CLINICAL STUDY AGREEMENT
among
ICON Clinical Research Limited
and
XXX
and
Narodny ustav detskych chorob

Pfizer Protocol # B1931036

This Clinical Study Agreement
(“Agreement”) among

ICON Clinical Research Limited with a
place of business at South County Business
Park, Dublin 18, Ireland represented by XXX,
Senior Clinical OperationsStudy Start-Up
Manager (“CRO”)

and

XXX, domiciled at address XXX (“Principal
Investigator™),

and

Narodny Ustav detskych chor6b, with a
place of business at Limbova 1, 833 40
Bratislava, Slovak Republic (*“Institution™),

when signed by all parties, shall enter into
force and effect on the day following its
publication in the central register of contracts
subject to compliance with the requirement to

publish the redacted version of the Agreement

in accordance with Section 15.2 (Publication
of Redacted Agreement).

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

B1931036 Institution: NUDCH Bratislava, Pl: xXX,

Site: XXX
Three-Party Template (Slovakia)
May 2018

Template Version:

1

ZMLUVA O KLINICKOM SKUSANI
medzi
ICON Clinical Research Limited
a
XXX
a
Narodny ustav detskych chorob

Protokol spolo¢nosti Pfizer ¢. B1931036

Tato zmluva o klinickom sktisani (d’alej
»Zmluva“) medzi

spolo¢nost'ou ICON Clinical Research
Limited, so sidlom na adrese South County
Business Park, Dublin 18, irsko, zastipeny
XXX, Senior Study Start-Up Manager (d’alej
~CRO")

a

XXX, trvale bytom na XXX (d’alej ,,hlavny
skusajuci*),

a

Narodny ustav detskych chordb, so sidlom
Limbova 1, 833 40 Bratislava, Slovenska
republika (d’alej ,.institdcia“),

po podpisani vSetkymi zmluvnymi stranami
nadobudne platnost’ a i€innost’ diiom
nasledujucim po jej zverejneni v centralnom
registri zmlav pod podmienkou splnenia
poziadaviek na zverejnenie redigovanej
verzie zmluvy v silade s ¢ast'ou 15.2
(Zverejnenie redigovanej zmluvy).

Spoloc¢nost’ Pfizer Inc. so sidlom na adrese 66
Hudson Boulevard East, New York, NY
10001, Spojené Staty americké (dalej
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sponsor a clinical study entitled *“ XXX ”
(“Study”) to be conducted by Principal
Investigator XXX at Institution and with a
trial site address at Narodny Ustav detskych
chordb, Klinika detskej hematoldgie a
onkolégie LF UK a NUDCH, Limbova
2643/1, 833 40 Bratislava — mestska ¢ast’
Nové Mesto under the Pfizer protocol
identified above (“Protocol”). Pfizer has
delegated responsibility for management of
this Study, including contracting and Study
monitoring, to CRO, and has authorized CRO
to bind Pfizer to all commitments within this
Agreement identified as belonging to Pfizer.
As a Sponsor, Pfizer is aware of all its
obligations, including, but not limited to, the
obligation under Section 43 (h) of Act
362/2011 Caoll.

The parties agree as follows:

1. Responsibilities

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

1.2 Compliance Obligations.
Principal Investigator and
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»Spolo¢nost’ Pfizer®) si zeld byt
zadavatel'om klinického sktiSania s nazvom
SXXX (dalej ,,klinické skusanie®), ktoru
bude vykonavat’ hlavny skuSajici XXX v
inStitucii a na adrese pracoviska v skusani
Narodny Ustav detskych choréb, Klinika
detskej hematoldgie a onkoldgie LF UK a
NUDCH, Limbova 2643/1, 833 40
Bratislava — mestska ¢ast’ Nové Mesto
podl’a vyssie uvedeného protokolu
spolo¢nosti Pfizer (d’alej ,,protokol*™).
Spolocnost’ Pfizer preniesla zodpovednost’ za
riadenie tohto klinického skdsania, vratane
vztahov so zmluvnymi dodévatel'mi a
monitorovanie klinického skiSania na CRO a
poverila CRO, aby zaviazala spolocnost’
Pfizer vSetkymi zavézkami v ramci tejto
zmluvy, ktoreé st identifikované ako patriace
spolo¢nosti Pfizer. Spolo¢nost’ Pfizer ako
zadavatel si je vedoma vSetkych svojich
povinnosti, a to najma, nie vSak vyluéne,
povinnosti podl’a ustanovenia § 43 pismeno
h) zdkona 362/2011 Z. z..

Zmluvneé strany sa dohodli na nasledujdcom:

1. Zodpovednosti

1.1  SkudSajuci a skdSajuci personal.
Klinicke skusanie bude
vykonavat’ hlavny skasajuci.
Hlavny skdSajuci je
zamestnancom institlcie..
Hlavny skuSajtci zabezpeci, Ze
len osoby, ktoreé su riadne
vySkolené a kvalifikované
budu pomahat’ pri vykondvani
klinického skiSania ako
spoluskusajuci alebo skusajuci
personal.

1.2 Povinnost’ dodrziavania

pravidiel. Hlavny skusajuci a
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1.3

Institution are responsible to
CRO and Pfizer for
compliance by all Study
personnel 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.
Institution is responsible for
compliance by all personnel
who are employees or
contractors of Institution, and
Principal Investigator is
responsible for compliance by
any personnel not employed or
contracted by Institution.

Pfizer GCP Training. Prior to
enrollment of any Study
Subjects (as defined in Section
4, Subject Enrollment),
Principal Investigator and any
sub-investigators will
complete the Pfizer-provided
Good Clinical Practice training
course (“Pfizer GCP
Training”). Any investigators
who later join the Study will
complete the Pfizer GCP
Training before performing
Study-related duties. For
studies of applicable duration,
Principal Investigator and sub-
investigators will complete
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1.3

inStitucia zodpovedaju CRO a
spolocnosti Pfizer za to, ze
cely skusajuci personél 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.
InStitdcia je zodpovedna za to,
ze vSetci ¢lenovia personalu v
skusani, ktori su
zamestnancami alebo
zmluvnymi dodavatel'mi
institicie, budu dodrziavat
zasady a hlavny skuSajuci je
zodpovedny za to, Ze zasady
budu dodrziavat’ vSetci
¢lenovia personalu v skusani,
ktori nie su zamestnancami
alebo zmluvnymi dodavatel'mi
institcie.

Skolenie spolo&nosti Pfizer o
GCP. Pred zaradenim
akéhokol'vek uicastnika
klinického skiSania (ako je
definované v casti 4,
Zarad’ovanie Ucastnikov),
hlavny skdSajuci a
ktorykol'vek spoluskusajuci
absolvuje Skolenie o spravnej
klinickej praxi spoloc¢nosti
Pfizer (d’alej ,.Skolenie
spolo¢nosti Pfizer o GCP*).
Kazdy skusajdci, ktory sa
zapoji do vykonavania
klinického skiSania neskor,
bude absolvovat’ skolenie
spolo¢nosti Pfizer o GCP
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Pfizer GCP Training every
three years during the term of
the Study, or more often if
there are significant changes to
the ICH GCP guidelines or
course materials.

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

a. The parties confirm
that none of the
activities under this
Agreement will (i) take
place in a Restricted
Market; (ii) involve
individuals from or
ordinarily resident in a
Restricted Market; and
(iii) involve companies,
organizations, or
Governmental Entities
from a Restricted
Market. “Restricted
Market” shall mean the
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predtym, nez zacne vykondvat’
svoje povinnosti v ramci
klinického skuSania. V pripade
klinickych skasani s prislusnou
diZkou trvania bude
absolvovat hlavny skusajuci a
spoluskusajuci Skolenie
spolo¢nosti Pfizer o GCP
kazdé tri roky pocas trvania
klinického skuSania alebo
Castejsie, ak dojde k
vyznamnym zmenam v
smerniciach ICH GCP alebo v
Skoliacom materidli.

1.4 Sulad s pravidlami

medzinarodného obchodu.
Zmluvné strany beru na
vedomie, Ze ¢innosti vyplyvajlce
z tejto zmluvy mozu podliehat
prislusnym zakonom a
predpisom tykajucim sa dovozu,
vyvozu a hospodarskych sankcii
(d’alej ,,zdkony tykajuce sa
pravidiel medzinarodného
obchodu®). Intitucia, hlavny
skuSajuci a CRO budu
dodrziavat’ vsetky prislusné
zakony tykajlce sa riadenia
globalneho obchodu.

a. Zmluvné strany potvrdzuju, ze

ziadna Cinnost’ vyplyvajuca z
tejto zmluvy (i) sa nebude
vykonavat’ v rdmci
obmedzeného trhu; (ii) nebudi
angazovat’ jednotlivcov z oblasti
obmedzeného trhu ani beznych
rezidentov oblasti s
obmedzenym trhom; a (iii)
nebudt angazovat’ spolo¢nosti,
organizacie Ci Statne subjekty z
oblasti obmedzeného trhu.
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Crimean Peninsula,
Cuba, the Donbass
Region, Iran, North
Korea, Sudan, and

Syria.

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

With respect to this
Agreement, Restricted
Party Lists include the
Consolidated Screening
List
(https://www.export.go
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Pojem ,,obmedzeny trh* sa
vztahuje na Krymsky polostrov,
Kubu, region Donbas, Iran,
Severnu Koreu, Sudén a Syriu.

b. Kazda zmluvna strana vyhlasuje

a zarucuje, (i) Ze nie je na
zozname obmedzenych stran
(definované nizsie); (ii) Ze nie je
vlastnend ani riadena ziadnou
osobou ani subjektom na
zozname obmedzenych stran; a
(i11) a ze na vykondvania ¢innosti
vyplyvajlcich z tejto zmluvy
nebude angazovat’ ziadnu osobu
ani subjekt na zozname
obmedzenych stran. Ak na
vykondvania ¢innosti
vyplyvajucich z tejto zmluvy
bude angaZovana osoba alebo
subjekt na zozname
obmedzenych stran, zmluvna
strana, ktorej sa tyka dana osoba
alebo subjekt, to okamzite
oznami druhej zmluvnej strane a
prerusi relevantné dotknuté
¢innosti vratane kazdej dotknute;j
platby, dokym sa zmluvné strany
nedohodntl na pokracovani.

