CLINICAL STUDY AGREEMENT
between
Pfizer Inc
and
Children's University Hospital Banska
Bystrica

Pfizer Protocol # A5481092

This Clinical Study Agreement
(“Agreement”) between

Pfizer Inc. with a place of business at 235
East 42" Street, New York, NY 10017
(“Pfizer”)

and

Children's University Hospital Banska
Bystrica

with a place of business at Namestie Ludvika
Svobodu 4, 974 09 Banska Bystrica,
represented by: Ing. Juraj Gallo,
statutory/director

(“Institution”),

when signed by all parties, is effective as of the
day following the date of publication, in the
public Central Registry of Contracts
(Centralny register zmluv), of the redacted
version of the Agreement in accordance with
Section 15.2 (Publication of Redacted
Agreement).

Pfizer wishes to sponsor a clinical study
entitted “ PHASE 1/2 STUDY TO
EVALUATE PALBOCICLIB
(IBRANCE®) IN COMBINATION WITH
IRINOTECAN AND TEMOZOLOMIDE
AND/OR IN COMBINATION WITH
TOPOTECAN AND
CYCLOPHOSPHAMIDE IN PEDIATRIC
PATIENTS WITH RECURRENT OR
REFRACTORY  SOLID TUMORS”
(“Study”) to be conducted at Institution under
the Pfizer protocol identified above

ZMLUVA O KLINICKOM SKUSANI
medzi
spolo¢nost’ou Pfizer Inc
a
Detska fakultna nemocnica s poliklinikou
Banska Bystrica

Protokol spolocnosti Pfizer ¢. A5481092

Tato zmluva o klinickom skasani (d’alej
»Zzmluva”) medzi

Pfizer Inc., so sidlom na adrese 235 East
42" Street, New York, NY 10017 (dalej
»Pfizer)

a

Detska fakultna nemocnica s poliklinikou
Banska Bystrica

so sidlom Namestie Ludvika Svobodu 4

974 09 Banska Bystrica

zastipena: Ing. Juraj Gallo, Statutarny organ -
riaditel’

......

po podpisani vSetkymi zmluvnymi stranami
nadobudne uc¢innost’ diiom nésledujicim po
dni zverejnenia redigovanej verzie zmluvy
v Centralnom registri zmllv, v stilade s Cast'ou
15.2 (Zverejnenie redigovanej zmluvy).

Spoloc¢nost” Pfizer si zela byt zadavatelom
klinického skusania s nazvom ,STUDIA

FAZY 1/2 NA VYHODNOTENIE
PALBOCIKLIBU (IBRANCE®)
V KOMBINACII S IRINOTECANOM
A TEMOZOLOMIDOM A/ALEBO
V KOMBINACII S TOPOTECANOM

A CYKLOFOSFAMIDOM U DETSKYCH
PACIENTOV S OPAKUJUCIMI SA
ALEBO REFRAKTORNYMI TUHYMI
NADORMI” (dalej ,klinické skiisanie”),
ktori. bude vykondvat inStiticia podla
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(“Protocol”).

The parties agree as follows:

1.  Responsibilities

1.1Investigators and Research Staff. The
Study will be conducted by Institution’s
investigator MUDr. Ivana Fedorikova
(“Principal Investigator”). Principal
Investigator is an employee of Institution.
Principal Investigator is authorized by
Institution to conduct the Study at Institution
under a separate agreement between Principal
Investigator and Pfizer. Institution further
confirms that it has received a copy of that
agreement (either with or without inclusion of
the Study Budget attachment) or has been
otherwise satisfactorily informed as to
Principal Investigator’s Study-related rights
and responsibilities. Institution will ensure that
only individuals who are appropriately trained
and qualified assist in the conduct of the Study
as sub-investigators or research staff.

a) Institution and Principal Investigator
will determine the division of
responsibilities between Institution
and Principal Investigator for Study-
related activities required by the
Protocol or identified in this
Agreement or the agreement
between Pfizer and Principal
Investigator. However, Principal
Investigator will, at minimum,
assume all those responsibilities
assigned to principal investigators by
the relevant regulations governing
the conduct of clinical
investigations.  Institution  will
provide appropriate oversight of

protokolu spolo¢nosti  Pfizer, ktory je
identifikovany vyssie (d’alej ,,protokol”).

Zmluvné strany sa dohodli na nasledujicom:

1.  Zodpovednosti

1.1 Skuasajuci a skusajuci personal. Klinické
sktiSanie  bude vykonavat  hlavny
skasajaci  inStitaicie MUDr. Ivana
Fedorakova (dalej ,hlavny
skusajici’). Hlavny skuSajuci je
zamestnancom  inStitucie.  InStitucia
povolila hlavnému skuSajlicemu
vykonavanie klinického sktiSania
v inStitcii, a to na zadklade samostatnej
zmluvy uzatvorenej medzi hlavnym
skuSajicim a Pfizer. InStiticia dalej
potvrdzuje, ze dostala kopiu tejto zmluvy
(s prilozenym rozpoctom klinického
sktiSania alebo bez neho), alebo bola
inym spdsobom uspokojivo informovana
o pravach a povinnostiach hlavného
skuSajicecho v savislosti s tymto
klinickym  skasanim. Institucia
zabezpeCi, ze len osoby, ktoré st riadne
vyskolené a kvalifikované buda pomahat’
pri vykonavani klinického skusSania ako
spoluskusajuci alebo personal v skusani.

a) InStitucia a hlavny sktSajuci stanovia
rozdelenie povinnosti medzi
inStitaciou a hlavnym skuSajucim na
vykonavanie c¢innosti spojenych s
klinickym  skuSanim, ktoré sa
vyzaduju v sulade s protokolom
alebo touto zmluvou, alebo zmluvou
medzi  spolo¢nostou  Pfizer a
hlavnym sktSajucim. Hlavny
skuSajici vSak preberie minimalne
tie povinnosti, ktoré su pridelené
hlavnym skuSajicim  prisluSnymi
nariadeniami upravujucimi
vykondvanie klinickych vyskumov.
Institaicia ~ poskytne  primerany
dohl'ad nad cinnostami hlavného
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Principal Investigator activities

within the Institution.

Study-related responsibilities.

1.2 No_ Substitution. Institution may not

1.3

1.4

reassign the conduct of the Study to a

different Principal Investigator without
prior written authorization from Pfizer.

Compliance Obligations. Institution is

responsible to Pfizer for compliance by

all Study personnel, including Principal
Investigator, 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.

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

Institution
further agrees to cooperate with
Pfizer if needed to help resolve any
issues relating to compliance by
Principal Investigator with his/her

sktiiSajuceho v priestoroch institucie.
Institacia sa zavizuje spolupracovat
so spolocnostou Pfizer, ak bude
potrebovat’ pomoc pri rieSeni
akychkol'vek problémov suvisiacich
s dodrziavanim povinnosti hlavného
sktiSajuceho v ramci jeho povinnosti
suvisiacich s tymto klinickym
skasanim.

1.2 Ziadna zédmena. InStitiicia nesmie previest’

1.4

vykon klinického skuSania na iného
hlavného skuSajuceho bez
predchadzajiceho pisomného povolenia
spolo¢nosti Pfizer.

Povinnost’  dodrziavania  pravidiel.
Institacia zodpoveda spolocnosti Pfizer
za to, Ze cely skusajuci personal, vratane
hlavného skusajuceho, 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.

Skolenie spoloénosti Pfizer o GCP. Pred
zaradenim  akéhokol'vek  tucastnika
klinického skusania (ako je definované v
Casti 4, Zarad’'ovanie ucastnikov) hlavny
skusajuci a ktorykol'vek spoluskusajuci
bud’ absolvuju Skolenie o spravnej
klinickej praxi spolo¢nosti Pfizer (dalej
,Skolenie spolo¢nosti Pfizer o GCP”)

alebo  poskytne platny certifikat
o absolvovani Skolenia o GCP. Kazdy
skuSajuci, ktory sa  zapojil do

vykonavania klinického sktiSania neskoér,
absolvuje Skolenie spolo¢nosti Pfizer o
GCP pred tym, nez zacne vykondvat
svoje povinnosti v ramci klinického
sktsania.
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1.5 Compliance with Global Trade Controls.

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

a. The parties confirm that none of the
activities under this Agreement will
(1) take place in a Restricted Market;
(i) involve individuals from or
ordinarily resident in a Restricted
Market; and (iii) involve companies,
organizations, or Governmental
Entities from a Restricted Market.
“Restricted Market” shall mean the
Crimean Peninsula, Cuba, the
Donbass Region, Iran, North Korea
and Syria.

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.

1.5 Sdalad s pravidlami medzinarodného

obchodu. Zmluvné strany beri na
vedomie, ze ¢innosti vyplyvajuice z tejto
zmluvy moézu podliehat’ prisluSnym
zékonom a predpisom tykajucim sa
dovozu, vyvozu a hospodarskych sankecii
(dalej ,,zdkony tykajice sa pravidiel
medzinarodného obchodu®). Institicia a
Pfizer budt dodrziavat’ vSetky prislusné
zakony tykajtice sa pravidiel
medzinarodného obchodu.

a. Zmluvné strany potvrdzuju, ze
ziadna cinnost’ vyplyvajlica z tejto
zmluvy (i) sa nebude vykonavat' v
ramci obmedzeného trhu; (ii) nebudu
angazovat' jednotlivcov z oblasti
obmedzen¢ho trhu ani beznych
rezidentov oblasti s obmedzenym
trhom; a (iii) nebudu angazovat
spolo¢nosti, organizacie C¢i Statne
subjekty z oblasti obmedzeného trhu.
Pojem ,,obmedzeny trh* sa vzt'ahuje
na Krymsky polostrov, Kubu, region
Donbas, Iran, Severnu Koreua Syriu.

b. Kazd4d zmluvnd strana vyhlasuje a
zarucuje, (i) Ze nie je na zozname
obmedzenych strdn (definované
nizsie); (i) Ze nie je vlastnend ani
riadend  Ziadnou osobou ani
subjektom na zozname
obmedzenych stran; a (iii)ze na
vykondvanie ¢innosti vyplyvajucich
z tejto zmluvy nebude angaZzovat
ziadnu osobu ani subjekt na zozname
obmedzenych  stran. Ak na
vykondvanie ¢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 druhe;j
zmluvnej strane a prerusi relevantné
dotknuté cCinnosti vratane kazdej
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c. With respect to this Agreement,
Restricted Party Lists include the
Consolidated Screening List
(https://www.export.gov/consolidate
d 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.eu/headquarters/
headquarters-

homepage/8442/consolidated-list-
sanctions_en

1.6 Health Insurance Company notification.

Pfizer shall forthwith inform subject’s
Health Insurance Companies on the
commencement of the Study s along with
the original or certified copy of the Study
authorization issued by the SUKL.
Institution will further ensure that
Principal Investigator informs the Health
Insurance Company of each enrolled

Study Subject (defined below), and of
each Study Subject completion of

participation in the Study, of the
initiation of the Study.

Funding. Pfizer will provide funding in
support of this Study to Institution as
delineated in Attachment A, Study
Budget and Payment Terms, and subject
to the terms specified in that Attachment.
Institution certifies that payments to the
Institution comply with applicable law
and any applicable policies and
procedure of the Institution. Pfizer will
provide funding to the Principal
Investigator as compensation  for

dotknutej platby, dokym sa zmluvné
strany nedohodnu na pokracovani.

c. V suvislosti s touto zmluvou
zoznamy obmedzenych stran
zahimaju konsolidovany preverovaci
zoznam
(https://www.export.gov/consolidate
d screening_list), systém zoznamu

vylucenych stran
(https://www.sam.gov) a
konsolidovany zoznam os6b, skupin
a subjektov podliehajucich
finan¢nym sankciam EU
https://eeas.europa.eu/headquarters/
headquarters-

homepage/8442/consolidated-list-
sanctions_en.

1.6 Oznamenie zdravotnej poistovni. Pfizer

bezodkladne ozndmi zacatie klinického
sktsania zdravotnej poistovni spolu s
originalom alebo overenou kopiou
rozhodnutia ~ SUKL o  povoleni

klinického skasania. Institacia
zabezpeCi, ze hlavny skuSajiici nahlési
prislusnej zdravotnej

poistovni zaradenie kazdého poistenca
do klinického sktSania (ako je
definovany nizsie), ako aj ukoncenie
ucasti kazdého ucastnika klinického
skusania v klinickom skuSani, po zacati
klinického skusania.

Financovanie. Pfizer poskytne institlcii
financovanie = na  podporu  tohto
klinického skuSania, ako je uvedené v
prilohe A, Rozpocet klinického skusania
a platobné podmienky, a v sulade s
ustanoveniami uvedenymi v  tejto
prilohe. Institacia potvrdzuje, ze platby
poukazované institicii su v sulade s
prislusnym  zdkonom a  vSetkymi
prislusnymi zasadami a s postupom
inStitacie. Pfizer poskytne financovanie
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2.1

2.2

3.1

Principal Investigator’s Study conduct
activities under the agreement between
Pfizer and Principal Investigator.

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

Disclosure by Pfizer. In the interest of
transparency relating to its 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.

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

Amendments. The Protocol may be
modified only by a written amendment,
approved by Pfizer, the Principal
Investigator, and the responsible SUKL

2.1

2.2

3.1

hlavnému sktSajucemu ako odplatu za
vykonavanie ¢innosti hlavného
skuSajuceho v stlade so zmluvou medzi
spolo¢nostou  Pfizer a  hlavnym
skuSajucim.

Stretnutia  sktiSajicich. Ak sa od
hlavného skusajuceho alebo iného ¢lena
personalu v skusani pozaduje, aby sa
zucastnil stretnuti skasajucich
v suvislosti s tymto klinickym sktiSanim,
Pfizer zabezpe¢i a priamo uhradi
naklady na cestovanie a ubytovanie a
pokryje aj primerané naklady na jedlo v
suvislosti tymito stretnutiami, nebude
vSak poskytovat’ kompenzéciu za ucast’.

Zverejnenie informdcii zo  strany
spolo¢nosti Pfizer. Spolo¢nost’ Pfizer
mdéze Vv zaujme transparentnosti
ohl'adom jej vztahu so skuSajucimi a
pracoviskami klinického skuSania, alebo
aby sa zabezpeCilo dodrziavanie
prislusnych pravnych predpisov
zverejnit podporu, ktora poskytuje v
ramci tejto zmluvy. Takéto zverejnenie
informacii zo strany spoloc¢nosti Pfizer
moéze identifikovat  inStiticiu  aj
hlavného skusajuceho, ale jasne rozlisi
medzi platbami alebo inymi prevodmi
hodndt institucii a jednotlivcom.

Protokol. Institucia a Hlavny skuSajuci
bude vykonavat’ toto klinické skusanie a
vSetky Cinnosti v ramci klinického
skuSania v sulade s protokolom, ako aj
podmienkami stanovenymi v schvaleni
klinického skiania Statnym ustavom
pre kontrolu lieciv / nezévislou etickou
komisiou (dalej ,,SUKL/NEK”) ana
hlasenie neziaducich udalosti.

Dodatky. Protokol méze byt upraveny
len pisomnym dodatkom odsuhlasenym
spolo¢nostou Pfizer, hlavnym
sktigajiicim a SUKL a zodpovednou
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3.2

4.1

/IEC  (“Amendment”) except, as
described in the Protocol, for emergency
changes necessary to protect the safety of
the Study Subjects (as defined in Section
4, Subject Enrollment).

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

Subject Enrollment. Institution has
agreed to enroll in the Study
approximately two (2) Study participants
by November 2023, unless Pfizer
modifies this enrollment period by
written notice. A qualified participant is
one who meets all Protocol criteria for
inclusion in the Study (“Study
Subject”).

Multi-Center Studies. Pfizermay end
Study Subject enrollment early by
written notice 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 Institution
has enrolled the minimum number of
Study Subjects.

3.2

4.1

NEK (d’alej ,,dodatok™). Vynimkou su
pripady popisané v protokole a tykajuce
sa nudzovych zmien potrebnych na
ochranu bezpecnosti ucastnikov
klinického skusania (ako je definované v
Casti 4, Zarad’'ovanie ucastnikov).

Zakaz dodatoéného vyskumu. Ziadny
dodatocny  vyskum  nemdze byt
vykonany na ucastnikoch klinického
Skasania  inStiticiou ani  hlavnym
sktsajacim (ako st definovani v Casti 4),
ani na biologickych vzorkach tcastnikov
skuSania odobratych pocas vykonavania
tohto klinického skusania, pokial
nebude odsthlaseny spolo¢nostou Pfizer
a zadokumentovany vo forme dodatku k
protokolu, alebo ak sa na tom zmluvné
strany nedohodli na zadklade vzajomne

prijatelnych a  zadokumentovanych
podmienok.
Zaradenie Ucastnika. InStitucia sa

zavézuje, ze do novembra 2022 zaradi do
klinického skuSania priblizné dvoch (2)
kvalifikovanych ucastnikov klinického
skusania, ak Pfizer nezmeni toto obdobie
zarad’ovania pisomnym ozndmenim. Za
kvalifikovaného ucastnika sa povazuje
osoba, ktora spifa vSetky kritéria
protokolu na zaradenie do klinického
skuSania (d’alej ,,icastnik Kklinického
skusania”).

Multicentrické klinické skuSania. Pfizer
mdze ukoncit nabor  ucastnikov
klinického sktiSania predCasne
prostrednictvom pisomného ozndmenia,
ak bol celkovy pocCet tucCastnikov
potrebnych do multicentrického
klinického skuSania dosiahnuty pred
ukoncenim obdobia zarad’ovania do
tohto klinického sktiSania alebo predtym,
nez institucia zaradila minimalny pocet
ucastnikov klinického skusania.
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5.1

5.2

6.1

Study Conduct

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 Pfizer under
this Agreement.

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

Data Protection and FDA Financial
Disclosure

Data Protection:

6.1.1 “Personal Data” has the meaning given

by applicable law and includes, without
limitation, any information (regardless of
the medium and whether alone or in
combination with other available
information) that identifies or relates to
an identified or identifiable natural
person. Key coded or otherwise
pseudonymized data are considered
Personal Data even if the holder of those
data does not have access to the key that
links the data to the identity of an
individual. Personal data collected in
association with the Study will include

5.1

5.2

6.1

Vykonavanie klinického skuSania

Poplatky od tcastnikov  klinického
sktisania. Institicia nebude tuctovat
ucastnikovi klinického skuSania alebo
platitel'ovi - tretej strane za skusany liek
(pozri cast’ 8, Skusany liek), ani za
ziadne sluzby ktoré v ramci tejto zmluvy
preplaca Pfizer.

Bezpecnostné opatrenia a zdvazné
porusenia protokolu alebo smernic ICH
GCP. Institicia bude  okamzite
informovat’ spolo¢nost’ Pfizer o (a)
akychkol'vek naliehavych
bezpecnostnych opatreniach, ktoré prijal
hlavny skusajici na ochranu tcastnikov
klinického skasania pred
bezprostrednym nebezpecenstvom, a (b)
akomkol'vek  zdvaznom  poruSeni
protokolu alebo smernic ICH GCP, o
ktorych sa inStitiicia dozvie.

Ochrana udajov a zverejnenie
finan¢nvch informacii podl’a
poziadaviek FDA.

Ochrana osobnvych udajov.

6.1.1 Osobné udaje. Pojem ,,0sobné udaje“ma

vyznam dany platnymi pravnymi
predpismi a zahfiia bez obmedzenia
akékol'vek informacie (bez ohladu na
nosi¢ a bez ohladu na to, ¢i su
samostatne alebo v kombinacii s inymi
dostupnymi informaciami), ktoré
identifikuju  identifikovana  alebo
identifikovatel'nt fyzicku osobu alebo sa
k nej vztahuju. Udaje zakédované
kl'i¢om alebo inak pseudonymizované
udaje sa povazuju za osobné udaje, aj
ked’ drzitel’ tychto udajov nema pristup
ku kl'dcu, ktory spdja udaje s identitou
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6.1.2 Controllership and

Pfizer Representative Personal Data (as
referenced in Section 12.2) as well as
Personal Data relating to the Principal
Investigator, sub-investigators, research
staff, third parties, and Study Subjects.

compliance.

fyzickej osoby. Osobn¢  udaje
zhromazdené v suvislosti s klinickym
skiiSanim budu zahfiiat osobné udaje
zastupcov spolocnosti Pfizer (ako sa
uvadza v Casti 12.2), ako aj osobné udaje
tykajice sa hlavného skusSajuceho,
spoluskusajucich, vyskumnych
pracovnikov, tretich stran a ucastnikov
klinického skusania.

6.1.2 Kontrola a dodrziavanie predpisov.

Institution and Pfizer are independent
data controllers with respect to the
handling of patient data, including
Personal Data, within the framework of
performing the Agreement. Institution is
the independent data controller of Study
Subject Personal Data contained in: (a)
non-pseudonymized source documents
and medical records processed for the
purpose of providing health services or
medical care of Study Subjects (b) Study
Data prior to its submission to Pfizer in
accordance with Section 11.1. Pfizer is
the independent data controller of all
Personal Data contained within Study
Data and Biological Samples submitted
to Pfizer by Institution or Principal
Investigator or otherwise created by
Pfizer. Institution and Pfizer will comply
with data protection applicable law,
including but not limited to the
implementation of the inventory and an
appropriate  security program, the
appointment of a data protection officer
and the execution of processing
agreements with the processors they
respectively appoint. Institution and
Pfizer will be responsible for any
noncompliance of its own tasks as data
controller, including any noncompliance
by a processor which it has engaged
including the Principal Investigator’s
processing on behalf of the Institution.

Institicia a Pfizer su nezavislymi
prevadzkovatel'mi udajov, pokial’ ide o
nakladanie s tidajmi pacientov vratane
osobnych udajov v ramci plnenia
zmluvy. InStiticia je nezavislym
prevadzkovatelom osobnych udajov
ucastnikov klinického skusSania, ktoré su
obsiahnuté V! (a)
nepseudonymizovanych zdrojovych
dokumentoch a zdravotnych zdznamoch
spracivanych na tucely poskytovania
zdravotnych sluzieb alebo zdravotnej
starostlivosti o tucastnikov klinického
sktiSania (b) idajoch klinického skisania
pred ich poskytnutim spolo¢nosti Pfizer
v sulade s astou 11.1. Spolo¢nost’ Pfizer
je  nezavislym  prevadzkovatelom
vSetkych osobnych tidajov obsiahnutych
v udajoch klinického skuSania a
biologickych vzorkach, ktoré inStiticia
alebo hlavny skuSajuci predlozili
spolo¢nosti ~ Pfizer  alebo  ktoré
spolo¢nost  Pfizer inak vytvorila.
InStiticia a Pfizer budu dodrziavat
platné pravne predpisy o ochrane tidajov,
okrem iného vratane zavedenia stpisu a
vhodného bezpecnostného programu,
vymenovania zodpovednej osoby pre
ochranu udajov a uzavretia dohdd o
spracovani udajov SO
sprostredkovatel'mi, ktorych vymenuju.
Institucia a Pfizer budt zodpovedni za
akékol'vek nedodrzanie svojich tiloh ako
prevadzkovatela udajov vratane
akéhokol'vek nedodrzania zo strany
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6.1.3 Cooperation. Institution and Pfizer will

cooperate and assist each other with
respect to any data protection impact
assessments and/or regulatory
consultations that may be required with
respect to data processing carried out
within the framework of performing the
Agreement. Institution will immediately
notify Pfizer of (i) any notices it receives
from a data protection authority that
relate to the Study; and (ii) any security
incident related to Personal Data
maintained by Institution under the
Agreement. Where a notice or incident
referred to in 6.1.3 (i) or (ii) relates to
Personal Data that is the subject of
Institution’s  obligations as  data
controller, the notification will contain
sufficient information for Pfizer to
provide feedback, solely as an interested
party and not as legal or regulatory
advice, to Institution. Institution, as the
independent data controller of the
Personal Data, will determine if the
security incident will be considered a
data security breach and conduct all
required notifications as well as perform
all necessary actions to remediate the
security incident at its own expense.

6.1.4 Rights of Data Subjects Participating in

sprostredkovatel’a, ktorého poverili,
vratane spracovania hlavnym
skiiSajucim v mene inStitucie.

6.1.3 Spolupraca. InStitucia a Pfizer buda

navzajom spolupracovat’ a pomdhat’ si
pri vSetkych posudeniach vplyvu na
ochranu udajov a/alebo konzultaciach s
regulaénymi organmi, ktoré sa mozu
vyzadovat’ v suvislosti so spracovanim
udajov vykonavanym v rdmci plnenia
tejto zmluvy. InStiticia bezodkladne
oznami spolocnosti Pfizer (i) vSetky
oznamenia, ktoré dostane od tUradu na
ochranu osobnych tdajov a ktoré sa
tykaja klinického sktSania, a (ii) vSetky
bezpecnostné incidenty tykajuce sa
osobnych udajov uchovéavanych
inStiticiou podla zmluvy. Ak sa
oznadmenie alebo incident uvedeny v
bode 6.1.3 (i) alebo (ii) tyka osobnych
udajov, ktoré su predmetom povinnosti
inStitacie ako prevadzkovatela udajov,
oznamenie bude obsahovat’ dostatocné
informacie, aby spolo¢nost’ Pfizer mohla
poskytnut’ institicii spdtni vdzbu, a to
vyluéne ako zainteresovand strana, a nie
ako pravne alebo regula¢né poradenstvo.
Institucia ako nezavisly prevadzkovatel
osobnych  udajov  uri, ¢i sa
bezpecnostny incident bude povazovat
za poruSenie bezpecnosti udajov, a
vykona vSetky pozadované ozndmenia,
ako aj vSetky potrebné opatrenia na
napravu bezpecnostného incidentu na
vlastné naklady.

6.1.4 Prava dotknutych osdb zii¢astiiujucich sa

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

klinického skuSania InStitdcia sthlasi s
tym, ze v porovnani so spolo¢nostou
Pfizer ma lepSiu schopnost’ vybavovat
ziadosti o ochranu udajov od ucastnikov
klinického skusania a bude reagovat’ na
ziadosti Uc¢astnikov klinického skuSania
v sulade s platnymi pravnymi predpismi.
Institiicia bude bezodkladne informovat’
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6.1.5 Personal

Pfizer at:
Research dataprivacy@pfizer.com  of
any withdrawal of any consent to data
processing provided by the Study
Subject.

Data of Institution staff.

spolo¢nost’ Pfizer na adrese:
Research dataprivacy@pfizer.com o

akomkol'vek odvolani sthlasu so
spracovanim udajov ucastnikom
klinickéhoskuS$ania.

6.1.5 Osobné udaje zamestnancov institacie.

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

6.1.6 Cross-Border Data Transfers. Institution

6.2

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

Financial Disclosure. Where the Study is
deemed by Pfizer to be a “covered study”
for the purpose of the United States Food
and Drug Administration regulation

entitled  “Financial Disclosure by
Clinical Investigators” (the “FDA
Regulation™), Principal Investigator

agrees, and Principal Investigator and
Institution will ensure that any sub-
investigator engaged in the Study agrees,
to disclose to Pfizer all relevant financial
and other information (including details
of equity interests in Pfizer or any of its
affiliates) relating to the Principal
Investigator or sub-investigators, as the
case may be (and, where relevant, spouse
and dependants of Principal Investigator
or sub-investigator) as required by Pfizer
to comply with the FDA Regulation.

InStiticia  potvrdzuje, Ze  dostala
oznamenie spolo¢nosti Pfizer o ochrane
osobnych  udajov  skuasajucich a
personalu  klinického  sk@Sania —
Eurépska Unia, Europsky hospodarsky
priestor a Svajéiarsko.

6.1.6 Cezhrani¢né prenosy osobnych udajov.

6.2

Institicia a hlavny sktsajici buda
prenasat’ osobné udaje mimo Eurdpske;j
unie,  Eurdpskeho  hospodarskeho
priestoru alebo Svajéiarska vyhradne v
sulade s pokynmi tykajucimi sa
klinického sktsania uvedenymi v
dokumentoch od spolocnosti Pfizer.
Institacia a spolocnost’ Pfizer uzavreli
Standardné zmluvné dolozky EU, ktoré
su pripojené k tejto zmluve ako priloha
E.

