotlivea. K Osobnym utdajom
zhromaZzd’ovanym v  suvislosti s tymto
klinickym skusanim budu patrit’ Osobné udaje
zastupcov spolo¢nosti Pfizer, ako aj Osobné
Gdaje tykajuce sa hlavného skugajiceho,
spoluskuidajucich,  skusajiceho  personalu,
tretich stran a ucastnikov klinického skuania.

(f) . Spracivanie” alebo ,Spracuvivanie”
znamena akuikol'vek operaciu alebo subor
operacii, ktoré sa vykondvaja v suvislosti s
Osobnymi  udajmi, ako su ziskavanie,
zaznamenavanie, usporaduvanie,
Struktirovanie, uchovévanie, prepractivanie
alebo zmena, vyhladivanie, prehliadanie,
vyuZivanie, poskytovanie prenosom, S3irenie
alebo  poskytovanie  inym  spdsobom,
preskupovanie alebo kombinovanie,
obmedzenie, vymazdvanie alebo likvidacia,
bez ohladu na to, ¢&i sa vykondvaju
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(2) “Transfer”. “Transferred” or
“Transferring” means, whether by physical or
electronic means, across national borders, both
(a) the moving of Personal Data from one
location or person to another, and (b) the
granting of access to Personal Data by one
location or person to another.

2. Personal Data of Study Subjects. Pfizer will
be an independent Controller with respect to its
Processing of Personal Data contained in the
Study Data and Biological Samples that are
reported by Institution or Principal Investigator
to Pfizer or otherwise created by Pfizer.
Institution or Principal Investigator is the
Controller of Personal Data Processed with
respect to the medical treatment of the Study
Subject.

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

4. Compliance. The parties and Pfizer agree to
comply with Applicable Law with respect to its
Processing of Personal Data throughout the
term of the Agreement. It is the responsibility
of each party to effect and maintain all
inventories and registrations for the Processing
of Personal Data as required under Applicable
Law. The parties and Pfizer will cooperate and
assist each other with respect to any data
protection impact assessments and/or prior
consultations with government authorities that
may be required in respect to Processing that is
carried out under the Agreement. Institution
will also immediately notify Pfizer of any
notices received from a data protection
authority that relate to the Study.

automatizovanymi alebo neautomatizovanymi
prostriedkami.

(g) Prenos®, .Prenasanie* alebo
. Odosielanie®  znamena fyzické alebo
clektronické  cezhraniéné (a) presunutie

osobnych udajov z jedného miesta na iné miesto
alebo od jednej osoby k inej osobe a (b)
spristupnenic  Osobnych  udajov  jednym
miestom inému miestu alebo jednou osobou
inej osobe.

2. Osobné udaje ucastnikov  klinického
skidania. Spolo¢nost’ Pfizer bude nezavislym
prevadzkovatel'om v suvislosti so Spractivanim
Osobnych tdajov nachadzajucich sa v udajoch
klinického skusania a pri  biologickych
vzorkéach, ktoré su hlasené institiciou alebo
hlavnym skusajicim spoloénosti Pfizer alebo
inak vytvorené spoloénostou Pfizer. Intiticia
alebo hlavny skidajuci je prevadzkovatelom
Osobnych udajov Spracuvavanych v stvislosti
s lie¢bou ucastnika klinického skusania.

3. Osobné tdaje personalu klinického skusania.
Indtiticia berie na vedomie, Ze od spolo¢nosti
dostala oznamenie o ochrane osobnych Gdajov
skusajucich a personélu klinického skusania —
Eurdpska unia, Eurépsky hospodarsky priestor
a Svajgiarsko.

4. Dodrziavanie nariadeni. Zmluvné strany a
spoloénost’ Pfizer sa zavidzuju dodrziavat
Prislusny zakon v stvislosti so Spracuvavanim
Osobnych 1dajov pocas celého obdobia
platnosti tejto zmluvy. Kazda zmluvna strana je
povinnd vykonavat a udrziavat slpisy a
registracie na Spracuvanie Osobnych udajov,
ako to vyzaduje Prislusny zakon. Zmluvné
strany a spolo¢nost’ Pfizer budi vzdjomne
spolupracovat’ a pomahat’ si pri vykonavani
akychkol'vek posadeni vplyvu na ochranu
osobnych udajov a/alebo pri predbeznych
konzultaciach so Statnymi organmi, ktoré sa
moézu vyzadovat’ v suvislosti so SpracGvanim,
ktoré sa vykonava na zaklade tejto zmluvy.
Indtiticia bude tiez bezodkladne informovat’
spoloénost’ Pfizer o vietkych oznameniach
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5. Privacy and Security Programs. During the
term of this Agreement, the Institution and
Pfizer will each maintain a comprehensive
privacy and security program designed to
ensure that Personal Data will only be
Processed in accordance with the Agreement,
including the appointment of a data protection
officer as required by Applicable Law. The
parties will implement appropriate
administrative, technical, and physical security
measures to protect Personal Data.

6. Personnel. Institution and Pfizer will ensure
that their personnel engaged in the Processing
of Personal Data are informed of the
confidential nature of the Personal Data, have
received appropriate training on their
responsibilities, and have executed written
confidentiality agreements or are otherwise
subject to professional
confidentiality. The parties will ensure that
access to Personal Data is limited to those
personnel who perform services in accordance
with the Agreement.

7. Security Incident.

(a) Institution will notify Pfizer, in the manner
specified in the Agreement, within twenty-four
(24) hours of discovery of a Security Incident
related to Personal Data maintained by
Institution under the Agreement.

(b) In the course of notification, Institution will
provide, as feasible, sufficient information for
Pfizer to assess the Security Incident and
provide feedback, solely as an interested party
and not as legal or regulatory advice, to
[nstitution on whether notification to any
government is required by Applicable Law.

obligations  of

dorucenych uradom pre ochranu osobnych
adajov, ktoré sa tykaju klinického skusania.

5. Programy ochrany osobnych udajov a
bezpecnosti. Poc¢as platnosti tejto zmluvy bude
indtiticia aj spolo¢nost’ Pfizer viest komplexny
program  ochrany osobnych udajov a
bezpe¢nosti ureny na zabezpelenie toho, aby
Osobné udaje boli Spracuvavané iba v sulade so
zmluvou vratane vymenovania zodpovednej
osoby, ako to vyzaduje Prislusny zakon.
Zmluvné strany prijmu primerané
administrativne,  technické a  fyzické
bezpe¢nostné opatrenia na ochranu Osobnych
udajov.

6. Persondl. Indtitucia a spolo¢nost’ Pfizer
zabezpedi to, aby ich persondl zapojeny do
Spracuvdvania  Osobnych  adajov  bol
informovani o dévernom charaktere Osobnych
udajov, aby absolvoval primerané 3$kolenie
tykajice sa ich povinnosti, a aby uzavrel
pisomni dohodu o mlcanlivosti alebo inym
sposobom podliehal povinnosti zachovavania
profesijného  tajomstva. Zmluvné strany
zabezpetia, aby pristup k Osobnym tdajom bol
obmedzeny iba na tych zamestnancov, ktori
poskytuju sluzby v sulade so zmluvou.

7. Bezpeénostny incident,

(a) Institdcia oznami spoloénosti Pfizer
bezpeénostny incident stvisiaci s osobnymi
adajmi uchovavanymi instituciou na zaklade
tejto zmluvy spésobom uréenym v zmluve do
dvadsiatich Styroch dvadsiatich 3tyroch (24)
hodin od zistenia.

(b) Pocas oznamenia inStiticia poskytne,
nakolko je to mozné, spolo¢nosti Pfizer
dostatocné informacie na posudenie

Bezpeénostného incidentu a spolo¢nost’ Pfizer
spitne ur¢i vyhradne len ako zainteresovand
strana, a nie ako pravne ¢&i reguladné
odporudanie, institucii, ¢i sa podl'a Prislusného
zakona vyzaduje oznamenie prislusnej vlade.
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(¢) Institution will determine on the basis of all
available information and Applicable Law, if
the Security Incident will be considered a Data
Security Breach and arrange for notification to
data subjects and/or government authorities if
required by law, and will be responsible for
providing such notification.

(d) Solely with respect to any Data Security
Breach  notifications  involving  Pfizer
Representative Personal Data (as defined in
Section 12), Pfizer will have the opportunity to
review and approve such notices before they are
sent to the Pfizer representatives.

(e) Institution will be responsible for all costs,
expenses, as well as any resulting penalties,
associated with the provision of such
notifications. Institution will also perform all
necessary actions to rectify and mitigate the
Security Incident at its sole expense.