¢. V suvislosti s touto zmluvou

zoznamy obmedzenych strén
zahfiaja konsolidovany
preverovaci zoznam
(https://www.export.gov/consoli
dated_screening_list), systém
zoznamu vylucenych stran
(https://www.sam.gov) a
konsolidovany zoznam o0sdb,
skupin a subjektov
podliehajucich finanénym
sankciam EU
https://eeas.europa.eu/headquarte
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https://www.export.gov/consolidated_screening_list

v/consolidated_screeni
ng_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/h
eadquarters/headquarte
rs-
homepage/8442/consol
idated-list-sanctions_en

1.5  Health Insurance Company
notification. Principal
Investigator hereby undertakes
to inform the Health Insurance
Company of each enrolled
insured person, Study Subject
(defined below), and of each
Study Subject completion of
participation in the Study.

2. Funding. CRO 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.

2.1 Payee. As indicated in
Attachment A, Institution is
the payee for all Study
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rs/headquarters-
homepage/8442/consolidated-
list-sanctions_en.

1.5 Oznamenie zdravotnej
poistovni. Hlavny skdsajuci sa
tymto zavézuje, Ze bude
informovat’ zdravotni
poistoviiu o zaradeni kazdého
poistenca, t€astnika klinického
skdSania (ako je definovany
nizsie) do klinického skd3ania,
ako aj 0 ukonceni ucasti
kazdého ucastnika klinického
skuSania v klinickom skusani.

2 Financovanie. CRO poskytne intitdcii
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. Institdcia
potvrdzuje, Ze platby poukazované
inStitucii su v sulade s prislusnym
zakonom a vSetkymi prislusnymi
zasadami a s postupom institucie.

2.1 Prijemca platby. Ako je
uvedené v prilohe A, indtitlcia
je prijemcom platbhy za vSetky
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2.2

2.3

funding. CRO’s only payment
obligation under this
Agreement is to Institution.
Allocation of funds between
Institution and Principal
Investigator is governed by an
internal institution’s
directive. Principal
Investigator releases CRO and
Pfizer from any obligation or
liability related to the
disbursement of funds by
Institution. In case that
individual payments are made
via the Greenphire portal, the
CRO will monitor the process
and eligibility of payments.

Investigator Meetings. If
Principal Investigator or other
Study personnel are required
to attend investigator meetings
for this Study, CRO 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
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ukony preplatené v ramci
klinického skiSania. CRO ma v
ramci tejto zmluvy platobnu
povinnost’ len voci institicii.
Rozdelenie fondov medzi
inStitaciou a hlavnym
skdSajucim podlieha internym
smerniciam institacie. Hlavny
skd$ajuci zbavuje CRO a
spolo¢nost’ Pfizer povinnosti
alebo zodpovednosti za
vyplacanie financnych
prostriedkov instituciou.

V pripade Uhrady jednotlivych
platieb prostrednictvom portalu
Greenphire bude CRO sledovat’
proces a opravnenost’ platieb.

2.2 Stretnutia skuSajucich. Ak sa od

hlavného skiSajuceho alebo
in¢ho Clena personalu v skuSani
pozaduje, aby sa zcastnil
stretnuti skusajacich

v suvislosti s tymto klinickym
sktiSanim, CRO zabezpeci a
priamo uhradi ndklady na
cestovanie a ubytovanie a
pokryje aj primerané naklady na
jedlo v savislosti s tymito
stretnutiami, nebude vSak
poskytovat’ platbu za ucast’.

2.3 Zverejnenie informacii zo

strany spolocnosti Pfizer. V
zaujme transparentnosti
ohl'adom jej vztahu so
skdSajucimi a pracoviskami
klinického skisania, alebo aby
sa zabezpecilo dodrziavanie
prisludnych pravnych predpisov,
mdoZe spolocnost’ Pfizer
zverejnit’ podporu, ktort
poskytuje v ramci tejto zmluvy.
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and the Principal Investigator,
but will clearly differentiate
between payments or other
transfers of value to
institutions and those made to
individuals.

3. Protocol. 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.

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

3.2  No Additional Research. No
additional research may be
conducted on Study Subjects
(as defined in Section 4,
Subject Enrollment) during the
conduct of the Study or on
biological samples collected
during the conduct of the
Study unless it is approved by
Pfizer and documented as an
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Takéto zverejnenie informacii
7o strany spoloc¢nosti Pfizer
moze identifikovat inStitciu aj
hlavného skuSajuceho, ale jasne
rozlisi medzi platbami alebo
inymi prevodmi hodn6t
intitucii a jednotlivcom.

3 Protokol. Hlavny skd$ajuci bude
vykonévat’ toto klinické sktiSanie a vSetky
¢innosti v ramci klinického skusania v
sulade s protokolom, ako aj podmienkami
stanovenymi v schvaleni klinického
skugania Statnym Gstavom pre kontrolu
lieCiv a nezavislou etickou komisiou
(dalej ,,.SUKL/NEK*) a s nahlasovanim
neZiaducich udalosti.

3.1 Dodatky. Protokol moze byt
upraveny len pisomnym
dodatkom odsuhlasenym
spolo¢nost'ou Pfizer, hlavnym
skusajlicim a SUKL a
zodpovednou NEK (d’alej
»,Dodatok"). Vynimkou su
pripady popisané v protokole a
tykajlce sa nadzovych zmien
potrebnych na ochranu
bezpecnosti ucastnikov
klinického skiSania (ako je
definované v casti 4,
Zarad’ovanie ucastnikov).

3.2 Zakaz dodatocného vyskumu.
Ziadny dodatoény vyskum
nemdze byt vykonany na
ucastnikoch klinického
skdSania (ako su definovani v
Casti 4), ani na biologickych
vzorkéach odobratych pocas
vykonavania tohto klinického
sktsania pokial’ nebude
odsuhlaseny spolo¢nostou
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Amendment to the Protocol or
made subject to mutually
agreeable terms otherwise
documented by the parties.

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

4.1 Multi-Center Studies. CRO,
upon Pfizer’s prior
instructions, may 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 Principal
Investigator has enrolled the
minimum number of Study
Subjects.

Study Conduct
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Pfizer a zdokumentované vo
forme dodatku k protokolu,
alebo ak sa na tom zmluvné
strany nedohodli na z&klade
vzajomne prijatelnych a
zdokumentovanych
podmienok.

Zaradenie ucastnika. Hlavny skuSajuci
suhlasi, Ze zaradi kvalifikovanych
ucastnikov klinického sktiSania pocas
obdobia zarad’ovania Specifikovaného
spolo¢nostou Pfizer, okrem pripadu,
Ze CRO po ziskani pokynov od
spolo¢nosti Pfizer zmeni toto obdobie
zarad’'ovania pisomnym oznamenim.
Za kvalifikovaného ucastnika sa
povazuje osoba, ktora spiiia vietky
kritéria protokolu na zaradenie do
klinického sktisania (d’alej ,,0¢astnik
klinického skusania‘®)

4.1  Multicentricke klinické
skuSania. Po predchadzajicom
pokyne spolo¢nosti Pfizer
moze CRO ukoncit’ nabor
ucastnikov klinického sktiSania
predcasne prostrednictvom
pisomného oznadmenia, ak bol
celkovy pocet ucastnikov
potrebnych do
multicentrického klinického
skdSania dosiahnuty pred
ukoncenim obdobia
zarad’'ovania do tohto
klinického skuSania alebo
predtym, nez hlavny skusajuci
zaradil minimalny pocet
ucastnikov klinického
skusania.

Vykonavanie klinického skiSania
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5.1

5.2

Charging Study Subjects.
Neither Principal Investigator
nor Institution will charge a
Study Subject or third-party
payer for Investigational Drug
(see Section 8, Investigational
Drug) or for any services
reimbursed by CRO under this
Agreement.

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

6. Data Protection and FDA Financial

Disclosure

6.1

Personal Data. Pfizer,
Institution and Principal
Investigator shall comply with
the protection of personal data
terms and obligations set forth
in Attachment E.

B1931036 Institution: NUDCH Bratislava, Pl: xXX,
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5.1

5.2

Poplatky od ucastnikov
klinického skuSania. Hlavny
skusajdci ani institacia nebudu
ucastnikovi klinického
skuSania alebo platitel'ovi -
tretej strane Uctovat’ za
skusany liek (pozri Cast’ 8,
Skusany liek), ani za Ziadne
sluzby, ktoré v ramci tejto
zmluvy preplaca CRO.

Bezpecnostné opatrenia a
zavazné poruSenia protokolu
alebo smernic ICH GCP.
Hlavny skiSajuci bude
okamzite informovat’ CRO o
akychkol'vek naliehavych
bezpecnostnych opatreniach,
ktort musel hlavny skusajici
prijat’ na ochranu ucastnikov
klinického skisania pred
bezprostrednym
nebezpecenstvom. Hlavny
skdSajuci a institacia bude
okamzite informovat’ CRO o
akomkol'vek zdvaznom
poruseni protokolu alebo
smernic ICH GCP, o ktorom
sa dozvedia.

Ochrana Udajov a zverejnenie

finanénych informacii podl'a

poziadaviek FDA.

6.1 Osobné udaje. Spolo¢nost’

Pfizer, institGcia a hlavny
skusajuci bude dodrziavat
podmienky a zavazky
ustanovené v prilohe E
tykajuce sa ochrany osobnych
udajov.
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6.2

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 or
Institution, as appropriate, will
ensure that any sub-
investigator engaged in the
Study agrees, to disclose to
CRO and 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
CRO to enable Pfizer to
comply with the FDA
Regulation.

7. Informed Consent and Subject

Recruitment.