Finan¢né priznanie. V pripade, ked
spolo¢nost’ Pfizer usudi, ze klinické
sktsanie ,,bude podliehat™ nariadeniu
wFinancné priznanie skusajucich*, ktoré
vydal Urad pre potraviny a lieky USA
(dalej ,,nariadenie FDA”), hlavny
skasajuci stihlasi a hlavny skusajaci a
inStitacia (podla toho, ¢o sa hodi)
zabezpeCi, ze vSetci spoluskusSajuci
zapojeni do tohto klinického skuSania
poskytnu  spoloCnosti  Pfizer vSetky
nalezit¢ finanéné a iné informdcie
(vratane podielov na vlastnom imani
spolo¢nosti Pfizer alebo ktorejkol'vek z
jej pridruzenych spolocnosti), ktoré sa
viazu k hlavnému sktSajucemu alebo
spolusktsajucim, podla dané¢ho pripadu
(@ kde je to nalezit¢ aj k
manZzelovi/manzelke a zavislym osobam
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7.1

7.2

Informed Consent and Subject

Recruitment

Informed Consent. Institution will obtain
a written informed consent for each
Study Subject and will maintain a signed
original of that consent in that Study
Subject’s record. Pfizer will provide a
template informed consent document for
the Study. Institution and Principal
Investigator must not make any changes
to this document without the prior
written approval of the Pfizer (including
any revisions made during the course of
the Study) before the revised informed
consent document is used for the Study.

Subject Recruitment. Institution will
ensure that all Study-specific subject
recruitment methods, procedures, and
materialshave prior IRB/IEC written
approval and comply with all applicable
law, regulations, and governmental
guidance. This requirement applies to all
such materials, regardless of medium.

Investigational Drug. Pfizer will arrange
for Institution to receive, at no charge,
sufficient quantities of the Pfizer product
that is being studied (“Pfizer Drug”) to
conduct the Study. Unless otherwise
indicated in Attachment A (Study
Budget and Payment Terms), Pfizer will
also arrange for Institution to receive at
no charge, or will cover the costs of, any
other Protocol-required drugs (e.g.,

7.1

7.2

hlavného skusajuceho alebo
spolusktisajuceho), ako to vyzaduje
spolo¢nost’ Pfizer, aby mohla konat v
sulade s nariadenim FDA.

Informovany stthlas a nabor ucastnikov

Informovany suhlas. InStitucia ziska
pisomny informovany sthlas od kazdého
ucastnika klinického skuSania a bude
uchovavat’” podpisany original tohto
suhlasu v zdznamoch  ucastnika
klinického skusSania. Spolo¢nost’ Pfizer
poskytne vzor dokumentu
informovaného sthlasu pre klinické
sktiSanie. InStitacia a hlavny skuasajuci
nesmi menit tento dokument bez
predchadzajiceho pisomného sthlasu
spolo¢nosti  Pfizer (to sa tyka aj
pripadnych revizii v priebehu klinického
skuSania). Takyto suhlas je potrebné
ziskat pred pouzitim revidované¢ho
dokumentu  informovaného suhlasu
v klinickom skuSani.

Nabor ucastnikov. Institucia zabezpeci,
aby vSetky metody, postupy a materialy
Specifické pre nabor  UcCastnikov
klinického sktisania mali predchadzajuci
pisomny suhlas NEK a boli v sulade so
vSetkymi platnymi zdkonmi, predpismi a
vladnymi usmerneniami. Tato
poziadavka sa vztahuje na vSetky takéto
materidly bez ohl'adu na nosic.

Skuasany  liek. Spoloc¢nost’  Pfizer
poskytne institicii bezplatne dostato¢né
mnozstvo lieku spolo¢nosti Pfizer, ktory
sa skama (dalej ,liek spolo¢nosti
Pfizer”) na  vykondvanie  tohto
klinického skuSania. Pokial nie je
uvedené¢ v prilohe A (Rozpocet
klinického  skasania a  platobné
podmienky) inak, spolo¢nost’ Pfizer tiez
zariadi, aby inStitucia dostala bezplatne
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8.1

8.2

8.3

placebo, comparator drug, concomitant
drug). Any other Protocol-required drug
that Pfizer provides or covers the cost of
is, together with the Pfizer Drug,
considered “Investigational Drug”.

Custody and Dispensing. Institution will,
or will cooperate with Principal
Investigator to, maintain appropriate
control of supplies of Investigational
Drug and will not administer or dispense
it to anyone who is not a Study Subject,
or provide access to it to anyone except
Study personnel.

Use. Institution will use Investigational
Drug only as specified in the Protocol.
Any other use of Investigational Drug
constitutes a material breach of this
Agreement.

Ownership of Pfizer Drug. Pfizer Drug is
and remains the property of Pfizer.
Except for, and limited to, the use
specified in the Protocol, Pfizer grants
Institution no express or implied
intellectual property rights in the Pfizer
Drug or in any methods of making or
using the Pfizer Drug.

Equipment or Materials. Pfizer may
provide, or arrange for a vendor to
provide, certain equipment
(“Equipment”) or proprietary materials
for use by Institution during the conduct
of Study. Such proprietary materials may

8.1

8.2

8.3

akékol'vek d’alSie lieky pozadované na
zéklade protokolu (napr. placebo,
porovnavaci liek, stibezny liek), alebo
uhradi ndklady na ich obstaranie.
Akykol'vek iny liek pozadovany na
zéklade protokolu, ktory spoloc¢nost
Pfizer alebo spolo¢nost’ Pfizer poskytne,
alebo v pripade ktorého uhradi naklady
na zabezpecenie, sa spolu s lieckom
spoloc¢nosti Pfizer povazuje za ,,skusany
liek”.

Uchovavanie a vydavanie. InStiticia
zabezpeci alebo bude spolupracovat’ s
hlavnym  sk@Sajucim, aby tento
zabezpecil vhodnu kontrolu stavu zasob
sktSan¢ho lieku a nepoda ani nevyda ho
nikomu, kto nie je ucastnikom
klinického skuSania, ani neumozni
pristup k lieku nikomu inému okrem
personalu klinického skusania.

PouZivanie. Institicia pouzije skuSany
lieck iba vsulade s protokolom.
Akékol'vek iné pouzitie skuSaného lieku
predstavuje zavazné poruSenie tejto
zmluvy.

Vlastnictvo lieku spolocnosti Pfizer.
Vyhradnym vlastnikom lieku
spolo¢nosti  Pfizer je a zostava

spolo¢nost’ Pfizer. Okrem S$pecifického
pouzitia uvedeného v  protokole
spolo¢nost’ Pfizer neudeluje inStitacii
ziadne vyslovné ani implikované prava
dusevného  vlastnictva  k  lieku
spolo¢nosti Pfizer alebo k postupom
vyroby alebo k pouzitiu lieku
spolo¢nosti Pfizer.

Vybavenie a materidly. Spolo¢nost’
Pfizer moéze poskytnit’ alebo moze
prostrednictvom dodavatel'a poskytovat’
uréité vybavenie (d’alej ,,vybavenie”)
alebo materialy duSevného vlastnictva na
pouzitie inStiticiou pocas vykondvania
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10.

10.1

include computer software,
methodologies, rating scales and other
instruments that are owned or licensed
for use by 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.

Confidential Information. During the
course of the Study, Institution may
receive or generate information that is
confidential to Pfizer, or a Pfizer
affiliate.

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

a. the Protocol,

b. the Investigator Brochure,

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

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

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

f. any other information related to the

10.

10.1

tohto klinického skuSania. K takymto
materidlom dusevného vlastnictva patri
pocitacovy softvér, metodiky, stupnice
hodnotenia a iné nastroje, ktoré su
vlastnictvom spolo¢nosti Pfizer alebo na
ktoré vlastni spolo¢nost’ Pfizer licenciu
na pouzivanie (spoloCne ,,materialy”).
Vybavenie alebo materialy poskytnuté
na pouzitie pocas vykonavania
klinického sktsania a akékol'vek s nimi
suvisiace poziadavky sa uvedené v
prilohe C, Vybavenie a materialy, ktora
je do tejto zmluvy zahrnutd formou
odkazu.

Pocas celého
skiSania moze
alebo  vytvorit
informacie, ktoré si doverné voci
spolo¢nosti  Pfizer alebo sesterskej
organizacii spoloc¢nosti Pfizer.

informacie.
klinického
obdrzat’

Doverné
trvania
institacia

Definicia. Okrem ustanoveni uvedenych
niz§ie v casti 10.2, Vynimky, k
,dovernym informéciam” patria:

a. protokol,

b. prirucka pre skusajuceho,

c. udaje klinického sktiSania
(definované nizsie v Gasti 11, Udaje
klinického  skuSania, biologické
vzorky a zdznamy klinického
sktiSania),

d. daje z analyz biologickych vzoriek
(definované nizsie v Casti 11, Udaje

klinického  sktSania,  biologické
vzorky a zdznamy  klinického
sktsania),
e. priloha A (Rozpocet klinického

skuSania a platobné podmienky) k
tejto zmluve a
f. vSetky d’alSie informécie suvisiace s

Study, the Pfizer Drug, or Pfizer, or klinickym skusSanim, lickom
Pfizer affiliate technology, research, spolo¢nosti Pfizer alebo ]
or business plans that Pfizer, or a technologiou, vyskumom,
Pfizer affiliate provides to Institution obchodnymi  pldnmi  spolo¢nosti
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10.2 Exclusions.

10.3

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.f. 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.

Confidential Information
does not include information that:

a. is in the public domain at the time of
disclosure or during the term of this
confidentiality obligation by means
other than breach of this Agreement
by Institution,

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

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

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

Obligations of Confidentiality. Unless
Pfizer provides prior written consent,
Institution may not use Confidential
Information for any purpose other than
that authorized in this Agreement, nor
may Institution disclose Confidential
Information to any third party except as

10.2° Vynimky.

10.3

Pfizer alebo pridruzenych spolo¢nosti
Pfizer, ktoré spolo¢nost’ Pfizer alebo
jej pridruzené spolo¢nosti poskytni
inStitacii  pisomne alebo Vv inej
hmotnej podobe a st oznacené ako
DOVERNE, alebo ktoré najprv
oznami ustne a neskor zhrnie a potvrdi
pisomne ako DOVERNE do 30 dni od
datumu uGstneho oznamenia. Typ
informécii popisanych v tejto casti
10.1.f, ktoré st poskytnuté ustne,
budi tiez povazované za doverné
informacie, a to aj v pripade, ak
nebudu neskdr potvrdené pisomne, ak
je ich doverny charakter druhej
zmluvnej strane dostatocne zrejmy.
Déverné informécie
nezahfiiaju informacie, ktoré:

a. su verejne dostupné v cCase ich
spristupnenia alebo v priebehu tohto
zaviazku zachovania dovernosti, ale
nestali sa verejne zname poruSenim
tejto zmluvy institaciou,

b. st inStiticii zndme uz v Case ich
spristupnenia a nevztahuje sa na ne
ziaden zévazok zachovania
dovernosti,

c. inStiticia ich ziskala bez akychkol'vek
zavizkov zachovania ddovernosti od
tretej strany, ktord ma zdkonné pravo
ich poskytovat’, alebo

d. st nezavisle vytvorené osobami Vv
ramci inStiticie, ktoré nemaju pristup
k dovernym informdciam, ako je

zdokumentované pisomnymi
zaznamami.
Povinnost’ zachovavat’ dovernost’

informacii. Bez poskytnutia pisomného
suhlasu spolocnostou Pfizer institicia
nesmie pouzivat doverné informacie na
ziaden iny ucel, ako na ucel schvaleny
touto zmluvou, a nesmie doverné
informéacie poskytnit tretej strane s
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10.4

authorized in this Agreement or as
required by law, including applicable
regulations.

a. Pfizer specifically authorize any
required disclosure of Confidential
Information to SUKL /IEC or

regulatory authority representatives.

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

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

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

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

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

10.5 Term of Confidentiality. Institution will

hold all Confidential Information in
confidence during the course of the

10.5

10.5

vynimkou pripadov, ktoré povol'uje tato
zmluva alebo ktoré¢ vyzaduju pravne
predpisy.

a. Spolo¢nost’ Pfizer konkrétne
schvaluje poskytnutie ddovernych

informacii SUKL /NEK alebo
zastupcom prislusného regulacného
organu.

b. Povolené spdsoby pouzitia udajov
klinického sktSania a udajov z
analyz biologickych vzoriek su
uvedené v casti 15 (Publikacie) a
pouzitia osobnych udajov v Casti 6
(Ochrana tUdajov a poskytnutie
finanénych udajov uradu FDA)
al2.2 (Osobné¢ tudaje zéastupcov
spolo¢nosti Pfizer) tejto zmluvy.

Poskytnutie informdcii na zaklade
poziadaviek pravnych predpisov. Ak
pravne predpisy vyzaduju poskytnutie
dovernych informacii vo vidcSom
rozsahu, ako povoluje tato zmluva,
nepovazuje sa takéto poskytnutie
informacii za porusenie tejto zmluvy za
predpokladu, ze institucia:

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

b. poskytne iba tie doverné informadcie,
ktoré su pozadované na splnenie
zakonnej poziadavky a

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

Podmienky  zachovania  ddOvernosti.
Institucia a hlavny skusajtci buda pocas
klinického sktiSania zachovavat’
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10.6

11.

Study. For Confidential Information
other than Study Data, and Biological
Sample Analysis Data (as defined in
Section 11, Study Data, Biological
Samples, and Study Records), these
obligations of nonuse and nondisclosure
survive Study completion or termination
of this Agreement and continue for a
period of five years after Study
completion or termination.
Confidentiality obligations for Personal
Data, Study Data, and Biological Sample
Analysis Data survive for as long as
Institution retains this information,
subject to the permitted uses and
disclosures described in Section 15
(Publications) of this Agreement.

Return of Confidential Information. If
requested by Pfizer in writing, Institution
will return all Confidential Information
except that required to be retained at the
Study site by applicable regulation.
However, Institution may retain a single
archival copy of the Confidential
Information to determine the scope of
obligations  incurred under  this
Agreement. Institution further agrees to
cooperate with 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
Principal Investigator.

Study Data, Biological Samples, and
Study Records

10.6

11.

mlcanlivost o vSetkych dovernych
informéacidch. Tieto povinnosti
nepouzivania a neposkytovania

dovernych informacii, idajov klinického
sktiSania a udajov z analyz biologickych
vzoriek (ako je definované v casti 11,
Udaje klinického skusania, biologické
vzorky a zdznamy klinického skuSania)
trvaji aj po dokonCeni klinického
sktsania alebo ukonceni tejto zmluvy po
dobu piatich rokov po skonceni alebo
dokonceni klinického skusania. Zavizok
zachovania dovernosti osobnych udajov,
udajov klinického skuSania a tdajov z
analyz  biologickych  vzoriek trva
dovtedy, kym institucia tieto informacie
uchovava, s vynimkou povolenych
spOdsobov  pouzitia a  zverejnenia
informacii uvedenymi v Casti 15
(Publikacie) tejto zmluvy.

Vratenie ddévernych informdcii. Ak
spolo¢nost’ Pfizer pisomne poziada o
vratenie dovernych informaécii, institucia
vrati vSetky doverné informacie, s
vynimkou informadcii, ktorych uchovanie
na pracovisku klinického skusania
vyzaduje platny predpis. InStitdcia si
vSak moze ponechat jednu kopiu
dovernych informécii na archivéciu, aby
mohla  ur¢it  rozsah  povinnosti
vyplyvajlcich z tejto zmluvy. Institucia
d’alej suhlasi, Ze bude na poziadanie
spolupracovat’ so spolo¢nostou Pfizer,
aby pomohla zabezpecit vratenie
dovernych informécii, ktoré st vo
vlastnictve alebo pod  kontrolou
hlavného skusajticeho, okrem tych, ktoré
sktiSajuci musi uchovat’, ako aj archivne;j
képie na stanovenie rozsahu povinnosti
hlavného skuSajuceho v ramci zmluvy
medzi hlavnym sktsajacim.

Udaje klinického skii$ania, biologické
vzorky a zaznamy klinického skuSania.
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11.1 Study Data. During the course of the

Study, Institution will collect certain
data, as specified in the Protocol, and
submit it to Pfizer or Pfizer’s agent
(“Study Data”). Study Data may include
Personal Data of Study Subjects.
Institution 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 Institution by
Pfizer.

a. 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.

b. Medical Records. Study Subject-
related medical records that are not
submitted to Pfizer may include
some of the same information as is
included in Study Data; however,
Pfizer makes no claim of ownership
to those documents or the
information they contain.

c. Data Review by Pfizer. Pfizer will
review the Study Data it receives on
an ongoing basis. Pfizer will comply
with applicable regulations
requiring notification of

11.1 Udaje Kklinického skGSania. Pocas

klinického skusania zhromazdi institicia
urcité udaje tak, ako su Specifikované v
protokole, a predlozi ich spolo¢nosti
Pfizer alebo zastupcovi spolo¢nosti
Pfizer (dalej ,ddaje klinického
skusania”). K 1udajom klinického
skiSania moézu patrit osobné udaje
ucastnikov klinického skasania.
Institacia zabezpe€i presné a vcasné
zhromazd’ovanie, zaznamenavanie a
predkladanie udajov klinického skuSania
vratane dodrziavania casového
harmonogramu  zad4vania  Udajov
stanoveného v dokumente PozZiadavky
na vyplnenie zaznamovych formularov
ucastnika klinického skusania, ktory
inStitacii poskytne spolo¢nost’ Pfizer.

a. Vlastnictvo udajov klinického
sktiSania. S vynimkou prava hlavného
skasajaceho pouzivat’ udaje
klinického sktiSania na publikovanie
vysledkov klinického sktsania (pozri
cast 15, Publikdcie) vyhradnym
vlastnikom vSetkych udajov
klinického skuSania je spolocnost
Pfizer.

b. Lekarske zdznamy. Lekarske
zaznamy  ucastnikov  klinického
sktsania, ktoré nebudi predlozené
spolo¢nosti Pfizer, mézu obsahovat’
niektoré¢ informacie, ktoré su rovnaké
ako informacie zahrnuté v udajoch
klinického  skasania.  Spolo¢nost’
Pfizer si vSak napriek tomu nerobi
ziadny narok na vlastnictvo tychto
dokumentov ani informacii, ktoré
obsahuju.

c. Kontrola udajov zo strany spoloc¢nosti
Pfizer. Spolo¢nost’” Pfizer bude
priebezne kontrolovat’ prijaté udaje
klinického  sktsania.  Spoloc¢nost’
Pfizer bude dodrziavat prislusné
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participating investigators of new
safety information about the Pfizer
Drug (as defined in Section 8 of this
Agreement). Pfizer further commits
to promptly notify Principal
Investigator of any other new
information of which Pfizer
becomes aware that could affect the
safety of the Study Subjects or
influence the conduct of the Study.

d. Study Results. After analysis of
Study Data from all sites is
complete, Pfizer will provide
Principal Investigator with a
summary of the overall results of the
Study. Pfizer encourage Principal
Investigator to communicate the
results, as appropriate, to the Study
Subjects. If within two years after
Study completion Pfizer identifies
results that could affect Study
Subject safety, Pfizer, in
consultation with the SUKL /IEC as
appropriate, will cooperate with
Institution to ensure that those

results are appropriately
communicated to the Study Subjects
by Institution.

11.2 Biological Samples. If so specified in the

Protocol and the informed consent
document, Institution may collect and
provide to Pfizer or their designee
biological samples obtained from Study
Subjects (e.g., blood, urine, tissue,
saliva, etc) for testing that is not directly
related to Study Subject care or safety
monitoring, such as pharmacokinetic,
pharmacogenomic, or biomarker testing

pravne predpisy vyzadujuce, aby
zucastnenych skusajucich oboznamila
s novymi informaciami o bezpec¢nosti
lieku spolo¢nosti Pfizer (v stlade s
definiciou v casti 8 tejto zmluvy).
Spolo¢nost’ Pfizer sa d’alej zavdzuje,
7ze bezodkladne ozndmi hlavnému
skusajucemu vSetky dalSie nové
informacie, o ktorych sa spolo¢nost’
Pfizer dozvie, a ktoré by mohli
ovplyvnit bezpecnost’ ucastnikov
klinického skasania alebo
vykonavanie klinického skusania.

d. Vysledky klinického skuSania. Po
dokonceni analyzy tdajov klinického

sktiSania 70 vsetkych
centier,spolocnost’ Pfizer poskytne
hlavnému sktiSajucemu suhrn

celkovych  vysledkov  klinického
sktiSania. Spolo¢nost’ Pfizer odporaca
hlavnému skasajucemu, aby
vhodnym sposobom oznamil
vysledky ucastnikom  klinického
sktSania. Ak do dvoch rokov od
ukoncenia  klinického  skuSania
spolo¢nost’ Pfizer zisti vysledky ktoré
by mohli ovplyvnit bezpecnost’
ucastnikov  klinického  skusSania,
spolo¢nost’ Pfizer po konzultacii so
SUKL/NEK, ak to bude vhodné, bude
spolupracovat’ s inStitiiciou, aby sa
zabezpecCilo, Ze inStitucia tieto
vysledky primerane 0znami
ucastnikom klinického sktiSania.

11.2 Biologické vzorky. Ak je to uvedené v

protokole a v dokumente informovaného
suhlasu, modze inStiticia odoberat a
poskytovat’ spolocnosti Pfizer alebo nimi
menovanému  zastupcovi  biologické
vzorky (napr. krv, moc, tkanivo, sliny
atd’.) ziskané¢ od tucastnika klinického
skuSania na testy, ktoré priamo nestvisia
so starostlivostou o tucastnikov alebo
sledovanim  bezpe€nosti, ako st
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(“Biological Samples”). Biological

Samples may include Personal Data of

Study Subjects.

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

obtained.

b. Analysis Data. Pfizer, or their
designees will test Biological
Samples as described in the
Protocol. Unless otherwise

specified in the Protocol, Pfizer does

not plan to provide the results of

these tests (“Biological Sample
Analysis Data”) to the Institution or
Study Subject. If Pfizer does
provide Biological Sample Analysis
Data to the Institution, that data will

be subject to the provisions of

Section 11.1 (Study Data) of this
Agreement.

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

11.3 Study Records. Institution will retain

each Study Subject’s Study records,

which include the Institution’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 25 years after

11.3

farmakokinetické, farmakogenomické
testy alebo testovanie inych biomarkerov
(d’alej ,,biologické vzorky™). Biologické
vzorky moZu obsahovat’ osobné udaje
ucastnikov klinického skusania.

a. Pouzivanie. Institacia nebude
pouzivat’ biologické vzorky ziskané v
sulade s protokolom ziadnym inym
spdsobom ani na Ziadny iny ucel, nez
je popisany v protokole. Spolo¢nost’
Pfizer pouZzije biologické vzorky iba
sposobmi povolenymi v dokumente
informovaného suhlasu, na zaklade
ktorého boli ziskané.

b. Udaje z analyzy. Spolocnost’ Pfizer
alebo osoby menované spolo¢nostou
Pfizer budi analyzovat biologické
vzorky spOosobom popisanym v
protokole. Pokial’ nie je v protokole
uvedené inak, spolo¢nost’ Pfizer nema
v plane poskytnat’ vysledky tychto
testov (dalej ,udaje z analyzy
biologickych vzoriek”) inStiticii ani
ucastnikom klinického skusania. Ak
spolo¢nost’” Pfizer poskytne udaje z
analyzy biologickych vzoriek
inStitacii, budi sa na tieto tudaje
vzt'ahovat podmienky povoleného
pouzitia uvedené v &asti 11.1 (Udaje
klinického sktisania) tejto zmluvy.

c. Vlastnictvo. Spolocnost’ Pfizer je
vyhradnym  vlastnikom  vSetkych
biologickych vzoriek a tudajov z
analyzy biologickych vzoriek.

Zaznamy klinického skuSania. InStitucia
bude uchovavat’ kazdy zdznam ucastnika
klinick¢ého skuSania, ktory obsahuje
képie vSetkych dajov  klinického
skiSania institicie, ako aj relevantné
zdrojové dokumenty (spolocne
~Zaznamy Kklinického skuSania™), za
takych podmienok uchovania, ktoré
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11.4

Study completion or 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 necessary, at Pfizer’s
expense, under an arrangement that
protects the confidentiality of the records
(e.g., secure off-site storage).

Electronic Investigator Site File. Pfizer
may request Institution to use an
electronic investigator site file binder
solution specified by the Pfizer or may
approve the use of an electronic site file
binder solution provided by the
Institution (collectively  ““e-ISF
Solution”) to maintain the investigator
site file at the Institution that includes
Study Records.

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

b. Official Investigator Site File. The

parties agree that the official
investigator site file and the
authoritative essential documents

source for the Study at the Institution
will be the electronic investigator site
file that the Institution and Principal

11.4

zabezpecuju stabilitu a ochranu udajov,
po dobu 25 rokov po dokonceni alebo
ukonceni klinického sktiSania. InStitacia
suhlasi s tym, Ze pred znicenim
akychkol'vek zZaznamov bude
kontaktovat’ spolocnost’ Pfizer na adrese
InvestigatorRecords@Pfizer.com, a
d’alej sthlasi tiez s tym, Ze umoZni
spolo¢nosti Pfizer zaistit na naklady
spoloc¢nosti Pfizer uchovanie zdznamov
po dlhSiu dobu, pricom musia byt
podniknuté také opatrenia, ktoré budu
chranit doverni povahu zdznamov
(napr. zabezpeCené uchovanie mimo
pracoviska).

Elektronicka dokumentécia na
pracovisku skuSajiiceho. Spoloc¢nost’
Pfizer m6ze poziadat’ inStitciu, aby na
vedenie dokumentidcie na pracovisku
skuSajuceho v institucii, ktora obsahuje
zaznamy klinického skusania, pouzivala

elektronické rieSenie uréené
spolocnostou  Pfizer, alebo moze
schvalit  pouzivanie elektronického

rieSenia na vedenie dokumenticie na
pracovisku, ktoré poskytla inStiticia
(d’alej spolocne len ,,rieSenie e-ISF*).

a. Pouzitie. Ak spolocnost’ Pfizer
poziada alebo schvali pouZzivanie
rieSenia  e-ISF, inStitdcia bude
suhlasit’ s pouzivanim a zabezpeci,
aby hlavny skuaSajuci a personal

klinického  skuSania  pouzivali
rieSenie  e-ISF na  vedenie
dokumentéacie na pracovisku
sktsajiceho v institacii.

b. Oficialna dokumentécia na
pracovisku skuSajuceho. Zmluvné

strany sa dohodli, ze oficialnou
dokumentadciou na  pracovisku
sksajiaceho a urcujicim zdrojom
zékladnych dokumentov pre klinické
skiiSanie v inStitGcii  bude
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Investigator maintain through the e-
ISF Solution.

12.  Monitoring, Inspections, and Audits

12.1 Monitoring.. Pfizer, or an external service

provider acting on its behalf, intends to
monitor the Study conduct.  Upon
reasonable notice and during regular
business hours, Institution will permit
Pfizer representatives access to any
Institution premises, facilities, Study
Records, sub-investigators, and research
staff as required to monitor Study
conduct. Upon request from Pfizer,
Institution will permit remote electronic
access to Study Records when available
and permitted under applicable law.
Pfizer will promptly notify Principal
Investigator of any monitoring findings
that could affect the safety of Study
Subjects or influence the conduct of the
Study. Principal Investigator has agreed
to share this information with Institution
and may inform Study Subjects of such
findings as appropriate.

12.2 Pfizer Representative Personal Data. Ifin

the support of a clinical trial, Pfizer
representatives are required to submit to
Institution any Personal Data including
but not limited to, name, address, phone
number, government identifier, or
birthdate  (“Pfizer = Representative
Personal Data”), Institution will:

12.

elektronickda ~ dokumenticia  na
pracovisku  skusajuceho,  ktort
intitacia a hlavny skusajaci vedu
prostrednictvom rieSenia e-ISF.