8. Rights of Data Subjects Participating in the

(c) Na zaklade v3etkych dostupnych informacii
a Prisludného zakona institacia uréi, ¢i sa dany
Bezpecnostny incident bude povaZzovat za
Porudenie bezpecnosti udajov a zabezpedi
oznamenie dotknutym osobam a/alebo Statnym
organom pre udaje, ak to vyzaduje zdkon, a
bude zodpovedna za vykonanie takéhoto
oznamenia.

(d) Vyhradne v suvislosti s akymikol'vek
oznameniami o Poruseni bezpecnosti udajov
tykajuceho sa osobnych udajov zastupcov
spolo¢nosti Pfizer (ako je definované v ¢asti 12)
spolo¢nost Pfizer bude mat mozZnost tieto
oznamenia skontrolovat’ a schvalit' pred ich
odoslanim zastupcom spolo¢nosti Pfizer.

(e) Institicia bude zodpovedna za vSetky
naklady, vydavky, ako aj akékol'vek nasledné
sankcie, savisiace s vykonanim takychto
oznameni. InStiticia takisto vykona vsetky
potrebné kroky na napravu a zmiernenie
Bezpeénostného incidentu na vlastné naklady.

8 Prava dotknutvch os6b zuéastiiujucich sa

Study. Institution and Pfizer agree that, as
between them, Institution is best able to manage
requests from Study Subjects for access,
amendment, Transfer, restriction, or deletion of
Personal Data. In the event that Pfizer and/or
CRO receive a request from a Study Subject for
such access, amendment, Transfer, restriction,
or deletion, Pfizer or CRO may forward the
request to Institution. Institution will respond
to Study Subjects’ requests for access,
amendment, Transfer, restriction, or deletion of
Personal Data in accordance with Applicable
Law, the Agreement, and any other instructions
provided by Pfizer. Institution acknowledges
that in order to maintain the integrity of Study
results, the ability to amend, restrict, or delete
Personal Data may be limited, in accordance
with Applicable Law. Pfizer acknowledges
that Study Subjects may withdraw their
informed consent to Study participation and
their consent to Processing of Personal Data at
any time.

klinického skuSania. InStiticia a spolocnost
Pfizer sa dohodli na tom, ze spomedzi nich je
indtitucia najschopnejsia spravovat’ ziadosti zo
strany u&astnikov klinického skusania o
spristupnenie, zmenu, Prenos, obmedzenie
alebo vymazanie osobnych udajov. V pripade,
ze spolo¢nost’ Pfizer a/alebo CRO dostane
ziadost’ zo strany ucastnika klinického skugania
o takéto spristupnenie, zmenu, Prenos,
obmedzenie alebo vymazanie, spolo¢nost’
Pfizer alebo CRO moéze postupit’ tito Ziadost’
indtitucii. Institacia odpovie na ziadost' zo
strany ucastnika klinického skusania o
spristupnenie, zmenu, Prenos, obmedzenie
alebo vymazanie Osobnych tGdajov v sulade s
Prislusnym zakonom, a so zmluvou a s

akymikol'vek inymi pokynmi vydanymi
spoloénostou Pfizer. Institicia berie na
vedomie, Ze kvoli zachovaniu integrity
vysledkov  klinického ska%ania moZnost

zmenit', obmedzit  alebo vymazat Osobné tidaje
moze byt obmedzena v sulade s Prislusnym
ziakonom. Spolo¢nost’ Pfizer berie na vedomie,
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9. Rights of Data Subjects Participating in the

Zze ucastnici  klinického skuSania mozu
kedykol'vek odvolat’ svoj informovany stihlas s
Gcastou v klinickom skus$ani a svoj suhlas so
Spracuvanim Osobnych udajov.

9. Prava dotknutych osdb zudastiujucich sa

Study post Study Closure. Institution will
promptly notify Pfizer of any such withdrawal
of consent that may affect the use of the
Personal Data under the Agreement and any
other instructions provided by Pfizer.  Such
requests may be directed to Pfizer at
Research_dataprivacy@pfizer.com.

10. Cross-Border Data Transfers. Institution
will only Transfer Personal Data outside the
European Union, European Economic Area or
Switzerland in accordance with Study related
instructional documents provided by Pfizer. If
requested by either Institution or Pfizer (or by
CRO on behalf of Pfizer), Institution and Pfizer
will enter into an agreement governing such
Transfer, including, but not limited to the EU
Standard Contractual Clauses, unless another
adequate mechanism for the Transfer exists.

11. Records. Institution and Pfizer will each
maintain a written record of all Processing
activities that are carried out under the
Agreement. Such record will contain, at a
minimum, (i) the name and contact details of
any processors; (ii) the name and contact details
of the processors’ data protection officers; (iii)
the categories of Processing that are carried out;
(iv) Transfers to third countries or international
organizations and documentation of the
suitable safeguards that are employed; and (v)
a general description of the administrative,
technical, and physical security measures that
have been taken to safeguard the Personal Data.

12. Use of Processors. Pfizer and Institution
agree that all processing agreements will be in

klinického skugsania po ukonéeni klinického
skuSania. InStiticia bezodkladne oznami
spolo¢nosti  Pfizer akékol'vek odvolanie
stthlasu, ktoré by mohlo ovplyvnit' pouZzivanie
Osobnych ddajov  podla tejto  zmluvy
a akychkol'vek inych pokynov vydanych
spoloCnostou Pfizer. Takéto Ziadosti mozu byt
adresované spolocnosti Pfizer prostrednictvom
adresy Research_dataprivacy@pfizer.com.

10. Cezhraniéné Prenosy uGdajov. Institicia
bude Odosielat’ Osobné tidaje mimo Eurdpskej
tnie, Europskeho hospodarskeho priestoru
alebo Svaj¢iarska vyhradne v stlade s pokynmi
tvkajucimi sa klinického skuSania vydanymi
spolo¢nostou Pfizer. Na ziadost' zo strany
indtitucie alebo spolo¢nosti Pfizer (alebo zo
strany CRO v mene spolocnosti Pfizer)
inStitucia a spolo¢nost’ Pfizer uzavri dohodu
upravujucu takyto Prenos vrdatane najmi
standardnych zmluvnych doloziek EU, pokial
neexistuje iny adekvatny mechanizmus Prenosu
udajov.

11. Zaznamy. Institicia aj spolo¢nost’ Pfizer
bude viest pisomny ziznam o v3etkych
¢innostiach tykajucich sa Spractvania udajov
podla tejto zmluvy. Takyto zdznam bude
obsahovat’ minimalne (i) meno a kontaktné
udaje kazdého sprostredkovatela; (ii) meno a
kontaktné  ddaje  zodpovednych  o0s6b
sprostredkovatel'ov: (iii) vykonavané kategorie
Spractivania; (iv) Odosielanie do tretich krajin
alebo medzindrodnym  organiziciam a
dokumentiacia o pouzitych primeranych
ochrannych opatreniach; a (v) v3eobecny popis
administrativnych, technickych a fyzickych
bezpetnostnych opatreni, ktoré boli prijaté na
ochranu Osobnych tudajov.

12. Vyuzivanie sprostredkovatel'ov.
Spolo¢nost’ Pfizer a inStiticia sa dohodli na
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writing and that processors will be required to
comply with the terms of the Agreement. For
purposes of this Agreement, CRO is a processor
of Pfizer. Institution and Pfizer will be
responsible for any noncompliance by a
processor which it has engaged, which
noncompliance will constitute a breach as if
committed directly by that party.

tom, ze vSetky dohody o spracuvavani budu
pisomné a ze od sprostredkovatel'ov sa bude
vyzadovat, aby  dodrziavali  zmluvné
podmienky tejto zmluvy. Na ucely tejto zmluvy
CRO je sprostredkovatel'om spolo¢nosti Pfizer.
Institdcia a spolo¢nost’ Pfizer budi zodpovedné
za akékol'vek nedodrzanie nariadeni zo strany
sprostredkovatela, ktorého angazovali, pricom
toto nedodrzanie nariadeni bude predstavovat
porudenie, ako keby sa ho sama dopustila
prisludnd zmluvna strana.
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Attachment F

Priloha F

STANDARD CONTRACTUAL CLAUSES

STANDARDNE ZMLUVNE DOLOZKY

SECTION 1

ODDIEL 1

Clause 1

Dolozka 1

Purpose and score

Uéel a rozsal posobnosti

a) The purpose of these standard
contractual clauses is to ensure
compliance with the requirements of
Regulation (EU) 2016/679 of the
European Parliament and of the
Council of 27 April 2016 on the
protection of natural persons with
regard to the processing of personal
data and on the free movement of such
data (General Data Protection
Regulation)' for the transfer of
personal data to a third country.

a) Ucelom tychto Standardnych
zmluvnych doloziek je zabezpecit’
sulad s poziadavkami nariadenia
Eurépskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane
fyzickych osob pri spracuvani
osobnych tidajov a o vol'nom pohybe
takychto tdajov (vSeobecné nariadenie
o ochrane tdajov)? pri prenose
osobnych udajov do tretej krajiny.

b) The Parties:

b) Zmluvné strany:

! 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.