7.1

Informed Consent. Principal
Investigator will obtain a
written informed consent for
each Study Subject and will
maintain a signed original of
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6.2

Finan¢né priznanie. V pripade,
ked spolo¢nost’ Pfizer usudi,
Ze klinické skusanie ,,bude
podliechat™ nariadeniu
»Financné priznanie
skusajtcich®, ktoré vydal Urad
pre potraviny a lieky USA
(d’alej ,,nariadenie FDA"),
hlavny skuSajuci suhlasi a
hlavny skdSajuci alebo
institucia (podl'a toho, ¢o je
pouzitel'n€) zabezpeci, ze
vsetci spoluskdsajuci zapojeni
do tohto klinického skusania
spristupnia CRO a spoloc¢nosti
Pfizer vSetky relevantné
finan¢né a iné informacie
(vratane podielov na vlastnom
imani spolo¢nosti Pfizer alebo
ktorejkol'vek z jej
pridruzenych spolo¢nosti),
ktoré sa viazu k hlavnemu
skdSajucemu alebo
spoluskusajacim, podl'a
daného pripadu (a tam, kde je
to nalezite, aj k
manzelovi/manzelke a
zavislym osobam hlavného
skdSajuceho alebo
spoluskusajuceho), ako to
vyzaduje CRO, aby umoznilo
spolo¢nosti Pfizer konat’ v
sulade s nariadenim FDA.

7. Informovany suhlas a nébor

ucastnikov.

7.1

Informovany suhlas. Hlavny
skusajlci ziska pisomny
informovany suhlas od
kazdého ucastnika klinického
skd$ania, a uchova podpisany

B1931036 Institdcia: NUDCH Bratislava, Hlavny
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that consent in that Study
Subject’s record. CRO and/or
Pfizer will provide a template
informed consent document
for the Study. Institution and
Principal Investigator must not
make any changes to this
document with the prior

written approval of the CRO or

Pfizer (including any revisions
made during the course of the
Study) before the revised
informed consent document is
used for the Study.

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

8. Investigational Drug. CRO will
arrange for Institution to receive, at no
charge, sufficient quantities of the
Pfizer product that is being studied
(“Pfizer Drug”) to allow Principal
Investigator to conduct the Study.
Unless otherwise indicated in
Attachment A (Study Budget and
Payment Terms), CRO will also
arrange for Institution to receive at no
charge, or will cover the costs of, any
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origindl tohto suhlasu v
zaznamoch Ucastnika
klinického skisania. CRO
a/alebo spolocnost’ Pfizer
poskytne vzor dokumentu
informovaného sahlasu pre
klinické skusanie. Institicia a
hlavny skuSajici nesmi menit’
tento dokument bez
predchadzajuceho pisomného
suhlasu CRO alebo spoloc¢nosti
Pfizer (to sa tyka aj pripadnych
revizii v priebehu klinického
skd$ania). Takyto suhlas je
potrebn¢ ziskat’ pred pouzitim
revidovaného dokumentu
informovaného suhlasu

v klinickom skudsani.

7.2 Nabor ucastnikov. Hlavny
skdSajuci poskytne CRO
moznost’ skontrolovat’ a
schvalit’ obsah akychkol'vek
materialov na nabor do
klinického skusania urcenych
potencialnym ucastnikom
klinického skusania pred
pouZitim tychto materiélov.
Tato poziadavka sa vzt'ahuje
na vSetky takéto materialy bez
ohl'adu na médium.

8. Skusany liek. CRO poskytne institucii
bezplatne dostatocné mnozstvo lieku
spoloc¢nosti Pfizer, ktory sa skima
(d’alej ,,liek spolo¢nosti Pfizer), aby
umoznila hlavnému skusajicemu
vykonat’ toto klinické skuisanie. Pokial’
nie je uvedené v prilohe A (Rozpocet
klinického skiSania a platobné
podmienky) inak, CRO tiez zariadi,
aby institucia dostala bezplatne
akékol'vek d’alsie lieky pozadované na

B1931036 Institdcia: NUDCH Bratislava, Hlavny
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other Protocol-required drugs (e.g.,
placebo, comparator drug,
concomitant drug). Any other
Protocol-required drug that CRO or
Pfizer provides or covers the cost of
is, together with the Pfizer Drug,
considered “Investigational Drug”

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

8.2  Use. Principal Investigator will
use Investigational Drug only
as specified in the Protocol.
Any other use of
Investigational Drug by
Principal Investigator or
Institution or permitted by
Principal Investigator or
Institution constitutes a
material breach of this
Agreement.

8.3  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 neither Principal
Investigator nor Institution any
express or implied intellectual
property rights in the Pfizer
Drug or in any methods of
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zaklade protokolu (napr. placebo,
porovnavaci liek, subezny liek), alebo
uhradi naklady na ich obstaranie.
Akykol'vek iny liek pozadovany na
zaklade protokolu, ktory CRO alebo
spolo¢nost’ Pfizer poskytne, alebo v
pripade ktoreho uhradi naklady na
zabezpecenie, sa spolu s lickom
spolo¢nosti Pfizer povazuje za
»Skusany liek".

8.1  Uchovévanie a vydavanie.
Hlavny skusajuci zabezpeci
vhodnu kontrolu stavu zasob
skaSaného lieku a nepodé ani
nevyda ho nikomu, kto nie je
ucastnikom klinického
skd$ania, ani neumozni pristup
k lieku nikomu inému ako
personalu v skusani.

8.2  Pouzivanie. Hlavny skdSajuci
pouZije skusany liek iba v
sulade s protokolom.
Akékol'vek iné pouzitie
skusaného lieku hlavnym
skdSajucim alebo institiciou
alebo povolené hlavnym
skdSajucim alebo institiciou
predstavuje zavazné porusenie
tejto zmluvy.

8.3  Vlastnictvo lieku spoloc¢nosti
Pfizer. Vyhradnym vlastnikom
lieku spolo¢nosti Pfizer je a
zostava majetkom spoloc¢nost’
Pfizer. Okrem Specifického
pouZzitia uvedeného v
protokole spolocnost’ Pfizer
neudel'uje hlavnému
skdSajucemu ani institdcii
Ziadne vyslovné ani
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10.

making or using the Pfizer
Drug.

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

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

10.1 Definition. Except as specified
in Section 10.2, Exclusions,
below, “Confidential
Information” includes:
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10.

implikované prava na dusevne
vlastnictvo lieku spolo¢nosti
Pfizer ani Ziadnych postupov
vyroby ¢i pouzitia lieku
spolo¢nosti Pfizer.

Vybavenie a materidly. CRO alebo
Spolo¢nost’ Pfizer mdze poskytnut’
alebo méZe prostrednictvom
dodévatel’a poskytovat’ urcité
vybavenie (d’alej ,,vybavenie®) alebo
materidly duSevného vlastnictva na
pouZzitie hlavnym skisajacim alebo
inStiticiou pocas vykonavania tohto
klinického skusania. K takymto
materidlom duSevného vlastnictva
patri pocitacovy softvér, metodiky,
stupnice hodnotenia a iné nastroje,
ktoré su vlastnictvom CRO alebo
spolo¢nosti Pfizer alebo na ktoré
vlastni CRO alebo spolo¢nost’ Pfizer
licenciu na pouZivanie (spolo¢ne
»~materialy®). Vybavenie alebo
materialy poskytnuté na pozitie pocas
vykonavania klinického skisania a
akékol'vek s nimi stvisiace
poziadavky su uvedené v prilohe C,
Vybavenie a materialy, ktora je do
tejto zmluvy zahrnuta formou
odkazu..

Ddéverné informaécie. Pocas celého
trvania klinického skisania moze
hlavny skusajici a inStitucia obdrzat’
alebo vytvorit’ informacie, ktoré st
doverné v CRO, v spolo¢nosti Pfizer
alebo v pobocke spolo¢nosti Pfizer.

10.1 Definicia. Okrem ustanoveni
uvedenych nizsie v Casti 10.2.
Vynimky, k ,,dévernym
informéaciam* patria:
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the Protocaol,

the Investigator
Brochure,

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

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

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

any other information
related to the Study, the
Pfizer Drug, or CRO,
Pfizer, or Pfizer
affiliate technology,
research, or business
plans that CRO, Pfizer,
or a Pfizer affiliate
provides to Principal
Investigator or
Institution in writing or
other tangible form and
marks as
CONFIDENTIAL or
initially discloses
orally and then
summarizes and
confirms in writing as
CONFIDENTIAL
within 30 days after the
date of oral disclosure.
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protokol,

prirucka pre
skuSajuceho,

Udaje klinického
skdSania (definovane
nizsie v Gasti 11, Udaje
klinického skiSania,
biologické vzorky a
zaznamy klinickeho
skd$ania),

Udaje z analyz
biologickych vzoriek
(definované nizsie v
Gasti 11, Udaje
klinického skiSania,
biologické vzorky a
zaznamy klinického
skd$ania),

Priloha A (Rozpocet
klinického ski3ania a
platobné podmienky) k
tejto zmluve a

vsetky d’alSie
informécie suvisiace

s klinickym skdsanim,
liekom spolo¢nosti
Pfizer alebo s
technoldgiou,
vyskumom,
obchodnym planom
CRO, spolocnosti
Pfizer alebo pobocky
spolo¢nosti Pfizer,
ktoré CRO, spolo¢nost’
Pfizer alebo jej
pobocka poskytne
hlavnému skisajuacemu
alebo institucii
pisomne alebo v ingj
hmotnej podobe a
oznaci ako
DOVERNE, alebo
ktoré najprv oznami
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10.2

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.

Exclusions. Confidential
Information does not include
information that:

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
Principal Investigator
or Institution,

is already known to
Principal Investigator
or Institution at the
time of disclosure and
is free of any
obligations of
confidentiality,

is obtained by Principal
Investigator or
Institution, free of any
obligations of
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10.2

Ustne a neskor zhrnie a
potvrdi pisomne ako
DOVERNE do 30 dni
od datumu ustneho
oznamenia. Typ
informacii popisanych
v tejto Casti 10.1.1,
ktoré su poskytnuté
ustne, budu tiez
povazované za doverné
informécie, ato aj v
pripade ak nebudu
neskoér potvrdené
pisomne, ak je ich
doverny charakter
druhej zmluvnej strane
dostatocne zrejmy.