Monitorovanie, inSpekcie a audity.

12.1 Monitorovanie. Spolo¢nost’ Pfizer alebo

12.2

externy poskytovatel’ sluzieb konajuci v
jej mene, planuje  monitorovat
vykonavanie  klinického  skuSania.
Institicia umozni zastupcom spolo¢nosti
Pfizer na zdklade ozndmenia v
primeranom predstihu a pocas beznych
pracovnych hodin pristup do priestorov,
zariadeni, k zaznamom klinického
sktiSania, spoluskusajicim a
vyskumnym pracovnikom, ak je to
potrebné na monitorovanie vedenia
klinického skusania. Na ziadost’
spolo¢nosti Pfizer institucia a hlavny
skusajuci umoznia vzdialeny
elektronicky pristup k zdznamom
klinického skuSania, ak je to mozné a
povolen¢ podla platnych pravnych

predpisov. Spolo¢nost Pfizer bude
hlavného  skuasajiceho  bezodkladne
informovat o vSetkych zisteniach

monitorovania, ktoré by mohli ovplyvnit
bezpecnost  ucastnikov  klinického
sktiSania alebo jeho priebeh. Hlavny
skusajuci bude o takychto zisteniach
podla potreby informovat ucastnikov
klinického sktsania.

Osobné tudaje zdstupcov spoloc¢nosti
Pfizer. Ak pre potreby klinického
skuSania sa od zastupcov spolo¢nosti
Pfizer vyzaduje poskytnit’ institucii
akékol'vek osobné tudaje vratane, nie
vSak vylu¢ne, mena, adresy, telefonneho

¢isla, rodného ¢Cisla alebo datumu
narodenia  (d’alej ,,0sobné 1daje
zastupcov spolo¢nosti Pfizer®),
inStitacia;
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12.3

a. protect the confidentiality of Pfizer
Representative Personal Data using
the same or similar standards

Institution uses for its own
employees;
b. not sell or disclose Pfizer

Representative Personal Data to any
third party except as required by law;

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

d. 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.

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.
Pfizer may also audit Study Records
during or after the Study as part of its
monitoring of Study conduct.

a. Notification. Institution will notify
Pfizer, or confirm that Principal
Investigator has done so, as soon as
reasonably possible if the site is
inspected or scheduled to be

12.3

a. bude chranit ddévernost’ osobnych
udajov zastupcov spoloc¢nosti Pfizer
prostrednictvom rovnakych alebo
podobnych Standardov, ktoré
inStiticia  uplatiuje  pri  svojich
vlastnych zamestnancoch;

b. nebude predavat ani zverejnovat
osobné udaje zastupcov spolo¢nosti
Pfizer akejkol'vek tretej strane,
pokial’ si to nevyzaduje zékon;

c. zmluvne ulozi podobné zavizky
tykajuce sa dovernosti a bezpecnosti
kazdému zmluvnému dodavatelovi
sluzieb, ktorému inStiticia moze
poskytovat’ osobné tidaje zastupcov
spolocnosti Pfizer;

d. prijme primerané opatrenia na
ochranu pred neopravnenym
pouzivanim alebo zverejiiovanim
osobnych udajov zastupcov

spolo¢nosti Pfizer a bezodkladne
oznami spolocnosti Pfizer kazdé
porusenie tohto ustanovenia.

InSpekcie a audity. Institucia berie na
vedomie, ze skusSanie podlieha inSpekcii
regulaénych orgdnov na celom svete,
vratane amerického uradu FDA, a Ze sa
takéto inSpekcie moézu vykonat' aj po
skonceni klinického sktSania a ich
sucastou moéze byt audit zdznamov
klinického skuSania. Spolo¢nost’” Pfizer
modze tiez vykonat audit zdznamov
klinick¢ého skuSania pocas klinického
skuSania alebo po ukonceni klinického
skGiSania v rdmci  monitorovania
priebehu klinického skusania.

a. Oznamenia. InStiticia ¢o najskor
oznami spolo¢nosti Pfizer, alebo
zaisti, ze hlavny skuSajici oznami
spolo¢nosti Pfizer, ak na pracovisku
skusania prebicha inSpekcia
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13.

C.

inspected by a regulatory authority in
relation to the Study.

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

Cooperation. Institution will
cooperate with regulatory authority
and Pfizer representatives in the
conduct of inspections and audits and
will ensure that Study Records are
maintained in a way that facilitates
such activities.

Resolution of  Discrepancies.
Institution will promptly resolve any
discrepancies that are identified
between the Study Data and the
Study Subject’s medical records.

Inspection Findings and Responses.
Institution will promptly forward to
Pfizer copies of any inspection
findings that Institution receives
from a regulatory authority in
relation to the Study. Whenever
feasible and permitted by law,
Institution will also provide Pfizer
with an opportunity to prospectively
review and comment on any
Institution responses to regulatory
authority inspections in regard to the
Study.

Remedies for Breach of Certain Study

Obligations. In the event Institution fails
to comply with any of its obligations set

out in Sections 3 (Protocol), Section 6
(Data Protection) 7 (Informed Consent

13.

.

regulacného organu v suvislosti s
klinickym sktSanim, alebo je takato
inSpekcia planovana.

Pravo na pritomnost. Ak to
nezakazuje zakon, spolo¢nost’ Pfizer
ma pravo na pritomnost’ alebo ucast’
svojich  zastupcov  pri  takejto
inSpekcii, audite, vySetrovani alebo
regulacnom zasahu.

Spolupraca. Institicia bude
spolupracovat’ S regulacnym
organom, zastupcami spolo¢nosti

Pfizer pri vykonavani inSpekcii a
auditov a zabezpe€i, aby zaznamy
klinického skuSania boli uchované
sposobom, ktory takéto c¢innosti
umoziuje.

VyrieSenie nezrovnalosti. InStiticia
urychlene vyriesi akékol'vek
nezrovnalosti zistené medzi udajmi
klinického skuSania a zdravotnymi

zaznamami ucastnika klinického
sktiSania.

Nalezy inSpekcie a odpovede.
Institacia  bezodkladne odovzda

spolo¢nosti  Pfizer kopie vSetkych
nalezov inSpekcie, ktoré inStiticia
obdrzi od regulaéného orgénu v
suvislosti s klinickym skuSanim.
Vzdy, ked’ to bude mozné a povolené
zakonom, inStiticia tieZ umoZni
spolo¢nosti Pfizer skontrolovat’ a
pripomienkovat’ akékol'vek
odpovede inStitucie na inSpekcie
regulacného organu v suvislosti s
klinickym sktSanim.

Opravné prostriedky v pripade poruseni

niektorych povinnosti v ramci klinického

skisania. V
nedodrzi niektori zo svojich povinnosti
uvedenych v castiach 3 (Protokol), 6

pripade, Ze inStiticia
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14.
14.1

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, in addition to its
right to terminate the Study immediately
under Section 18.1.c(2), Pfizer will have
recourse to either or both of the
following alternative remedies:

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

b. Suspension of payment to Institution

Any suspension of enrollment or
payment will continue until Institution
returns to compliance with its Study
obligations, as determined by Pfizer.
Upon return to compliance payments
will resume. Use of either or both of the
above remedies does not preclude Pfizer
from exercising its right to immediately
terminate the Study if Institution does
not become compliant.

Inventions

Notification. If the conduct of Study
results in any invention or discovery
whether patentable or not (“Invention™),
Institution will promptly inform Pfizer.

14.
14.1

(Ochrana  osobnych  udajov), 7
(Informovany stihlas a  nabor
Gcastnikov), 11 (Udaje klinického
skuSania, biologické vzorky a zdznamy
klinického sktiSania) a 12
(Monitorovanie, inSpekcie a audity) tejto
zmluvy alebo poziadavky protokolu
tykajice sa  hlasenia  neZziaducich
udalosti, vykonavania  klinického
skuSania v sulade s etickymi principmi a
kontroly SUKL/NEK, ma spolo¢nost
Pfizer okrem svojho prava okamzite
ukon¢it’” klinické skusanie podla casti
18.1.¢(2) pravo na jedno alebo obidve

nasledujice  alternativne  napravné

opatrenia:

a. pozastavenie zarad’ovania
ucCastnikov, ak do klinického

skuSania eSte nebol zaradeny plny
pocet ucastnikov a
b. pozastavenie platby institucii

Akékol'vek pozastavenie zarad’ovania
alebo platieb bude trvat, az kym
institicia znovu nezacne dodrziavat
svoje zaviazky v rédmci klinického
skuSania podl'a posudenia spolo¢nost'ou
Pfizer. Platby sa obnovia po obnoveni
dodrziavania  zavézkov.. Pouzitie
jedného alebo obidvoch népravnych
opatreni nebrani spolo¢nosti Pfizer, aby
uplatnila svoje prava okamzite ukoncit’
klinické sktSanie, ak inStitucia opédt’
neuvedie svoje konanie do suladu so
zmluvou.

Vynalezy
Oznamenie. Ak je  vysledkom
vykonavania  klinického skasania

akykol'vek vynalez alebo objav, ¢i uz je,
alebo nie je patentovatelny (d’alej

,vynalez”), bude o mom inStitucia
bezodkladne informovat spolo¢nost’
Pfizer.
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14.2 Assignment. Institution will assign, or

14.3

15.

15.1

ensure that inventors assign, all interest

in any such Invention to Pfizer, free of

any obligation or consideration beyond
that provided for in this Agreement.

Assistance. Institution will provide
reasonable assistance to Pfizer in filing
and prosecuting any patent applications
relating to Invention, at Pfizer’s expense.

Publications. 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.

Prepublication  Review. Principal
Investigator will provide Pfizer an
opportunity to review any proposed
publication or any other
disclosure of the results of the Study
(collectively, “Publication’) before it is
submitted or otherwise disclosed. Pfizer
will review for unprotected Inventions
(see Section 14, Inventions) and may
also provide comments on content.
Principal Investigator will consider any
such comments in good faith but is under
no obligation to incorporate any Pfizer
suggestions.

a. Submission to Pfizer. Principal
Investigator will provide any
Publication to Pfizer at least 30 days
before it is submitted for publication
or otherwise disclosed. If any patent
action is required to protect
intellectual property rights, Principal
Investigator agrees to delay the

type of

14.2 Postupenie. InStitucia postipi vsSetky

14.3

15.

15.1

prava na takyto vynalez spolocnosti
Pfizer bez akéhokol'vek zavizku alebo
uhrad nad rdmec uvedeny v tejto zmluve,
alebo  zaisti, aby tak  urobili
vynalezcovia, podla toho, ¢o sa hodi.

Pomoc. Institucia poskytne spolo¢nosti
Pfizer primerani pomoc pri podavani
patentovej prihlasky vynalezu a konani v
suvislosti s flou, priCom vydavky hradi
spolo¢nost’ Pfizer.

Publikécie. Spolo¢nost’ Pfizer podporuje
uplatnovanie akademickej slobody a
nebude mat’ vyhrady, ak bude hlavny

skusajuci publikovat’ vysledky
klinického  skusania na  zaklade
informacii, ktoré zhromazdil alebo

vytvoril, bez ohl'adu na to, ¢i su vysledky
priaznivé pre liek spoloCnosti Pfizer.

Recenzia pred publikdciou. Hlavny
skuSajuci poskytne spolo¢nosti Pfizer
moznost’ recenzovat kazdi navrhnutu
publikéciu alebo akykol'vek d’al§i druh
zverejnenia  vysledkov  klinického
sktiSania (spolo¢ne ,,publikacia”) pred
odoslanim na publikovanie alebo pred
inym zverejnenim. Spolocnost’ Pfizer
zrecenzuje nechranené vynalezy (pozri
14. Cast’, Vyndlezy) a ich obsah modze
komentovat’. Hlavny skuSajici vsetky
takéto komentare vezme v dobrej viere
do uvahy, nemé vSak povinnost’ navrhy
spolo¢nosti Pfizer zapracovat'.

a. PredloZenie spolocnosti  Pfizer.
Hlavny skuasajuci predlozi kazda
publikaciu spolo¢nosti Pfizer
najmenej 30 dni pred jej odoslanim
na publikovanie alebo pred inym
zverejnenim. Ak sa na ochranu prav
dusevného vlastnictva vyzaduje
patentové konanie, hlavny skusajici
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disclosure for a period not to exceed
an additional 60 days.

b. Redaction of Confidential
Information. Principal Investigator
will, on request, remove any
previously undisclosed Confidential
Information  before  disclosure,
except for any Study- or Pfizer Drug-
related information necessary to the
appropriate scientific presentation or
understanding of the Study results.

15.1. Multi-Center Studies. If Study is part of

a  multi-center trial, Principal
Investigator agrees that the first
Publication is to be a joint Publication
covering all Study sites, and that any
subsequent Publications by Principal
Investigator will reference that primary
Publication. However, if a joint
manuscript has not been submitted for
publication within 12 months of
completion or termination of Study at all
participating sites, Principal Investigator
is free to publish separately, subject to
the other requirements of this Section 15.

15.2 Publication of Redacted Agreement.

On or before execution of this
Agreement, Pfizer will provide
Institution with a redacted version of the
Agreement in Slovak only in PDF format
(“Redacted ~ Agreement”),  having
removed any information which in
Pfizer’s reasonable opinion constitutes a
Pfizer trade secret. Within 5 days of
execution of this Agreement by all
parties, Institution will publish the
Redacted Agreement:

sa zavizuje, ze uverejnenie odlozi na
dobu, ktord neprekro¢i dalSich 60
dni.

b. Redigovanie dévernych informécii.
Hlavny sktSajici na poziadanie
odstrani vSetky doposial’
nezverejnené¢ doverné informadcie
pred ich zverejnenim s vynimkou
informéacii tykajucich sa klinického
skiiSania alebo lieku spoloc¢nosti
Pfizer, ktoré st nevyhnutné na
patricni vedecku prezentaciu alebo
pochopenie vysledkov klinického
sktSania.

15.1.1 Multicentrické klinické skusania. Ak je

skiSanie sucastou multicentrického
klinického skiSania, hlavny skusajaci sa
zavdzuje, ze prva publikdcia bude
spolo¢nou publikéciou vztahujicou sa
na vSetky centrd klinického skusania, a
ze vSetky nasledujice publikacie
hlavného skuSajuceho budi obsahovat’
odkaz na tato prva publikaciu. Pokial
vsak spolo¢ny rukopis nebude odoslany
na publikaciu do 12 mesiacov od
dokoncenia alebo ukoncenia klinického
skiiSania vo vsSetkych zucastnenych
centrdch, modze hlavny skusajuci
publikovat’ volne a samostatne, ak
dodrzi ostatné poziadavky uvedené v 15.
Casti.

15.2 Zverejnenie redigovanej zmluvy.

Pfizer poskytne institacii pred podpisom

tejto zmluvy redigovant verziu zmluvy v
slovenskom jazyku len vo formate PDF
(d’alej len ,,redigovana zmluva“), pricom
odstrani akékol'vek informacie, ktoré
Pfizer povazuje za primerané obchodné
tajomstvo spolo¢nosti Pfizer. Do 5 dni
od podpisu tejto zmluvy vSetkymi
zmluvnymi stranami inStiticia zverejni
redigovanu zmluvu:
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(1) in the Central Register of Contracts

operated by the Office of the
Government of the Slovak Republic
at  www.crz.gov.sk  (“Contract
Registry”); or

(i1) where Institution is a municipality,

local governments or legal entities
sourced (partially or completely)
from their funds or a legal person in
which the municipalities and local
governments have shares exceeding
50%, on the Institution’s website in
accordance with Act No. 546/2010
Coll.  supplementing Act No.
40/1964. Institution will provide
Pfizer with written confirmation of
publication of the Redacted
Agreement as soon as is reasonably
practicable. If Pfizer does not receive
such confirmation within 7 days of
execution of this Agreement, Pfizer
will be entitled to file a request for
publication of the contract in the
Trade Bulletin operated by the
Ministry of Health. The parties
acknowledge that the Agreement is
not valid until the day following
publication in the Contract Registry
and agree that no contracted Study-
related activities will commence
until both parties are in receipt of
confirmation of such publication.
Any written amendments to this
Agreement made pursuant to Section
19.6 (Modification) shall be redacted
and published in accordance with the
procedure set out in this Section 15.2.

(1) v centrdlnom registri zmluav, ktory

vedie urad vlady Slovenskej
republiky na adrese www.crz.gov.sk
(dalej len ,,register zmluv*); alebo

(i1) na internetovej stranke institicie v

sulade so zakonom ¢. 546/2010 Z. z.,
ktory meni a doplha zakon ¢&.
40/1964, ak st ns§titaciou
samosprava, Uzemné Samospravy
alebo  pravnické osoby, ktoré
zabezpecili (Ciastocne alebo uplne)
financné prostriedky z vlastnych
zdrojov, alebo pravnickd osoba, v
ktorej maji obce a samospravy
podiel presahujtci 50 %. InStiticia
poskytne Pfizer dokaz o zverejneni
redigovanej zmluvy hned’, ako to
bude mozné. Ak Pfizer nedostane
takéto potvrdenie do 7 dni od
podpisu tejto zmluvy, Pfizer bude
opravnena  podat  ziadost o
zverejnenie zmluvy v obchodnom
vestniku, ktory vedie ministerstvo
zdravotnictva.  Zmluvné  strany
potvrdzujii, ze zmluva nebude
ucinna, kym nebude zverejnena v
registri zmlav, a suhlasia s tym, ze
ziadne zmluvné aktivity suvisiace so
skiSanim sa nezacnu, kym obidve
zmluvné strany nedostanu
potvrdenie o takomto zverejneni.
Akékol'vek pisomné zmeny a
doplnky tejto zmluvy vykonané
podla ¢lanku 19.6 (Zmeny) buda
redigované a uverejnené v sulade s
postupom uvedenym v tejto Casti
15.2.

15.3 Standards. For all Publications relating  15.3 Standardy. Hlavny sktSajuci suhlasi
to the Study, Principal Investigator will s tym, Ze vSetky publikacie tykajice sa
comply with the authorship guidelines in klinick¢ho skuSania budu v sulade s
the Recommendations for the Conduct, pokynmi o autorstve uvedenymi v
Reporting, Editing, and Publication of dokumente Odporucania pre
Scholarly Work in Medical Journals vykonavanie,  hlasenie, upravu a
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15.4

15.5

16.

(http://www.icmje.org/icmje-
recommendations.pdf) provided by the
International Committee of Medical
Journal Editors.

Disclosure  of  Support.  Principal
Investigator ~ will  disclose  Pfizer
sponsorship and financial support of the
Study in any publication of Study results.

Study Registration by Pfizer. Pfizer
commits to register, on the National
Institutes of Health Clinical Trials Data
Bank  (www.clinicaltrials.gov), all
Pfizer-sponsored Phase 1 through 4
interventional and non-interventional
studies that involve the use of a Pfizer
product and evaluate the safety or
efficacy of that product. Pfizer will also
register Pfizer-sponsored studies on
other listings of ongoing studies
maintained by competent regulatory
authorities where there is a regulatory
requirement to do so.

Insurance Coverage. Pfizer represents
that, as the sponsor of the Study and prior
to signature of this Agreement, it has
arranged for an insurance policy with an
insurance company covering liability for
personal injury (including death), arising
out of or relating to the Study, whis

15.4

15.5

16.

publikaciu vedeckej prace v lekarskych
casopisoch (Recommendations for the

Conduct, Reporting, Editing, and
Publication of Scholarly Work in
Medical Journals)
(http://www.icmje.org/icmje-

recommendations.pdf), ktor¢  vydal
Medzindrodny  vybor  vydavatel'ov
lekarskych  Casopisov  (International

Committee of Medical Journal Editors).

Poskytnutie _informéacii o finan¢nej
podpore. Hlavny skuSajuci poskytne

informacie o sponzorstve spolocnosti
Pfizer a finan¢nej podpore klinického
skuSania v kazdej publikécii vysledkov
klinického sktSania.

Registracie klinického skuSania
spolo¢nostou Pfizer. Spolo¢nost’ Pfizer
sa zavizuje, ze zaregistruje v databaze
klinickych skuSani Narodnych ustavov
zdravia (National Institutes of Health
Clinical Trials Data Bank
(www.clinicaltrials.gov) vSetky
intervencné klinického skusania fazy 1
az 4 zadavané spolo¢nost’ou Pfizer, ktoré
zahfnaju pouzitie lieku spolo¢nosti
Pfizer, ako aj tie neintervencéné
klinického skuasania, ktoré zahfnaju
zbieranie ocakavanych udajov.
Spolo¢nost’  Pfizer tiez zaregistruje
vSetky klinického skusSania zadavané
spolo¢nostou  Pfizer na  inych
zoznamoch prebiehajucich klinickych
skaSani, ktoré spravuji kompetentné
regulacné organy, ak pre to existuje
regulacna poziadavka.

Poistenie. ~ Spolo¢nost’  Pfizer ako
zadavatel’ prehlasuje, ze pred uzavretim
tejto zmluvy uzavrela poistni zmluvu
opoisteni  zadavatela za  Skodu
sposobenu  ucastnikovi  klinického
sktiSania, ak by v suvislosti s klinickym
skaSanim doslo k poSkodeniu zdravia
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16.1

would relate to the administration of the
Investigational Drug or any clinical
intervention or procedure provided for or
required by the Protocol that the Study
Subject would not have received if the
Study Subject had not participated in the
Study (“Research Injury”) as required
by Sec. 43(h)(3) of the Act No. 362/2011
Coll. On Drugs and Medical Devices and
on amending certain laws. A copy of the
insurance certificate is attached hereto as
Attachment B.

The Principal Investigator will;

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

b. satisfy the obligation under Art 44 (0)
of the Act No. 362/2011 Coll. On
Drugs and Medical Devices and on
amending certain laws, in particular to
provide the list of Study Subjects to
the  necessary  public  health
institutions, which contains the name

and surname, birth number, the date of

enrolment 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.

alebo umrtiu ucastnika, ktoré by bolo
sposobené alebo stvisiace s podanim
skaSaného lieku alebo akoukol'vek
klinickou intervenciou alebo procedurou
poskytnutou alebo vyzadovanou
protokolom,  ktora by  ucastnik
klinického skuSania nedostal, keby sa
nezucastnil tohto klinického skuSania
(dalej ,,ujmy suvisiace s klinickym
skisanim”), ako to vyzaduje § 43 pism.
h) bod 3. zakona ¢. 362/2011 Z. z.
o liekoch a zdravotnickych pomockach
a 0 zmene a doplneni niektorych
zakonov. Kopia osvedCenia o poisteni
zadavatel'a je priloZzena k tejto zmluve
ako priloha B.

16.1 Hlavny skusajuici;

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

b. splni povinnosti vyplyvajiace z § 44
pism. (o) zdkona ¢. 362/2011 Z. z.
o liekoch a zdravotnickych
pomdckach aozmene adoplneni
niektorych zakonov, najmé poskytne
prislusnym zdravot. poistovniam,
ktoré vykonavaji verejné zdravotné
poistenie  ucastnikov,  zoznam
ucastnikov  klinického  skusSania,
ktory obsahuje meno, priezvisko,
rodné ¢islo, datum zaradenia do
klinickej klinického skusania a ¢islo
klinického sktiSania, do ktorého boli
zaradeni. Bude dopliovat a
upravovat’ tento zoznam ucastnikov
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16.2

17.

17.1

17.2

c. The Principal Investigator will send
the information to the relevant public
health insurer on all serious adverse
events, serious adverse reactions and
unexpected serious adverse reactions
which occur to the Study Subjects as
soon as the Principal Investigator is
informed by Pfizer, however at the
latest within three days of the delivery
of such notice.

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

Assignment and Delegation

By Institution. Institution may not assign
its rights or delegate or subcontract any
duties under this Agreement without
written permission from Pfizer. If Pfizer
authorizes delegation or subcontracting,
Institution remains responsible to Pfizer
for the performance of all delegated or
subcontracted duties.

Delegation by Pfizer. Pfizer may also
freely delegate and assign Study-related
duties and rights to an external provider
upon advance notice to Institution, and
may freely delegate or assign its Study-

16.2

17.

17.1

17.2

pocas celej doby trvania klinického
sktsania.

c. Hlavny skuasajuci posle prislusnej
zdravotnej poistovni informécie o
vSetkych  zavaznych neziaducich
udalostiach, zavaznych neziaducich
reakciach a neocakavanych
zéavaznych neziaducich reakciach,
ktoré sa vyskytni u tucastnikov
klinického skuSania, ato
bezodkladne po tom, ako o nich
hlavného skuSajuceho informovala
spolo¢nost’ Pfizer, najneskor v§ak do

troch dni od obdrzania takéhoto
oznamenia.
Poistenie inStitacie. InStitucia

podpisanim tejto zmluvy potvrdzuje, ze
inStitGcia v priestoroch, v ktorych sa
bude vykonavat’ toto klinické skusanie a
jej zamestnanci, ktori budu vykonavat’
toto klinické skusanie, maju platné a
dostato¢né poistenie zodpovednosti za
Skodu sposobent poskytnutim
zdravotnej starostlivosti, podla
prislusnych pravnych predpisov.

Postapenie a delegovanie

Zo strany inStitucie. InStiticia nesmie
postipit’ svoje prava, delegovat ani
subkontrahovat’ svoje povinnosti z tejto

zmluvy bez  pisomného  sthlasu
spolo¢nosti Pfizer. Ak spolo¢nost’ Pfizer
povoli delegovanie alebo
subkontrahovanie, inStitucia zostava
zodpovednd voci spolocnosti Pfizer za
vykon zverenych alebo

subkontrahovanych povinnosti.

Zo strany spolocnosti Pfizer. Spolo¢nost’
Pfizer mdze volne delegovat’ a previest’
povinnosti a prava suvisiace s klinickym
skiSanim na externého poskytovatel'a po
predchadzajlicom upozorneni institlcie
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18.

18.1

related duties or rights to any Pfizer
affiliate. If Pfizer delegates or
subcontracts any duties, Pfizer remains
responsible to Institution for the
performance of those duties. For the
avoidance of doubt, the rights and duties
discussed in this subsection are only
those arising out of this Agreement.

Termination

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

a. Disapproval by SUKL_/IEC. If the
Study cannot be initiated because of
SUKL /IEC disapproval, this
Agreement will terminate.

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

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

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

18.

18.1

amodze volne delegovat’ alebo previest’
svoje povinnosti alebo prava tykajlce sa
klinického  skusania  ktorejkol'vek
pobocke  spolocnosti  Pfizer. Ak
spolo¢nost’  Pfizer deleguje alebo
subkontrahuje niektoré zo svojich
povinnosti  inému  subdodavatel'ovi,
spolo¢nost’ Pfizer zostava zodpovednou
voCi inStiticii za vykondavanie tychto
povinnosti. Na vylucenie pochybnosti su
prava a povinnosti uvadzané v tejto Casti
len tie, ktoré vyplyvaju z tejto zmluvy.

Ukoncdenie platnosti zmluvy

Udalosti veduce k ukonceniu platnosti.
Tato zmluva bude ukoncena
ktoroukol'vek z tychto udalosti podla
toho, ktora z nich nastane skor.

a. Neschvalenie klinického skuSania
SUKL/NEK. Ak klinické skuasanie

nemozno zacat’ z dovodu
nesuhlasného stanoviska
SUKL/NEK, tato zmluva straca
platnost’.

b. Dokonc¢enie  klinického skuS§ania.

Tato zmluva bude ukoncena, ked sa
dokon¢i klinické skuSanie, o
znamena  dokoncenie  vSetkych
¢innosti pozadovanych na zéklade

protokolu v  pripade  vSetkych
zaradenych ucastnikov.
c. Pred¢asné ukoncenie  klinického

skuSania. Tato zmluva bude ukoncena
pri pred¢asnom ukonceni klinického
sktiSania, ako je popisané nizsie.