2 Ak je vyvozca Gdajov sprostredkovatel'om, na ktorého sa vztahuje nariadenie (EU) 2016/679 a ktory kond v mene
indtitacie alebo organu Unie ako prevadzkovatel, tak uplatiovanim tychto doloZiek sa pri zapojeni incho
sprostredkovatel'a (d'algie sprostredkovanie), na ktorého sa nevztahuje nariadenie (EU) 2016/679, zabezpeluje aj
stlad s ¢lankom 29 ods. 4 nariadenia Europskeho parlamentu a Rady {EU) 2018/1725 z 23. oktdbra 2018 o ochrane
fyzickych 0sob pri spracivani osobnych idajov institiciami, orgdanmi, tradmi a agentirami Unie a o volnom
pohybe takychto idajov, ktorym sa zruduje nariadenie (ES) ¢. 45/2001 a rozhodnutie &. 1247/2002/ES (U, v. EU L
295,21.11.2018, s. 39), pokial' sa ticto dolozky a povinnosti v oblasti ochrany tdajov, ktoré su stanovené v zmluve
alebo inom pravnom akte uzavretom medzi prevadzkovatel'om a sprostredkovatel'om podl'a Elinku 29 ods. 3
nariadenia (EU) 2018/1725, vo vzdjomnom silade. Plati to najmi v pripade, ked' sa prevadzkovatel a
sprostredkovatel odvolavaji na $tandardné zmluvné dolozky uveden¢ v rozhodnuti 2021/9135.
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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

fyzické alebo pravnicka osoba, organ
verejnej moci, agentura alebo iny
organ (d’alej len ,,subjekt™), ktoré
uskutoénuju prenos osobnych udajov,
ako sa uvadza v prilohe I ¢asti A
(d’alej len ,,vyvozca udajov*), a

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 [.A.
(hereinafter each ““data importer™)
have agreed to these standard
contractual clauses (hereinafter:
“Clauses”).

subjekt v tretej krajine, ktory prijima
osobné daje od vyvozcu udajov, a to
priamo alebo nepriamo
prostrednictvom iné¢ho subjektu, ktory
je tiez zmluvnou stranou tychto
doloziek, ako sa uvadza v prilohe |
Casti A (d’alej len ,,dovozca idajov*™),

¢) These Clauses apply with respect to ¢) Tieto dolozky sa uplatiiuji na prenos
the transfer of personal data as osobnych tdajov podla prilohy I ¢asti
specified in Annex 1.B. B.

d) The Appendix to these Clauses d) Dodatok k tymto dolozkam obsahujuici

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

prilohy, na ktoré sa v tychto dolozkach
odkazuje, tvori neoddeliteI'nu stacast’
tychto doloziek.

Clause 2

Dolozka 2

Effect and invariability of the Clauses

Uéinok a nemennost’ doloZiek

a)

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 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

V tychto dolozkach sa stanovuju
primerané zaruky vratane
vymahatelnych prav dotknutych oséb
aufinnych pravnych prostriedkov
napravy podla c¢lanku 46 ods. |
a ¢lanku 46 ods. 2 pism. ¢) nariadenia

(EU)  2016/679, apokial ide
0 prenosy tdajov od
prevadzkovatel'ov
sprostredkovatelom  a/alebo  od
sprostredkovatel'ov
sprostredkovatel'om, Standardné

zmluvné dolozky podla ¢lanku 28
ods. 7 nariadenia (EU) 2016/679,
pokial nie si zmenené, okrem
pripadu, ked’ sa vyberd vhodny
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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.

modul/moduly, pripadne ked sa
dopliiaja alebo aktualizuju informacie
v dodatku. To zmluvnym stranam
nebriani  vtom, aby  zahrnuli
Standardné zmluvné dolozky
stanovené v tychto dolozkach do
SirSej zmluvy a/alebo doplnili iné
dolozky ¢i dodato¢né zaruky za
predpokladu, Ze nie st v priamom ani
nepriamom rozpore s tymito
dolozkami ani neobmedzuju zakladné
prava alebo slobody dotknutych osdb.

b)

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

b) Tymito dolozkami nie su dotknuté
povinnosti, ktoré sa vztahuji na
vyvozceu tdajov na zdklade nariadenia
(EU) 2016/679.

Clause 3

Dolozka 3

Third-party beneficiaries

Oprdavnené tretie strany

a)

Data subjects may invoke and enforce
these  Clauses, as  third-party
beneficiaries, against the data exporter
and/or data importer, with the
following exceptions:

a) Dotknuté osoby sa mézu tychto
doloziek dovolavat’ a vymahat’ ich ako
opravnené tretie strany vo vztahu k
vyvozcovi udajov a/alebo dovozcovi
idajov s tymito vynimkami:

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

i. dolozka 1, dolozka 2, dolozka 3,
dolozka 6, dolozka 7;

Clause 8 - Clause 8.1 (b) and Clause
8.3(b);

ii. dolozka 8 — dolozka 8.1 (b), doloZka
8.3(b)

iii.

[Intentionally Omitted]

iii.  [Zamerne vynechané]

iv.  [Intentionally Omitted] iv.  [Zamerne vynechané]

v. [Intentionally Omitted] v. [Z&meme vynechané]

vi.  Clause 15.1(c), (d) and (e); vi. dolozka 15.1 pism. ¢), d) a e);
vii.  Clause 16(e); vii.  dolozka 16(e);
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Clause 18.

viii.

viii.  dolozka 18.

b) Paragraph (a) is without prejudice to
rights of data subjects under Regulation

b) Pismenom a) nie st dotknuté prava
dotknutych os6b podl'a nariadenia

(EU) 2016/679. (EU) 2016/679.
Clause 4 Dolozka 4
Interpretation Vyklad

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

a) Ak sa v tychto dolozkach pouzivaju
pojmy vymedzené v nariadeni (EU)
2016/679, tieto pojmy maji rovnaky
vyznam ako v uvedenom nariadeni.

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

b) Tieto dolozky sa vykladaji v zmysle
ustanoveni nariadenia (EU) 2016/679.

c) These Clauses shall not be interpreted
in a way that conflicts with rights and
obligations provided for in Regulation

¢) Tieto dolozky sa nesmu vykladat
sposobom, ktory je v rozpore
s prdvami a povinnostami

(EU) 2016/679. stanovenymi v nariadeni (EU)
2016/679.
Clause 5 DoloZka 5
Hierarchy Hierarchia

In the event of a contradiction between these
Clauses and the provisions of related
agreements between the Parties, existing at
the time these Clauses are agreed or entered
into thereafter, these Clauses shall prevail.

V pripade rozporu medzi tymito dolozkami
a ustanoveniami suvisiacich dohdd medzi
zmluvnymi stranami, ktoré existovali v Case,
ked’ sa dohodli tieto dolozky, alebo ktoré sa
uzavreli neskor, maji prednost tieto dolozky.

Clause 6 Dolozka 6
Description of the transfer(s) Opis prenosu
The details of the transfer(s), and in particular | Informacie o prenose anajmd kategorie

the categories of personal data that are

prenasanych osobnych tidajov a ucel, na ktory
sa prenasaju, st uvedené v prilohe [ casti B.
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transferred and the purpose(s) for which they
are transferred, are specified in Annex [.B.

Clause 7

Dolozka 7

Docking clause

DoloZka o pristiupeni

a) An entity that is not a Party to these
Clauses 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 [.A.

a) Subjekt, ktory nie je zmluvnou stranou
tychto doloZiek, méze so suhlasom
zmluvnych stran kedykol'vek pristupit
k tymto dolozkam ako vyvozca alebo
dovozca udajov vyplnenim dodatku
a podpisanim prilohy I Casti A.

b) Once it has completed the Appendix
and signed Annex 1.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 LA.

b) Po vyplneni dodatku a podpisani
prilohy I Casti A sa pristupujuci
subjekt stane zmluvnou stranou tychto
doloziek a bude mat prava
a povinnosti vyvozcu alebo dovozecu
udajov v stlade s oznacenim v prilohe
I Casti A.

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

¢) Pristupujtci subjekt nema ziadne
prava ani povinnosti vyplyvajice
z tychto doloziek, pokial ide
o obdobie pred tym, ako sa stal
zmluvnou stranou.

SECTION II - OBLIGATIONS
OF THE PARTIES

ODDIEL II - POVINNOSTI
ZMLUVNYCH STRAN

Clause 8

Dolozka 8

Data protection safeguards

Ziruky v oblasti ochrany tidajov

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.