Vynimky. Medzi doverné
informécie nepatria
informacie, ktoré:

su verejne dostupné v
Case ich spristupnenia
alebo v priebehu tohto
zavazku zachovania
dovernosti, ale nestali
sa verejne zname
porusenim tejto zmluvy
hlavnym skusajucim
alebo institaciou,

su hlavnému
skdSajucemu alebo
inStitlcii zname uz v
Case ich spristupnenia a
nevzt'ahuje sa na ne
Ziaden zavazok
zachovania dovernosti,
hlavny skasajuci alebo
inStitlcia ich ziskali
bez akychkol'vek
zavazkov zachovania
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10.3

10.4

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.

Confidentiality of Personal
Data. All Personal Data (as
defined in Attachment E) that
Principal Investigator or
Institution collects, processes,
stores, transfers, or uses in
connection with the conduct
and reporting of the Study is
also to be identified and
treated as Confidential
Information for the purposes
of this Agreement.

Obligations of Confidentiality.
Unless CRO or Pfizer provides
prior written consent, Principal
Investigator and Institution
may not use Confidential
Information for any purpose
other than that authorized in
this Agreement, nor may they
disclose Confidential
Information to any third party
except as authorized in this
Agreement or as required by
law, including applicable
regulations.
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10.3

10.4

dovernosti od tretej
strany, ktora ma
zakonné pravo ich
poskytovat’, alebo

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

Dévernost” osobnych tdajov.
V3etky osobné udaje (ako su
definované v prilohe E), ktoré
hlavny skasajuci alebo
inStitucia ziska, spracuje,
uchova, prenesie alebo pouzije
v savislosti s vykonavanim
tohto klinického skusania a

s podavanim hlaseni o
klinickom skusani, su pre
ucely tejto zmluvy tiez
identifikované a nardba sa s
nimi ako s dovernymi
informaciami.

Povinnost’ zachovania
dovernosti informaécii. Bez
poskytnutia pisomného
suhlasu CRO a/alebo
spolo¢nost'ou Pfizer hlavny
skdSajuci ani institucia nesmie
pouzivat’ doverné informacie
na ziaden iny ucel, ako na ucel
schvaleny touto zmluvou a
nesmie doverné informécie
poskytnut’ tretej strane s
vynimkou pripadov, ktoré
povol'uje tato zmluva alebo
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10.5

a. CRO and Pfizer
specifically authorize
publication of a
redacted version of this
Agreement (or any
written amendment to
it) strictly in
accordance with the
provisions of Section
15.2.

b. CRO and Pfizer specifically
authorize any required
disclosure of
Confidential
Information to
SUKL/IEC or
regulatory authority
representatives.

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

Disclosure Required by Law.
If disclosure of Confidential
Information beyond that
expressly authorized in this
Agreement is required by law,
that disclosure does not
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ktoré vyZaduju pravne
predpisy.

a. CRO a Pfizer vyslovne
povol'uju zverejnenie
redigovanej verzie tejto
zmluvy (alebo
akéhokol'vek
pisomného dodatku k
nej) striktne v stlade s
ustanoveniami Casti
15.2

b. CRO a spolo¢nost’
Pfizer konkrétne
schval'uje poskytnutie
dévernych informacii
SUKL /nezavislej
etickej komisii (NEK)
alebo zastupcom
prislusného
regulacného organu.

C. Povolené spésoby
pouZitia Udajov
klinického skiSania a
udajov z analyz
biologickych vzoriek
su uvedené v Casti 15
(Publikacie) a pouZzitia
osobnych udajov v
Casti 6 (Ochrana udajov
a poskytnutie
finan¢nych tdajov
Uradu FDA) tejto
zmluvy.

10.5 Poskytnutie informéacii na
zaklade poZiadaviek pravnych
predpisov. Ak pravne predpisy
vyZaduju poskytnutie
dévernych informéacii vo
vacSom rozsahu, ako povoluje
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constitute a breach of this
Agreement so long as the party
disclosing the information:

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

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.
10.6  Survival of Obligations. For
Confidential Information other
than Personal Data (as defined
in Attachment E), 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 termination of this
Agreement and continue for a
period of five years after
termination. Confidentiality
obligations for Personal Data,
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tato zmluva, nepovazuje sa
takéto poskytnutie informacii
za poruSenie tejto zmluvy za
predpokladu, Zze zmluvna
strana:

a. pisomne upozorni CRO
s ¢o najvacsim
predstihom pred
poskytnutim informacii
tak, aby CRO alebo
spoloc¢nost’ Pfizer
mohla podniknut’
pravne kroky na
ochranu svojich
dévernych informécii,
b. poskytne iba tie
déverné informécie,
ktoré su poZadované na
splnenie z&konnej
poZiadavky a
C. nad’alej zachova
dbvernost’ tychto
dévernych informacii
pred vSetkymi
ostatnymi tretimi
stranami.
10.6  Pretrvanie povinnosti.
Povinnost’ nepouzivat’ a
neposkytovat’ doverné
informécie s vynimkou
osobnych udajov (ako su
definovane v prilohe E),
udajov klinického skusania a
udajov z analyz biologickych
vzoriek (ako je definované v
casti 11, Udaje klinického
skdSania, biologické vzorky a
zaznamy Klinického skuSania)
trva aj po ukoncenti tejto
zmluvy po dobu piatich rokov
po jej skonceni. Zavazok
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10.7

Study Data, and Biological
Sample Analysis Data survive
for as long as Principal
Investigator or Institution
retain this information, subject
to the permitted uses and
disclosures described in
Attachment E and Section 15
(Publications) of this
Agreement.

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

11. Study Data, Biological Samples, and

Study Records

111

Study Data. During the course
of the Study, Principal
Investigator will collect certain
data, as specified in the
Protocol, and submit it to
CRO, Pfizer or Pfizer’s agent
(“Study Data”). Study Data
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10.7

zachovania dovernosti
osobnych udajov, udajov
klinického skusania a udajov z
analyz biologickych vzoriek
trva tak dlho, ako dlho hlavny
skdSajuci tieto informéacie
uchovava, s vynimkou
povolenych spdsobov pouZzitia
a zverejnenia uvedenymi v
prilohe E a v ¢astil5
(Publikacie) tejto zmluvy.

Vratenie dovernych
informacii. Ak CRO a/alebo
spolo¢nost’ Pfizer poziada o
vratenie dévernych informacii,
hlavny skdSajuci a institdcia
vratia vSetky doverné
informécie, s vynimkou
informaécii, ktorych
uchovanie na pracovisku
klinického skiSania vyZzaduje
platny predpis. Hlavny
skd$ajuci a institdcia si vSak
mozu ponechat’ jednu kopiu
dévernych informécii na
archivaciu, aby mohol urcit’
rozsah povinnosti
vyplyvajucich z tejto zmluvy.

11.  Udaje klinického ski$ania, biologické

vzorky a zaznamy klinického skiSania

111

Udaje klinického sku3ania.
Pocas klinického sktiSania
zhromazdi hlavny skdSajuci
urcité udaje tak, ako st
Specifikované v protokole, a
predlozi ich CRO, spolo¢nosti
Pfizer alebo zastupcovi
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may include Personal Data of
Study Subjects. Principal
Investigator will ensure
accurate and timely collection,
recording, and submission of
Study Data, including adhering
to timelines for data entry set
out in the CRF Completion
Requirements document
provided to Principal
Investigator by CRO or Pfizer.

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
CRO or Pfizer may

spolo¢nosti Pfizer (d’alej len
,2udaje klinického skusania™
). K Gdajom klinického
skusania mdzu patrit’ osobné
udaje ucastnikov klinického
skusania. Hlavny skusajuci
zabezpeci presné a v€asné
zhromazdenie,
zaznamenavanie a
predkladanie udajov
klinického skiSania vratane
dodrziavania ¢asového
harmonogramu zadavania
Udajov stanoveného v
dokumente PoZiadavky na
vyplnenie zdznamovych
formularov ucastnika
klinickeho skuSania alebo v
inom dokumente, ktory
poskytne hlavnému
skaSajucemu CRO alebo
spoloc¢nost’ Pfizer.

a. Vlastnictvo Gdajov
klinického skuSania. S
vynimkou prava
hlavného skuSajuceho
pouzivat’ udaje
klinického skiSania na
publikovanie
vysledkov klinického
skuSania (pozri Cast’ 15,
Publikéacie),
vyhradnym vlastnikom
vSetkych Gdajov
klinického skisania je
spolo¢nost’ Pfizer.

b. Lekarske zaznamy.
Lekérske zaznamy
ucastnikov klinického
skiSania, ktoré nebudd
predlozené CRO alebo
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include some of the
same information as is
included in Study Data;
however, neither CRO
nor Pfizer makes any
claim of ownership to
those documents or the
information they
contain.

Data Review by CRO.
CRO and/or Pfizer will
review the Study Data
it receives on an
ongoing basis. CRO
and/or Pfizer will
comply with applicable
regulations requiring
notification of
participating
investigators of new
safety information
about the Pfizer Drug
(as defined in Section 8
of this Agreement).
CRO and/or Pfizer
further commits to
promptly notify
Principal Investigator
of any other new
information of which
CRO and/or Pfizer
becomes aware that
could affect the safety
of the Study Subjects
or influence the
conduct of the Study.
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spolo¢nosti Pfizer,
mozu obsahovat’
niektoré informacie,
ktoré su rovnakeé ako
informéacie zahrnuté v
Udajoch klinického
skusania. CRO ani
spolo¢nost’ Pfizer si
vSak napriek tomu
nerobia Ziadny narok
na vlastnictvo tychto
dokumentov ani
informacii, ktoré
obsahuj.