(1) Ukoncenie klinického skuSania
vypovedou. Spolocnost Pfizer
modze ukonCit’ klinické sktSanie z
akéhokol'vek dovodu pisomnym
oznamenim inStitucii S
vypovednou lehotou 30 dni.
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(2) Immediate Termination of Study (2) Okamzité ukoncenie klinického

by Pfizer. Pfizer may terminate skiiSania spolo¢nostou Pfizer.
the Study immediately upon Spolocnost’ Pfizer moze okamzite
written notice to Institution for ukonc¢it’ klinické skasanie
causes that include failure to pisomnym oznadmenim institacii
enroll Study Subjects at a rate z dévodov nezaradenia
sufficient to achieve Study dostato¢ného poctu ucastnikov
performance goals; material klinického sktiSania, ktory
unauthorized deviations from the znemoziuje  dosiahnut’  ciele
Protocol or reporting klinického skuSania; zasadné
requirements; circumstances that nepovolené odchylky od
in Pfizer’s opinion pose risks to protokolu alebo od poziadaviek
the health or well-being of Study oznamovacich povinnosti;
Subjects; regulatory authority okolnosti, ktoré¢ podla ndzoru
actions relating to the Study or spolo¢nosti  Pfizer predstavuju
the Investigational Drug; or any riziko pre zdravie alebo blaho
non-compliance by the ucastnikov klinického skuSania;
Institution with local laws, ICH opatrenia regulacnych organov
GCP, or the terms of Section 20 tykajice sa klinického sktsSania
(Anti-Corruption) of this alebo skusaného lieku; akékol'vek
Agreement. nedodrzanie miestnych pravnych

predpisov zo strany inStitucie,
smernice ICH GCP alebo
ustanoveni uvedenych v casti 20
(Protikorupéné opatrenia) tejto

zmluvy.

(3) Immediate Termination of Study (3) Okamzité ukoncenie klinického
by Institution. Institution may skuSania _inStiticiou. InStitucia
terminate the Study immediately moze okamzite ukoncit’ klinické
upon notification to Pfizer if skuSanie ozndmenim spolo¢nosti
requested to do so by the Pfizer, ak to pozaduje prislusny
responsible SUKL /IEC or if such SUKL /NEK alebo ak je
termination is required to protect ukoncenie potrebné na ochranu
the health of Study Subjects. zdravia UCastnikov  klinického

sktSania.

18.2 Effective Date of Agreement 18.2 Ditum nadobudnutia ucinnosti
Termination. If termination of the ukoncenia zmluvy. Ak je pricinou
Agreement is triggered by any of the ukoncenia platnosti zmluvy niektora z
events described in Section 18.1, above, udalosti popisanych v casti 18.1 vyssie,
the termination will be effective after bude ukonc¢enie u¢inné od okamihu, ked
receipt by Pfizer of all Protocol-required spolo¢nost’ Pfizer dostane vSetky udaje
Study Data and Biological Samples klinického skuSania a biologické vzorky
generated up until termination; receipt of pozadované na zaklade protokolu a
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18.3

18.4

18.5

all payments due to either party; and
completion by both parties of any
remaining applicable Agreement
obligations.

Payment upon Early Termination of
Study. Except as otherwise indicated in
this subsection, if the Study is terminated
early Pfizer will pay for work already
performed, in accordance  with
Attachment A, less payments already
made for such work. Pfizer will also
cover any non-cancelable expenses,
other than future personnel costs, so long
as they were properly incurred and
prospectively approved by Pfizer and
only to the extent they cannot reasonably
be mitigated. If the Study cannot be
initiated because of disapproval by the
SUKL/IEC and through no fault of
Institution, Pfizer will reimburse
Institution for any other expenses that
were prospectively approved, in writing,
by Pfizer.

Return of Materials. Unless Pfizer
instructs otherwise in writing, upon
termination of the Agreement, Institution
will promptly return all materials
supplied by Pfizer for Study conduct,
including unused Investigational Drug,
unused Case Report Forms, and any
Pfizer-supplied Equipment and
Materials.

Survival of Obligations. Obligations
relating to Funding, Confidential
Information, Study Records, Inventions,
Publications, Insurance  Coverage,
Suitability, and Anti-Corruption survive

18.3

18.4

18.5

vytvoren¢ do okamihu ukoncenia
zmluvy, po doruceni vSetkych splatnych
platieb zmluvnych stran a potom, ako
vSetky zmluvné strany splnia vSetky
svoje zostavajuce povinnosti
vyplyvajlice zo zmluvy.

Platba v pripade pred¢asného ukoncenia
klinického skuSania. Ak nie je v tomto
pododseku  uvedené inak,  pri
pred¢asnom  ukonceni klinického
skuSania zaplati spolo¢nost’ Pfizer za
pracu vykonani do tohto momentu v
sulade s dodatkom A po od¢itani platieb,
ktoré uz boli za tato pracu uhradené.
Spolo¢nost’ Pfizer tiez uhradi vSetky
nezruSitelné vydavky s vynimkou
budicich mzdovych nédkladov =za
predpokladu, ze boli tieto vydavky
riadne vynalozené a do budicna
schvalené spolo¢nostou Pfizer, ato len v
takom rozsahu, v ktorom nemdézu byt
primerane znizené. Ak klinické skusanie
nie je mozné zaCat z dovodu
nesuhlasného stanoviska SUKL/NEK a
bez viny inStitacie, uhradi spolo¢nost’
Pfizer inStiticii poplatky, ktoré vopred
pisomne schvalila spolo¢nost’ Pfizer.

Vratenie materidlov. Ak spolo¢nost
Pfizer nepoda iny pisomny pokyn,
inStiticia  po  ukonCeni  zmluvy
bezodkladne vrati vSetky materialy
poskytnuté spolo¢nostou Pfizer na
vykonavanie  klinického  sktSania,
vratane nepouzitych skuSanych liekov,
nevyplnenych zaznamovych formuléarov
ucastnika  klinického  skuSania a
akéhokol'vek vybavenia ¢i materialov
dodanych spolo¢nostou Pfizer.

Pretrvanie  povinnosti. Povinnosti
tykajice sa financovania, dovernych
informacii, zZaznamov klinického
skusania, vynalezov, publikacii,
poistenia  zaddvatela,  spOsobilosti
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19.

19.1

19.2

termination of this Agreement, as does
any other provision in this Agreement,
including Attachments, that by its nature
and intent remains valid after the term of
the Agreement.

Other Terms

Suitability. Institution certifies that both
it and Principal Investigator are 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 neither it nor
Principal Investigator are debarred under
subsections 306(a) or (b) of the United
States Federal Food, Drug, and Cosmetic
Act and any applicable local law and that
it will not use in any capacity the services
of any person debarred under such law
with respect to services to be performed
under this Agreement. During the term of
this Agreement and for three years after
its termination, Institution will notify
Pfizer promptly if any of these
certifications need to be amended in light
of new information.

Investigations, Inquiries, Warnings, or
Enforcement Actions Related to Conduct
of Clinical Research. Institution certifies
that neither it nor Principal Investigator
is the subject of any past or pending

governmental or regulatory
investigation, inquiry, Wwarning, or
enforcement action (collectively,

“Agency Action”) related to its conduct

19.

19.1

19.2

a protikorup¢nych opatreni, rovnako ako
aj niektoré dalSie podmienky tejto
zmluvy alebo jej priloh, ktoré svojou
povahou a i¢elom zostavaju platné aj po
skon¢eni zmluvy, trvaji aj po skonceni
platnosti tejto zmluvy.

Ostatné ustanovenia

Sposobilost’. Institicia osvedcuje, Ze ona
aj hlavny skasajici maju opravnenie, su
registrovani alebo inak kvalifikovani ¢i
sposobili, podla miestnej legislativy,
smernic, zasad alebo administrativnych
poziadaviek, na vykondvanie tohto
klinického sktsania a pozadovanych
aktivit v rdmci klinického skuSania.
Instittcia d’alej osvedCuje, Ze neexistuju
ziadne prislusné pravne predpisy ani
d’al$ie povinnosti, ktoré by jej branili vo
vykone klinického sktSania a uzavreti
tejto zmluvy, a Ze ani jej ani hlavnému
sktiSajucemu nebola odnata licencia v
sulade s pododsekmi 306(a) alebo (b)
federalneho zakona USA o potravinach,
liekoch a kozmetike, ani podl'a Ziadneho
in¢ho miestneho zdkona, a ze ziadnym
spdsobom nevyuzije sluzby inej osoby,
ktora ma podla takychto zakonov
zakazanu ¢innost’ v oblasti sluzieb, ktoré
maju byt vykonavané v ramci tejto
zmluvy. Pocas trvania tejto zmluvy a tri
roky po jej ukonCeni inStiticia
bezodkladne oznami spolocnosti Pfizer,
ak tieto osvedCenia na zéklade novych
informécii je potrebné doplnit’.

Vysetrovania, zistovania, upozornenia
alebo donucovacie opatrenia v suvislosti
s vykondvanim klinického skuSania.
Institacia osvedCuje, ze ani ona ani
hlavny skt$ajaci nie st a ani v minulosti
neboli predmetom vysetrovania,
zistovania, upozornenia ¢i
donucovacieho opatrenia Statneho alebo
regulacného turadu (spolo¢ne ,,iradné
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19.3

19.4

of clinical research or the practice of
medicine that has not been disclosed to
Pfizer. Institution will notify Pfizer
promptly if it or Principal Investigator
receives notice of or 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.

Use of Name. Pfizer reserve the right to
identify the Principal Investigator and
Institution in association with a listing of
the Protocol in the United States
National Institutes of Health (NIH)
Clinical Trials Data Bank, other publicly
available listings of ongoing clinical
trials, or other Study Subject recruitment
services or mechanisms. Pfizer will not
otherwise use the name of Principal
Investigator, Institution, or any of
Institution’s employees or contractors,
and neither Principal Investigator nor
Institution will use the name of Pfizer, or
any of their respective employees or
contractors, for = promotional  or
advertising purposes without written
permission from the party whose name
will be used.

SUSARs. Pursuant to a sponsor’s safety
reporting obligations under 21 CFR
(Code of Federal Regulations)
312.32(c)(1), Pfizer will report to the
Principal Investigator all  Serious
Unexpected Suspected Adverse
Reactions (“SUSARs”). Principal
Investigator will receive and review

19.3

19.4

konanie”) v suvislosti s vykonavanim
klinického skusania alebo lekarskej
praxe, o ktorom nebola spolocnost
Pfizer informovana. Institucia okamzite
oznami spolocnosti Pfizer ak dostane
ona alebo hlavny skusajici ozndmenie o
uradnom konani, alebo sa stane jeho
predmetom v suvislosti s dodrziavanim
etickych, vedeckych alebo regulacnych
Standardov  vykonavania  klinického
sktiSania alebo lekarskej praxe, ak takéto
uradné konanie suvisi s udalost'ami alebo
aktivitami, ku ktorym doslo pred
obdobim  vykondvania  klinického
sktiSania alebo pocas neho.

PouZzivanie mena. Spolo¢nost’ Pfizer si
vyhradzuje pravo uvadzat hlavného
sktiSajuceho a institaciu v savislosti s
uvedenim  protokolu v  databéze
klinickych skusani Narodnych tustavov
zdravia (National Institutes of Health,
NIH), v inych verejne pristupnych
zoznamoch prebiehajicich klinickych
skiiSani alebo inych sluzbach alebo
mechanizmoch  naboru  ucastnikov.
Spolo¢nost”  Pfizer inym spdsobom
nepouzije nadzov hlavného skusajiceho,
inStitdcie, ani mena jej zamestnancov
alebo zmluvnych dodavatelov, a ani
hlavny skusajtci ani inStiticia nepouzija
nazov spolo¢nosti Pfizer, ani mend ich
zamestnancov alebo zmluvnych
dodévatel'ov, na propagacné ¢i reklamné
ucely bez predchadzajuceho pisomného
suhlasu strany, ktorej nazov ma byt
pouzity.

Podozrenia na neocakdvané a zavazné
neziaduce reakcie. Vzhladom na
povinnost’ zadévatel'a podavat’ spravy o
bezpecnosti v sulade so smernicou 21
CFR 312.32(c)(1) (Kodifikacia
federdlnych predpisov Spojenych Statov
americkych, d’alej “CFR”)

spolocnost’ Pfizer oznami hlavnému
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19.5

19.6

19.7

19.8

19.9

SUSAR reports and if appropriate
according to local requirements.
Institution will retain SUSAR reports
consistent with Section 11.3 of this
Agreement.

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

Modification. Any modification to this
Agreement must be in writing, signed by
the parties, and identified as an
Amendment, except for certain mutually
agreeable changes in the Study budget as
identified in Attachment A.

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

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

Affiliates. As used in this Agreement, the
term “affiliate” means any entity that

19.5

19.6

19.7

19.8

19.9

skiSajucemu vSetky podozrenia na
zavazné neocakavané neziaduce reakcie
(Serious Unexpected Suspected Adverse
Reactions, d’alej ,,SUSAR*). Hlavnému
sktiSajucemu budu dorucené spravy o
SUSAR, ktoré posudi, ak je to v sulade
s miestnymi poziadavkami. InStitucia
bude uchovavat sprdvy o SUSAR v
sulade s Castou 11.3 tejto zmluvy.

Vztah zmluvnych stran. InStitacia je vo
vztahu k spolocnosti Pfizer nezavislym
dodavatelom, a ich vztah nie je
zdruzenim, vztahom medzi zastupcom a
zastipenym, zamestnavatelom a
zamestnancom, spolocnym podnikom,
ani inym podobnym vzt'ahom.

Zmeny. Akéakol'vek zmena tejto zmluvy

musi byt  pisomna,  podpisana
zmluvnymi stranami a vyhotovena
formou dodatku. Vynimku tvoria

niektoré vzajomne dohodnuté zmeny
rozpoctu klinického sktiSania uvedené v
prilohe A.

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

Rozpor s prilohami. V pripade rozporu
medzi touto zmluvou a niektorou z jej
priloh st rozhodujice podmienky tejto
zmluvy. V pripade rozporu medzi touto
zmluvou a protokolom sa zalezitosti
tykajice zaobchadzania s ucastnikmi
klinického skusSania riadia protokolom a
vSetky ostatné zdalezitosti sa riadia
zmluvou.

Pobocky. Pojem ,,pobocka”, ktory sa
pouziva v tejto zmluve, oznaluje

Pfizer and Institution Template (Slovakia)

Template Version: March 2021
37

Vzor zmluvy medzi Pfizer a institiciou (Slovensko)

Verzia vzoru:Marec 2021
37



directly or indirectly controls, is
controlled by, or is under common
control with the named party.

19.10uccessors and Assigns. This Agreement

will bind and inure to the benefit of the
successors and permitted assigns of each

party.

19.11Entire Agreement. This Agreement,

including Attachments, 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.

19.12Language. 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.

19.13Notices. Any notice required to be given

hereunder shall be in writing and deemed
to have been sufficiently given, (i) when
delivered in person, (ii) when delivered
by overnight courier service on the next
business day after mailing, or, where
overnight courier service is unavailable,
by other expedited delivery provided by
a recognized express courier, or (iii)
when delivered via e-mail, provided the
original is delivered via one of the
preceding methods on or prior to the fifth
business day after transmission of the e-
mail, to the addresses specified below.
Each notice shall specify the name and

subjekt, ktory priamo alebo nepriamo
riadi uvedenti zmluvnl stranu, alebo je
touto zmluvnou stranou riadeny, C¢i
podliecha  spoloénému  riadeniu s
vymenovanou zmluvnou stranou.

19.10Nastupcovia a nadobudatelia. Tato

zmluva bude zavdznd a platnd pre
pravnych nastupcov a povolenych
nadobudatelov obidvoch zmluvnych
stran.

19.11Uplnost’ zmluvy. Tato zmluva vratane jej

priloh predstavuje uplné znenie dohody
medzi zmluvnymi stranami tykajucej sa
predmetu zmluvy. Tato zmluva nahradza
vSetky predchadzajice dohody
zmluvnych stran (Ustne aj pisomné)
tykajuce sa tohto klinického skuSania
okrem povinnosti, ktoré podla ich
podmienok pretrvavaju nezavisle od
tejto zmluvy.

19.12Jazyk. Tato zmluva je vyhotovena v

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

19.130znamenia. Akékol'vek oznamenie,

ktoré sa ma podla tejto zmluvy dorucit’,
musi byt pisomné a povazuje sa za
dostato¢ne vykonané, (i) ak je dorucené
osobne, (ii) ak je dorucené kuriérskou
sluzbou s dorucenim v nasledujuci
pracovny den po odoslani, alebo, ak

kuriérska sluzba s doru€enim
v nasledujici deni nie je dostupnd, tak
inym zrychlenym dorucenim

poskytovanym uznivanou expresnou
kuriérskou sluzbou, alebo (iii) ak je
doruc¢ené e-mailom, za predpokladu, Ze
original je doruCeny jednym =z
predchadzajicich spdsobov najneskor
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date of and parties to this Agreement.

Pfizer for Contract Issues:

Pfizer Inc.

GPD / Sourcing Operations
Attention: Sourcing Operations
Site Contracts Group Lead

235 E. 42nd Street

New York, New York 10017

Institution:

Children's University Hospital Banska
Bystrica

Némestie Ludvika Svobodu 4

974 09 Banska Bystrica

Attention: JUDr. Zuzana Rosinska,
Oddelenie verejnej spravy

Telephone: +421 48 472 65 11 kl. 3410
+421 915 838 407

Email: zuzana.rosinska@dfnbb.sk

Pfizer:
For Submission of Publications Only:

Peter Manley, M.D. Lead Clinician,
Oncology, Pfizer Inc.

Telephone: +1 (508) 446-7175(W),
+1 (508) 873-3631(C)

Email: Peter.Manley@pfizer.com

19.14 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

piaty pracovny denl po odoslani e-mailu,
a to na adresy uvedené nizsie. V kazdom
oznameni sa uvedie meno a ditum a
strany tejto zmluvy.

Pfizer v zmluvnych zaleZitostiach:

Pfizer Inc.

GPD / Sourcing Operations

K rukam: Sourcing Operations
Site Contracts Group Lead
235 E. 42nd Street

New York, New York 10017

InStitucia:

Detska fakultnd nemocnica s

poliklinikou Banska Bystrica
Namestie Ludvika Svobodu 4
974 09 Banska Bystrica

k rukam: : JUDr. Zuzana Rosinska,
Oddelenie verejnej spravy

Telefon: +421 48 472 65 11 kl. 3410
+421 915 838 407

E-mail: zuzana.rosinska@dfnbb.sk

Pfizer:
Len na ucely predkladania publikacii:

Peter Manley, M.D. Lead Clinician,
Oncology, Pfizer Inc.

Telefon: +1 (508) 446-7175(W), +1
(508) 873-3631(C)

E-mail: Peter.Manley@pfizer.com

19.14 Rovnopisy a podpisanie. Tato zmluva

sa modze vyhotovit v dvoch alebo
viacerych rovnopisoch, z ktorych kazdy
sa povazuje za original, pricom spolo¢ne
budii predstavovat jednu a ta istu
zmluvu. Téato zmluva nadobuda plnu
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will be deemed to be fully executed when
signed by each of the parties through
written signature, Portable Document
Format (PDF), wvalidated digital
signature, or other reliable electronic
means, and delivered to the other party.

19.15 The forum for any litigation relating to

20.

this Agreement will be the courts of

Slovak Republic and the laws of Slovak
Republic will apply, without giving
effect to any conflicts of laws

principles.The rights and obligations of

the Partiesare governed by the applicable
law of the Slovak Republic, with the
exception of conflicting provisions.

Anti-Corruption

20.1 Definitions

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

b. Government Official. As used in this
Agreement, “Government
Official” includes (1) any elected or
appointed non-US Government
official (e.g., a legislator or a
member of a non-US 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

platnost podpisanim sa kazdou zo
zmluvnych stran fyzickym podpisom,
prostrednictvom formatu PDF (Portable
Document Format), overen¢ho
digitalneho  podpisu alebo in¢ho
spol'ahlivého elektronického sposobu a
doruc¢enim druhej zmluvnej strane.

19.15 Suadom pre akékol'vek sudne spory

tykajice sa tejto zmluvy budi sudy
Slovenskej republiky a wuplatnia sa
pravne predpisy Slovenskej republiky
bez toho, aby doslo k akymkol'vek
konfliktom zakonnych zésad. Prava a
povinnosti zmluvnych stran sa budua
riadit” slovenskym pravnym poriadkom,
s vynimkou jeho koliznych ustanoveni.

Protikorup¢né principy

20.1 Definicie

a. Vlada. Pojem ,,vlada“, resp. ,,Statny
alebo verejny organ* ako sa pouZziva
v tejto zmluve, zahfia vsetky Grovne
a poddivizie vlady (t.j. miestne,
regiondlne a Statne, administrativne.
legislativne a vykonné).

b. Uradna osoba. V tejto zmluve pojem
,uaradna osoba* zahfna (1) kazdého
voleného alebo menovaného
neamerického  tradnika  Statnej
spravy (napr. zékonodarca alebo ¢len
neamerického ministerstva); (2)
akéhokol'vek zamestnanca alebo
osobu konajucu v mene neamericke;j
uradnej osoby, neamerickej vladnej
agentury alebo podniku
vykonavajuceho funkciu Statneho
alebo verejného orgadnu alebo

vlastneného ¢i riadené¢ho
neamerickym Statnym alebo
verejnym organom (napr.

zdravotnicky odbornik zamestnany
neamerickou nemocnicou alebo
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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.

20.2 Institution represents and warrants that:

a.

Institution has been provided with a
copy of Pfizer’s International Anti-
Bribery and Anti-Corruption
Principles as an Attachment to this
Agreement and will communicate
such Principles to all persons acting
on its behalf in connection with work
for Pfizer, including agents or
subcontractors.

(1) Any information that Institutuion
provided to Pfizer as part of
Pfizer’s  anti-corruption  due-
diligence process is complete,
truthful and accurate and
Institution agrees to inform Pfizer
if any responses in the due
diligence  questionnaire  with
respect to the Institution or any
individuals identified in the due
diligence questionnaire or their
Family Relatives, as defined
therein, change during the
performance of this Agreement.

vyskumnik zamestnany univerzitou,
ktora ~ podlicha  neamerickému
Statnemu alebo verejnému organu);
(3) akéhokol'vek ¢lena neamerickej
politickej strany, kandidata na
neamerick verejni funkeciu,
zamestnanca alebo osobu konajucu v
mene alebo na zaklade poverenia
neamerickej politickej strany alebo
kandidata na verejnu funkciu; (4)
akéhokol'vek zamestnanca alebo
osobu konajicu v mene alebo na
zéklade poverenia verejnej
medzindrodnej organizacie; a (5)
akéhokol'vek  Clena  kralovskej
rodiny alebo prislusnika
neamerického vojska.

20.2 InStitacia vyhlasuje a zarucuje, ze:

a. InStitucia dostala koépiu

medzinarodnych obchodnych
principov spolo¢nosti Pfizer proti
podplécaniu a korupcii ako prilohu k
tejto zmluve a oznami tieto principy
vSetkym osobdm konajicim v jej
mene Vv suvislosti s pracou pre
spolo¢nost’ Pfizer vratane zastupcov
alebo subdodavatel'ov.

(1) Vsetky informaécie, ktoré
inStitacia poskytla spolo¢nosti
Pfizer v  ramci  procesu
protikorup¢nej previerky Pfizer,
su uplné, pravdivé a presné a
inStitacia sa zavazuje informovat’
spolo¢nost’ Pfizer, ak sa pocas
plnenia tejto zmluvy zmenia
akékol'vek odpovede v dotazniku
v ramci previerky, tykajuce sa
institucie alebo akychkol'vek
0s0b uvedenych v dotazniku v
ramci  previerky alebo ich
rodinnych prislusnikov, ako st v
nom definovani.
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b. Pfizer will make no payment in

addition to the funding set out in
Attachment A (Study Budget and
Payment Terms) in connection with
this Agreement unless Pfizer has
prospectively approved that
expenditure in writing. Institution
will (i) provide truthful and complete
documentation supporting, in
reasonable  detail, the work
performed and any expenses
incurred, (ii) maintain true, accurate,
and complete invoices, reports,
statements, books and other records
and (ii1) secure pre-authorization in
writing from Pfizer for any
extraordinary expenditure.

Institution has 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 in order for Pfizer to
improperly obtain or retain business
or to gain an improper business
advantage and has not accepted, and
will not accept in the future such a
payment.

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

b. Spolo¢nost’ Pfizer nevykona ziadnu

platbu nad rdmec finan¢nych
prostriedkov uvedenych v prilohe A
(Rozpocet klinického skuSania a
platobné podmienky) v suvislosti s
touto zmluvou, pokial’ spolo¢nost’
Pfizer tieto vydavky neschvali
pisomne vopred. InStitacia (i)
poskytne  pravdivi a  uplna
dokumentaciu, ktord primerane
podrobne  potvrdzuje  vykonanu
pracu a vSetky vzniknuté vydavky,
(i1) bude viest' pravdivé, presné a
uplné faktary, spravy, vykazy,
uctovné knihy a iné¢ zdznamy a (iii)
zabezpe¢i si predbezné pisomné
schvalenie od spolo¢nosti Pfizer pre
kazdy mimoriadny vydavok.

. InStiticia priamo ani nepriamo

nepontkla a ani v buddcnosti
neponukne, nezaplati, ani neschvali
ponuku alebo platbu penazi ani
nicoho  hodnotného s cielom
ovplyvnit akukol'vek uradnu osobu
alebo inu osobu, aby spolo¢nost
Pfizer neopravnene ziskala alebo si
udrzala zékazky alebo ziskala
neopravnentt obchodnii vyhodu, a
neprijali a ani v buducnosti neprijmua
taktto platbu.

. InStiticia umozni pocas platnosti

zmluvy a tri roky po uskuto¢neni
zaverecne] platby podla zmluvy
internym a externym auditorom
spolo¢nosti ~ Pfizer pristup k
akymkol'vek relevantnym uctovnym
kniham, dokumentom,
pisomnostiam a z4dznamom
inStitacie, ktoré sa tykaju transakcii
suvisiacich so zmluvou. Spolo¢nost’
Pfizer pouzije pri takomto audite
primerané zaruky na zabezpecenie
dovernosti a ochrany sukromia
ucastnikov klinického skasania.
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20.3 Pfizer may terminate this Agreement if

Institution breaches any of the above
Representations and Warranties. In the
event of termination, Institution shall not
be entitled to any further payment,
regardless of any activities undertaken or
agreements entered into prior to
termination and Institution will be liable
for damages or remedies as provided by
law. Further, Institution will indemnify
and hold Pfizer harmless from any claim,
liability, fine, penalty, loss or damage
that arises as a result of Institution’s
failure to comply with its obligations
under this Section 20.

20.3 Spolo¢nost’ Pfizer moze tuto zmluvu

vypovedat’, ak inStitucia skasajaci porusi
ktorékol'vek z  vySSie uvedenych
vyhléaseni a zaruk. V pripade ukoncenia
zmluvy nema institlicia narok na ziadnu
d’al$iu platbu bez ohl'adu na akékol'vek
¢innosti  vykonané¢ alebo  dohody
uzavret¢ pred ukoncenim zmluvy a
inStitacia bude zodpovednd za nahradu
Skody alebo opravné prostriedky podla
zdkona. InStiticia dalej odskodni
spolo¢nost  Pfizer a zbavi ju
zodpovednosti za akékol'vek naroky,
zavazky, pokuty, penale, straty alebo
Skody, ktoré vzniknt v désledku toho, ze
inStitacia nesplnila svoje povinnosti
podTa tejto Casti 20.
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Agreed to and Accepted by:

Pfizer Inc.

Signature/Podpis

Printed Name/ Meno tlaenym pismom

Title/Funkcia

Date/Datum:

I have read and understand this Agreement and
accept the terms as they relate to my activities
as Principal Investigator.

MUDr. Ivana Fedorakova
Principal Investigator / Hlavny skuSajuci

Odsuhlasené:

Detska fakultna nemocnica s poliklinikou
Banska Bystrica

Signature/Podpis

Ing. Juraj Gallo
Printed Name/Meno tlatenym pismom

Statutdrny orgén -
riaditel’
statutory/director

Date/Datum:

Precital/-a som si a pochopil/-a som tato
zmluvu a prijimam jej podmienky, ktoré
suvisia s mojimi aktivitami ako hlavného
sktsajuceho.