Vyvozeca udajov vyhlasuje, Zze vynalozil
primerané usilie, na zaklade ktorého mozZno
konstatovat, Ze dovozca udajov je vd'aka
prijatiu vhodnych technickych
a organiza¢nych opatreni schopny plnit’ svoje
povinnosti podl'a tychto doloZiek.
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8.1 Instructions 8.1 Pokyny

a) The data exporter shall process the a)
personal data only on documented
instructions from the data importer
acting as its controller.

Vyvozca tidajov spractiva osobné
udaje len na zaklade
zdokumentovanych pokynov dovozcu
udajov v postaveni prevadzkovatel'a.

b) The data exporter shall immediately b)
inform the data importer if it is unable
to follow those instructions, including
if such instructions infringe
Regulation (EU) 2016/679 or other
Union or Member State data
protection law.

Vyvozca udajov bezodkladne
informuje dovozcu tdajov, ak nie je
schopny dodrzat’ predmetné pokyny,
a to aj v pripade, ze dané pokyny
porusuja nariadenie (EU) 2016/679
alebo iné pravne predpisy Unie alebo
¢lenského Statu o ochrane udajov.

¢) The data importer shall refrain from c)
any action that would prevent the data
exporter from fulfilling its obligations
under Regulation (EU) 2016/679,
including in the context of sub-
processing or as regards cooperation
with competent supervisory
authorities.

Dovozca Gdajov sa zdrzi akéhokol'vek
konania, ktoré by vyvozcovi iidajov
branilo v plneni povinnosti podl'a
nariadenia (EU) 2016/679, a to aj

v kontexte d’al3ieho sprostredkovania
alebo pokial ide o spolupracu

s prisluSnymi dozornymi organmi.

d) After the end of the provision of the d)
processing services, the data exporter
shall, at the choice of the data
importer, delete all personal data
processed on behalf of the data
importer and certify to the data
importer that it has done so, or return
to the data importer all personal data
processed on its behalf and delete
existing copies.

Po ukonceni poskytovania
spracovatel'skych sluzieb vyvozca
udajov vymaze vietky osobné idaje
spractivané v mene dovozcu Gdajov

a dovozcovi udajov tuto skutoénost’
potvrdi, alebo dovozcovi udajov vrati
vietky osobné udaje spracuvané v jeho
mene a vymaze existujiice kdpie, a to
podl'a toho, pre ktorli z moZnosti sa
dovozca udajov rozhodne.

8.2 Security of processing 8.2 Bezpednost’ spracivania

a) The Parties shall implement a)
appropriate technical and
organisational measures to ensure the
security of the data, including during
transmission, and 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

Zmluvné strany prijma primerané
technické a organiza&né opatrenia na
zaistenie bezpecnosti tdajov, a to aj
pocas prenosu, ako aj ochrany pred
poruSenim bezpecnosti, ktoré vedie
k ndhodnému alebo nezakonnému
znideniu, strate, zmene,
neopravnenému poskytnutiu alebo
pristupu (d’alej len ,,porusenie ochrany
osobnych udajov®). Pri posudzovani
primeranej urovne bezpeénosti
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shall take due account of the state of
the art, the costs of implementation,
the nature of the personal data’, the
nature, scope, context and purpose(s)
of processing and the risks involved in
the processing for the data subjects,
and in particular consider having
recourse to encryption or
pseudonymisation, including during
transmission, where the purpose of
processing can be fulfilled in that
manner.

nalezite zohl'adnuju najnovsie
poznatky, ndklady na vykonanie
opatreni, povahu osobnych tidajov?,
povahu, rozsah, kontext a tcel
spractivania a rizikd spojené so
spractivanim pre dotknuté osoby,
pri¢om najmé zvazia pouzitie
Sifrovania alebo pseudonymizacie, a to
aj pocas prenosu, ak mozno vd'aka
nim splnit’ G¢el spractvania.

b) The data exporter shall assist the data b) Vyvozca idajov poméha dovozcovi
importer in ensuring appropriate idajov zabezpedit’ primeranii
security of the data in accordance with bezpecnost udajov v sulade
paragraph (a). In case of a personal s pismenom a). V pripade porusenia
data breach concerning the personal ochrany osobnych udajov tykajuceho
data processed by the data exporter sa osobnych Udajov spracuvanych
under these Clauses, the data exporter vyvozcom tdajov podla tychto
shall notify the data importer without doloziek zasle vyvozca idajov oznam
undue delay after becoming aware of dovozcovi tdajov bez zbyto¢ného
it and assist the data importer in odkladu po tom, ako sa o tejto
addressing the breach. skuto¢nosti dozvie, a dovozcovi udajov
poskytne pomoc pri naprave poruienia.
¢) The data exporter shall ensure that ¢) Vyvozca udajov zabezpeci, aby sa

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

osoby opravnené spractivat’ osobné
udaje zaviazali, Ze zachovaju
dovernost’ idajov, alebo aby sa na ne
vzt'ahovala primerana zakonna
povinnost’ zachovavat’ dovernost’
udajov.

8.3 Documentation and compliance

8.3 Dokumenticia a splnenie povinnosti

a)

The Parties shall be able to
demonstrate compliance with these
Clauses.

a)

Zmluvyné strany musia byt schopné
preukazat, Ze si splnili povinnosti
podla tychto dolozick.

This includes whether the transfer and further processing involves personal data revealing racial or ethnic
origin, political opinions, religious or philosophical beliefs, or trade union membership, genctic data or biometric
data for the purpose of uniquely identifying a natural person, data concerning health or a person’s sex life or sexual
orientation, or data relating to criminal convictions or offences.
Vratane toho, ¢i prenos a d'al3ic spracivanie zahrilajii osobné adaje odhal'ujice rasovy alebo etnicky povod,
politické nazory, ndbozenské alebo filozofické presvedZenie alebo ¢lenstvo v odborovych organizécidch, genetické alebo
biometrické Gidaje na ucely jedineénej identifikdcie fyzickej osoby. Gdaje tykajice sa zdravia alebo sexudineho Zivota &
sexudlnej orientdcie osoby, alebo Gdaje tvkajice sa odsidenia za trestné Ciny.
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b) The data exporter shall make available
to the data importer all information
necessary to demonstrate compliance
with its obligations under these
Clauses and allow for and contribute
to audits.

b) Vyvozca idajov spristupni dovozcovi
udajov vietky informacie potrebné na
preukazanie, ze si splnil povinnosti
podla tychto doloziek, umozni audity
a poskytne pri nich potrebnu
suéinnost’.

Clause 10

Dolozka 10

Data subject rights

Prdva dotknutych oséb

The Parties shall assist each other in
responding to enquiries and requests made by
data subjects under the local law applicable to
the data importer or. for data processing by

Zmluvné strany si navzajom poskytuji pomoc
pri reagovani na otazky a ziadosti dotknutych
0s0b podl'a miestneho préva uplatniteI'ného na
dovozcu udajov alebo v pripade spractuvania

the data exporter in the EU. under Regulation | udajov vyvozcom udajov v EU podla
(EU) 2016/679. nariadenia (EU) 2016/679.
Clause 11 Dolozka 11
Redress Nidprava

a) 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.

a) Dovozca udajov informuje dotknuté
osoby v transparentnom a l'ahko
dostupnom formate prostrednictvom
individualneho oznamenia alebo na
svojom webovom sidle o kontaktnom
mieste, ktoré je opravnené vybavovat’
staznosti. Bezodkladne sa zaobera
vietkymi staznostami, ktoré dostane
od dotknutej osoby.

Clause 12

Dolozka 12

Liability

Zodpovednost’

a) 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.

a) Kazda zmluvnd strana je zodpovedna
voli druhej zmluvnej strane za
akukol'vek ujmu, ktort jej sposobi
v désledku porusenia tychto doloziek.

b) Each Party shall be liable to the data
subject, and the data subject shall be
entitled to receive compensation, for

b) Kazda zmluvna strana je zodpovedna
vo¢i dotknutej osobe za akukol'vek
majetkovu alebo nemajetkovu ujmu,
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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.

ktorli spdsobi dotknutej osobe
porusenim prav opravnenej tretej
strany podla tychto dolozZiek, pri¢om
dotknuta osoba ma narok na nahradu
uvedenej ujmy. Tym nie je dotknuta
zodpovednost’ vyvozcu udajov podla
nariadenia (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.

c) Ak je za ujmu sposobent dotknutej
osobe v dosledku porusenia tychto
doloziek zodpovedna viac ako jedna
zmluvna strana, tieto zmluvné strany
zodpovedaju spolo¢ne a nerozdielne,
pricom dotknuta osoba je opravnena
podat’ zalobu na sud proti
ktorejkol'vek z tychto zmluvnych
stran.

d) 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.

d) Zmluvné strany sa dohodli, ze
v pripade, ked’ nesie zodpovednost’
podl'a pismena ¢) jedna zmluvna
strana, je opravnena Ziadat’ od druhej
zmluvnej strany vratenie ¢asti nahrady
vyjadrujucej jej zodpovednost’ za
ujmu.