Kontrola Gdajov zo
strany CRO. CRO a
a/alebo spolo¢nost’
Pfizer bude priebezne
kontrolovat’ prijaté
udaje klinického
skusania. CRO a/alebo
spolo¢nost’ Pfizer bude
dodrziavat’ prislusné
predpisy vyZadujuce,
aby zuc¢astnenych
skdSajucich
oboznédmila s novymi
informaciami o
bezpecnosti lieku
spolo¢nosti Pfizer (v
sulade s definiciou v
Casti 8 tejto zmluvy).
CRO a/alebo
spolo¢nost’ Pfizer sa
d’alej zavizuje, ze
bezodkladne oznami
hlavnému skiSajacemu
vSetky d’alSie nové
informaécie, o ktorych
sa CRO a/alebo
spolocnost’ Pfizer
dozvie, a ktore by
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d. Study Results. After
analysis of Study Data

from all sites is
complete, CRO or
Pfizer will provide
Principal Investigator
with a summary of the
overall results of the
Study. CRO and 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, CRO or
Pfizer, in consultation
with the SUKL/IEC as
appropriate, will
cooperate with
Principal Investigator
or Institution to ensure
that those results are
appropriately
communicated to the
Study Subjects by
Principal Investigator
or Institution.
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mohli ovplyvnit’
bezpecnost’ ucastnikov
klinického skuSania
alebo vykonavanie
klinického skusania.

d. Vysledky klinického
skuSania. Po dokonéeni
analyzy udajov
klinického skuSania zo
vsetkych centier, CRO
alebo spolo¢nost’ Pfizer
poskytne hlavnému
skdSajucemu suhrn
celkovych vysledkov
klinického skiSania.
CRO a spolo¢nost’
Pfizer odporuca
hlavnému
skd$ajucemu, aby
vhodnym spdsobom
oznamil vysledky
ucastnikom klinického
skusania. Ak by
vysledky mohli
ovplyvnit’ bezpecnost’
ucastnikov klinického
skusania, CRO alebo
spolo¢nost’ Pfizer po
konzultéacii so
SUKL/NEK, ak to
bude pouzitel'né, v
spolupraci s hlavnym
skusajucim alebo
inStitaciou zabezpeci,
aby hlavny skusajuci
alebo institucia tieto
vysledky primerane
oznamili ucastnikom
klinického skuSania do
dvoch rokov po
ukonceni klinického
skusania.
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11.2

Biological Samples. If so
specified in the Protocol and
the informed consent
document, Principal
Investigator may collect and
provide to CRO, Pfizer or their
designee biological samples
obtained from Study Subjects
(e.g., blood, urine, tissue,
saliva, etc) for testing that is
not directly related to Study
Subject care or safety
monitoring, such as
pharmacokinetic,
pharmacogenomic, or
biomarker testing (“Biological
Samples™). Biological
Samples may include Personal
Data of Study Subjects.

a. Use. Neither Principal
Investigator nor
Institution will use
Biological Samples
collected under the
Protocol in any manner
or for any purpose
other than that
described in the
Protocol. CRO and
Pfizer will use
Biological Samples
only in ways permitted
by the informed
consent under which
they were obtained.
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11.2

Biologickeé vzorky. Ak je to
uvedené v protokole a v
dokumente informovaného
suhlasu, méze hlavny
skusajaci odoberat’ a
poskytovat’ CRO, spolo¢nosti
Pfizer alebo nimi menovanej
osobe biologické vzorky (napr.
krv, moc, tkanivo, sliny atd’.)
ziskané od ucastnika
klinického skiSania na testy,
ktoré priamo nesuvisia so
starostlivost'ou o ucastnikov
alebo sledovanim bezpecnosti,
ako su farmakokineticke,
farmakogenomické testy alebo
testovanie inych biomarkerov
(d’alej ,,biologickeé vzorky*).
Biologické vzorky mézu
obsahovat’ osobné udaje
ucastnikov klinického

skusania.

a. PouZivanie. Hlavny
skdSajuci ani institucia
nebudl pouzivat

biologické vzorky
ziskané v sulade s
protokolom ziadnym
inym sp6sobom ani na
ziadny iny ucel, nez je
popisany v protokole.
CRO a spoloc¢nost’
Pfizer pouziju
biologické vzorky iba
spdsobmi povolenymi
v dokumente
informovaného
sthlasu, na zaklade
ktorého boli ziskané.
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b. Analysis Data. CRO,
Pfizer, or their

designees will test
Biological Samples as
described in the
Protocol. Unless
otherwise specified in
the Protocol, neither

CRO nor Pfizer plan to

provide the results of

these tests (“Biological

Sample Analysis
Data”) to Principal
Investigator or Study
Subject. If CRO or
Pfizer does provide
Biological Sample
Analysis Data to
Principal Investigator,

that data will be subject

to the provisions of
Section 11.1 (Study
Data) of this
Agreement.

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

11.3  Study Records. On behalf of
Principal Investigator and
itself, Institution will retain
each Study Subject’s Study
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b. Udaje z analyzy. CRO,
spolo¢nost’ Pfizer alebo
0soby menovane
spolo¢nost'ou Pfizer
budu analyzovat’
biologické vzorky
spdsobom opisanym v
protokole. Pokial’ nie je
v protokole uvedené
inak, CRO ani
spolo¢nost’ Pfizer nema
V plane poskytnut’
vysledky tychto testov
(dalej ,,udaje z
analyzy biologickych
vzoriek*) hlavnému
skdSajucemu ani
ucastnikom klinického
skusania. Ak CRO
alebo spolo¢nost’ Pfizer
poskytne Udaje z
analyzy biologickych
vzoriek hlavnému
skdSajucemu, budu sa
na tieto Udaje
vztahovat podmienky
povoleného pouZitia
uvedené v Casti 11.1
(Udaje klinického
skusania) tejto zmluvy.

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

11.3  Zaznamy klinického sku$ania.
InStitdcia bude v mene
hlavného skiSajuceho a vo
svojom vlastnom mene
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records, which include the
Principal Investigator’s copies
of all Study Data as well as
relevant source documents
(collectively, “Study
Records”), under storage
conditions conducive to their
stability and protection, for a
period of 15 years after
termination of the Study.
Institution agrees to contact
Pfizer at
InvestigatorRecords@Pfizer.c
om prior to destroying any
Study Records and Principal
Investigator and Institution
further agree 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).

12. Monitoring, Inspections, and Audits

121

Monitoring. CRO intends to
monitor Study conduct. Pfizer,
or an external service provider
acting on its behalf, has the
right, but not the obligation, to
co-monitor the Study. Upon
reasonable notice and during
regular business hours,
Principal Investigator and
Institution will permit CRO or
Pfizer representatives access to
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uchovavat’ kazdy zdznam
ucastnika klinického skusania,
ktory obsahuje kopie vSetkych
Udajov klinického skusania
hlavného skusajuceho, ako aj
relevantné zdrojové
dokumenty (spolu ,,zaznamy
klinického sku$ania“), za
takych podmienok uchovania,
ktoré zabezpecuju stabilitu a
ochranu udajov, po dobu 15
rokov po ukonceni klinického
skusania. Institucia suhlasi s
tym, Ze pred zni¢enim
akychkol'vek zdznamov bude
kontaktovat’ spolocnost’ Pfizer
na adrese
InvestigatorRecords@Pfizer.c
om, a hlavny skusajuci a
inStitGcia suhlasia tiez s tym,
7e umoznia spolo¢nosti Pfizer
zaistit’ na naklady spolo¢nosti
Pfizer uchovanie zaznamov po
dlhSiu dobu, pricom musia byt
podniknuté také opatrenia,
ktoré budu chranit’ déverna
povahu zaznamov (napr.
zabezpecené uchovanie mimo
pracoviska).

12. Monitorovanie, inSpekcie a audity

121

Monitorovanie. Klinicke
sktSanie bude monitorovat’
CRO. Okrem toho ma
spolo¢nost’ Pfizer alebo
externy poskytovatel sluzieb
konajuci v jej mene pravo, nie
vSak povinnost’, vykonat’
subezny monitoring klinického
skusania. Na zéklade
primeraného oznamenia a v
beznej pracovnej dobe hlavny
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the premises, facilities, Study
Records, sub-investigators,
and research staff as required
to monitor Study conduct If so
requested by the Principal
Investigator before Study
initiation, the CRO site
monitor and Principal
Investigator will determine a
mutually agreeable operational
definition of what constitutes
“reasonable notice” for routine
monitoring visit or audits. A
monitoring visit or audit that
CRO or Pfizer classifies as
“for cause” may occur with or
without that defined period of
notice, as appropriate to the
circumstances.. CRO or 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
will inform Study Subjects of
such findings as appropriate.

Pfizer Representative
Personal Data. If in the
support of a clinical trial,
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skdSajuci a institdcia umoznia
CRO alebo z&stupcom
spolo¢nosti Pfizer vstup do
priestorov, k zariadeniam,
pristup k zaznamom
klinického skd$ania , k
spoluskusajucim a personélu
skuSania podla potreby na
monitorovanie vykonavania
klinického skiSania. Ak o to
hlavny skdSajuci poziada pred
zaCatim skuSania, monitor z
CRO prideleny na pracovisko
a hlavny skusajdci dohodnd
vzajomne prijatelné
prevadzkove vymedzenie toho,
¢o predstavuje ,,primerané
upozornenie* pre rutinnQ
monitorovaciu navstevu alebo
audity. Monitorovacia
navsteva alebo audit, ktoré
CRO alebo Pfizer oznacuju
ako ,,z dévodu*, sa mozu
uskutocnit’ s alebo bez
stanovenej dohodnutej doby,
podl'a okolnosti. CRO alebo
spolo¢nost’ Pfizer bezodkladne
ozn&mi hlavnému
skusajucemu akékol'vek
zistené vysledky
monitorovania, ktoré by mohli
ovplyvnit’ bezpecnost’
ucastnikov alebo vykonavanie
klinického skuSania. Hlavny
sku§ajuci bude podl'a potreby
o takychto zisteniach
informovat’ ucastnikov
klinického skdSania.