Date/ Datum:
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Attachments
Attachment A
Attachment B

Attachment C
Attachment D

Attachment E

Study Budget and Payment
Terms

Insurance Certificate
Equipment and Materials
Pfizer International Anti-
Bribery and Anti-Corruption
Principles

EU Standard Contractual
Clauses

Dodatky

Priloha A
Priloha B

Priloha C
Priloha D

Priloha E

Rozpocet klinického skuSania a
platobné podmienky
Osvedcenie o poisteni
Vybavenie a materialy
Medzinarodné zasady boja proti
uplatkom a korupcii spolo¢nosti
Pfizer

Standardné zmluvné dolozky
EU
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Attachment A
Study Budget and Payment Terms
Pfizer Protocol #

Payee Name and Address: Payment of
the sums due under this Agreement will
be made payable to:

Priloha A

Rozpocet skiiSania a platobné podmienky

C. protokolu spolo¢nosti Pfizer

Nazov a adresa prijemcu platby:
Sumy splatné podrla tejto zmluvy buda
vyplatené tejto osobe:

PI Name: Fedorakova, Meno hlavného MUD:r. Ivana
Ivana, MD skusajuceho: Fedorakova

Pfizer assigned Site 1107 ID pracoviska 1107

ID: priradené Pfizer:

Payee: Detska fakultna Prijemca platby: Detska fakultna
nemocnica s nemocnica s
poliklinikou poliklinikou
Banské Bystrica Banské Bystrica

Pfizer and Institution Template (Slovakia)

The Institution must provide Pfizer, in
writing, full payment instructions for the
payee listed above, including completion
of applicable payment processing forms,
before any payments can be made under
the Agreement.  The Institution is
obligated to inform Pfizer, in writing, of
any changes or required updates of
payment instructions and/or bank
details.

Pfizer will make the start-up fee payment
in the amount listed in Exhibit 1 within
45 days of execution of this Agreement
and submission and approval of valid
invoice, if required. No other payments
will be made to the Institution until the
following are completed: (1) execution of
the Agreement, (2) submission of all
regulatory documents to Pfizer, and (3)
IRB approval.

Template Version: March 2021
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Institicia musi  pred  vykonanim
akejkol'vek platby podla tejto zmluvy
pisomne poskytnut spolo¢nosti Pfizer
uplné pokyny na platbu pre prijemcu
platby uvedeného vySSie vratane
vyplnenia prislusnych formularov na
spracovanie platby. InStiticia ma
povinnost’ pisomne informovat’
spolo¢nost’ Pfizer o vSetkych zmenach
alebo nutnych aktualizaciach pokynov
na platbu a/alebo bankovych tdajov.

Spolo¢nost”  Pfizer vykona platbu
pociatocného poplatku v sume uvedene;j
v prilohe 1 v priebehu 45 dni od
uzavretia tejto zmluvy a predloZzenia a
schvalenia platnej faktry, ak sa
vyzaduje. Nevykonaju sa ziadne iné
platby institicii kym sa nevykonaju tieto
ukony: 1) wuzavretie zmluvy, 2)
predlozenie  vSetkych  regula¢nych
dokumentov spolo¢nosti Pfizer a 3)
schvélenie etickou komisiou.
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Pfizer and Institution Template (Slovakia)

If the Agreement is terminated before all
payments are earned, the remainder must
be returned to Pfizer immediately in
accordance with Section 13 (Refunds)
below. If Institution fails to do so, Pfizer,
in its sole discretion, may apply such
unearned sums to payments otherwise
due in connection with Institution in
another Pfizer study or may pursue other
available remedies.

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

Additional Treatment Related Costs:
In addition to the Per-Subject Costs,
Pfizerwill pay Institution for the other
Additional Treatment Related Costs as
set forth in Exhibit 1. Institution/ shall
submit requests for payment for
Additional Treatment Related Costs in
accordance with Section 12 (Invoices &
Payments), including submission of any
back-up documentation or receipts for
pass-through expenses. Any costs
designated as invoiceable in Exhibit 1
should be invoiced at the visits or

Template Version: March 2021
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Ak dojde k ukonceniu zmluvy pred
odpracovanim vsetkych platieb,
preplatok sa musi ihned”  vratit
spolo¢nosti Pfizer v stlade s ¢ast'ou 13
(Vratenie preplatkov) nizsie. Ak tak
institicia neurobi, spolocnost’ Pfizer
moze podla vlastného uvazenia tieto
neodpracované sumy strhnat’ z platieb,
ktoré su inak splatné v suvislosti s
ucastou inStiticie na inom skuSani
spolo¢nosti Pfizer, alebo moze vyuzit
iné dostupné opravné prostriedky.

Naklady na tucastnika: Néklady na
ucastnika definované v prilohe 1 su
zalozené na absolvovani vSetkych
navStev a procedur v sulade so
Specifikdciami skiSania stanovenymi v
protokole.  Platby sa vypocitaji na
zaklade udajov o skuSani zadanych do
systtmu EDC a vyplatia sa, pokial’
pracovisko dodrzi protokol a podmienky
zmluvy vratane predlozenia faktiry, ak
sa to vyzaduje. Spolo¢nost’ Pfizer bude
uhradzat' platby raz za Stvrtrok do
Styridsiatich  piatich (45) dni od
dokoncenia prislusného obdobia ¢innosti
podl'a sluzieb vykonanych v priebehu
predchadzajticich troch (3) mesiacov.
Uvodné obdobie ¢innosti sa zaéne prvym
diom mesiaca, v ktorom sa vykona
skrining prvého pacienta.

Naklady sivisiace s dodato¢nou
liecbou: Okrem nédkladov na ucastnika
bude spoloc¢nost’ Pfizer uhradi instittcii
naklady suvisiace s dodatocnou liecbou
stanovené¢ v prilohe 1. InStitlicia musi
predlozit’ ziadosti o uhradu nékladov
suvisiacich s dodatocnou liecbou v
sulade s ¢ast'ou 12 (Faktury a platby)
vratane predlozenia pripadnej podpornej
dokumentéacie alebo prijmovych
dokladov za refakturované vydavky.
Vsetky  ndklady  oznacené  ako
fakturovatelné v prilohe 1 sa musia
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Pfizer and Institution Template (Slovakia)

timepoints specified therein and not
submitted to third party insurance payors.

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

Final Payment: The final payment will
be paid upon final review and acceptance
of all Study Data for Study Subjects by
Pfizer, completion of all required
administrative matters by the Principal
Investigator and/or Institution, including,
but not limited to, resolution of all
outstanding queries, and the return of any
Pfizer or Vendor-provided Equipment
requested by Pfizer.

No Payment: Institution will not be
paid for any Study Subjects whose
enrollment in the Study deviates from the
Protocol’s eligibility criteria or from
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fakturovat’ k navstevam alebo ¢asovym
bodom stanovenym v tejto prilohe a
nesmu sa predkladat’ tretostranovym
platcom poistného.

Iné naklady spojené so skuSanim:
Okrem nakladov uvedenych v dalSich
dvoch castiach prilohy 1 spolo¢nost
Pfizer uhradi inStitdcii iné naklady
spojené so skisanim stanovené v prilohe
1. Institacia musi predlozit’ ziadosti o
uhradu inych nakladov spojenych so
sktiSanim v sulade s ¢ast’ou 12 (Faktary
a platby) vratane predlozenia pripadne;j
podporne;j dokumentécie alebo
prijmovych dokladov za refakturované
vydavky. Akékol'vek neproceduralne
refakturované vydavky sa uhradia iba v
skuto¢nej vyske do maximalnych sim
uvedenych v prilohe 1 bez prirazky.
Vsetky  ndklady  oznacené  ako
fakturovatelné v prilohe 1 sa musia
podla potreby predlozit’ na platbu alebo
fakturovat’ k navstevam alebo ¢asovym
bodom stanovenym v tejto prilohe a
nesmu sa predkladat’ tretostranovym
platcom poistného.

Zaverecna platba: Zaverecna platba sa
uhradi po zavere¢nom preskimani a
prijati vSetkych udajov zo skusania pre
ucastnikov  skGSania  zo  strany
spolo¢nosti Pfizer, dokonceni vSetkych
pozadovanych administrativnych
zélezitosti hlavnym skuSajucim a/alebo
institiciou, okrem iného aj vratane
vyrieSenia  vSetkych  zostavajucich
otazok a vratenia vSetkého vybavenia
poskytnutého spolo¢nostou Pfizer alebo
dodéavatel'om, ktoré spoloc¢nost’ Pfizer
vyzaduje.

Ziadna platba: Inititicia nedostane
platbu za Ziadnych ucastnikov sktsania,
ktorych zaradenie do skuSania je v
rozpore s kritériami opravnenosti podl'a
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whom Study Data cannot be analyzed
because of Protocol deviations, lack of
proper  records or incomplete,
uncorrected or unverifiable CRFs.

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

None.

10.

Pfizer and Institution Template (Slovakia)

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

Screen Failures: A “Screen Failure” is
a consented subject who fails to meet the
screening visit criteria and is thus not
eligible for enrollment into the Study.
Screen Failures will be reimbursed as
outlined in Exhibit 1. To receive
payment for Screen Failures, the
Screening CRFs must be completed.
Institution shall request payment for each
Screen Failure in accordance with
Section 12 (Invoices & Payments),
specifying the candidate’s screening
number (or other unique identifier) and
the date of the Screen Failure.

Patient Travel Expenses: Pfizer will
reimburse reasonable travel/meal
expenses per patient visit during the
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10.

protokolu alebo ktorych udaje zo
skuSania nemozno analyzovat’ z dovodu
odchylok od protokolu, chybajtcich
riadnych zaznamov alebo netplnych,

neopravenych alebo neoveriteInych
zdznamov ucastnikov klinického
sktSania (CRF).

Skusany liek: Podla casti 8 tejto
zmluvy spolo¢nost’ Pfizerposkytne liek
od spolocnosti Pfizer. Nasledujtce
dalsie lieky vyzadované protokolom
budia poskytnuté bezplatne alebo
naklady na ne uhradi spolo¢nost’ Pfizer,
ako je uvedené nizsie:

Ziadne.

Standardni starostlivost’: Nahrada za
vSetky Cinnosti vyzadované protokolom,
ktoré ma vykonat’ inStitiicia je zahrnuta
do rozpoctu zdokumentované¢ho v
prilohe 1.

Zlyhanie pri skriningu: , Zlyhanie pri
skriningu predstavuje ucastnika, ktory
nesplni  kritérid  pri  skriningovej
navsteve, takZe nie je opravneny na
zaradenie do skuSania. Zlyhania pri
skriningu budu preplatené podrla prilohy
1. Aby bolo mozné prijat platbu za
zlyhania pri skriningu, je nutné vyplnit
formulare CRF zo skriningu. InStiticia
musi poziadat’ o platbu za kazdé zlyhanie
pri skriningu v stlade s castou 12
(Faktary a platby), pricom uvedie
skriningové cislo (alebo iny jedinecny

identifikator) kandidata a  datum
zlyhania pri skriningu.
Cestovné vydavky pacientov:

Spolo¢nost’ Pfizer preplati primerané
cestovné/stravné vydavky za névstevu

Vzor zmluvy medzi Pfizer a institiciou (Slovensko)

Verzia vzoru:Marec 2021
49



11.

12.

Pfizer and Institution Template (Slovakia)

Study at the rate set out in the Budget
(Exhibit 1). Travel reimbursement will
be issued directly by Institution to the
Study Subjects.

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

Invoices & Payments:

Pfizer will make payments within forty-
five (45) days of receipt and approval of
invoice.

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

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

Invoices must be in the name of Pfizer
legal entity contracted with and
submitted in English. Where hard copy
invoices are required they should be
submitted and addressed to: Pfizer legal
entity name and address

The following information shall be
provided when submitting an invoice:

e Invoice number
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11.

12.

pacienta pocas skuSania v sume uvedene;j
v rozpocte (priloha 1). Nahrada
cestovného bude vyplacand ucastnikom
sku$ania priamo institaciou.

DalSie _ testovanie, lietba __ alebo
procedury: Strany suhlasia s tym, ze

priloha 1 obsahuje vSetky ndklady
suvisiace so skuSanim, ktoré su uvedené
v protokole. Institicii nebudu preplatené
ziadne ndklady na d’alSie testovanie,
liecbu  alebo  procedury,  ktoré
nevyzaduje protokol aktoré nie su
uvedené v zmluve ani v tejto prilohe A,
pokial’ takéto d’alSie testovanie, lieCba

alebo  procediry nebudii  vopred
schvalené spolo¢nost'ou Pfizer .
Faktuiry a platby:

Spolo¢nost’  Pfizeruhradi platby v

priebehu Styridsiatich piatich (45) dni od
prijatia a schvélenia faktury.

V pripade akychkol'vek nakladov, ktoré
nie su uvedené v prilohe 1, inStitucia
nesmie predlozit’ Ziadosti o platbu alebo
preplatenie ani  faktury, kym sa
neuzavrie dodatok zmluvy alebo nie je
podpisany list 0 zmene rozpoctu.

V zaujme urychlenia platby mozno k
takymto faktGram prilozit kopiu
dodatku.

Faktiry musia byt vystavené na
pravny subjekt Pfizer, s ktorym bola
uzavreta zmluva, a musia byt
predlozené v anglictine. Ak sa
pozaduju vytla¢ené faktiry, musia sa
odoslat’ na adresu: [nazov a adresa
pravneho subjektu spolo¢nosti Pfizer.

Pri predkladani faktar je nutné uviest’
tieto udaje:

e (islo faktary,

Vzor zmluvy medzi Pfizer a institiciou (Slovensko)
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Pfizer and Institution Template (Slovakia)

e Invoice date

e Invoice amount

e Date and description of service
provided as described in Exhibit 1

e Principal Investigator Name

e Institution/Center or Site Name and
Address

e Pfizer assigned Site Id (as listed above)

e Protocol Identifier or Number

e VAT Registration Number

e Any VAT charge, relevant VAT
perecentage or indication of a ‘reverse
charge’ as appropriate

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

13. Refunds: To confirm process for return
of refunds, Institution shall contact Pfizer
at  PfizerSitePaymentSupport@pfizer.com
or at such other contact as may be
communicated to Institution from time to
time.

14. Amendments: The following Study
budget changes may be documented by a
modification letter signed by Pfizer or its
authorized agent: (1) increases in the
total Study budget, with or without
modification of the payment schedule, or
(2) modification of the payment schedule

with no change in total Study budget.

15. Inquiries: All inquiries regarding the
reasons for any denial of, or failure to
approve, a request for payment or
reimbursement or invoice must be

directed to:

Template Version: March 2021
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e datum vystavenia faktiry,

e suma faktury,

e datum a opis poskytnutych sluzieb
podla opisu v prilohe 1,

e meno hlavného skusajuceho,

e niazov a adresa inStiticie/centra
alebo pracoviska,

e ID pracoviska
spolo¢nost’ou Pfizer,

¢ identifikator alebo ¢islo protokolu,

e IC DPH,

e podl'a potreby suma DPH, prislusné
percento DPH alebo informacia o
»prenesenej daiiovej povinnosti®.

priradené

V pripade nezahrnutia pozadovanych tdajov
do vSetkych ziadosti o platbu alebo
preplatenie alebo do faktar dojde k
oneskoreniu platby.

13. Vritenie preplatkov: Na potvrdenie
procesu vratenia preplatkov sa ma
inStitacia obratit’ na spolocnost’ Pfizer na
adrese
PfizerSitePaymentSupport@pfizer.com
alebo s pouzitim inych kontaktnych
udajov, ktoré mozu byt’ obcas institucii
poskytnuté.

14. Zmeny: Nasledujuce zmeny rozpoctu
skiiSania moézu byt zdokumentované
listom 0 zmene podpisanym
spolo¢nostou  Pfizer  alebo  jej
opravnenym zastupcom: 1) zvySenie
celkového rozpoctu skusania so zmenou
harmonogramu platieb alebo bez nej
alebo 2) zmena harmonogramu platieb
bezo zmeny celkového rozpoctu.

15. Otazky: Vsetky otazky k doévodom
akéhokol'vek zamietnutia alebo

neschvalenia Ziadosti o platbu alebo
preplatenie alebo faktary sa musia
posielat’ na adresu:

Vzor zmluvy medzi Pfizer a institiciou (Slovensko)
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PfizerSitePaymentSupport@pfizer.com, or PfizerSitePaymentSupport@pfizer.com alebo s

such other contact as may be pouzitim inych kontaktnych tudajov,
communicated to Institution from time to ktor¢ moézu byt obcas inStiticii
time. poskytnuté.
Pfizer and Institution Template (Slovakia) Vzor zmluvy medzi Pfizer a institiciou (Slovensko)
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EXHIBIT 1 TO EXHIBIT A PRILOHA 1 PRILOHY A

STUDY BUDGET ROZPOCET STUDIE
Pfizer and Institution Template (Slovakia) Vzor zmluvy medzi Pfizer a institiciou (Slovensko)
Template Version: March 2021 Verzia vzoru:Marec 2021
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ZLUOCENINA: A5481092 DODATOK: PA4
CisLO STUDIE: Palbociclib RAMENO/KOHORTA: Ph 2
NAZOV: STUDIA FAZY 1/2 NA VYHODNOTENIE PALBOCIKLIBU (IBRANCE®) V KOMBINACII S IRINOTECANOM A TEMOZOLOMIDOM A/ALEBO V KOMBINACII
) S TOPOTECANOM A CYKLOFOSFAMIDOM U DETSKYCH PACIENTOV S OPAKUJUCIMI SA ALEBO REFRAKTORNYMI TUHYMI NADORMI
KRAJINA/mena: Slovakia - EUR
REZIJNE NAKLADY 18.00%
SKUSAJUCI: FEDORAKOVA, Ivana
INSTITUCIA: DFSNP Banska Bystrica
CCID: 1107
Pfizer and Institution Template (Slovakia) Vzor zmluvy medzi Pfizer a institiciou (Slovensko)
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POPIS NAKLADOV Poznamky . . . . . A A
Frekvencia postupu: 1. NAVSTEVA 2. NAVSTEVA 3. NAVSTEVA 4. NAVSTEVA 5. NAVSTEVA 6. NAVSTEVA 7. NAVSTEVA
Celkovy poget
NAKLADY opakovani postupu na PSC celkom f Skrining f 1. cyklus f 1. cyklus f 1. cyklus f 1. cyklus f 2. cyklus f 2. cyklus
zaklade Struktiry PSC 1. deft 5. deit 6. deii 14. deii 1. dent 5. deit
[Nakiady na uéastnika (Per Informovany sdhias
Subject Cost, PSC) v 25.43 1.0 25.425 1.00 25.43 0.00| 0.00) 0.00| 0.00) 0.00) 0.00)
Lekarska prehliadka 24.90) 7.0 174.3 1.00 24.90] 1.00) 24.90 0.00] 0.00| 0.00] 1.00 24.90) 0.00)
[Analyza thimidin kinazy 7.80) 5.0 39 1.00 7.80] 0.00| 2.00 15.60] 1.00 7.80]_1.00| 7.80) 0.00) 0.00)
Odber vzoriek pre centralne laboratorium
(priprava, odber, HbA1c 2.0 204 1.00 10.20) 0.00| 0.00) 0.00| 0.00) 0.00) 0.00)
[EKG Trojmo 7.0 151.2 1.00 21.60] 2.00) 43.20 0.00] 0.00| 0.00] 2.00 43.20| 0.00|
Anamnéza 1.0 18.6 1.00 18.60) 0.00| 0.00] 0.00| 0.00] 0.00] 0.00]
kvality Zivota 3.0 1.7 1.00 3.90 0.00| 0.00] 0.00| 0.00] 1.00 3.90) 0.00]
440.63 112.43 68.10 15.60 7.80 7.80 72.00 0.00
519.94 132.66 80.36 18.41 9.20 9.20 84.96 0.00
POPIS NAKLADOV Poznamk
v Frekvencia postupu: 8. NAVSTEVA 9. NAVSTEVA 10. NAVSTEVA 11. NAVSTEVA 12. NAVSTEVA 13. NAVSTEVA
Celkovy pocet " " . - 5
NAKLADY opakovani postupu na PSC celkom f 2. cyklus f 3.cyklus | f 41':7(::‘ f 51 'cdi::‘ f Il(izré:sc f sl’:::cI:l::iee
zéklade Struktury PSC 14. den 1. deit ghd - Y Y
é ha 4 ika (Per Informovany suhlas
Subject Cost, PSC) 25.43 1.0 25.425 0.00 0.00] 0.00) 0.00 0.00] 0.00]
Lekarska prehliadka 24.90 7.0 174.3 0.00| 1.00 24.90[ 1.00 24.90[ 1.00 24.90| 1.00 24.90 0.00]
Analyza thimidin kinazy 7.80] 5.0 39 0.00} 0.00] 0.00] 0.00 0.00] 0.00]
Odber vzoriek pre centralne laboratérium
(priprava, odber, odoslanie) HbA1c 2.0 20.4 0.00| 0.00| 1.00 10.20 0.00| 0.00] 0.00]
EKG Trojmo 7.0 151.2 0.00] 1.00] 21.60 0.00 0.00| 1.00 21.60 0.00]
e 1.0 18.6 0.00] 0.00] 0.00 0.00] 0.00] 0.00]
Vyhodnotenie kvality Zivota 3.0 1.7 0.00] 0.00] 1.00| 3.90 0.00] 0.00] 0.00]
bez rezijnych
a 440.63 0.00 46.50 39.00 24.90 46.50 0.00
M isticet PSC
s rezijnymi
a i 519.94 0.00 54.87 46.02 29.38 54.87 0.00
. . . . R
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1. NAVSTEVA 2. NAVSTEVA 3. NAVSTEVA 4. NAVSTEVA 5. NAVSTEVA 6. NAVSTEVA 7. NAVSTEVA
Dalsie postupy, ktoré sa nemusia Celkovy pocéet moznych| Celkové potencialne
" ) s N NAKLADY " f Skrining f 1. cyklus f 1. cyklus f 1. cyklus f 1. cyklus f 2. cyklus f 2. cyklus
vztahovat na vetkych pacientov opakovani postupu PSC hen s ot o ot 14 dor " hen s ot
Additional Treatment
Related Costs Informovany suhlas pediatrického t¢astnikal 6.00 1.0 6 1.00 6.00] 0.00 0.00 0.00] 0.00 0.00f 0.00f
Vykonnostny stav ECOG
3.90] 7.0 27.3 1.00 3.90| 1.00 3.90] 0.00] 0.00] 0.00| 1.00 3.90] 0.00]
NA FAKTURU Vykonnostny test Lansky
3.90] 7.0 27.3 1.00 3.90] 1.00 3.90] 0.00] 0.00] 0.00| 1.00 3.90] 0.00]
Stav Wvoja podra stupnice Tanner
3.0 15.3 1.00 5.10) . 0.00| 0.00| 0.00] 0.00]
Vzorka na FK i (i.v) 8.0 62.4 0.00| 0] 5.00 39 D.(ﬁl 0.00] 2.00 15.60]
Vzorka na FK (peroralny) 6.0 46.8 0.00] 0.00| 4.00 31.20) 0.00| 0.00| 2.00 15.60}
Vzorka na FK tem @i.v) 6.0 46.8 0.00] 0.00| 4.00 31.20 0.00] 0.00] 2.00 15.60]
Archivovana vzorka tkaniva nadoru
13.20] 1.0 13.2 1.00 13.20] 0.00] 0.00| 0.00] 0.00| 0.00] 0.00]
De now biopsia tkaniva nadoru 156.90) 1.0 156.9 1.00 156.90) 0.00] 0.00] 0.00] 0.00] 0.00] 0.00]
Odber vzorky na biomarkery 7.80] 3.0 234 0.00] 1.00| 7.80] 0.00] 0.00] 0.00| 0.00] 0.00]
Podanie temozolomidu (i.v.) For Subjects Who Are Receiving Drug
26.70) 25.0 667.5 0.00] 1.00] 26.70( 4.00 106.80) 0.00] 0.00| 1.00 26.70] 4.00 106.80)
Podanie irinotecanu (i.v.) For Subjects Who Are Receiving Drug
26.70] 25.0 667.5 0.00] 1.00| 26.70( 4.00 106.80| 0.00] 0.00| 1.00 26.70| 4.00 106.80)
IGF-1; IGFBP-3; 25-hydroxyvitamin D; 1,25-|
dihidroxyvitamin D; C -telopeptid, kostny
ALP — Odber vzoriek pre centralne
laboratérium (priprava, odber, odoslanie)
10.20] 18.0 183.6 6.00 61.20 0.00] 0.00] 0.00] 0.00] 0.00] 0.00]
FK 7.80] 10.0 78 0.00) 0.00] 6.00 46.80] 1.00 7.80| 1.00] 7.80] 0.00| 1.00 7.80)
Testosteron — Odber vzoriek pre centraine
6 (priprava, odber, odosl: 10.20] 3.0 30.6 1.00 10.20] 0.00] 0.00] 0.00] 0.00] 0.00] 0.00]
Estradiol — Odber vzoriek pre centrélne
6 (priprava, odber, odosl: 10.20] 3.0 30.6 1.00 10.20| 0.00 0.00| 0.00] 0.00| 0.00] 0.00]
HbA1c — Odber vzoriek pre centralne
ium (priprava, odber, 10.20] 2.0 20.4 0.00] 1.00] 10.20) 0.00] 0.00] 0.00] 0.00] 0.00]
LH, FSH — Odber vzoriek pre centralne
6 (priprava, odber, odosl: 10.20] 6.0 61.2 2.00 20.40 0.00] 0.00] 0.00| 0.00] 0.00] 0.00]
Medzisti¢et nakladov na uéastnika 440.63 112.43 68.10 15.60 7.80 7.80 72.00 0.00
Sucet nakladov Medzisti¢et dodatoénych nakladov 2,164.80 291.00 79.20 361.80 15.60 7.80 61.20 268.20
Medzistucet 2,605.43 403.43 147.30 377.40 23.40 15.60 133.20 268.20
Rezijné naklady 468.98 72.62 26.51 67.93 4.21 281 23.98 48.28
NAKLADY INSTITUCIJE NA UCASTNIKA
s rezijnymi nakladmi 3,074.40 476.04 173.81 445.33 27.61 18.41 157.18 316.48
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8. NAVSTEVA 9. NAVSTEVA 10. NAVSTEVA 11. NAVSTEVA 12. NAVSTEVA 13. NAVSTEVA
Dalsie postupy, ktoré sa nemusia A Celkovy pocet moznych| Celkové potencialne 1. den 1. defi Koniec Nésledné
y ! e N NAKLADY o f 2. cyklus f 3. cyklus f f f - f N
na y opakovani postupu 14. den 1. deft 4. cyklu 5. cyklu liecby sledovanie
Additional Treatment
Related Costs y suhlas & 6.00] 1.0 6 0.00] 0.00 0.00] 0.00] 0.00 0.00
Vykonnostny stav ECOG
3.90] 7.0 27.3 0.00] 1.00 3.90] 1.00 3.90] 1.00] 3.90] 1.00 3.90 0.00
NA FAKTURU Vykonnostny test Lansky
3.90] 7.0 27.3 0.00] 1.00 3.90] 1.00 3.90] 1.00] 3.90] 1.00 3.90 0.00
Stav wwoja podfa stupnice Tanner
5.10] 3.0 15.3 0.00] 0.00] 1.00 5.10] 0.00] 1.00 5.10) 0.00
Vzorka na FK irinotecanu (i.v.) 7.80] 8.0 62.4 0.00] 0.00] 0.00] 0.00] 0.00] 0.00
Vzorka na FK i alny) 7.80] 6.0 46.8 0.00] 0.00] 0.00] 0.00] 0.00] 0.00]
Vzorka na FK temozolomidu (i.v.) 7.80] 6.0 46.8 0.00] 0.00 0.00] 0.00] 0.00 0.00
Archivovana vzorka tkaniva nadoru
13.20] 1.0 13.2 0.00] 0.00 0.00] 0.00] 0.00 0.00
De nowo biopsia tkaniva nadoru 156.90 1.0 156.9 0.00] 0.00 0.00] 0.00] 0.00 0.00
Odber vzorky na biomarkery 7.80] 3.0 23.4 0.00] 1.00 7.80) 0.00] 0.00] 1.00 7.80) 0.00
Podanie temozolomidu (i.v.) For Subjects Who Are Receiving Drug
Intravenously 26.70 25.0 667.5 0.00| 5.00 133.50[ 5.00 133.50| 5.00] 133.50 0.00 0.00
Podanie irinotecanu (.v.) For Subjects Who Are Receiving Drug
Intravenously 26.70 25.0 667.5 0.00| 5.00 133.50[ 5.00 133.50| 5.00] 133.50 0.00 0.00
IGF-1; IGFBP-3; 25-hydroxyvitamin D; 1,25-|
dihidroxyvitamin D; C -telopeptid, kostny
ALP — Odber vzoriek pre centralne
faboratérium (priprava, odber, edoslanie) 10.20 18.0 183.6 0.00 0.00] 6.00 61.20 0.00| 6.00 61.20) 0.00)
FK palbociklibu 7.80] 10.0 78 1.00 7.80] 0.00] 0.00] 0.00] 0.00] 0.00]
Testosteron — Odber vzoriek pre centralne
laboratdrium (priprava, odber, odoslanie) 10.20] 3.0 30.6 0.00] 0.00] 1.00| 10.20] 0.00] 1.00 10.20) 0.00
|Estradiol — Odber vzoriek pre centralne
(priprava, odber, odoslanie) 10.20] 3.0 30.6 0.00] 0.00] 1.00 10.20] 0.00] 1.00 10.20) 0.00
HbA1c — Odber vzoriek pre centralne
laboratérium (priprava, odber, odoslanie) 10.20] 2.0 20.4 0.00] 0.00| 1.00| 10.20] 0.00] 0.00 0.00
LH, FSH — Odber vzoriek pre centralne
laboratérium (priprava, odber, odoslanie) 10.20] 6.0 61.2 0.00] 0.00] 2.00| 20.40 0.00] 2.00 20.40] 0.00)
Medzisicet nékladov na ucastnika 440.63 0.00 46.50 39.00 24.90 46.50 0.00
Suacet isué ény a 2,164.80 7.80 282.60 392.10 274.80 122.70 0.00
Medzistcet 2,605.43 7.80 329.10 431.10 299.70 169.20 0.00
Rezijné naklad) 468.98 1.40 59.24 77.60 53.95 30.46 0.00
NAKLADY INSTITUCIJE NA UCASTNIKA
s rezijnymi nakladmi 3,074.40 9.20 388.34 508.70 353.65 199.66 0.00
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Dalsie postupy nezahrnuté v nakladoch na uéastnika (postupy, ktoré sa neviazu na konkrétnu
navstevu) — vSetky poplatky s rezijnymi nakladmi