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

e) Dovozca udajov sa nemoze odvolavat
na konanie sprostredkovatela alebo
d’algieho sprostredkovatel'a s ciel'om
zbavit sa svojej vlastnej
zodpovednosti.

SECTION III - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS
BY PUBLIC AUTHORITIES

ODDIEL III - MIESTNE PRAVNE
PREDPISY A POVINNOSTI V PRIPADE
PRISTUPU ORGANOV VEREJNEJ
MOCI

Clause 14

Dolozka 14

Local laws and practices affecting
compliance with the Clauses

Miestne prdavne predpisy a prax, ktoré maju
vplyv na dodriiavanie doloZiek

(where the EU processor combines the
personal data received from the third country-
controller with personal data collected by the
processor in the EU)

(ak sprostredkovatel'v EU kombinuje osobné
udaje prijaté od prevadzkovatela z tretej
krajiny s osobnymi tidajmi, ktoré ziskal
sprostredkovatel'v EU)
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a) The Parties warrant that they have no a) Zmluvné strany vyhlasuju, Ze nemaju
reason to believe that the laws and Ziadny dovod povazovat’ pravne
practices in the third country of predpisy a prax v tretej krajine uréenia,
destination applicable to the pokial’ ide o spractivanie osobnych
processing of the personal data by the tidajov dovozcom tidajov vratane
data importer, including any akychkol'vek poziadaviek na
requirements to disclose personal data poskytovanie osobnych tdajov alebo
or measures authorising access by opatreni, ktorymi sa povol'uje pristup
public authorities, prevent the data organov verejnej moci, za prekazku,
importer from fulfilling its obligations ktora by branila dovozcovi tidajov
under these Clauses. This is based on v plneni jeho povinnosti vyplyvajlcich
the understanding that laws and z tychto doloziek. Uvedené vychadza
practices that respect the essence of z vykladu, podla ktorého pravne
the fundamental rights and freedoms predpisy a prax, ktoré re$pektuju
and do not exceed what is necessary podstatu zdkladnych préav a slobod
and proportionate in a democratic a neprekracuju ramec toho, ¢o je
society to safeguard one of the nevyhnutné a primerané
objectives listed in Article 23(1) of v demokratickej spolo¢nosti na
Regulation (EU) 2016/679, are not in zabezpecenie jedného z ciel'ov
contradiction with these Clauses. uvedenych v ¢lanku 23 ods. |

nariadenia (EU) 2016/679, nie st
v rozpore s tymito dolozkami.
b) The Parties declare that in providing b) Zmluvné strany deklaruju, ze

the warranty in paragraph (a), they
have taken due account in particular of
the following elements:

v stivislosti s vyhlasenim v pismene a)
nalezite zohl'adnili najma tieto prvky:

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;

osobitné okolnosti prenosu vritane dizky
spracovatel'ského ret'azca, poétu
zapojenych aktérov a pouzitych
prenosovych kanalov; zamy$lané nasledné
prenosy; typ prijemcu; Gcel spracuvania;
kategorie a format prenasanych osobnych
udajov; odvetvie hospodarstva, v ktorom sa
prevod uskuto¢nuje; miesto uchovavania
prenasanych Gdajov;

the laws and practices of the third
country of destination— including
those requiring the disclosure of data
to public authorities or authorising
access by such authorities — relevant in
light of the specific circumstances of

pravne predpisy a prax tretej krajiny uréenia
—vratane tych, podla ktorych sa vyzaduje
poskytovanie tdajov organom verejnej
moci alebo povol'uje pristup tychto
organov, — ktoré si relevantné vzhl'adom na
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the transfer, and the applicable osobitné okolnosti prenosu, ako aj

limitations and safeguards; uplatnitel'né obmedzenia a zaruky®;

iii.  any relevant contractual, technical or iii.  v8etky prisluiné zmluvné, technické
organisational safeguards put in place alebo organizané zaruky zavedené na
to supplement the safeguards under doplnenie zaruk podl'a tychto doloziek
these Clauses, including measures vratane opatreni uplatiovanych pocas
applied during transmission and to the prenosu a spracuivania osobnych
processing of the personal data in the udajov v krajine urlenia.

country of destination.

¢) The data importer warrants that, in ¢) Dovozca udajov vyhlasuje, Ze pri
carrying out the assessment under vvkonavani postdenia podl'a pismena
paragraph (b), it has made its best b) vynalozil maximalne usilie na to,
efforts to provide the data exporter aby poskytol vvvozcovi udajov
with relevant information and agrees relevantné informécie, a zavizuje sa
that it will continue to cooperate with nad’alej spolupracovat’ s vyvozcom
the data exporter in ensuring udajov tak, aby sa zabezpecilo
compliance with these Clauses. dodrziavanie tychto doloziek.

d) The Parties agree to document the d) Zmluvné strany sa zavézujl
assessment under paragraph (b) and zdokumentovat' posudenie podl'a
make it available to the competent pismena b) a na poZiadanie tito
supervisory authority on request. dokumentéciu spristupnit’ prislusnému

dozornému organu.

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 Partics 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.

i Pokial ide o vplyv tychto pravnych predpisov a praxe na dodrziavanie tychto doloziek, v rdmei celkoveho
postdenia mozno zohl'adnit rozne prvky. Medzi tieto prvky moZno zahrut relevantné a zdokumentované praktické
skusenosti s predchadzajicimi pripadmi Ziadosti orgdnov verejnej moci o poskytnutie idajov alebo neexistenciu
takychto Ziadosti, ktoré sa vztahuji na dostatoéne reprezentativny fasovy ramec. Ide najmi o interné zaznamy alebo
int dokumentdciu, ktoré boli vypracivané priebezne v stlade s naleZitou starostlivostou a certifikované na trovni
vysdicho manaZmentu, ak mozno tieto informécie zdkonne poskytovat tretim stranam. Pokial’ moZno na zaklade
tvchto praktickych skusenosti dospiet k zaveru, Ze dovozeovi Udajov ni& nebréni v dodrziavani tychto doloZiek,
treba uviest' aj d'alsie relevantné objektivne prvky. pricom zmluvnym strandm prindleZi dokladne posudit, ¢i tieto
prvky ako celok maji dostatodni vahu na podporu tohto zaveru, pokial ide o ich spol'ahlivost’ a reprezentativnost'.
Zmluvné strany musia predovietkym prihliadnut na to, ¢i su ich praktické skusenosti potvrdené, a teda nie v rozpore
s verejnymi alebo inak dostupnymi a spol'ahlivymi informéaciami o existencii alebo neexistencii Ziadosti v rdmei
toho istého odvetvia a/alebo uplatiovanim pravnych predpisov v praxi, ako je napriklad judikatira a spravy
nezdvislveh orgdnov dohladu.
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e) 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 (a).

e) Dovozca tdajov sa zavizuje

bezodkladne oznamit’ vyvozcovi tdajov,
¢i ma po vyjadreni suhlasu s tymito
dolozkami pocas trvania zmluvy dévod
domnievat’ sa, Ze sa na neho vzt'ahuju
alebo zacali vzt'ahovat’ pravne predpisy
alebo prax, ktoré nie st v stilade

s poziadavkami podl'a pismena a), a to aj
po zmene pravnych predpisov tretej
krajiny alebo prijati opatrenia (ako je
ziadost' o poskytnutie iidajov) tykajiiceho
sa uplatnenia takychto pravnych
predpisov v praxi, ktoré nie je v stlade

s poziadavkami podl'a pismena a).

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 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.

V nadviznosti na oznamenie podl'a
pismena e) alebo ak ma vyvozca tidajov
inak dovod domnievat’ sa, Zze dovozca
udajov uz nemdze plnit’ svoje
povinnosti podla tychto doloziek,
vyvozca idajov bezodkladne uri
vhodné opatrenia (napriklad technické
alebo organiza¢né opatrenia na zaistenie
bezpecénosti a ddvernosti), ktoré ma
prijat’ vyvozca udajov a/alebo dovozca
udajov na riesenie situacie. Vyvozca
idajov prerusi prenos tidajov, ak sa
domnieva, Ze nie je mozné zabezpecit
primerané zaruky pre takyto prenos,
alebo ak mu da na to pokyn prislusny
dozorny organ. V takom pripade je
vyvozca udajov opravneny vypovedat
zmluvu, pokial ide o spraclivanie
osobnych tdajov podl'a tychto doloziek.
Ak ma zmluva viac ako dve zmluvné
strany, vyvozca udajov ju moze
vypovedat’ len vo vztahu k prislusnej
zmluvnej strane, pokial’ sa zmluvné
strany nedohodli inak. V pripade
vypovedania zmluvy podla tejto
dolozky sa uplatni dolozka 16 pism. d)
ae).