12.2 Osobné idaje zastupcov

spolo¢nosti Pfizer. Ak pre
potreby klinického skusania
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Pfizer representatives are
required to submit to
Institution or Principal
Investigator any Personal
Data, including but not
limited to, name, address,
phone number, government
identifier, or birthdate
(“Pfizer Representative
Personal Data”), Institution
and Principal Investigator
will:

a. protect the
confidentiality of
Pfizer Representative
Personal Data using the
same or similar
standards Institution
and, if applicable,
Principal Investigator
use for their 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 or Principal
Investigator may share
Pfizer Representative
Personal Data;

d. take appropriate
measures to protect
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sa od zastupcov spolocnosti
Pfizer vyzaduje poskytnat’
institacii alebo hlavnému
sktasajacemu akékol'vek
0sobné udaje vratane najma
mena, adresy, telefonneho
¢isla, rodného cisla alebo
datumu narodenia (d’alej
,0s0bné Udaje zastupcov
spolo¢nosti Pfizer”),
inStitucia a hlavny skaSajuci

a. bude chranit’ dovernost’
osobnych udajov zastupcov
spolo¢nosti Pfizer
prostrednictvom rovnakych
alebo podobnych
Standardov, ktoré institdcia,
a ak je to relevantné, hlavny
skusajuci, uplatiiuje pri
svojich vlastnych
zamestnancoch;

b. nebude predavat’ ani
zverejiiovat’ osobné udaje
zastupcov spolocnosti Pfizer
akejkol'vek tretej strane,
pokial si to nevyzaduje
zakon;

c. zmluvne uloZi podobné
zavazky tykajlce sa
dbvernosti a bezpecnosti
kaZzdému zmluvnému
dodavatel'ovi sluzieb,
ktorému institucia alebo
hlavny skdSajuci moze
poskytovat’ osobné tidaje
zastupcov spolocnosti
Pfizer;

d. prijme primerané
opatrenia na ochranu pred
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against any
unauthorized use or
disclosure of Pfizer
Representative
Personal Data and will
promptly notify Pfizer
of any breach of this
provision.

12.3  Inspections and Audits.
Principal Investigator and
Institution acknowledge that
the Study is subject to
inspection by regulatory
authorities worldwide,
including the United States

FDA, and that such inspections

may occur after completion of
the Study and may include
auditing of Study Records.
CRO or Pfizer may also audit
Study Records during or after
the Study as part of its
monitoring of Study conduct.

a. Notification. Principal
Investigator will notify
CRO as soon as
reasonably possible if
the Study or site is
inspected or scheduled
to be inspected by a
regulatory authority in
relation to the Study.

b. Right to be Present. If
not prohibited by law,
Pfizer or CRO will
have the right to be
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neopravnenym pouzivanim
alebo zverejiiovanim
osobnych udajov zastupcov
spolo¢nosti Pfizer a
bezodkladne oznami
spolo¢nosti Pfizer kazdé
porusenie tohto ustanovenia.

12.3  In3pekcie a audity. Hlavny
skdSajuci a institacia berd na
vedomie, Ze klinické skusanie
podlieha inSpekcii regulacnych
orgdnov na celom svete,
vratane amerického Uradu
FDA, a Ze sa takéto inSpekcie
mozu vykonat’ aj po skonceni
klinického ski3ania a ich
sucast'ou moze byt audit
zaznamov klinického skusania.
CRO alebo spolocnost’ Pfizer
moze tiez vykonat’ audit
zaznamov klinického skusania
pocas klinického skusania
alebo po ukonceni klinického
skusania v rdmci
monitorovania vykonavania
klinického skiSania.

a. Oznamenia. Hlavny
skui§ajuci co najskor
ozndmi CRO, ak na
pracovisku prebieha
inSpekcia regulacného
organu v suvislosti
s klinickym skdsanim,
alebo je takéato
inSpekcia planovana.

b. Pravo na pritomnost’.
Ak to nezakazuje
zakon, spolo¢nost’
Pfizer alebo CRO ma
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present during, and
participate in, any such
inspection, audit,
investigation, or
regulatory action.

Cooperation. Principal
Investigator and

Institution will
cooperate with
regulatory authority
and CRO or 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.
Principal Investigator
will promptly resolve
any discrepancies that
are identified between
the Study Data and the
Study Subject’s
medical records.

Inspection Findings
and Responses.
Principal Investigator
and Institution will
promptly forward to
CRO and Pfizer copies
of any inspection
findings that either
receives from a
regulatory authority in
relation to the Study.
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pravo na pritomnost’
alebo ucast’ svojich
zastupcov pri takejto
inSpekcii, audite,
vySetrovani alebo
regulacnom zasahu.

Spolupraca. Hlavny
skdSajuci a institacia
budu spolupracovat’ s
regulacnym organom a
zastupcami CRO alebo
spolo¢nosti Pfizer pri
vykonévani indpekcii a
auditov a zabezpecia,
aby boli zd&znamy
klinického skdSania
uchované spdsobom,
ktory takéto ¢innosti
umoznuje.

VyrieSenie
nezrovnalosti. Hlavny
skusajaci urychlene
vyriesi akékol'vek
nezrovnalosti zistené
medzi Gdajmi
klinického skiSania a
zdravotnymi
zaznamami ucastnika
klinického skusania.

Nélezy inSpekcie a
odpovede. Hlavny
skdSajuci a institacia
bezodkladne odovzdaju
CRO a spoloc¢nosti
Pfizer kopie vSetkych
nalezov inspekcie,
ktoré obdrzi od
regulacného organu v
suvislosti s klinickym
sktSanim. Vzdy, ked’
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13.

12.4

Whenever feasible and
permitted by law,
Principal Investigator
and Institution will also
provide CRO and
Pfizer with an
opportunity to
prospectively review
and comment on any
responses to regulatory
authority inspections in
regard to the Study,
Pfizer or the CRO
undertakes to carry out
such review and/or
comment within such
time limits that the
Institution does not
violate the deadline set
by the inspection or
regulatory authority.

Study Conduct Evaluations.

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

Remedies for Breach of Certain Study

Obligations. In the event Principal

Investigator or Institution fails to
comply with any of its obligations set
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13.

12.4

to bude mozné a
povolené pravnymi
predpismi, hlavny
skdSajuci a institacia
umozni CRO a
spolo¢nosti Pfizer
prilezitost’
skontrolovat’ a
pripomienkovat’
akékol'vek odpovede
na inSpekcie
regula¢ného organu v
suvislosti s klinickym
skusanim, spolo¢nost’
Pfizer alebo CRO sa
zavazuju takuto
kontrolu, alebo
pripomienkovanie
vykonat’ v takych
lehotéch, aby institicia
neporusila lehotu
stanovenu inSpekciou
alebo regulacnym
organom.

Hodnotenia vykonavania
klinického skusania. CRO
alebo spolocnost’ Pfizer alebo
externi poskytovatelia sluzieb
spolo¢nosti Pfizer mozu
zdokumentovat’ a vyhodnotit’
vykon institucie a hlavného
skaSajuceho pri vykonavani
klinického skisania. CRO a
spolo¢nost’ Pfizer pouziju
vSetky tieto hodnotenia len pre
interné potreby.

Opravné prostriedky v pripade

poruseni niektorych povinnosti v

ramci klinického skuSania. V pripade,

Ze hlavny skusajici alebo institucia
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out in Sections 3 (Protocol), 7
(Informed Consent and Subject
Recruitment), 11 (Study Data,
Biological Samples, and Study
Records) and 12 (Monitoring,
Inspections, and Audits) of this
Agreement, or the requirements of the
Protocol relating to adverse event
reporting, ethical conduct of the
Study, and SUKL/IEC review, in
addition to its right to terminate the
Study immediately under

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

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

b. Suspension of all
payments by CRO

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

14. Inventions
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nedodrZia niektoru zo svojich
povinnosti uvedenych v Castiach 3
(Protokol), 7 (Informovany suhlas a
nabor téastnikov), 11 (Udaje
klinického skusania, biologické
vzorky a zaznamy klinickeho
skd$ania) a 12 (Monitorovanie,
inSpekcie a audity) tejto zmluvy alebo
poziadavky protokolu tykajlce sa
hlasenia neziaducich udalosti,
vykonavania klinického skusania

v sUlade s etickymi principmi a
kontroly SUKL/NEK, ma CRO okrem
svojho prava okamzite ukon¢it’
klinické skusanie podla casti 18.1.c(2)
pravo na jeden alebo obidva
nasledujuce alternativne napravné
opatrenia:

a. pozastavenie
zarad’ovania
ucastnikov, ak do
klinického skuSania
eSte nebol zaradeny
plny pocet ucastnikov a

b. pozastavenie platieb
hlavnému skisajucemu
zo strany CRO

Akékol'vek pozastavenie zarad’ovania alebo
platieb bude trvat’, az kym hlavny skasajtci a
institucia znovu neza¢nl dodrziavat’ svoje
zavizky v ramci klinického skusania podla
posudenia CRO. PouZitie jedného alebo
obidvoch napravnych opatreni nebrani CRO,
aby si uplatnila svoje prava okamzite ukoncit
klinické skusanie, ak hlavny skdSajuci a
indtitucia neuvedu svoje konanie do suladu so
zmluvou.

14. Vynélezy
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15.

14.1 Notification. If the conduct of
Study results in any invention
or discovery whether
patentable or not
(“Invention”), Principal
Investigator will promptly
inform CRO.

14.2  Assignment. Principal
Investigator or Institution, as
applicable, will assign, or
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.

14.3  Assistance. Principal
Investigator and 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.

15.1 Prepublication Review.
Principal Investigator will
provide Pfizer an opportunity
to review any proposed
publication or any other type
of disclosure of the results of
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14.1 Oznamenie. AK je vysledkom
vykonévania klinického
sktiSania akykol'vek vynalez
alebo objav, ¢i uz je, alebo nie
je patentovatel'ny (d’alej len
»vynalez), bude o iom
hlavny skdSajuci bezodkladne
informovat’ CRO.

14.2  Postupenie. Hlavny skisajici
alebo instittcia, podla toho, ¢o
je pouzitel'né, postupi vsetky
prava na takyto vynéalez
spolo¢nosti Pfizer bez
akéhokol'vek zavazku alebo
Uhrad nad ramec uvedeny v
tejto zmluve, alebo zaisti, aby
tak urobili vynélezcovia.

14.3 Pomoc. Hlavny skdSajuci a
inStitacia poskytnu spolo¢nosti
Pfizer primeranu pomoc pri
podavani patentovej prihlasky
vynalezu a konani v savislosti
s flou, pricom vydavky hradi
spoloc¢nost’ Pfizer.

15.  Publikacie. Spolo¢nost’ Pfizer
podporuje uplatiiovanie akademickej
slobody a nebude mat’ vyhrady, ak
bude hlavny sktsajuci publikovat’
vysledky klinického skd$ania na
zaklade informaécii, ktoré zhromazdil
alebo vytvoril, bez ohl'adu na to, ¢i st
vysledky priaznivé pre liek
spolocnosti Pfizer.