Dalsie naklady na trovni Postup Poznamky Naklad
studie
PociatoCny poplatok pre lekareri Jednorazova fakturacia pri spusteni 800.00
Lekaren - nakup laboratérnej vahy a teplome Jednorazova fakturacia pri spusteni 1.300.00
PociatoCny poplatok pre instituciju Jednorazowy poplatok pri spusteni 746.00
Archivacia zaznamov Jednorazova fakturacia pri ukonéeni 1,690.00

Zlyhanie skriningu

Uplatfiuje sa na uc€astnikov, u ktorych
zlyha skrining pri 1. navsteve Naklady su
ako pri 1. navsteve minus 25 %, Ziadne
reZijné naklady. Maximalne 2 zlyhania

skriningu na pracovisko. 84.32
. ) Fakturacia podla datumu vzniku, ak je
Trojmo — 12-zvodow EKG zdrawotna indikacia 25.49
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RTG kosti Fakturacia podla datumu vzniku 64.90
DEXA Fakturacia podla datumu vzniku 129.36
RTG ruky Fakturacia podla datumu vzniku 48.38
T L Preplatené na zaklade dokon&enych udajov
DalSie navstewy v 1. deri po 5. cykle EDC (nefakturovatelng). 29 38
Podanie temozolomidu (i.v.) po 5. cykle F’re uca§tn|kov, ktoryr'n .sa “ek, podava’ .

intravenézne. Fakturacia ako i.v. podavanie

31.51

Podanie irinotecanu (i.v.) po 5. cykle F’re uca§tn|kov, ktorym _sa “ek. podava, .

intravenézne. Fakturacia ako i.v. podavanie 31 51
Odber vzoriek (priprava, odber, odoslanie) |Podla klinickej indikacie. Fakturacia podla
pre centralne laboratérium — po 5. cykle datumu vzniku 12.04
Stav wvoja podfa stupnice Tanner Fakturacia podla datumu vzniku (dalSie

pripady, ak to pozaduje protokol). 6.02
Nahrada nakladov cestowmného/stravy Uhrada pn? mo SUbJekt? /zalfoln?e.mu 50.00

zastupcovi cez pokladriu Intitucie
Poplatok za hospitalizaciu (prenocovanie
pacienta v nemocnici); zahruije tiez:
Antibioticka (ATB) profylaxia, ak je
potrebna/ak je to klinicky indikované;
Podporna starostlivost’ a kauzalna terapia
podavana na wlieCenie nasledkov
chemoterapie a/alebo lie€by podavanej
podla protokolu (napr. antiemetika,
antibiotika, antimykotika; substitu¢na
lie€ba kni/podavanie krmych derivatoy;
infuzne/riediace roztoky potrebné na
podanie wS$Sie uvedenej liecby ;
rehydratacia; materialy na podavanie a za hospitalizaciju / za prenocovanie
aplikaciu pre wsSie uvedené liecby) pacienta v nemocnici 494.00

Pouzitie infuznych setov,roztokov pri
podani temozolomidu / irinotecanu

Fakturacia podla datumu vzniku, ak je
zdrawotna indikacia

Sedacia pacienta v suvislosti PET CT/MRI
(v pripade potreby)

Fakturacia podla datumu vzniku, ak je
zdrawotna indikacia
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COMPOUND :

A5481092 AMENDMENT : PA4

STUDY NUMBER :

Palbociclib ARM/COHORT : Ph 2

PHASE 1/2 STUDY TO EVALUATE PALBOCICLIB (IBRANCE®) IN COMBINATION WITH IRINOTECAN AND TEMOZOLOMIDE AND/OR IN COMBINATION WITH
TOPOTECAN AND CYCLOPHOSPHAMIDE IN PEDIATRIC PATIENTS WITH RECURRENT OR REFRACTORY SOLID TUMORS

TITLE :

COUNTRY/Currency : Slovakia - EUR

OVERHEAD 18.00%
INVESTIGATOR: FEDORAKOVA, Ivana
INSTITUTION: DFNsP Banska Bystrica
CCID: 1107
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DESCRIPTION OF COST Comments Frequency of
Procedure VISIT 1 VISIT 2 VISIT 3 VISIT4 VISIT 5 VISIT 6 VISIT 7
Total Number of times a
cosT procedure occurs based| Total PSC f Screening f Cycle 1 f Cycle 1 f Cycle 1 f Cycle 1 f Cycle 2 f Cycle 2
on PSC Structure Day 1 Day 5 Day 6 Day 14 Day 1 Day 5
Per Subject Cost Informed Consent 25.43 10 25.425 1.00 25.43 0.00 0.00] 0.00] 0.00] 0.00|
Physical Exam 24.90 7.0 174.3 1.00 24.90] 1.00) 24.90 0.00 0.00 24.90) 0.00
[Thymidine kinase analysis 7.80] 5.0 39 1.00 7.80 0.00] 2.00 15.60] 1.00 7.80_1.00 0.00 0.00
Central Lab Sample Collection (prep,
collect, ship) HbA1c 10.20 2.0 20.4 1.00 10.20) 0.00 0.00 0.00 0.00 0.00
ECG Triplicate 21.60 7.0 151.2 1.00 21.60|_2.00) 43.20] 0.00 0.00 43.20) 0.00
Medical history 18.60 1.0 18.6 1.00 18.60) 0.00 0.00 0.00 0.00 0.00
Quality of Life 3.90 3.0 1.7 1.00 3.90 0.00 0.00 0.00 3.90 0.00
PSC Subtotal
w/out Overhead 440.63 112.43 68.10 15.60 7.80 7.80 72.00 0.00
PSC Subtotal with
Overhead 519.04 132.66 80.36 18.41 9.20 9.20 84.96 0.00
DESCRIPTION OF COST Comments Frequency of
Procedure VISIT 8 1SIT 9 VISIT 10 VISIT 11 VISIT 12 VISIT 13
Total Number of times a
cosT procedure occurs based| Total PSC F| cycle2 | F | cyctes | f Cy°'e14 Day| ¢ cg:'ef f T:::::m f | Follow Up
on PSC Structure Day 14 Day 1 Y
Per Subject Cost Informed Consent 25.43 1.0 25.425 0.00| 0.00] 0.00] 0.00 0.00] 0.00]
Physical Exam 24.90 7.0 174.3 0.00 1.00 24.90( 1.00| 24.90[ 1.00 24.90) 1.00 24.90 0.00]
Thymidine kinase analysis 7.80] 5.0 39 0.00| 0.00] 0.00] 0.00 0.00] 0.00]
Central Lab Sample Collection (prep,
collect, ship) HbA1c 10.20 2.0 20.4 0.00| 0.00| 1.00 10.20 0.00| 0.00] 0.00]
|ECG Triplicate 21.60 7.0 151.2 0.00] 1.00] 21.60 0.00 0.00{ 1.00 21.60 0.00]
Medical history 18.60] 1.0 18.6 0.00| 0.00] 0.00 0.00 0.00] 0.00]
Quality of Life assessment 3.90] 3.0 11.7 0.00| 0.00| 1.00 3.90] 0.00 0.00] 0.00]
PSC Subtotal
wlout Overhead 440.63 0.00 46.50 39.00 2490 46.50 0.00
PSC Subtotal with
Overhead 519.94 0.00 54.87 46.02 29.38 54.87 0.00
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VISIT 1 VISIT 2 VISIT 3 VISIT 4 VISIT 5 VISIT 6 VISIT 7
Additional Procedures that may not COST
apply to all Patients
f Screening f Cycle 1 f Cycle 1 f Cycle 1 f Cycle 1 f Cycle 2 f Cycle 2
Total Number of times a Day 1 Day 5 Day 6 Day 14 Day 1 Day 5
procedure may occur Total Potential PSC
Additional Treatment
Related Costs Pediatric Assent 6.00] 1.0 6 1.00 6.00| 0.00] 0.00] 0.00] 0.00] 0.00] 0.00]
ECOG Status 3.90] 7.0 27.3 1.00 3.90] 1.00 3.90] 0.00| 0.00] 0.00| 1.00 3.90] 0.00]
TO BE INVOICED
Lansky Score 3.90] 7.0 27.3 1.00 3.90] 1.00 3.90] 0.00| 0.00] 0.00| 1.00 3.90] 0.00]
| Tanner Stage 3.0 15.3 1.00 5.10] 0.00] 0.00] 0.00] 0.00] 0.00]
Irinotecan (IV) PK Sample 8.0 62.4 0.00) 39.00] 1.00 7.80] 0.00] 0.00] 2.00 15.60}
(Oral ) PK Sample 6.0 46.8 0.00) 31.20) 0.00] 0.00| 0.00| 2.00 15.60}
 Tem: (IV) PK Sample 6.0 46.8 0.00| 31.20 0.00] D.(ﬁl 0.00] 2.00 15.60]
Archived Tumor Tissue Sample 13.20 1.0 13.2 1.00 13.20] 0.00] O.DEI 0.00] 0.00| 0.00] O.DEI
De Nowo Tumor Tissue Biopsy 156.90) 1.0 156.9 1.00 156.90) 0.00] 0.00] 0.00] 0.00] 0.00] 0.00]
Biomarker Sample Collection 7.80] 3.0 234 0.00] 1.00| 7.80] 0.00| 0.00] 0.00| 0.00] 0.00]
For Subjects Who Are Receiving Drug
| Tem: (IV) Administration 26.70) 25.0 667.5 0.00] 1.00] 26.70( 4.00 106.80) 0.00] 0.00| 1.00 26.70| 4.00 106.80)
For Subjects Who Are Receiving Drug
Irinotecan (IV) ini 26.70 25.0 667.5 0.00] 1.00| 26.70( 4.00 106.80| 0.00] 0.00| 1.00 26.70| 4.00 106.80)
IGF-1; IGFBP-3; 25-hydroxyvitamin D; 1,
| 25-dihidroxyvitamin D; C-telopeptide, bone
[ALP - Central Lab Sample Collection (prep,
collect, ship 10.2ﬂr 18.0 183.6 6.00 61.2% D.(% 0.00] 0.00] 0.00] 0.00] 0.00]
Palbociclib PK 7.80] 10.0 78 0.00) 0.00| 6.00 46.80| 1.00 7.80] 00] 7.80] 0.00| 1.00 7.80)
Testosterone - Central Lab Sample
Collection (prep, collect, ship) 10.20 3.0 30.6 1.00 10.20] 0.00] 0.00] 0.00] 0.00] 0.00] 0.00]
Estradiol - Central Lab Sample Collection
|(prep, collec, ship) 10.20] 3.0 30.6 1.00 10.20] 0.00] 0.00] 0.00] 0.00] 0.00] 0.00]
HbA1c- Central Lab Sample Collection
(prep, collec, ship) 10.20 2.0 204 0.00] 1.00| 10.20) 0.00] 0.00] 0.00] 0.00] 0.00]
LH, FSH - Central Lab Sample Collection
|(prep, collec, ship) 10.20] 6.0 61.2 2.00 20.40 0.00] 0.00] 0.00] 0.00] 0.00] 0.00]
Per Subject Cost Subtotal 440.63 112.43 68.10 15.60 7.80 7.80 72.00 0.00
Summary Costs Additional Cost Subtotal 2,164.80 291.00 79.20 361.80 15.60 7.80 61.20 268.20
Subtotal 2,605.43 403.43 147.30 377.40 23.40 15.60 133.20 268.20
Overhead 468.98 72.62 26.51 67.93 4.21 281 23.98 48.28
INVESTIGATOR COST PER SUBJECT
with Overhead 3,074.40 476.04 173.81 445.33 27.61 18.41 157.18 316.48
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VISIT 8 ISIT9 VISIT 10 VISIT 11 VISIT 12 VISIT 13
Additional Procedures that may not COosT
apply to all Patients f| cycle2 | f | cycles | f q":'ef Day| ¢ ngef f o End of Follow Up
Total Number of times a| Day 14 Day 1 ay reatment
procedure may occur | Total Potential PSC
Additional Treatment
Related Costs Pediatric Assent 6.00] 1.0 6 0.00] 0.00 0.00] 0.00] 0.00 0.00
ECOG P Status 3.90] 7.0 27.3 0.00| 1.00 3.90| 1.00 3.90] 1.00] 3.90] 1.00 3.90 0.00
TO BE INVOICED
Lansky P Score 3.90] 7.0 27.3 0.00| 1.00 3.90| 1.00 3.90] 1.00] 3.90| 1.00 3.90 0.00
Tanner Stage 5.10] 3.0 15.3 0.00] 0.00] 1.00 5.10] 0.00] 1.00 5.10) 0.00
Irinotecan (IV) PK Sample 7.80] 8.0 62.4 0.00] 0.00 0.00] 0.00] 0.00 0.00
Temozolomide (Oral ) PK Sample 7.80] 6.0 46.8 0.00] 0.00 0.00] 0.00] 0.00 0.00
Te ide (IV) PK Sample 7.80] 6.0 46.8 0.00] 0.00] 0.00] 0.00] 0.00] 0.00
Archived Tumor Tissue Sample 13.20] 1.0 13.2 0.00] 0.00 0.00] 0.00] 0.00 0.00
De Nowo Tumor Tissue Biopsy 156.90 1.0 156.9 0.00] 0.00] 0.00] 0.00] 0.00] 0.00]
|Biomarker Sample Collection 7.80] 3.0 234 0.00| 1.00 7.80 0.00] 0.00| 1.00 7.80 0.00]
For Subjects Who Are Receiving Drug
Te ide (IV) Intraven 26.70 25.0 667.5 0.00| 5.00 133.50[ 5.00 133.50| 5.00] 133.50 0.00 0.00
For Subjects Who Are Receiving Drug
Irinotecan (IV) Intraven 26.70 25.0 667.5 0.00| 5.00 133.50[ 5.00 133.50| 5.00| 133.50 0.00 0.00
IGF-1; IGFBP-3; 25-hydroxyvitamin D; 1,
25-dihidroxyvitamin D; C-telopeptide, bone
ALP - Central Lab Sample Collection (prep,
collect, ship) 10.20] 18.0 183.6 0.00] 0.00] 6.00 61.20 0.00] 6.00 61.20] 0.00
Palbociclib PK 7.80] 10.0 78 1.00 7.80] 0.00) 0.00] 0.00] 0.00] 0.00]
Testosterone - Central Lab Sample
Collection (prep, collect, ship) 10.20] 3.0 30.6 0.00] 0.00] 1.00 10.20] 0.00| 1.00 10.20) 0.00
Estradiol - Central Lab Sample Collection
(prep, collec, ship) 10.20] 3.0 30.6 0.00] 0.00] 1.00 10.20] 0.00] 1.00 10.20] 0.00
HbA1c- Central Lab Sample Collection
(prep, collec, ship) 10.20] 2.0 20.4 0.00] 0.00] 1.00 10.20] 0.00] 0.00 0.00
LH, FSH - Central Lab Sample Collection
(prep, collec, ship) 10.20] 6.0 61.2 0.00] 0.00] 2.00 20.40 0.00| 2.00 20.40] 0.00
Per Subject Cost Subtotal 440.63 0.00 46.50 39.00 24.90 46.50 0.00
Summary Costs A Cost Subtotal 2,164.80 7.80 282.60 392.10 274.80 122.70 0.00
Subtotal 2,605.43 7.80 329.10 431.10 299.70 169.20 0.00
Overhead 468.98 1.40 59.24 77.60 53.95 30.46 0.00
INVESTIGATOR COST PER SUBJECT
with Overhead 3,074.40 9.20 388.34 508.70 353.65 199.66 0.00
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Additional Procedures Not included in the Per Subject Cost (Procedures not tied to a specific visit) -
All Fees Inclusive of Overhead

Other Study Level Costs

Procedure Comments Cost
Pharmacy start-up fee To be inwiced, one-time at start-up 800.00
Pharmacy - purchase of laboratory scales
& thermometer/storage monitoring device |To be invoiced, one-time at start-up 1,300.00
Admin start-up fee To be paid one-time at start-up 746.00
1,690.00
Record Archiving To be inwiced one-time at close out
Applicable to subjects who SF at Visit 1.
Cost reflects V1 with 25% reduction, no
Screen Fails owverhead paid. Max 2 SFs per site. 84.32
To be inwoiced as incurred when medically
Triplicate 12-Lead ECG necessary 25.49
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Bone X-ray To be inwiced as incurred 64.90

DEXA To be inwiced as incurred 129.36

X-ray of Hand To be inwiced as incurred 48.38
Paid based on completed EDC data (not

Additional D1 Visits Beyond Cycle 5 inwiceable). 29.38
For Subjects Who Are Receiving Drug

Temozolomide (IV) Administration Beyond |Intravenously. To be inwiced per IV

Cycle 5 administration 31.51
For Subjects Who Are Receiving Drug

Irinotecan (IV) Administration Beyond Intravenously. To be inwiced per IV

Cycle 5 administration 31.51

Sample Collection (prep, collect, ship) for [As Clinically Indicated. To be inwiced as

shipment to central lab - Past Cycle 5 incurred 12.04
To be inwiced as incurred (Additional

Tanner Stage instances, if required per Protocol). 6.02

Patient travel/meal stipend 50.00

Hospitalization (Patient overnight hospital

stay) fee; Antibiotic (ATB) prophylaxis, if

needed/if clinically indicated; Supportive

care and causal therapy administered to

cure the consequences of chemotherapy

and/or treatments administered as per the

protocol (e.g. Antiemetic, antibiotic,

antifungal drugs; blood substitution

therapy/blood derivatives administration;

infusion/dilutant solutions needed to

administer the above-listed treatments;

rehydratation; administration-application

materials for the abowve-listed treatments) |per overnight hospital stay 494.00

Infusion sets and infusion solutions use (for
temozolomide and irinotecan
administration)

To be inwiced as incurred and as actually
used/administered, as per Institutional
Pharmacy commercial prices

Sedation/anaesthesia for (PET-)CT, MR, if
needed/if clinically indicated

To be inwiced as incurred, per 1
anaesthesia

Pfizer and Institution Template (Slovakia)
Template Version: March 2021

Vzor zmluvy medzi Pfizer a institiciou (Slovensko)
Verzia vzoru:Marec 2021

65




Pfizer and Institution Template (Slovakia) Vzor zmluvy medzi Pfizer a institiciou (Slovensko)
Template Version: March 2021 Verzia vzoru:Marec 2021
66 66



Attachment B Priloha B

INSURANCE CERTIFICATE OSVEDCENIE O POISTENI
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Attachment C
EQUIPMENT AND MATERIALS

Pfizer-Provided Equipment and Materials

Pfizer-Provided Equipment

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

Priloha C
VYBAVENIE A MATERIALY

Vybavenie a materialy poskytnuté
spolo¢nost’ou Pfizer

Vybavenie poskytnuté spoloénost’ou Pfizer

Spolo¢nost’ Pfizer poskytne vybavenie
uvedené nizsie (d’alej ,,vybavenie spolo¢nosti
Pfizer”), ktoré¢ bude institiicia pouzivat’ pri
vykondavani klinického skuSania a hlaseni
vysledkov: ZIADNE.

# Equipment/Pristroj

Serial #/Sériové ¢.

Estimated Depreciated Value at

Study Completion /Odhadovana
kova hodnota pri ukoné
klinického skiisani

Estimated
Original Value /Odhadovana
pévodna hodnota

Asset Tag #/C. na stitku
vybavenia

1 NONE / ZIADNE

Pfizer-Provided Materials

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

Materials Supplied:
NONE.
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Materialy poskytnuté spolo¢nost'ou Pfizer

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

Dodané materialy:
ZIADNE
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Vendor-Provided Equipment or Materials

Pfizer will arrange for a vendor to provide the
following equipment or proprietary materials
(“Vendor Property”) for use in this Study:

Materials Supplied: Covance will provide
PK/biomarker kits, a lab manual, and shipping
materials/instructions. Covance will create
these kits along with drafting a study lab manual
(which is reviewed and approved by the team),
and will distribute them to the Institutions
involved in the study, and the Institutions could
reorder replacement kits through Covance as
needed during the study.

Covance will provide kits including tubes for
all of the following biomarker samples.

* Tumor Biopsy Tissue for Biomarker Analysis
— Tumor tissue kit

* Blood Sample for Plasma Biomarker
Analysis - 10ml EDTA tubes

* Blood Sample for Thymidine Kinase
Analysis — 3ml Serum Red top tubes

Permitted Uses of Vendor Property

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

Disposition of Vendor Property

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

Ownership., Responsibilities, and Liability

Ownership. Pfizer Equipment, Pfizer
Materials, and Vendor Property are and remain
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Vybavenie alebo materialy poskytnuté
dodavatel’om

Spolo¢nost’ Pfizer zabezpeci dodavatela, ktory
poskytne pre pouzivanie v tomto klinickom
sktiSani nasledujuce vybavenie alebo materialy
duSevného vlastnictva (d’alej ,,majetok
dodavatel'a”):

Dodavany material: Covance poskytne stipravy
PK/biomarkerov, laboratornu priruc¢ku a
prepravné materialy/pokyny. Covance vytvori
tieto supravy spolu s ndvrhom laboratdrne;j
prirucky stadie (ktoru posudi a schvali tim) a
bude ich distribuovat’ inStiticiam zapojenym
do stadie a inStitacie si mézu pocas Stadie
podl'a potreby objednat’ ndhradné supravy
prostrednictvom Covance.
Covance poskytne sipravy vratane skimaviek
pre vSetky nasledujuce vzorky biomarkerov.
* Bioptické tkanivo nadoru na analyzu
biomarkerov — siprava nddorového tkaniva
* Vzorka krvi na analyzu biomarkerov plazmy
— 10 ml EDTA skiimavky

* Vzorka krvi na analyzu tymidinkinazy —
3ml skimavky s Cervenym sérom

Povolené spdsoby pouzitia materialov
dodévatel'a

Institacia pouzije majetok dodavatela len na
ucely tohto klinického skusania.

Nakladanie s materialom dodavatel’a

Spdsob nakladania s vybavenim alebo
stkromnymi materialmi, ktoré sit majetkom
dodavatel’a, po skonceni vykonavania
klinického skusania ur¢i dodavatel.

Vlastnictvo, zodpovednosti a rucenie

Vlastnictvo. Vybavenie spolo¢nosti Pfizer,
materidly spolo¢nosti Pfizer a materialy
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the property of Pfizer, the vendor, or the
licensor, as the case may be.

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

Liability. Pfizer has no liability for damages of
any sort, including personal injury or property
damage, resulting from the use of Pfizer
Equipment, Pfizer Materials, or Vendor
Property except to the extent that (1) such
damages were caused by the negligence or
willful misconduct of Pfizer, or the vendor or
(2) a personal injury constitutes a Research
Injury to a Study Subject, as described in
Attachment B to this Agreement.
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dodavatel’a st a ostavaju vlastnictvom
spoloc¢nosti Pfizer, pripadne dodavatel’a alebo
poskytovatel’a licencie.

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

Rucenie. Spolo¢nost’ Pfizer nenesie ziadnu
zodpovednost’ za Skody akéhokol'vek druhu
vratane ubliZzenia na zdravi osob, ¢i Skod na
majetku, ktoré st vysledkom pouzitia
vybavenia spolo¢nosti Pfizer, materialov
spolocnosti Pfizer alebo materialov
dodavatel’a, s vynimkou pripadov, ked’ (1) su
takéto Skody spdsobené nedbalostou alebo
umyselnym zlym konanim spolo¢nosti Pfizer,
alebo dodavatel’a a (2) v pripadoch, v ktorych
osobné ublizenie na zdravi predstavuje
ublizenie na zdravi ucastnikov klinického
sktiSania v ramci klinického skusania, ako je
popisané v prilohe B tejto zmluvy.
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Attachment D
PFIZER INTERNATIONAL ANTI-
BRIBERY AND
ANTI-CORRUPTION BUSINESS
PRINCIPLES

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

Bribery of Government Officials

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

“Government Official” shall be broadly

interpreted and means:

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

(11) 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);
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Priloha D
MEDZINARODNE OBCHODNE PRINCIPY
SPOLOCNOSTI PFIZER
PROTI PODPLACANIU A KORUPCII

Spolo¢nost’ Pfizer ma dlhodobé pravidla, ktoré
zakazuju podplacanie a korupciu v pri nasom
podnikani v Spojenych Statoch americkych
alebo v zahrani¢i. Spolo¢nost’ Pfizer sa
zavézuje, ze bude konat s integritou, eticky a
legalne, v sulade s vSetkymi prislusnymi
zakonmi a pravidlami. Taky isty zavdzok
ocakavame od konzultantov, agentov,
zéstupcov alebo inych spoloc¢nosti a
jednotlivcov konajuicich v naSom mene (d’alej
,»obchodny partner*), ako aj od tych, ktori
jednaji v mene obchodnych partnerov (napr.
zmluvni dodévatelia) v spojeni s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer.

Podplacanie uradnych osob

Vicsina krajin ma zakony, ktoré zakazuja
poskytovanie, ponukanie alebo prisl'ub
akejkol'vek platby alebo ¢ohokol'vek
hodnotného (priamo alebo nepriamo) uradne;j
osobe, ked’ ticelom takejto platby je ovplyvnit
uradny tkon alebo rozhodnutie tejto osoby
ohl'adom ziskania alebo udrZania obchodu.