Clause 15

Dolozka 15
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Obligations of the data importer in case of
access by public authorities

Povinnosti dovozcu tidajov v pripade
pristupu orgdnoy verejnej moci

(where the EU processor combines the
personal data received from the third country-
controller with personal data collected by the
processor in the EU)

(ak sprostredkovatel' v EU kombinuje osobné
tidaje prijaté od prevadzkovatela z tretej
krajiny s osobnymi vidajmi, ktoré ziskal
sprostredkovatel v EU)

15.1 Notifications

15.1 Oznamenie

a) 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:

a) Dovozca udajov sa zaviizuje
bezodkladne zaslat’ ozndmenie
vyvozcovi udajov a pripadne dotknutej
osobe (v pripade potreby s pomocou
vyvozcu tdajov), ak:

i.  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 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.  dostane pravne zaviznl ziadost od
organu verejnej moci vratane sidnych
organov podl'a pravnych predpisov
krajiny uréenia o poskytnutie
osobnych tdajov prenadanych podla
tychto dolozZiek; takéto ozndmenie
obsahuje informacie o pozadovanych
osobnych udajoch, Ziadajucom organe,
pravnom zaklade Ziadosti
a poskytnutej odpovedi; alebo

ii. 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.

ii.  sadozvie o akomkol'vek priamom
pristupe organov verejnej moci
k osobnym tdajom prenasanym podla
tychto doloziek v stlade s pravnymi
predpismi krajiny urcenia; takéto
oznamenie obsahuje vietky
informécie, ktoré ma dovozca
k dispozicii.

b) 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.

b) Ak sa dovozcovi Uidajov zakazuje
podl'a pravnych predpisov krajiny
urCenia zaslat' oznamenie vyvozcovi
udajov a/alebo dotknutej osobe,
dovozca udajov sa zavizuje vynalozit'
maximalne usilie na ziskanie vynimky
zo zdkazu s ciel'om oznamit’ ¢o
najviac informécii a ¢o najskor.
Dovozca udajov sa zavizuje
zdokumentovat’ svoje maximalne
asilie tak, aby ho mohol na Ziadost’
vyvozcu udajov preukazat'.
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¢) Where permissible under the laws of c) Ak to pravne predpisy krajiny uréenia
the country of destination, the data umoZziiuji, dovozca udajov sa
importer agrees to provide the data zavizuje, Zze pocas trvania zmluvy
exporter, at regular intervals for the bude vyvozcovi tdajov v pravidelnych
duration of the contract, with as much intervaloch poskytovat’ ¢o najviac
relevant information as possible on the relevantnych informacii o prijatych
requests received (in particular, Ziadostiach (najmi pocet Ziadosti, druh
number of requests, type of data pozadovanych udajov, ziadajuci organ,
requested, requesting authority/ies, ¢i boli Ziadosti napadnuté a vysledok
whether requests have been challenged stvisiacich konani atd’.).
and the outcome of such challenges,
etc.).

d) The data importer agrees to preserve d) Dovozca udajov sa zavizuje, ze
the information pursuant to paragraphs informécie podla pismen a) az ¢)
(a) to (¢) for the duration of the uchova pocas trvania zmluvy a na
contract and make it available to the poziadanie ich spristupni prislu§nému
competent supervisory authority on dozornému orgénu.
request.

e) Paragraphs (a) to (c) are without e) Pismena a) az c) sa uplatiiuji bez toho,

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.

aby bola dotknuta povinnost' dovozcu
tdajov podl'a dolozky 14 pism. e)

a dolozky 16, a to bezodkladne
informovat’ vyvozcu tdajov, ak nie je
schopny konat’ v stilade s tymito
dolozkami.

15.2 Review of legality and data
minimisation

15.2 Preskiimanie zdkonnosti a
minimalizdcia udajov

a)

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

a)

Dovozca idajov sa zavizuje
preskimat’ zakonnost' Ziadosti

o poskytnutie udajov, najmi ¢i je
zachovana pravomoc ziadajticeho
organu verejnej moci, a ziadost'
napadnut’, ak po dékladnom posudeni
dospeje k zdveru, Ze existuja
opodstatnené dovody domnievat’ sa, ze
Ziadost’ je nezakonna podla pravnych
predpisov krajiny urCenia, platnych
zavizkov podl'a medzinarodného
prava a zésad ustretovosti

v medzindrodnych vzt'ahoch. Dovozca
adajov je za rovnakych podmienok
povinny vyuzivat' moznosti odvolania.
Pri napadnuti Ziadosti dovozca udajov
navrhne nariadenie predbeznych
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the effects of the request until the
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).

opatreni s cielom pozastavit’ uéinky
Ziadosti dovtedy, kym prisludny sudny
organ nerozhodne vo veci same;j.
Pozadované osobné tdaje poskytne az
vtedy, ked’ je na to povinny podl'a
platnych procesnych pravidiel. Tymito
poziadavkami nie su dotknuté
povinnosti dovozcu udajov podla
dolozky 14 pism. e).

b) 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.

b) Dovozca udajov sa zavizuje
zdokumentovat’ prislusné pravne
postdenie, ako aj akékol'vek
napadnutie ziadosti o poskytnutie
tidajov, a v rozsahu povolenom
pravnymi predpismi krajiny urenia
spristupni dokumentaciu vyvozcovi
udajov. Na poziadanie spristupni tuto
dokumentdciu aj prislunému
dozornému organu.

¢) 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.

¢) Dovozca Udajov sa zavizuje, Ze
v ramci odpovede na Ziadost’
o poskytnutie udajov poskytne
minimalne dovolené mnozstvo
informacii, a to na zaklade
primeraného vykladu Ziadosti.

SECTION IV — FINAL PROVISIONS

ODDIEL IV — ZAVERECNE
USTANOVENIA

Clause 16

Dolozka 16

Non-compliance with the Clauses and
termination

Nedodrianie doloZiek a ukonlenie platnosti

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

a) Dovozca udajov bezodkladne
informuje vyvozcu udajov, ak nie je
schopny tieto pokyny z akéhokol'vek
ddovodu dodrzat’.

b) In the event that the data importer is in
breach of these Clauses or unable to
comply with these Clauses, the data
exporter shall suspend the transfer of

b) V pripade, Ze dovozca udajov porusuje
tieto dolozky alebo nie je schopny
plnit’ si povinnosti podl'a tychto
doloziek, vyvozca Uidajov pozastavi
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personal data to the data importer until
compliance is again ensured or the
contract is terminated. This is without
prejudice to Clause 14(f).

prenos osobnych tdajov dovozcovi
udajov, kym sa opit’ nedosiahne sulad
alebo neddjde k ukonceniu platnosti
zmluvy. Dolozka 14 pism. f) tym nie
Jje dotknuta.

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

¢) Vyvozca udajov je opravneny
vypovedat’ zmluvu v rozsahu, v akom
sa tyka spractvania osobnych udajov
podla tychto doloziek, ak:

i.  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.  vyvozca udajov prerusil prenos
osobnych udajov dovozcovi udajov
podl'a pismena b) a dodrziavanie
tychto doloziek sa neobnovi
v primeranej lehote a v kazdom
pripade do jedného mesiaca od
preruSenia;

ii.  the data importer is in substantial or
persistent breach of these Clauses; or

ii.  dovozca idajov zavaznym alebo
trvalym spdsobom porusuje tieto
dolozky; alebo

iii.  the data importer fails to comply with
a binding decision of a competent
court or supervisory authority
regarding its obligations under these
Clauses.

iii.  dovozca udajov poruduje zavizné
rozhodnutie prislusného sudu alebo
dozorného organu, pokial  ide o jeho
povinnosti podl'a tychto doloziek.

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

V tychto pripadoch informuje o tomto
porudeni prislusny dozorny organ. Ak ma
zmluva viac ako dve zmluvné strany, vyvozca
udajov ju mdze vypovedat len vo vztahu k
prislusnej zmluvnej strane, pokial’ sa zmluvné
strany nedohodli inak.

d) Personal data collected by the data
exporter in the EU that has been
transferred prior to the termination of
the contract pursuant to paragraph (c)
shall immediately be deleted in its
entirety, including any copy thereof.
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

d) Osobné L'ldaje ziskané vyvozcom
tdajov v EU, ktoré boli prenesené
pred vypovedanim zmluvy podl'a
pismena c), sa bezodkladne v celom
rozsahu vymaz, vratane ich kopii.
Dovozca udajov vyda vyvozcovi
udajov potvrdenie o tom, Ze udaje boli
vymazané. Dovozca tidajov
zabezpecuje dodrziavanie tychto
doloziek dovtedy, kym ned6jde
k vymazaniu alebo vrateniu udajov.
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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.