15.1 Recenzia pred publikaciou.
Hlavny skuSajuci poskytne
spolo¢nosti Pfizer moznost’
recenzovat’ kazdu navrhnut
publikéciu alebo akykol'vek
d’alsi druh zverejnenia

B1931036 Institdcia: NUDCH Bratislava, Hlavny
skasajlci: XXX, C. pracoviska: XXX
Vzor trojstrannej zmluvy (Slovensko) Verzia
vzoru: M4j 2018

33



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 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
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vysledkov klinického skusania
(spoloc¢ne ,,publikécia®) pred
odoslanim na publikovanie
alebo pred inym zverejnenim.
Spolo¢nost’ Pfizer zrecenzuje
nechranené vynélezy (pozri
14. cast’ Vynalezy) a ich obsah
modze komentovat’. Hlavny
skdSajuci vsetky takéto
komentare v dobrej viere
zvazi, nema vsak povinnost’
navrhy spolo¢nosti Pfizer
zapracovat’.

a. Predlozenie spolo¢nosti
Pfizer. Hlavny
skdSajuci predlozi
kazdu publikéciu
spolo¢nosti Pfizer
najmenej 30 dni pred
jej odoslanim na
publikovanie alebo
pred inym zverejnenim.
Ak sa na ochranu prav
duSevného vlastnictva
vyZaduje patentove
konanie, hlavny
skdSajuci sa zavazuje,
Ze uverejnenie odlozi
na dobu, ktoré
neprekroci najblizsich
60 dni.

b. Redigovanie dévernych
informécii. Hlavny
skd$ajuci na poZiadanie
odstrani vSetky
doposial’ nezverejnené
déverné informacie
pred ich zverejnenim s
vynimkou informacii
tykajucich sa
klinického skuSania
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Drug-related
information necessary
to the appropriate
scientific presentation
or understanding of the
Study results.

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

() 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

(i) 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.
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alebo lieku spolo¢nosti
Pfizer, ktoré su
nevyhnutné na patri¢nt
vedeckl prezentaciu
alebo pochopenie
vysledkov klinického
skdSania.

15.2  Zverejnenie redigovanej

zmluvy.

CRO poskytne instittcii pred
podpisom tejto zmluvy
redigovanu verziu zmluvy v
slovenskom jazyku len vo
formate PDF (d’alej len
,redigovana zmluva®), pri¢om
odstrani akékol'vek
informécie, ktoré CRO alebo
spolo¢nost’ Pfizer povazuje za
primerané obchodné tajomstvo
CRO alebo spolocnosti Pfizer.
Do 5 dni od podpisu tejto
zmluvy vsetkymi zmluvnymi
stranami institacia zverejni
redigovani zmluvu:

Q) v centrdlnom registri zmluv,
ktory vedie urad vlady
Slovenskej republiky na adrese
www.crz.gov.sk (d’alej len
~register zmlav*); alebo

(i) na internetovej stranke
institacie v sulade so zdkonom
¢. 546/2010 Z. z., ktory meni a
dopliiia zakon &. 40/1964, ak st
inStituciou samosprava,
Uzemné samospravy alebo
pravnické osoby, ktoré
zabezpecili (Ciastocne alebo
uplne) finanéné prostriedky z
vlastnych zdrojov, alebo
pravnicka osoba, v ktorej maju
obce a samospravy podiel
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546/2010 Coll. supplementing
Act No. 40/1964. Institution
will provide CRO with written
confirmation of publication of
the Redacted Agreement as
soon as is reasonably
practicable. If CRO does not
receive such confirmation
within 7 days of execution of
this Agreement, CRO or 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.
15.3  Multi-Center Studies. If Study
is part of a multi-center trial,
Principal Investigator and
Institution agree 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
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presahujuci 50 %. Institicia
poskytne CRO ddkaz o
zverejneni redigovanej zmluvy
hned’, ako to bude mozné. Ak
CRO nedostane takéto
potvrdenie do 7 dni od podpisu
tejto zmluvy, CRO alebo
spolo¢nost’ Pfizer budu
opravnen¢ podat’ ziadost’ o
zverejnenie zmluvy v
obchodnom vestniku, ktory
vedie ministerstvo
zdravotnictva. Zmluvné strany
potvrdzuju, Ze zmluva
nebudetcinnd, kym nebude
zverejnena v registri zmlav, a
suhlasia s tym, Ze Ziadne
zmluvné aktivity suvisiace so
skiSanim sa neza¢nu, kym
obidve zmluvné strany
nedostanu potvrdenie o
takomto zverejneni.
Akékol'vek pisomné zmeny a
doplnky tejto zmluvy
vykonané podl'a ¢lanku 19.6
(Zmeny) budd redigované a
uverejnené v sulade s
postupom uvedenym v tejto
Casti 15.2.

Multicentrické klinické
skdSania. Ak je klinické
sktiSanie sucast’ou
multicentrického skusania,
hlavny skuSajuci a institdcia sa
zavazuju, Ze prva publikacia
bude spolo¢nou publikaciou
vztahujucou sa na vsetky
centra klinického skiSania, a
Ze vsetky nasledujlce
publikacie hlavného
skuSajuceho budu obsahovat’

15.3
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154

155

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.

Standards. For all Publications
relating to the Study, Principal
Investigator will comply with
the authorship guidelines in
the Recommendations for the
Conduct, Reporting, Editing,
and Publication of Scholarly
Work in Medical Journals
(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.
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154

155

odkaz na tato prva publikéciu.
Pokial’ v§ak spolo¢ny rukopis
nebude odoslany na publikaciu
do

12 mesiacov od dokoncenia
alebo ukoncenia klinického
skdSania vo vSetkych
zacastnenych centrach, méze
hlavny sktSajuci publikovat
vol'ne a samostatne, ak dodrzi
ostatné poziadavky uvedené v
15. Casti.

Standardy. Hlavny skisajuci
suhlasi s tym, Ze vSetky
publikacie tykajlce sa
klinického skusania budi v
sulade s pokynmi o autorstve
uvedenymi v dokumente
Odporucania pre
vypracovanie, hlasenie,
Upravu a 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), ktoré
vydal Medzinarodny vybor
vydavatelov lekarskych
Casopisov (International
Committee of Medical Journal
Editors).

Poskytnutie informécii o
finan¢nej podpore. Hlavny
skusajaci poskytne informécie
0 sponzorstve spolocnosti
Pfizer a financ¢nej podpore
klinického skusania v kazdej
publikécii vysledkov
klinického skiSania.
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16.

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

15.6  Registracie klinického
sktiSania spolo¢nost’ou Pfizer.
Spolo¢nost’ Pfizer sa zavézuje,
Ze zaregistruje v databaze
klinickych skasani Narodnych
Ustavov zdravia (National
Institutes of Health Clinical
Trials Data Bank
(www.clinicaltrials.gov)
vSetky intervencné
a neintervenc¢né klinické
skdSania fazy 1 az 4 zadavané
spolo¢nostou Pfizer, ktoré
zahtnaju pouzitie lieku
spolo¢nosti Pfizer a posudzujd
bezpecnost’ alebo ucinnost’
takéhoto lieku. Spolo¢nost’
Pfizer tieZ zaregistruje vSetky
klinické skusania zadavané
spolo¢nostou Pfizer na inych
zoznamoch prebiehajucich
klinickych skusani, ktoré
spravuju prislusné regulacné
organy, ak pre to existuje
regulacna poziadavka.

Poistenie. Spolo¢nost’ Pfizer uzavrela
s poistovacou spolocnost’ou zmluvu o
poisteni, ktoré¢ kryje zodpovednost’ za
poskodenie zdravia (vratane smrti),
spbsobené alebo suvisiace s podanim
skuSan¢ho lieku alebo akoukol'vek
klinickou intervenciou alebo
procedurou poskytnutou alebo
vyZadovanou protokolom, ktoru by
ucastnik klinického skusania nedostal,
keby sa nezlcastnil tohto klinického
skuSania (d’alej ,,ujmy suvisiace

s klinickym skda8anim®), ako to
vyZzaduje § 43 pism. h) zakona €.
362/2011 Z. z. o liekoch

a zdravotnickych pomdckach
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certificate is attached hereto as

Attachment B.

16.1

The Principal Investigator will

a.

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

satisfy the obligation
under Art 44 (o) 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 the necessary
public health
institutions, which
contains the name and
surname, birth number,
the date of enrollment
into the clinical study
and the number of
clinical study into
which they have been
enrolled; supplement
and modify the list of
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a 0 zmene a doplneni niektorych
zakonov. Kopia osvedcenia o poisteni
zadavatel’a je prilozend k tejto zmluve

ako priloha B.

16.1 Hlavny skdSajuci

a.

nezaradi ucastnikov
klinického skuSania,
kym neskontroluje a
neoveri, ¢i potencidlny
ucastnik klinického
skdSania ma verejne
zdravotné poistenie u
zdravotnej poistovne,
ako to vyZaduje z&kon
o liekoch. Ak
potencialny tcastnik
klinického skidSania
nema takéto poistenie,
nesmie byt zaradeny
do klinického skusania;

splni povinnosti
vyplyvajlce z § 44
pism. (0) zdkona ¢.
362/2011 Z. z.

o liekoch

a zdravotnickych
pomockach a 0 zmene
a doplneni niektorych
zakonov, najma
poskytne prislusnym
zdravotnym
poistovniam, ktoré
vykonévaju verejné
zdravotné poistenie
ucastnikov, zoznam
ucastnikov klinického
skusSania, ktory
obsahuje meno,
priezvisko, rodné ¢islo,
datum zaradenia do
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16.2

Study Subjects
throughout the duration
of the Study.