Pojem ,,iradna osoba” sa vyklada Siroko a

zahfna:

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

(11) akéhokol'vek zamestnanca Statneho
alebo verejného organu, alebo osobu
konajucu za alebo v mene tradnej
osoby, agentury alebo podniku
vykonavajuceho uradnt funkciu alebo
vlastneného ¢i kontrolovaného Statnym
alebo verejnym organom (napr.
zdravotnicky odbornik zamestnany v
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any political party officer, candidate for
public office, officer, or employee or
individual acting for or on behalf of a
political party or candidate for public
office;

(iv)  any employee or individual acting for
or on behalf of a public international
organization;

(iii)

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

(vi)  any individual otherwise categorized as
a Government Official under law.

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

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

The U.S. Foreign Corrupt Practices Act (the
“FCPA”) prohibits making, promising, or
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
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Statnej nemocnici alebo vyskumnik
zamestnany $tatnou univerzitou);

(i)  akéhokol'vek €lena politickej strany,

kandidata na politicky trad, uradnika,

zamestnanca alebo osobu konajicu v

mene politickej strany alebo kandidata

na verejny urad;

(iv)  akéhokol'vek zamestnanca alebo osobu
konajucu pre alebo v mene
verejnopravnej medzindrodne;j
organizacie;

(v) akéhokol'vek ¢lena kralovskej rodiny
alebo prislusnika vojska a

(vi) akéhokol'vek jednotlivca inak
zarad’ovaného podl'a pravnych
predpisov medzi uradné osoby.

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

Ked'Ze definicia ,,uradnej osoby" je taka
Siroka, je pravdepodobné Ze obchodny partner
pride poc¢as normalneho priebehu svojej
obchodnej ¢innosti vykonavanej v mene
spolocnosti Pfizer do kontaktu s uradnou
osobou. Napriklad lekéri zamestnani v
Statnych nemocniciach budu podl'a zasad
spoloc¢nosti Pfizer povazovani za ,,iradné
osoby".

Zakon Spojenych Statov americkych o
zahrani¢nych korup¢nych praktikach
(,,FCPA*) zakazuje vykonanie, pontikanie
alebo povolenie akejkol'vek platby alebo
¢ohokol'vek hodnotného neamerickej uradnej
osobe, ked’ ticelom takejto platby je nepatricne
alebo korupcne ovplyvnit’ ¢iny alebo
rozhodnutie tohto predstavitel’a, aby pomohol
spolocnosti ziskat’ alebo udrzat’ obchod, alebo
inak ziskat’ nepatricnu vyhodu. Zakon FCPA
taktiez zakazuje spolo¢nosti alebo osobe
pouzivat’ int spolo¢nost’ alebo jednotlivca na
to, aby sa zapojil do vyssie uvedenych aktivit.
Spolo¢nost’ Pfizer je ako americka spolo¢nost’
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liable as a result of acts committed anywhere
in the world by a Business Associate.

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

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

. Business Associates, and those acting
on their behalf in connection with work
for Pfizer, may not directly or
indirectly make, promise, or authorize
the making of a corrupt payment or
provide anything of value to any
Government Official to induce that
Government Official to perform any
governmental act or make a decision to
help Pfizer obtain or retain business.
Business Associates, and those acting
on their behalf in connection with work
for Pfizer, may never make a payment
or offer any item or benefit to a
Government Official, regardless of
value, as an improper incentive for
such Government Official to approve,
reimburse, prescribe, or purchase a
Pfizer product, to influence the
outcome of a clinical trial, or to
otherwise benefit Pfizer’s business
activities improperly.

. In conducting their Pfizer-related
activities, Business Associates, and
those acting on their behalf in
connection with work for Pfizer, must
understand and comply with any local
laws, regulations, or operating
procedures (including requirements of
Government entities such as
Government-owned hospitals or
research institutions) that impose
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povinna dodrziavat’ zdkon FCPA a méze byt
pravne zodpovednd za aktivity vykonavané
svojimi obchodnymi partnermi kdekol'vek vo
svete.

Protiuplatkarske a protikorup¢né principy
upravujuce interakcie so Statnymi
a verejnymi organmi a uradnymi osobami

Obchodni partneri musia komunikovat’

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

a verejnymi organmi a iradnymi osobami:

. Obchodni partneri a osoby konajuce v
ich mene v stvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer
nesmu priamo alebo nepriamo
poskytnut’, prisl'ibit’ alebo schvalit
poskytnutie tplatku alebo cohokol'vek
hodnotného uradnej osobe s cielom
ovplyvnit’ tato uradnu osobu, aby
vykonala akykol'vek tiradny ukon alebo
rozhodnutie, ktoré napomdze spolo¢nosti
Pfizer ziskat  alebo udrzat’ si obchodné
aktivity. Obchodni partneri a osoby,
ktoré konaju v jeho mene, nesmu nikdy
poskytnut platbu alebo pontknut’ Gradne;j
osobe akukol'vek vec alebo vyhodu, bez
ohl'adu na hodnotu, alebo nepatri¢ne ju
ovplyvnit, aby odsuhlasila, preplatila,
predpisala alebo zakupila produkt
spoloc¢nosti Pfizer, ovplyvnila vysledok
klinického skusania alebo inak
nepatri¢ne profitovala z obchodnych
aktivit spolo¢nosti Pfizer.

. Obchodni partneri a osoby, ktoré konaju
v ich mene v suvislosti s aktivitami
vykonévanymi pre spolo¢nost’ Pfizer
musia pochopit’ a dodrzZiavat’ miestne
zékony, predpisy alebo operacné postupy
(vratane poziadaviek predpisanych
Statnymi entitami ako su Statne
nemocnice alebo vyskumné institacie),
ktoré uplatiuji akékol'vek limity,
obmedzenia alebo poziadavky na
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limits, restrictions, or disclosure
obligations on compensation, financial
support, donations, or gifts that may be
provided to Government Officials. If a
Business Associate is uncertain as to
the meaning or applicability of any
identified limits, restrictions, or
disclosure requirements with respect to
interactions with Government Officials,
that Business Associate should consult
with his or her primary Pfizer contact
before engaging in such interactions.

. Business Associates, and those acting
on their behalf in connection with work
for Pfizer, are not permitted to offer
facilitation payments. A “facilitation
payment” is a nominal payment to a
Government Official for the purpose of
securing or expediting the performance
of a routine, non-discretionary
governmental action. Examples of
facilitation payments include payments
to expedite the processing of licenses,
permits or visas for which all
paperwork is in order. In the event that
a Business Associate, or someone
acting on their behalf in connection
with work for Pfizer, receives or
becomes aware of a request or demand
for a facilitation payment or bribe in
connection with work for Pfizer, the
Business Associate shall report such
request or demand promptly to his or
her primary Pfizer contact before
taking any further action.

Commercial Bribery

Bribery and corruption can also occur in non-

Government, business to business

relationships. Most countries have laws which

prohibit offering, promising, giving,

requesting, receiving, accepting, or agreeing to

accept money or anything of value in exchange
Pfizer and Institution Template (Slovakia)
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zverejnenie nahrady, finan¢nej podpory,
donacii alebo darov, ktoré mozu byt
poskytnuté iradnym osobam. Ak si
obchodny partner nie je isty vyznamom
alebo uplatnenim akychkol'vek
identifikovateI'nych obmedzeni alebo
poziadaviek na zverejnenie s ohl'adom na
interakciu s uradnymi osobami, mal by to
obchodny partner prekonzultovat’ s jeho
hlavnou kontaktnou osobou zo
spoloc¢nosti Pfizer skor, nez zacne
vykonévat’ svoje aktivity.

. Obchodni partneri a osoby, ktoré¢ konaju
v ich mene v suvislosti s aktivitami
vykonévanymi pre spoloc¢nost’ Pfizer,
nemaju povolenie ponukat’ ulahcujice
platby. ,,Ul'ah¢ujuca platba“ je
nominalna, neoficidlna platba uradne;j
osobe za ucelom zabezpecenia alebo
urychlenia vykonu beznej tiradne;j
aktivity nevyzadujucej jeho vlastné
uvazenie. Priklady ul'ah¢ujucich platieb
zahfnaju platby na urychlenie
spracovania licencii, povoleni alebo viz,
pre ktoré su uz pripravené podklady. V
pripade, Ze obchodny partner alebo
osoba, ktord kond v jeho mene v
suvislosti s aktivitami vykonavanymi pre
spoloc¢nost’ Pfizer, dostane alebo si je
vedoma ziadosti alebo poziadavky na
ul'ah¢ujicu platbu alebo uplatok v
suvislosti s aktivitami vykonavanymi pre
spolo¢nost’ Pfizer, obchodny partner
musi ohlasit’ takuto Ziadost’ alebo
poziadavku svojej hlavnej kontaktnej
osobe v spoloc¢nosti Pfizer skor, nez
podnikne akykol'vek d’alsi krok.

Komeréné uplatkarstvo

K podplécaniu a korupcii moze dojst’ aj v
netradnych vzt'ahoch, vzajomne medzi
spolo¢nostami. Vicsina krajin mé zakony,
ktoré zakazuji ponukanie, sl'ubovanie,
vyzadovanie, preberanie, prijimanie alebo
suhlas s prijatim penazi alebo ¢cohokol'vek, ¢o
Vzor zmluvy medzi Pfizer a institiciou (Slovensko)

Verzia vzoru:Marec 2021
74



for an improper business advantage. Examples
of prohibited conduct could include, but are
not limited to, providing expensive gifts, lavish
hospitality, kickbacks, or investment
opportunities in order to improperly induce the
purchase of goods or services. Pfizer
colleagues are not permitted to offer, give,
solicit or accept bribes, and we expect our
Business Associates, and those acting on their
behalf in connection with work for Pfizer, to
abide by the same principles.

Anti-Bribery and Anti-Corruption
Principles Governing Interactions with
Private Parties and Pfizer Colleagues

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

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

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

. Pfizer colleagues are not permitted to
receive gifts, services, perks,
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ma hodnotu, ako vymenu za nepatri¢nu
obchodnu vyhodu. Medzi priklady zakdzané¢ho
spravania moéze patrit’ napriklad poskytovanie
nepatri¢nych darov alebo pohostenia, provizii
alebo investi¢nych prilezitosti pontikanych za
ucelom nepatri¢ného povzbudenia nakupu
tovarov alebo sluzieb. Kolegovia zo
spolo¢nosti Pfizer nemaju povolenie ponukat,
davat’, uchadzat’ sa alebo prijimat’ uplatky.
Ocakavame, Ze nasi obchodni partneri alebo
osoby, ktoré¢ konaju v ich mene v stvislosti

s aktivitami vykonavanymi pre spolo¢nost’
Pfizer, budu dodrziavat’ rovnaké principy.

Protiaplatkarske a protikorup¢né principy
upravujuce interakcie so sukromnymi
osobami a zamestnancami spolocnosti Pfizer

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

a Pfizer zamestnancami:

. Obchodni partneri a osoby konajuce v
ich mene v stvislosti s aktivitami
vykonavanymi pre spolocnost’ Pfizer
nesmu priamo alebo nepriamo
poskytnut’, prislI'abit’ alebo schvalit
poskytnutie tplatku alebo poskytnut’
cokol'vek hodnotné akejkol'vek osobe
za ucelom ovplyvnenia tejto osoby, aby
poskytla spolo¢nosti Pfizer nepatri¢na
obchodnt vyhodu.

. Obchodni partneri a osoby konajuce v
ich mene v stvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer,
nemozu priamo alebo nepriamo
ponukat’, suhlasit’ s prijatim alebo
prevziat’ platbu alebo ¢okol'vek
hodnotné, ako protihodnotu spojent s
ich obchodnymi aktivitami
vykonavanymi pre spolo¢nost’ Pfizer.

. Zamestnanci spolo¢nosti Pfizer maju
zakazané od obchodnych partnerov a
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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 only at appropriate gift-giving
occasions.

Reporting Suspected or Actual Violations

Business Associates, and those acting on their
behalf in connection with work for Pfizer, are
expected to raise concerns related to potential
violations of these International Anti-Bribery
and Anti-Corruption Principles or the law.
Such reports can be made to a Business
Associate’s primary point of contact at Pfizer,
or if a Business Associate prefers, to Pfizer’s
Compliance Group by e-mail at
corporate.compliance@pfizer.com or by phone
at 1-212-733-3026.
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0s0b konajucich v ich mene v suvislosti
s aktivitami vykonavanymi pre
spolo¢nost’ Pfizer prijimat’ dary,

sluzby, vyhody, pohostenie alebo iné
polozky vécsej ako symbolickej alebo
zanedbatel'nej pefiaznej hodnoty. Okem
toho su dary zanedbatel'nej hodnoty
povolené iba vtedy, ak sa prijmu len
obcas a pri vhodnych prilezitostiach.

Ohlasovanie podozreni na poruSenia alebo
skutoénych porusSeni

Od obchodnych partnerov a 0sob konajucich v
ich mene v stvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer sa
ocakava, ze ohlasia podozrenia na mozné
porusenia tychto medzinarodnych
protitiplatkarskych a protikorupénych zasad
alebo zédkonov. Ohlésenie je mozné uskutocnit’
u hlavnej kontaktnej osoby obchodného
partnera v spolo¢nosti Pfizer, ak obchodny
partner uprednostiiuje poslat’ emailom
oddeleniu ,,Pfizer Compliance Group* na
adresu corporate.compliance@pfizer.com
alebo telefonicky na Cisle 1-212-733-3026.
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Attachment E

EUROPEAN COMMISSION
o DIRECTORATE-GENERAL JUSTICE
’:*_ . __: Directorate C: Fundamental rights and Union citizenship

Unit C.3: Data protection

Commission Decision C(2004)5721

SETII

Standard contractual clauses for the transfer of personal data from the Community to third countries (controller to
controller transfers)

Data transfer agreement

between
Detska fakultna nemocnica s poliklinikou Banska Bystrica,

hereinafter “data exporter”

and
Pfizer Inc., domiciled at 235 East 42nd Street, New York, New York 10017, US

hereinafter “data importer”
each a “party”; together “the parties”.
Definitions
For the purposes of the clauses:

9 ¢, 9 9 < CEINT3

a) “personal data”, “special categories of data/sensitive data”, “process/processing”, “controller”, “processor”, “data subject
and “supervisory authority/authority” shall have the same meaning as in Directive 95/46/EC of 24 October 1995 (whereby
“the authority” shall mean the competent data protection authority in the territory in which the data exporter is established);

()

b) “the data exporter” shall mean the controller who transfers the personal data;

c) “the data importer” shall mean the controller who agrees to receive from the data exporter personal data for further
processing in accordance with the terms of these clauses and who is not subject to a third country’s system ensuring
adequate protection;

d) “clauses” shall mean these contractual clauses, which are a free-standing document that does not incorporate commercial
business terms established by the parties under separate commercial arrangements.

The details of the transfer (as well as the personal data covered) are specified in Annex B, which forms an integral part of the
clauses.
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I Obligations of the data exporter

The data exporter warrants and undertakes that:

a)

b)

<)

d)

©)

The personal data have been collected, processed and transferred in accordance with the laws applicable to the data
exporter.

It has used reasonable efforts to determine that the data importer is able to satisfy its legal obligations under these clauses.

It will provide the data importer, when so requested, with copies of relevant data protection laws or references to them
(where relevant, and not including legal advice) of the country in which the data exporter is established.

It will respond to enquiries from data subjects and the authority concerning processing of the personal data by the data
importer, unless the parties have agreed that the data importer will so respond, in which case the data exporter will still
respond to the extent reasonably possible and with the information reasonably available to it if the data importer is unwilling
or unable to respond. Responses will be made within a reasonable time.

It will make available, upon request, a copy of the clauses to data subjects who are third party beneficiaries under clause
111, unless the clauses contain confidential information, in which case it may remove such information. Where information
is removed, the data exporter shall inform data subjects in writing of the reason for removal and of their right to draw the
removal to the attention of the authority. However, the data exporter shall abide by a decision of the authority regarding
access to the full text of the clauses by data subjects, as long as data subjects have agreed to respect the confidentiality of
the confidential information removed. The data exporter shall also provide a copy of the clauses to the authority where
required.

1I. Obligations of the data importer

The data importer warrants and undertakes that:

a)

b)

<)

d)

€)

g)

It will have in place appropriate technical and organisational measures to protect the personal data against accidental or
unlawful destruction or accidental loss, alteration, unauthorised disclosure or access, and which provide a level of security
appropriate to the risk represented by the processing and the nature of the data to be protected.

It will have in place procedures so that any third party it authorises to have access to the personal data, including processors,
will respect and maintain the confidentiality and security of the personal data. Any person acting under the authority of the
data importer, including a data processor, shall be obligated to process the personal data only on instructions from the data
importer. This provision does not apply to persons authorised or required by law or regulation to have access to the personal
data.

It has no reason to believe, at the time of entering into these clauses, in the existence of any local laws that would have a
substantial adverse effect on the guarantees provided for under these clauses, and it will inform the data exporter (which
will pass such notification on to the authority where required) if it becomes aware of any such laws.

It will process the personal data for purposes described in Annex B, and has the legal authority to give the warranties and
fulfil the undertakings set out in these clauses.

It will identify to the data exporter a contact point within its organisation authorised to respond to enquiries concerning
processing of the personal data, and will cooperate in good faith with the data exporter, the data subject and the authority
concerning all such enquiries within a reasonable time. In case of legal dissolution of the data exporter, or if the parties
have so agreed, the data importer will assume responsibility for compliance with the provisions of clause I(e).

At the request of the data exporter, it will provide the data exporter with evidence of financial resources sufficient to fulfil
its responsibilities under clause III (which may include insurance coverage).

Upon reasonable request of the data exporter, it will submit its data processing facilities, data files and documentation
needed for processing to reviewing, auditing and/or certifying by the data exporter (or any independent or impartial
inspection agents or auditors, selected by the data exporter and not reasonably objected to by the data importer) to ascertain
compliance with the warranties and undertakings in these clauses, with reasonable notice and during regular business hours.
The request will be subject to any necessary consent or approval from a regulatory or supervisory authority within the
country of the data importer, which consent or approval the data importer will attempt to obtain in a timely fashion.
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h)

i)

It will process the personal data, at its option, in accordance with:
I the data protection laws of the country in which the data exporter is established, or

ii. the relevant provisions' of any Commission decision pursuant to Article 25(6) of Directive 95/46/EC, where the
data importer complies with the relevant provisions of such an authorisation or decision and is based in a country
to which such an authorisation or decision pertains, but is not covered by such authorisation or decision for the
purposes of the transfer(s) of the personal data?, or

iii. the data processing principles set forth in Annex A.

Data importer to indicate which option it SEIECS: (111)....eveeurerverieriieienieeierieeiereete e eee e eeeseeens
Initials 0f data IMPOTLET: ......c.eiiiiiiriiiirtietet ettt ettt ettt te b e nne ;

It will not disclose or transfer the personal data to a third party data controller located outside the European Economic Area
(EEA) unless it notifies the data exporter about the transfer and

i the third party data controller processes the personal data in accordance with a Commission decision finding that
a third country provides adequate protection, or

ii. the third party data controller becomes a signatory to these clauses or another data transfer agreement approved
by a competent authority in the EU, or

iii. data subjects have been given the opportunity to object, after having been informed of the purposes of the
transfer, the categories of recipients and the fact that the countries to which data is exported may have different
data protection standards, or

iv. with regard to onward transfers of sensitive data, data subjects have given their unambiguous consent to the
onward transfer

I11. Liability and third party rights

a)

b)

Each party shall be liable to the other parties for damages it causes by any breach of these clauses. Liability as between the
parties is limited to actual damage suffered. Punitive damages (i.e. damages intended to punish a party for its outrageous
conduct) are specifically excluded. Each party shall be liable to data subjects for damages it causes by any breach of third
party rights under these clauses. This does not affect the liability of the data exporter under its data protection law.

The parties agree that a data subject shall have the right to enforce as a third party beneficiary this clause and clauses I(b),
1(d), I(e), I1(a), II(c), II(d), II(e), II(h), II(i), III(a), V, VI(d) and VII against the data importer or the data exporter, for their
respective breach of their contractual obligations, with regard to his personal data, and accept jurisdiction for this purpose
in the data exporter’s country of establishment. In cases involving allegations of breach by the data importer, the data
subject must first request the data exporter to take appropriate action to enforce his rights against the data importer; if the
data exporter does not take such action within a reasonable period (which under normal circumstances would be one
month), the data subject may then enforce his rights against the data importer directly. A data subject is entitled to proceed
directly against a data exporter that has failed to use reasonable efforts to determine that the data importer is able to satisfy
its legal obligations under these clauses (the data exporter shall have the burden to prove that it took reasonable efforts).

I\A Law applicable to the clauses

These clauses shall be governed by the law of the country in which the data exporter is established, with the exception of the laws
and regulations relating to processing of the personal data by the data importer under clause II(h), which shall apply only if so
selected by the data importer under that clause.

V. Resolution of disputes with data subjects or the authority

! “Relevant provisions” means those provisions of any authorisation or decision except for the enforcement provisions of any
authorisation or decision (which shall be governed by these clauses).
2 However, the provisions of Annex A.5 concerning rights of access, rectification, deletion and objection must be applied when this
option is chosen and take precedence over any comparable provisions of the Commission Decision selected.
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a) Inthe event of a dispute or claim brought by a data subject or the authority concerning the processing of the personal data
against either or both of the parties, the parties will inform each other about any such disputes or claims, and will cooperate
with a view to settling them amicably in a timely fashion.

b) The parties agree to respond to any generally available non-binding mediation procedure initiated by a data subject or by
the authority. If they do participate in the proceedings, the parties may elect to do so remotely (such as by telephone or
other electronic means). The parties also agree to consider participating in any other arbitration, mediation or other dispute
resolution proceedings developed for data protection disputes.

c) Each party shall abide by a decision of a competent court of the data exporter’s country of establishment or of the authority
which is final and against which no further appeal is possible.

VL Termination

a) Inthe event that the data importer is in breach of its obligations under these clauses, then the data exporter may temporarily
suspend the transfer of personal data to the data importer until the breach is repaired or the contract is terminated.

b) Inthe event that:

i the transfer of personal data to the data importer has been temporarily suspended by the data exporter for longer
than one month pursuant to paragraph (a);

il. compliance by the data importer with these clauses would put it in breach of its legal or regulatory obligations
in the country of import;

iii. the data importer is in substantial or persistent breach of any warranties or undertakings given by it under these
clauses;
iv. a final decision against which no further appeal is possible of a competent court of the data exporter’s country

of establishment or of the authority rules that there has been a breach of the clauses by the data importer or the
data exporter; or

v. a petition is presented for the administration or winding up of the data importer, whether in its personal or
business capacity, which petition is not dismissed within the applicable period for such dismissal under
applicable law; a winding up order is made; a receiver is appointed over any of its assets; a trustee in bankruptcy
is appointed, if the data importer is an individual; a company voluntary arrangement is commenced by it; or any
equivalent event in any jurisdiction occurs

then the data exporter, without prejudice to any other rights which it may have against the data importer, shall be entitled
to terminate these clauses, in which case the authority shall be informed where required. In cases covered by (i), (ii), or
(iv) above the data importer may also terminate these clauses.

¢) Either party may terminate these clauses if (i) any Commission positive adequacy decision under Article 25(6) of Directive
95/46/EC (or any superseding text) is issued in relation to the country (or a sector thereof) to which the data is transferred
and processed by the data importer, or (ii) Directive 95/46/EC (or any superseding text) becomes directly applicable in
such country.

d) The parties agree that the termination of these clauses at any time, in any circumstances and for whatever reason (except
for termination under clause VI(c)) does not exempt them from the obligations and/or conditions under the clauses as
regards the processing of the personal data transferred.

VIIL. Variation of these clauses

The parties may not modify these clauses except to update any information in Annex B, in which case they will inform the
authority where required. This does not preclude the parties from adding additional commercial clauses where required.

VIII. Description of the Transfer

The details of the transfer and of the personal data are specified in Annex B. The parties agree that Annex B may contain
confidential business information which they will not disclose to third parties, except as required by law or in response to a
competent regulatory or government agency, or as required under clause I(e). The parties may execute additional annexes to cover
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additional transfers, which will be submitted to the authority where required. Annex B may, in the alternative, be drafted to cover
multiple transfers.

FOR DATA IMPORTER FOR DATA EXPORTER
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ANNEX A
DATA PROCESSING PRINCIPLES

Purpose limitation: Personal data may be processed and subsequently used or further communicated only for purposes described
in Annex B or subsequently authorised by the data subject.

Data quality and proportionality: Personal data must be accurate and, where necessary, kept up to date. The personal data must
be adequate, relevant and not excessive in relation to the purposes for which they are transferred and further processed.

Transparency: Data subjects must be provided with information necessary to ensure fair processing (such as information about
the purposes of processing and about the transfer), unless such information has already been given by the data exporter.

Security and confidentiality: Technical and organisational security measures must be taken by the data controller that are
appropriate to the risks, such as against accidental or unlawful destruction or accidental loss, alteration, unauthorised disclosure
or access, presented by the processing. Any person acting under the authority of the data controller, including a processor, must
not process the data except on instructions from the data controller.

Rights of access, rectification, deletion and objection: As provided in Article 12 of Directive 95/46/EC, data subjects must,
whether directly or via a third party, be provided with the personal information about them that an organisation holds, except
for requests which are manifestly abusive, based on unreasonable intervals or their number or repetitive or systematic nature,
or for which access need not be granted under the law of the country of the data exporter. Provided that the authority has given
its prior approval, access need also not be granted when doing so would be likely to seriously harm the interests of the data
importer or other organisations dealing with the data importer and such interests are not overridden by the interests for
fundamental rights and freedoms of the data subject. The sources of the personal data need not be identified when this is not
possible by reasonable efforts, or where the rights of persons other than the individual would be violated. Data subjects must be
able to have the personal information about them rectified, amended, or deleted where it is inaccurate or processed against these
principles. If there are compelling grounds to doubt the legitimacy of the request, the organisation may require further
justifications before proceeding to rectification, amendment or deletion. Notification of any rectification, amendment or deletion
to third parties to whom the data have been disclosed need not be made when this involves a disproportionate effort. A data
subject must also be able to object to the processing of the personal data relating to him if there are compelling legitimate
grounds relating to his particular situation. The burden of proof for any refusal rests on the data importer, and the data subject
may always challenge a refusal before the authority.

Sensitive data: The data importer shall take such additional measures (e.g. relating to security) as are necessary to protect such
sensitive data in accordance with its obligations under clause II.

Data used for marketing purposes: Where data are processed for the purposes of direct marketing, effective procedures should
exist allowing the data subject at any time to “opt-out” from having his data used for such purposes.

Automated decisions: For purposes hereof “automated decision” shall mean a decision by the data exporter or the data importer
which produces legal effects concerning a data subject or significantly affects a data subject and which is based solely on
automated processing of personal data intended to evaluate certain personal aspects relating to him, such as his performance at
work, creditworthiness, reliability, conduct, etc. The data importer shall not make any automated decisions concerning data
subjects, except when:

a) i. such decisions are made by the data importer in entering into or performing a contract with the data
subject, and
ii.  the data subject is given an opportunity to discuss the results of a relevant automated decision with a
representative of the parties making such decision or otherwise to make representations to that
parties.

or

b) where otherwise provided by the law of the data exporter.
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ANNEX B
DESCRIPTION OF THE TRANSFER
(To be completed by the parties)

Data subjects
The personal data transferred concern the following categories of data subjects:

o Study team members, including principal investigator, sub-investigators, research staff of any clinical study Pfizer and
the Data Exporter.

e Patients (to the extent codified data could be deemed personal data).

Purposes of the transfer(s)
The transfer is made for the following purposes:

o To provide assistance and/or supervise the performance of the Clinical Study Agreement.
e To conduct the study, including any post-study activities (such as data reconciliation).

e To carry out professional performance evaluation.

e To determine the involvement of the data subjects in future research/studies.

o To comply with any regulatory requirements.

Categories of data
The personal data transferred concern the following categories of data:

o Study team members: Name, business contact details, CV details, role performed in the study.
e Patients: no identifiable data is transferred by the data exporter to the data importer.