Pokial ide o miestne pravne predpisy
uplatnitel'né na dovozcu tdajov,
ktorymi sa zakazuje vratenie alebo
vymazanie prenesenych osobnych
udajov, dovozca idajov vyhlasuje, ze
bude nad’alej zabezpecovat silad

s tymito doloZkami a Gidaje bude
spractivat’ len v takom rozsahu a tak
dlho, ako to vyzaduje uvedené miestne
pravo.

e) 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)

e) Ktordkol'vek zo zmluvnych strain méze
odvolat’ svoj sthlas s tym, Ze bude
viazana tymito dolozkami, ak i)
Eurépska komisia prijme rozhodnutie
podla ¢lanku 45 ods. 3 nariadenia
(EU) 2016/679 tykajuce sa prenosu
osobnych udajov, na ktoré sa vztahuju
tieto dolozky, alebo ii) nariadenie
(EU) 2016/679 sa stane sucastou
pravneho ramca krajiny, do ktorej sa
osobné Gdaje prenasaju. Tym nie st
dotknuté ostatné povinnosti
vzt'ahujice sa na predmetné

2016/679. spractivanie podl'a nariadenia (EU)
2016/679.
Clause 17 Dolozka 17
Governing law Rozhodné privo

These Clauses shall be governed by the law of
a country allowing for third-party beneficiary
rights. The Parties agree that this shall be the

law of Slovak republic.

Tieto doloZky sa riadia pravom krajiny, ktor¢
priznava G&inok pravam opravnene;j tretej
strany. Zmluvné strany sa dohodli, ze tymto
pravom je pravny poriadok Slovenskej

republiky.

Clause 18

Dolozka 18

Choice of forum and jurisdiction

Vol'ba studu a pravomoci

Any dispute arising from these Clauses shall
be resolved by the courts of Slovak Republic.

Na rozhodovanie sporov vyplyvajicich z
tychto doloziek st prislusné sudy Slovenske]

republiky.

273629 B7841008 SVK INST CSA Bilingual 20231010 V1.0
Page 97 of 105




APPENDIX DODATOK
ANNEX I PRILOHA 1

A. LIST OF PARTIES

A. ZOZNAM ZMLUVNYCH STRAN

Data exporter(s): [Identity and contact
details of the data exporter(s) and, where
applicable, of its/their data protection officer
and/or representative in the European Union]

Vyvozea udajov: [Totoznost a kontakiné
uidaje vyvozcu udajov a pripadne  jeho
zodpovednej  osoby  a/alebo  zdstupcu
v Eurdpskej unii]

1. Name: Univerzitna nemocnica Martin,
Klinika hematolégie a tranfuziologie UNM

1. Meno/ndzov: Univerzitna nemocnica
Martin, Klinika hematolégie a
tranfuziologie UNM

Address: Kollarova 2, 036 59 Martin,
Slovenska republika

Adresa: Kollarova 2, 036 59 Martin,
Slovenska republika

Contact person’s name, position and contact
details:  pupr. lvan Kocan, PhD., MHA.

Meno, funkcia a kontaktné tidaje kontaktnej
osoby: MUDr, Ivan Kocan, PhD., MHA.

— Tiaonel UN
Activities relevant to the data transferred

under these Clauses:

PO L —
Cinnosti stvisiace s idajmi prenasanymi
podla tychto doloziek:

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

Exportér tidajov je miesto klinického
skidania, ktoré sa zucastiuje na klinickom
skiidani a bude prenasat’ udaje, ako je uvedené
v prilohe I: Opis prenosu.

Signature and date: 9 ; 1y 91

Roie (CONroNEI/Processor): rrocessor

Podpis a datum: 27, 0K 2073

Postavenie
(prevadzkovatel/sprostredkovatel’):
Sprostredkovatel’
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Data importer(s): [Identity and contact
details of the data importer(s), including any
contact person with responsibility for data

protection]

Dovozea udajov: [Identita a kontakiné udaje
dovozcu udajov vratane akejkolvek kontaktnej
osoby zodpovednej za ochranu vidajov]

1. Chief Privacy Officer

1. Chief Privacy Officer

Pfizer Inc.

Pfizer Inc.

235 East 42nd Street

235 East 42nd Street

New York, NY 10017

New York, NY 10017

together with a scanned copy emailed to
privacy.officer@Pfizer.com, and a copy to the
Pfizer authorized representative(s) listed in
the Agreement.

spolu s naskenovanou kopiou odoslanou e-
mailom na adresu privacy.officer@Pfizer.com
a kopiou autorizovanému zastupcovi
(zastupcom) spolo¢nosti Pfizer uvedenym v
zmluve.

Pfizer’s Global Security Operations Center at:

Globalne bezpecnostné operaéné centrum
spolo¢nosti Pfizer na adrese:

Telephone: +1.212.733.7900 or toll-free at
+1.866.573.4762 or

Telefon: +1.212.733.7900 alebo bezplatne na
Cisle +1.866.573.4762 alebo

Email: gsocwatchroom(@pfizer.com

Email: gsocwatchroom@pfizer.com

Activities relevant to the data transferred
under these Clauses:

Cinnosti suvisiace s prenasanymi udajmi
podla tychto zmluvnych doloziek:

Data Importer activities are described in
“Annex I. Description of Transfer.”

Cinnosti importéra idajov st opisané v Casti
WPriloha I: Opis prenosu.*

Signature and dategcHAELA TICHA, M.D.

Podpis a datum: J%//i L LV

Role (controller/processor): Controller

Postavenie
(prevadzkovatel/sprostredkovatel’):
Prevadzkovatel’
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DESCRIPTION OF TRANSFER

OPIS PRENOSU

Scientific and clinical research
subjects, including, but not limited to,
participants in clinical trials or other
clinical research or their legal
representatives

Ucastnici vedeckého a klinického
vyskumu vratane najmé ucastnikov
klinickych skusani alebo iného
klinického vyskumu alebo ich
zakonnych zastupcov

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)

Jednotlivei, ktori vykonavaju klinické
skusania a klinicky vyskum, vratane
zamestnancov skusajicich lekarov
vedeckych a klinickych vyskumov a
ich personélu (ako st lekéri a ini
zdravotnicki pracovnici)

Individuals who serve on Scientific and
Ethics Committee members

Jednotlivcei, ktori vykonavaju funkciu
¢lenov vedeckej a etickej komisie

Categories of personal data transferred

Kategorie prendasanych osobnych iidajov

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

V pripade aéastnikov vedeckého a
klinického vyskumu: KIiéové
kdédované tdaje, (napr. identifika¢né
Cislo pacienta a datum narodenia buda
pseudonymizované); iné relevantné
identifikatory, pohlavie; vek alebo
vekova kategoria (napr. dospievajuci,
dospely, star$ia osoba) a, stivisiace
ochorenie (ochorenia), zdravotny
zaznam, relevantna rodinna anamnéza,
krajina a iné lekarske alebo zdravotné
zaznamy a zaznamy tykajuice sa
bezpecnosti.

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

V pripade jednotlivcov, ktori
vykondvaji klinické skii§ania a
klinicky vyskum, vratane
zamestnancov skasajicich lekarov
vedeckych a klinickych vyskumov a
ich personalu (ako su lekari a ini
zdravotnicki pracovnici): Kontaktné
idaje a iné suvisiace daje, ako su
meno, adresa, emailova adresa a
telefonne ¢islo, pohlavie, funkcia,
odborné licencie, skolenia a
skusenosti, indtitticia, pri¢lenenost,
publikacie; prehl'ad o vzdelani;
jazykové zruénosti; iné udaje
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financial information necessary to
compensate for services; information
necessary to arrange travel; and
performance information.

obsiahnuté v Zivotopise/CV; platby
alebo in¢ finan¢né udaje potrebné na
kompenzaciu za poskytnuté sluzby;
tdaje potrebné na zabezpecenie
cestovania; a Gdaje o plneni zaviazkov.

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, 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.

o Jednotlivei, ktori vykondvaji
funkciu €lenov indtituciondlnej
kontrolnej rady a ¢lenov vedeckej a
etickej komisie: Kontaktné udaje a
iné stvisiace udaje, ako s meno,
adresa, emailova adresa a telefénne
¢islo, pohlavie, funkcia, odborné
licencie, $kolenia a skusenosti,
institucia, pri¢lenenost, publikécie;
prehl’ad o vzdelani; jazykové
zruénosti; iné Gdaje obsiahnuté v
Zivotopise/CV; platby alebo iné
finan¢éné tdaje potrebné na
kompenzaciu za poskytnuté sluzby;
udaje potrebné na zabezpecenie
cestovania; a Gdaje o plneni zavizkov.