Recipients
The personal data transferred may be disclosed only to the following recipients or categories of recipients:

o The business units of the Data Importer’s group (world-wide) which are dealing from time to time with the purposes
mentioned above.

e [Co-developers who participate in the study, as the case may be.]

e [T vendors providing technical support to the Data Exporter in connection with the databases where the personal data
are processed.

e Representatives of the study sponsor who are conducting monitoring or auditing activities
e Regulatory authorities world-wide.

Sensitive data (if appropriate)
The personal data transferred concern the following categories of sensitive data:

e None. In particular, patients’ medical information is previously codified by the data exporter in such a way that this
medical information cannot be attributed to a specific patient without the use of the code, being such code kept
separately by the data exporter only and subject by the data exporter to technical and organisational measures to ensure
non-attribution to an identified or identifiable patient.

Data protection registration information of data exporter (where applicable)
o [Where applicable, to be completed by the data exporter. Otherwise, please indicate “Not applicable”]
Additional useful information (storage limits and other relevant information)

o Personal data shall be kept as long as they are necessary for the purposes for which the data were transferred as
described hereunder.

Contact points for data protection enquiries

Data importer Data exporter

Pfizer and Institution Template (Slovakia) Vzor zmluvy medzi Pfizer a institiciou (Slovensko)
Template Version: March 2021 Verzia vzoru:Marec 2021
83 83



Priloha E

EUROPSKA KOMISIA
o GENERALNE RIADITELSTVO PRE SPRAVODLIVOST
’:,r . __: Riaditel’stvo C: Zakladné prava a ob&ianstvo EU

Oddelenie C.3: Ochrana udajov

Rozhodnutie Komisie K(2004)5721
SUBOR II

Standardné zmluvné doloZky na prenos osobnych iidajov zo Spolo&enstva do tretich krajin (prenosy medzi
prevadzkovatel’mi)

Dohoda o prenose tidajov

medzi
Detska fakultnia nemocnica s poliklinikou Banska Bystrica,

dalej len ,,vyvozca tidajov*

a
spolo¢nost’ou Pfizer Inc. so sidlom na 235 East 42nd Street, New York, New York 10017, USA

dalej len ,,dovozca tidajov*
jednotlivo ,,strana®, spolu ,,strany®.
Definicie

Na tcely tychto ustanoveni:

a) ,osobné udaje“, ,osobitné kategorie udajov/citlivé Udaje”, ,spracovat/spracovanie®, ,prevadzkovatel™,
,.sprostredkovatel, ,dotknutd osoba“ a ,,dozorny organ/organ“ maju rovnaky vyznam ako v smernici 95/46/ES
z 24. oktobra 1995 (pricom ,,organ‘“ znamena prislusny organ na ochranu udajov na uzemi, na ktorom ma vyvozca udajov

sidlo);

b) ,vyvozca udajov* je prevadzkovatel, ktory prendsa osobné udaje;

¢) ,dovozca udajov je prevadzkovatel’, ktory suhlasi s prijatim osobnych tidajov od vyvozcu idajov na d’alSie spracovanie
v sulade s podmienkami tychto doloziek a ktory nepodlieha systému tretej krajiny zabezpecujiicemu primerant ochranu;

d) ,dolozky* znamenaju tieto zmluvné dolozky, ktoré su samostatnym dokumentom, ktory nezahifia obchodné podmienky

stanovené zmluvnymi stranami podl'a samostatnych obchodnych dohdd.

Podrobnosti o prenose (ako aj osobné Gidaje, ktorych sa tyka) su uvedené v prilohe B, ktora tvori neoddelitel'nt sticast’ doloziek.
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L Povinnosti vyvozcu udajov

Vyvozca Gidajov zaru€uje a zavizuje sa, Ze:

a)

b)

c)

d)

©)

Osobné tdaje boli zhromazdené, spracované a prenesené v sulade s pravnymi predpismi, ktoré sa vztahuju na vyvozcu
udajov.

Vynalozil primerané Usilie na zistenie, ¢i je dovozca udajov schopny splnit’ svoje zdkonné povinnosti podla tychto
doloziek.

Na poziadanie poskytne dovozcovi udajov kopie prislusnych pravnych predpisov o ochrane tidajov alebo odkazy na ne (ak
je to relevantné a nezahffia pravne poradenstvo) krajiny, v ktorej ma vyvozca udajov sidlo.

Bude odpovedat’ na otazky dotknutych 0sob a organu tykajice sa spractivania osobnych udajov dovozcom udajov, pokial’
sa strany nedohodli, ze takto bude odpovedat’ dovozca udajov; v takom pripade bude vyvozca tdajov odpovedat v
primeranom rozsahu a s informaciami, ktoré ma primerane k dispozicii, aj vtedy, ak dovozca udajov nebude ochotny alebo
schopny odpovedat’. Odpovede sa poskytnt v primeranej lehote.

Na poziadanie spristupni kopiu doloziek dotknutym osobam, ktoré su opravnenymi tretimi stranami podl'a dolozky III,
pokial’ dolozky neobsahuju doverné informacie, v takom pripade moze takéto informacie odstranit. Ak sa informacie
odstrania, vyvozca udajov pisomne informuje dotknuté osoby o dévode odstranenia a o ich prave upozornit’ na odstranenie
organ. Vyvozca Udajov vSak dodrziava rozhodnutie organu tykajuce sa pristupu dotknutych osoéb k uplnému zneniu
doloziek, pokial’ dotknuté osoby sthlasili s reSpektovanim dévernosti odstranenych dévernych informacii. Vyvozca tidajov
poskytne organu aj képiu doloziek, ak sa to vyzaduje.

11 Povinnosti dovozcu tidajov

Dovozca udajov zarucuje a zavizuje sa, Ze:

a)

b)

<)

d)

€)

g)

Zavedie vhodné technické a organizaéné opatrenia na ochranu osobnych udajov pred nadhodnym alebo nezdkonnym
znienim alebo ndhodnou stratou, zmenou, neopravnenym zverejnenim alebo pristupom, ktoré poskytuji Groven
bezpecnosti primerant riziku, ktoré predstavuje spracovanie a povaha udajov, ktoré sa maju chranit’.

Zavedie postupy, aby kazda tretia strana, ktorej povoli pristup k osobnym udajom, vratane sprostredkovatelov,
reSpektovala a zachovavala dovernost’ a bezpecnost osobnych udajov. Kazda osoba konajuca na zéklade poverenia
dovozcu udajov vratane sprostredkovatel'a tidajov je povinna spracuvat’ osobné udaje len na zaklade pokynov dovozcu
udajov. Toto ustanovenie sa nevztahuje na osoby, ktoré si opravnené alebo povinné mat’ pristup k osobnym tdajom na
zaklade zakona alebo iného pravneho predpisu.

V case uzavretia tychto doloziek nema dévod domnievat’ sa, Ze existuju miestne pravne predpisy, ktoré by mali podstatny
nepriaznivy vplyv na zaruky poskytované podl'a tychto doloziek, a ak sa o takychto pravnych predpisoch dozvie, bude o
tom informovat’ vyvozcu Gdajov (ktory takéto oznamenie v pripade potreby postipi organuy).

Bude spractvat’ osobné udaje na ticely opisané v prilohe B a ma zakonné opravnenie poskytovat’ zaruky a plnit’ zavazky
uvedené v tychto dolozkach.

Vyvozcovi udajov urci kontaktné miesto v ramci svojej organizacie, ktoré je opravnené odpovedat’ na otazky tykajuce sa
spracuvania osobnych udajov, a v dobrej viere bude spolupracovat’ s vyvozcom tdajov, dotknutou osobou a organom v
suvislosti so vSetkymi takymito otdzkami v primeranej lehote. V pripade pravneho zaniku vyvozcu tdajov alebo ak sa tak
strany dohodli, dovozca udajov prevezme zodpovednost’ za dodrziavanie dolozky I pism. e).

Na ziadost’ vyvozcu udajov poskytne vyvozcovi tidajov dokaz o finanénych zdrojoch dostatocnych na plnenie svojich
povinnosti podl'a dolozky IIT (ktoré mézu zahinat’ poistné krytie).

Na zaklade primeranej ziadosti vyvozcu Gdajov predlozi svoje zariadenia na spracovanie udajov, stibory udajov a
dokumentaciu potrebnii na spracovanie udajov na preskimanie, audit a/alebo osvedCenie vyvozcom udajov (alebo
akymikol'vek nezavislymi alebo nestrannymi kontrolérmi alebo auditormi, ktorych vyberie vyvozca udajov a proti ktorym
dovozca tdajov nevznesie odovodnené namietky), aby sa zistilo dodrziavanie zaruk a zavézkov uvedenych v tychto
dolozkach, a to na zakladne oznamenia s primeranym predstihom a pocas beznych pracovnych hodin. Tato ziadost’ bude
podliehat’ akémukol'vek potrebnému stihlasu alebo schvaleniu regulaéného alebo dozorného organu v krajine dovozcu
udajov, pricom tento suhlas alebo schvalenie sa dovozca tidajov pokusi ziskat’ v¢as.
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h)

i)

Osobné udaje spraciva podl'a vlastného uvazenia v stilade s (so):
I pravnymi prdpismi o ochrane tidajov krajiny, v ktorej ma vyvozca udajov sidlo, alebo

ii. prislusnymi ustanoveniami® kazdého rozhodnutia Komisie podla ¢lénku 25 ods. 6 smernice 95/46/ES, ak
dovozca udajov spiia prislugné ustanovenia takéhoto povolenia alebo rozhodnutia a ma sidlo v krajine, na ktort
sa takéto povolenie alebo rozhodnutie vztahuje, ale na tGcely prenosu(-ov) osobnych udajov sa na neho takéto
povolenie alebo rozhodnutie nevzt'ahuje*, alebo

iii. zasadami spracovania udajov uvedenymi v prilohe A.

Osobné udaje nezverejni ani neprenesie tretostrannému prevadzkovatelovi tidajov mimo Eurépskeho hospodarskeho
priestoru (EHP), pokial’ o prenose neinformuje vyvozcu udajov a

i tretostranny prevadzkovatel’ spraciva osobné idaje v sulade s rozhodnutim Komisie, v ktorom sa uvadza, ze
tretia krajina poskytuje primeranu ochranu, alebo

ii. tretostranny prevadzkovatel’ idajov sa stane signatarom tychto doloziek alebo inej dohody o prenose tidajov
schvalenej prislusnym organom v EU, alebo

iii. dotknutym osobam bola poskytnuta moznost’ vzniest’ namietku po tom, ako boli informované o ti¢eloch prenosu,
kategoriach prijemcov a skutocnosti, ze krajiny, do ktorych sa idaje vyvazajii, mézu mat’ odlisné normy na

ochranu udajov, alebo

iv. pokial’ ide o d’al§ie prenosy citlivych uidajov, dotknuté osoby dali jednoznacny suhlas s d’alsim prenosom

I11. Zodpovednost® a prava tretich stran

a)

b)

Kazda strana zodpoveda ostatnym stranam za $kody, ktoré sposobi porusenim tychto doloziek. Zodpovednost medzi
stranami je obmedzena na skuto¢ne vzniknuta $kodu. Sankéna nahrada $kody (t. j. nahrada Skody urcena na potrestanie
strany za jej urazlivé spravanie) je vyslovne vylicena. Kazda strana zodpoveda dotknutym osobam za Skody, ktoré sposobi
akymkol'vek porusenim prav tretich stran podl'a tychto doloziek. Tym nie je dotknuta zodpovednost’ vyvozcu udajov podla
jeho pravnych predpisov na ochranu tidajov.

Zmluvné strany sa dohodli, ze dotknuta osoba mé pravo uplatnit’ si ako opravnena tretia strana tato dolozku a dolozky I
pism. b), I pism. d), I pism. e), II pism. a), I pism. c), Il pism. d), II pism. e), Il pism. h), II pism. i), III pism. a), V, VI
pism. d) a VII voci dovozcovi udajov alebo vyvozcovi udajov za poruSenie ich zmluvnych povinnosti v stvislosti s
osobnymi udajmi, a na tento Gcel akceptujii sudnu pravomoc v krajine sidla vyvozcu tdajov. V pripadoch tykajacich sa
obvineni z poru$enia zo strany dovozcu tdajov musi dotknuta osoba najprv poziadat’ vyvozcu tdajov, aby prijal vhodné
opatrenia na uplatnenie jej prav vo¢i dovozcovi Gdajov; ak vyvozca tidajov takéto opatrenia neprijme v primeranej lehote
(ktora by za normalnych okolnosti bola jeden mesiac), dotknutd osoba mdze potom uplatnit’ svoje prava priamo voci
dovozcovi udajov. Dotknuta osoba je opravnena postupovat’ priamo proti vyvozcovi udajov, ktory nevyvinul primerané
usilie na zistenie, ¢i je dovozca tidajov schopny splnit’ svoje pravne povinnosti podl'a tychto ustanoveni (dokazné bremeno,
ze vynalozil primerané usilie, nesie vyvozca udajov).

Iv. Rozhodné pravo pre dolozky

Tieto dolozky sa riadia pravom krajiny, v ktorej ma vyvozca Gdajov sidlo, s vynimkou zadkonov a inych pravnych predpisov
tykajtcich sa spractivania osobnych tidajov dovozcom udajov podl'a dolozky II pism. h), ktoré sa uplatiiuju len vtedy, ak si to dovozca
udajov zvoli podl'a uvedenej dolozky.

3 Prislugné ustanovenia“ st ustanovenia akéhokol'vek povolenia alebo rozhodnutia s vinimkou ustanoveni o presadzovani
akéhokol'vek povolenia alebo rozhodnutia (ktoré sa riadia tymito dolozkami).
4 Ustanovenia prilohy A.5 tykajice sa prav na pristup, opravu, vymazanie a namietku sa viak musia uplatiiovat’, ak sa zvoli tato
moznost’, a maji prednost’ pred vSetkymi porovnatelnymi ustanoveniami zvoleného rozhodnutia Komisie.
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V. Riesenie sporov s dotknutymi osobami alebo organom

a) 'V pripade sporu alebo naroku vzneseného dotknutou osobou alebo organom v suvislosti so spracivanim osobnych udajov
voci jednej alebo obom strandm sa budl strany navzajom informovat’ o vSetkych takychto sporoch alebo narokoch a budu
spolupracovat’ s cielom ich v€asného zmierlivého urovnania.

b) Strany sthlasia s tym, ze budu reagovat’ na akékol'vek vSeobecne dostupné nezavizné mediacné konanie iniciované
dotknutou osobou alebo organom. Ak sa strany ztc€astnia na konani, mézu sa rozhodnut, Ze sa ho z¢astnia na dial’ku
(napriklad telefonicky alebo inymi elektronickymi prostriedkami). Strany sa tiez dohodli, Ze zvazia ucast’ na akomkol'vek
inom rozhodcovskom konani, medidcii alebo inom konani na rieSenie sporov, ktoré vzniklo pre spory tykajuce sa ochrany
udajov.

¢) Kazda strana sa podriadi rozhodnutiu prislusného stidu krajiny, v ktorej ma vyvozca udajov sidlo, alebo organu, ktoré¢ je
koneéné a proti ktorému sa uz nemozno odvolat’.

VI. Ukoncéenie

a) 'V pripade, ze dovozca udajov porusi svoje povinnosti vyplyvajice z tychto doloziek, vyvozca tdajov modze docasne
pozastavit’ prenos osobnych tidajov dovozcovi tdajov az do odstranenia porusenia alebo do ukoncenia zmluvy.

b) 'V pripade, ze:

i vyvozca udajov doCasne pozastavil prenos osobnych udajov dovozcovi udajov na dobu dlhsiu ako jeden mesiac
podl'a pismena a);

il. dodrziavanie tychto doloziek zo strany dovozcu udajov by viedlo k poruseniu jeho zakonnych alebo regulaénych
povinnosti v krajine dovozu;

iil. dovozca tdajov podstatne alebo trvalo porusuje akékol'vek zaruky alebo zavizky, ktoré poskytol podl'a tychto
doloziek;
iv. koneéné rozhodnutie, proti ktorému sa uz nemozno odvolat’, vydané prislusnym sidom krajiny, v ktorej ma

vyvozca udajov sidlo, alebo organom, ktory rozhodol, Zze doslo k poruseniu doloziek zo strany dovozcu alebo
vyvozcu udajov, alebo

v. je podana ziadost’ o spravu alebo likvidaciu dovozcu udajov, ¢i uz v jeho osobnom alebo obchodnom postaveni,
ktora nie je zamietnutd v lehote na zamietnutie podl'a platnych pravnych predpisov; je vydané rozhodnutie o
likvidacii; je vymenovany spravca nad akymkol'vek jeho majetkom; je vymenovany spravca konkurznej
podstaty, ak je dovozca tidajov fyzicka osoba; je nim zacaté dobrovolné vyrovnanie spolo¢nosti; alebo nastane
akakol'vek rovnocenna udalost’ v akejkol'vek jurisdikecii,

potom je vyvozca tdajov bez toho, aby boli dotknuté akékol'vek iné prava, ktoré moéze mat’ voci dovozcovi udajov,
opravneny ukoncit’ platnost’ tychto doloziek, pricom v takom pripade je potrebné informovat’ organ, ak sa to vyzaduje. V
pripadoch uvedenych v bodoch i), ii) alebo iv) mdze tieto ustanovenia vypovedat’ aj dovozca tdajov.

c¢) Ktordkol'vek zo stran modze ukoncit’ platnost’ tychto doloziek, ak i) sa vyda akékol'vek kladné rozhodnutie Komisie o
primeranosti podl’a ¢lanku 25 ods. 6 smernice 95/46/ES (alebo akéhokol'vek nahradzajuceho textu) vo vzt'ahu ku krajine
(alebo jej sektoru), do ktorej dovozca tidajov prenasa a kde spractiva udaje, alebo ii) smernica 95/46/ES (alebo akykolI'vek
nahradzajuci text) sa stane v takejto krajine priamo uplatnitel'nou.

d) Zmluvné strany sa dohodli, Ze ukoncenie platnosti tychto doloziek kedykol'vek, za akychkol'vek okolnosti a z akéhokol'vek
dovodu (s vynimkou ukoncenia platnosti podl'a dolozky VI pism. c)) ich nezbavuje povinnosti a/alebo podmienok
vyplyvajucich z tychto ustanoveni, pokial’ ide o spracovanie prenesenych osobnych tdajov.

VIL Zmeny tychto doloZiek

Zmluvné strany nesmu tieto dolozky menit’ s vynimkou aktualizacie akychkol'vek informacii v prilohe B, pricom v takom pripade
budu v pripade potreby informovat’ organ. To nevylucuje, aby strany v pripade potreby pridali d’alSie obchodné dolozky.

VIII. Opis prenosu
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Podrobnosti o prenose a osobnych udajoch su uvedené v prilohe B. Zmluvné strany sa dohodli, Ze priloha B méze obsahovat’ doverné
obchodné informacie, ktoré neposkytnu tretim stranam, s vynimkou pripadov, ked’ to vyzaduje zakon alebo odpoved’ prislusnému
regulaénému alebo vladnemu organu, alebo ak sa to vyzaduje podl'a dolozky I pism. e). Strany mézu uzavriet’ d’alSie prilohy, ktoré
sa budu tykat’ d’alSich prevodov a ktoré sa v pripade potreby predlozia organu. Priloha B moze byt alternativne vypracovana tak, aby
sa vzt'ahovala na viacero prenosov.

DAtum: ..o

ZA DOVOZCU UDAJOV ZA VYVOZCU UDAJOV
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PRILOHA A
ZASADY SPRACOVANIA UDAJOV

Obmedzenie tcelu: Osobné tidaje sa mézu spracuvat’ a nasledne pouzivat’ alebo d’alej oznamovat’ len na ucely opisané v prilohe
B alebo nasledne schvalené dotknutou osobou.

Kvalita udajov a proporcionalita: Osobné udaje musia byt’ presné a v pripade potreby aktualizované. Osobné tidaje musia byt
primerané, relevantné a nie nadmerné vzhl'adom na ticely, na ktoré sa prenasaji a d’alej spractivaju.

Transparentnost Dotknutym osobam musia byt poskytnuté tdaje, ktoré su potrebné na zabezpeCenie spravodlivého
spracovania (napriklad informacie o Gi¢eloch spracovania a o prenose), pokial’ takéto informacie uz neposkytol vyvozca udajov.

Bezpecnost’ a dovernost: Prevadzkovatel' tidajov musi prijat’ technické a organizaéné bezpecnostné opatrenia, ktoré su
primerané rizikam, ako je nahodné alebo nezadkonné znicenie, nahodna strata, zmena, neopravnené zverejnenie alebo pristup,
ktoré spracovanie predstavuje. Akakol'vek osoba konajica pod vedenim prevadzkovatela udajov vratane sprostredkovatel’a
nesmie spracivat’ daje inak ako na zaklade pokynov prevadzkovatel'a udajov.

Préavo na pristup, opravu, vymazanie a namietku: Ako sa uvadza v ¢lanku 12 smernice 95/46/ES, dotknutym osobam sa musia
priamo alebo prostrednictvom tretej strany poskytnit osobné informacie, ktoré o nich organizacia uchovéava, s vynimkou
ziadosti, ktoré st zjavne zneuzivajice, v neprimeranych intervaloch alebo pocte, alebo sa opakuju ¢i su systematické, alebo
v pripade ktorych sa pristup nemusi poskytnut’ podl'a pravnych predpisov krajiny vyvozcu udajov. Za predpokladu, Ze organ
udelil predchadzajuci suhlas, pristup sa nemusi udelit’ ani vtedy, ak by to mohlo vazne poskodit’ zaujmy dovozcu udajov alebo
inych organizacii, ktoré s dovozcom idajov obchoduju, a ak nad tymito zaujmami neprevazuju zaujmy zakladnych prav a slobod
dotknutej osoby. Zdroje osobnych tidajov sa nemusia identifikovat’, ak to nie je mozné ani pri vynaloZeni primeraného usilia
alebo ak by sa tym porusili prava inych osob ako jednotlivca. Dotknuté osoby musia mat’ moznost’ dosiahnut’ opravu, zmenu
alebo vymazanie osobnych tidajov, ktoré sa ich tykaju, ak st nepresné alebo sa spractuvaju v rozpore s tymito zdsadami. Ak
existuju zavazné dévody na pochybnosti o opravnenosti ziadosti, organizacia moze pred pristipenim k oprave, zmene alebo
vymazaniu pozadovat’ d’alSie odévodnenia. Oznamenie o akejkol'vek oprave, zmene alebo vymazani tretim stranam, ktorym
boli tdaje poskytnuté, sa nemusi vykonat’, ak si to vyzaduje neprimerané usilie. Dotknuta osoba musi mat’ tiez moznost’
namietat’ proti spractivaniu osobnych tudajov, ktoré sa jej tykaju, ak existuju zavazné opravnené dovody tykajuce sa jej
konkrétne;j situacie. Dokazné bremeno v pripade akéhokol'vek odmietnutia spo¢iva na dovozcovi udajov a dotknuta osoba moze
odmietnutie vzdy napadnut’ pred organom.

Citlivé udaje: Dovozca udajov prijme také dodatocné opatrenia (napr. tykajuce sa bezpecnosti), ktoré su potrebné na ochranu
takychto citlivych tidajov v sulade s jeho povinnostami podl'a dolozky II.

Udaje pouzivané na marketingové tcely: Ak sa tidaje spractivaju na tcely priameho marketingu, mali by existovat’ u¢inné
postupy, ktoré dotknutej osobe umoznia kedykol'vek ,,odmietnut* pouzivanie jej udajov na takéto ucely.

Automatizované rozhodnutia: Na ucely tohto dokumentu sa pod pojmom ,,automatizované rozhodnutie* rozumie rozhodnutie
vyvozcu alebo dovozcu udajov, ktoré ma pravne Gcinky tykajice sa dotknutej osoby alebo sa dotknutej osoby vyznamne dotyka
a ktoré je zaloZzené vyluéne na automatizovanom spractivani osobnych tidajov uréenych na vyhodnotenie uréitych osobnych
aspektov tykajicich sa dotknutej osoby, ako je jej pracovny vykon, bonita, spolahlivost, spravanie atd. Dovozca udajov
nevykonava ziadne automatizované rozhodnutia tykajtice sa dotknutych o0s6b s vynimkou pripadov, ked”:

a) L. takéto rozhodnutia prijima dovozca udajov pri uzatvérani alebo plneni zmluvy s idajmi s dotknutou osobou a

ii.  dotknuta osoba ma moznost’ prediskutovat’ vysledky prislusného automatizovaného rozhodnutia so zastupcom
stran, ktoré takéto rozhodnutie prijimaju, alebo sa inak vykonat’ vyhlasenie k tymto stranam.

alebo
b) ak pravne predpisy vyvozcu Gdajov stanovuji inak.
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PRILOHA B
OPIS PRENOSU

(Vyplnia strany)

Dotknuté osoby
Prenésané osobné udaje sa tykaju tychto kategorii dotknutych osob:

o clenov timu klinického skisania vratane hlavného skusajiiceho, spoluskisajucich, vyskumnych pracovnikov akéhokolvek
klinického skusSania zadaného spolocnostou Pfizer Inc. a vykondvaného vyvozcom udajov v silade so zmluvou o klinickej
skusani medzi spolocnostou Pfizer a vyvozcom udajov;

e  pacientov (v rozsahu, v akom by sa kédované vidaje mohli povazovat za osobné tidaje).

Ukel prenosu(-ov)
Prenos sa uskutociuje na tieto ucely:

o poskytnut pomoc a/alebo dohliadat na plnenie zmluvy o klinickom skusani;

o vkonavat klinické skusanie vratane vSetkych cinnosti po ukonceni klinického skusania (napriklad zosuladenie udajov);
e vykonavat hodnotenie odborného vykonu;

e urcit zapojenie dotknutych osob do budiiceho vyskumu/klinickych skusani;

e dodrZiavat vsetky regulacné poziadavky.

Kategérie udajov
Prenasané osobné udaje sa tykaju tychto kategorii idajov:

o Clenovia timu klinického skisania: meno, kontaktné udaje, Zivotopisné udaje, rola v klinickom skisani;

®  pacienti: vyvozca udajov neprendsa ziadne identifikovatelné uidaje dovozcovi uidajov.

Prijemcovia

Prenasané osobné udaje sa mézu poskytnit’ len tymto prijemcom alebo kategoriam prijemcov:
e obchodné jednotky skupiny dovozcu udajov (na celom svete), ktoré sa z casu na cas zaoberaju vyssie uvedenymi ucelmi,
e [spoluvyvojari, ktori sa zucastiiuju klinického skusania, podla okolnosti];

e dodavatelia IT, ktori poskytujui technickui podporu vyvozcovi udajov v suvislosti s databdazami, v ktorych sa spracuvaji
osobné udaje;

e zdstupcovia zadavatela klinického skiusania, ktori vykonavaju monitorovacie alebo kontrolné cinnosti;

e regulacné organy na celom svete.

Citlivé udaje (ak je to vhodné)
Prenasané osobné udaje sa tykaju tychto kategorii citlivych udajov:

e Ziadne. Konkrétne, lekdrske informdcie o pacientoch sii vopred vyvozcom iidajov kédované takym spésobom, Ze tieto
lekarske informdcie nie je mozné priradit konkrétnemu pacientovi bez pouzitia kédu, pricom takyto kod uchovava vyvozca
udajov oddelene a vyvozca udajov nan vztahuje technické a organizacné opatrenia na zabezpecenie nepriradenia k
identifikovanému alebo identifikovatelnému pacientovi.

Registra¢né udaje o ochrane idajov vyvozcu udajov (v pripade potreby)

e [V pripade potreby vypini vyvozca udajov. V opacnom pripade uved'te ,, Neaplikovatelné “.]
Dal3ie uZitotné informacie (Gasové limity uchovavania a iné délezité informacie)

e Osobné udaje sa uchovavaju tak dlho, ako je to potrebné na ucely, na ktoré boli uidaje prenesené, ako je uvedené nizsie.
Kontaktné miesta pre otazky tykajuce sa ochrany udajov

Dovozca udajov Vyvozca udajov
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