Sensitive data transferred (if applicable) and
applied restrictions or safeguards that fully
take into consideration the nature of the data
and the risks involved,_such as for instance
strict purpose limitation, access restrictions
(including access only for staff having
followed specialised training), keeping a
record of access to the data, restrictions for
onward transfers or additional security
Measures.

Prendsané citlivé udaje (v relevantnych
pripadoch) a uplatiované obmedzenia alebo
zaruky, ktoré v plnej miere zohladnujit povahu
tidajov a suvisiace rizikd, ako napriklad prisne
obmedzenie iicelu, obmedzenia pristupu
(vratane pristupu len pre persondl, ktory
absolvoval $pecializovanii odbornit pripravu),
vedenie  zdznamov o pristupe Kk tidajom,
obmedzenia  naslednych  prenosov  alebo
dodatocné bezpecnosiné opatrenia.

Sensitive Data as required and permitted by
Applicable Law. For example, for research
subjects, Sensitive Data may include: key-
coded information concerning certain health
conditions and treatments, medical history,
family history and diagnostic information,
health-related information concerning adverse
events and product quality complaints,
information related to sex life or practices, and
demographic information that may include
race, ethnicity or other Sensitive Data that may
be relevant to the adverse event.

Citlivé udaje pozadované a povolené
prislusnym zakonom. Napriklad v pripade
(icastnikov vyskumu mézu k citlivym Gdajom
patrit’: kIi€¢ové kodované udaje tykajice sa
ur¢itych ochoreni a lietob, zdravotny zaznam,
rodinnd anamnéza a diagnostické udaje,
zdravotné udaje tykajuce sa neZiaducich
udalosti a st'aznosti na kvalitu produktov,
idaje tykajtce sa pohlavného Zivota alebo
praktizovania, a demografické udaje, ku
ktorym mozZe patrit’ rasa, etnicka prislusnost’
alebo iné citlivé udaje, ktoré mozu byt
relevantné pre neziaducu udalost’.
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The clinical trial is governed by technical
safeguards such as information security
policies and standards, physical security,
organizational security, network security,
access control, virus and malware controls,
and business continuity protocols. All
personnel are required to comply with the
preceding standards and security measures.
Contractual assurances to ensure adherence to
these standards are obtained from third-party
vendors that Data Importers engage.

Klinické skusanie sa riadi technickymi
bezpecnostnymi normami, ako st informaéné
bezpecnostné politiky a $tandardy, fyzicka
bezpeénost’, organiza¢na bezpecnost, sietova
bezpecnost', kontrola pristupu, kontroly
virusov a malvéru a protokoly zabezpetenia
kontinuity prevadzky. Vetci pracovnici st
povinni dodrziavat’ vyssie uvedené normy a
bezpecnostné opatrenia. Zmluvné zaruky na
zabezpecenie dodrziavania tychto §tandardov
sa ziskavaji od dodavatel'ov tretich stran,
ktorych zamestnavaji dovozcovia udajov.

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

Okrem toho pracovisko klinického skasania
bude uchovévat’ udaje potrebné na opiitovné
vyhladanie kI'icovych tdajov G¢astnikov
klinického skusania, ktoré sa neposkytuji
importérom udajov.

The frequency of the transfer (e.e. whether the

data is transferred on a one-off or continuous
basis).

Frekvencia prenosu (napriklad ¢i sa idaje
prendsajii jednorazovoe alebo stistavne).

Data will be transferred on a continuous basis
during the life cycle of the clinical trial.

Udaje sa budu prenasat’ nepretrzite podas
celého trvania klinického sku3ania.

Nature of the processing:

Povaha spraciivania

Processing consists of collection. use,
transfer, disclosure, storage, and analysis of
personal data to conduct the clinical research

study.

Spractivanie pozostiva zo ziskavania,
pouzivania, prenosu, zverejilovania,
uchovdvania a analyzy osobnych dajov na
ucely vykonavania vyskumného klinického
skusania.

Purpose(s) of the data transfer and further
processing:

Ucel prenosu a dalsieho spraciivania tidajov

¢ 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 Vyskumné ¢innosti: podpora
vedeckych a klinickych vyskumnych
¢innosti a klinickych sku3ani vratane
vykondvania a analyzy klinickych
skisani a vyskumu a hodnotenia
bezpe&nosti a uéinnosti produktov

* Pharmacovigilance: reporting of
adverse events

¢ Farmakovigilancia: hlasenie
neziaducich udalosti

e Study Administration: administering
the study, including patient enrolment,

e Vykonavanie klinického skiSania:
vykondvanie klinického skt$ania
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study planning, site feasibility and
selection, study implementation,
clinical trial and information systems
management, monitoring, and
payment activities.

vratane zarad'ovania pacientov,
planovania v rémci klinického
skudania, uskuto¢nitel'nosti a vyberu
pracoviska, realizacie klinického
skusania, riadenia klinickych skasani a
informaénych systémov,
monitorovania a ¢innosti suvisiacich s
platbami.

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 from
government or other public authorities

¢ Kompliancia: dodrziavanie pravnych
a inych poziadaviek, ako st povinnosti
viest zaznamy a podavat’ spravy,
vykondvanie auditov, su¢innost’ pri
tatnych in$pekciach, dodrziavanie
samoregulaénych ramcov vratane
povinnosti ustanovenych Eurépskou
federaciou farmaceutického priemyslu
a asociacii [EFPIA] tykajucich sa
prenosov hodndt a inych poZziadaviek
Statnych organov alebo organov
verejnej moci

The period for which the personal data will be

Obdobie uchovavania osobnych tidajov alebo,

retained, or, if that is not possible, the criteria

ak to nie je mozné,_ kritéria na jeho urcenie

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.

Osobné udaje sa budi uchovavat’ na cas
nevyhnutny na plnenie i¢elov prenosu tidajov
a podl'a poziadaviek prisluSného zékona.

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

the processing

V pripade prevodov sprostredkovatelom alebo
dalsim sprostredkovatelom uvedte aj
predmet, povahu a trvanie spracuvania

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.

Importér udajov moze podla potreby
angazovat sprostredkovatel'ov na ul'ahcenie
¢innosti importéra udajov pri vykonavani
klinického skusania. DIZku trvania
spraclivania predstavuje obdobie nevyhnutné
na vykonanie klinického skusania po€as jeho
celého trvania. NiZ3ie sa uvadzaju ¢innosti,
ktoré sa vzt'ahuju na sprostredkovatel'ov.

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

e Riadenie klinického skufania —
Projektové riadenie Sinnosti v rdmei
klinického skusania.
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Clinical Data Management —
Collection and review of clinical trial
data,

Sprava klinickych udajov —
Ziskavanie a kontrola idajov z
klinického skusania.

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

Technolégia interaktivnej odozvy —
Riadenie zarad’ovania pacientov,
randomizacia, riadenie inventarizacie
a vydavanie skasaného produktu.

Clinical Supplies Management -
Clinical trial supply chain solutions
such as packaging and labeling,
traditional packaging, storage and
distribution.

Riadenie klinickych potrieb —
Riesenia dodavatel'ského ret'azca v
ramei klinického skusania, ako je
balenie a oznaovanie, tradiéné
balenie, uchovavanie a distribucia.

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.

Monitorovanie — Dohl’ad nad
postupmi pracoviska v klinickom
skudani vratane zabezpedenia, aby
konalo, zaznamenavalo a nahlasovalo
v stilade s protokolom, so
Standardnymi pracovnymi postupmi
[SOP] a s prislu§nymi miestnymi a
regulaénymi poziadavkami.

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

Elektronické vysledky hliasené
pacientom — Umoziiuji pacientom
odpovedat’ na otazky a hlasit’ svoj
zdravotny stav prostrednictvom
elektronického zariadenia, ako je
smartfon alebo tablet.

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

Centralne laboratérium —
Zaddvatel'om ur&ené laboratérne
hodnotenia, podavanie sprav
oznamujucich vysledky a dodavanie
laboratornych potrieb.

Central Medical Imaging — Sponsor-
designated medical imaging services.

Centrilne medicinske zobrazovanie
— Zadavatel'om ur¢ené sluzby
medicinskeho zobrazovania.

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

Hldsenie neziaducich udalosti —
Hlasenie a analyza udalosti stvisiacich
so skasanymi produktmi.

Trial Master File — Repository of
clinical trial documents to demonstrate

Hlavna dokumentacia klinického
skuSania — Archiv dokumentov
klinického skusania na preukazanie
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compliance to Good Clinical Practice
(GCP).

kompliancie spravnej klinickej praxe
[GCP].

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

Uhrada pracovisku klinického
ski¥ania — Platby a refundacie za
&innosti pracoviska klinického
skusania.
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