C. The Principal
Investigator will send
the information to the
relevant public health
insurer on all serious
adverse events, serious
adverse reactions and
unexpected serious
adverse reactions
which occur to the
Study Subjects as soon
as the 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
arecovered by valid and
sufficient insurance of liability
raised by the Institution for
damage caused by provision of
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16.2

klinického skusania a
¢islo klinického
skdSania, do ktorej boli
zaradeni. Bude
doplnovat’ a upravovat’
tento zoznam
ucastnikov pocas celej
doby trvania klinického
skd$ania;

C. Hlavny skuSajuci posle

informécie prislusnej
zdravotnej poistovni o
vsetkych zavaznych
neziaducich
udalostiach, zavaznych
neziaducich reakciach
a neoc¢akavanych
zavaznych neziaducich
reakciach, ktoré sa
vyskytnu u ucastnikov
klinického ski3ania,

a to bezodkladne po
tom, ako o nich
hlavného skuSajuceho
informovala
spolo¢nost’ Pfizer, ale
najneskor do troch dni
od dorucenia takéhoto
oznamenia.

Poistenie indtitucie. Institucia
podpisanim tejto zmluvy
potvrdzuje, Ze institlcia, v
priestoroch ktorej sa bude
vykonavat’ toto klinické
skdSanie a jej zamestnanci,
ktori budi vykonavat’ toto
klinické skusanie, méa platne a
dostatoc¢né poistenie
zodpovednosti za Skodu
spdsobend poskytnutim
zdravotnej starostlivosti podla
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16.3

health care according to
applicable legal regulations

Indemnification. CRO does

not provide any
indemnification under this
Agreement. Pfizer will
provide an indemnity to the
Institution in respect of the
Study in the form contained in
Attachment F, Form of
Indemnity.

17. Assignment and Delegation

17.1

17.2

By Principal Investigator or
Institution. Neither Principal
Investigator nor Institution
may assign his/her/its rights or
delegate or subcontract any
duties under this Agreement
without written permission
from CRO. If CRO authorizes
delegation or subcontracting,
the party that delegated or
subcontracted its duties
remains responsible to CRO
for the performance of those
duties.

By CRO. CRO may freely
assign any or all of its rights
and delegate any or all of its
duties under this Agreement to
Pfizer. If CRO assigns all
rights and delegates all duties
to Pfizer, CRO or Pfizer will
notify Principal Investigator
and Institution in writing. CRO
(or Pfizer, following
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prislusnych pravnych
predpisov, uzatvorené
Instituciou.

16.3 OdSkodnenie. Zmluvna

vyskumna organizécia
neposkytne Ziadne
odskodnenie na z&klade tejto
zmluvy. Spolo¢nost’ Pfizer
poskytne institdcii
odskodnenie suvisiace

s klinickym skaSanim formou
uvedenou v prilohe F,
Formular odSkodnenia.

17. Postlipenie a delegovanie

17.1

17.2

Hlavnym skuSajucim alebo
indtituciou. Hlavny skusajuci
ani inStiticia nesmu postipit’
svoje prava, delegovat’ ani
uzatvarat’ subdodavatel'ské
zmluvy tykajuce sa povinnosti
v rdmci tejto zmluvy bez
pisomného suhlasu CRO. Ak
CRO povoli delegovanie
povinnosti na iny subjekt alebo
vyuzitie subdodavatel’a,
zostanu hlavny skusSajuci alebo
institucia zodpovedni voci
CRO za vykon vsetkych tychto
povinnosti.

Zo strany CRO. CRO moze
vol'ne previest’ ktorékol'vek
alebo vsetky svoje prava a
zverit’ ktorékol'vek alebo
vSetky svoje povinnosti
vyplyvajuce z tejto zmluvy na
spolo¢nost’ Pfizer. Ak CRO
prevedie vSetky prava a zveri
vSetky povinnosti na
spolo¢nost’ Pfizer, CRO alebo
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assignment and delegation by
CRO) may also freely delegate
and assign Study-related duties
and rights to an external
provider upon advance notice
to Principal Investigator and
Institution, and may freely
delegate or assign its Study-
related duties or rights to any
Pfizer affiliate. CRO may not
otherwise assign its rights or
delegate its duties under this
Agreement without written
permission from the affected
party. If CRO or Pfizer
delegates or subcontracts any
duties, CRO or Pfizer remains
responsible to Principal
Investigator or Institution, as
applicable, for the
performance of those duties. If
CRO assigns all of CRO's
rights and duties under this
Agreement, in accordance with
the terms herein, to another
service provider, that service
provider will become
responsible for performance of
all duties. For the avoidance of
doubt, the rights and duties
discussed in this subsection are
only those arising out of this
Agreement. In case of transfer
of rights and obligations or
subcontracting to a third party,
Pfizer is responsible for
making payments to the
Institution under this
Agreement.
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spolo¢nost’ Pfizer oznami tato
skuto¢nost’ pisomne hlavnému
skdSajucemu alebo institucii.
CRO (alebo spolo¢nost’ Pfizer
po prevedeni a zvereni zo
strany CRO) mdZe volne
postupit’ alebo previest’
povinnosti a prava tykajlce sa
klinického skuSania externému
subdodavatel'ovi, musi vSak o
tom vopred informovat’
hlavného skuSajuceho a
inStitaciu a méze vol'ne zverit
a previest’ povinnosti a prava
tykajuce sa klinického
skusania ktorejkol'vek pobocke
spoloc¢nosti Pfizer. CRO
nesmie inym spdsobom
previest’ svoje prava ani zverit
svoje povinnosti v ramci tejto
zmluvy bez pisomného suhlasu
dotknutej tretej strany. Ak
CRO alebo spolocnost’ Pfizer
zveri alebo subkontrahuje
niektoré zo svojich povinnosti
inému subdodavatel'ovi, ostava
CRO alebo spolocnost’ Pfizer
zodpovednou voci hlavnému
skdSajucemu alebo institucii za
vykonévanie tychto
povinnosti. Ak CRO prevedie
vSetky svoje prava a
povinnosti vyplyvajuce z tejto
zmluvy a v sulade s jej
podmienkami na iného
poskytovatel’a sluzieb,
prevezme tento poskytovatel’
sluzieb zodpovednost’ za
vykonavanie vsetkych
povinnosti. Na vylucenie
pochybnosti su prava

a povinnosti uvadzané v tejto
Casti len tie, ktoré vyplyvaji z
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18. Termination

18.1

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.
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tejto zmluvy. V pripade
prevodu prav a povinnosti
alebo subkontrahovania tretej
osoby, je spolocnost’ Pfizer
zodpovedna za realizaciu
platieb institacii podla tejto
Zmluvy.

18. Ukoncenie platnosti zmluvy

18.1

Udalosti veduce K ukonc¢eniu
platnosti. Tato zmluva bude
ukoncena ktoroukol'vek z
tychto udalosti podl'a toho,
ktora z nich nastane skoér.

a. Neschvalenie
klinického skiSania
SUKL/NEK. Ak
klinické skisanie
nemozno zacat’ z
dévodu nesuhlasného
stanoviska
SUKL/NEK, tato
zmluva straca platnost’.

b. Dokongéenie klinického
skuSania. Tato zmluva
bude ukoncend, ked’ sa
dokon¢i klinické
skusanie, Co znamena
dokoncenie vSetkych
¢innosti pozadovanych
na zaklade protokolu v
pripade v3etkych

zaradenych ucastnikov.

C. Pred¢asné ukoncenie
klinického skusania.
Tato zmluva bude
ukoncena pri
predc¢asnom ukonceni
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1)

)

klinického skusania,
ako je popisané nizsie:

Termination of 1) Ukoncenie
Study Upon klinického
Notice. CRO or skuSania
Pfizer may vypoved'ou.
terminate the CRO alebo
Study for any spolo¢nost’
reason upon 30 Pfizer mbze
days’ written ukon¢it’
notice to klinické
Principal skdSanie z
Investigator and akéhokol'vek
Institution. dévodu
pisomnym
oznamenim
hlavnému
skdSajucemu a
institucii s
vypovednou
lehotou 30 dni.
Immediate 2 Okamzité
Termination of ukoncenie
Study by CRO klinického

or Pfizer. CRO
or Pfizer may
terminate the

skuSania CRO
alebo
spolo¢nostou

Study Pfizer. CRO
immediately alebo

upon written spolo¢nost’
notice to Pfizer moze
Principal okamzite
Investigator and ukoncit’
Institution for klinické
causes that skuSanie
include failure pisomnym

to enroll Study o0znamenim
Subjects at a hlavnému

rate sufficient skdSajucemu a
to achieve institdcii z
Study dévodov, ktoré
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performance
goals; material
unauthorized
deviations from
the Protocol or
reporting
requirements;
circumstances
that in CRO’s
or Pfizer’s
opinion pose
risks to the
health or well-
being of Study
Subjects;
regulatory
authority
actions relating
to the Study or
the
Investigational
Drug; or any
non-compliance
by the Principal
Investigator or
Institution with
local laws, ICH
GCP, or the
terms of
Section 20
(Anti-
Corruption) of
this Agreement.
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zahfnaju
nezaradenie
dostato¢ného
poctu
ucastnikov
klinického
skusania, ktoré
znemoznuje
dosiahnut’ ciele
klinického
skusania;
zasadné
nepovolené
odchylky od
protokolu alebo
od poziadaviek
oznamovacich
povinnosti;
okolnosti, ktoré
podl'a ndzoru
CRO alebo
spolocnosti
Pfizer
predstavuju
riziko pre
zdravie alebo
blaho
ucastnikov
klinického
skuSania;
opatrenia
regulacnych
organov
tykajuce sa
klinického
skiSania alebo
skusaného
lieku;
akékol'vek
nedodrzanie
miestnych
pravnych
predpisov zo
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(3) Immediate
Termination of

Study by
Principal
Investigator or
Institution.
Principal
Investigator or
Institution may
terminate the
Study
immediately
upon
notification to
CRO if
requested to do
so by the
responsible
SUKL/IEC or if
such
termination is
required to
protect the
health of Study
Subjects.

18.2  Effective Date of Agreement
Termination. If termination of
the Agreement is triggered by
any of the events described in
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strany hlavneho
skuSajuceho
alebo institlcie,
smernice ICH
GCP alebo
ustanoveni
uvedenych v
Casti 20
(Protikorupcné
opatrenia) tejto
zmluvy.

(3) OkamZzité
ukoncenie
klinického
skdsania
hlavnym
skusajucim
alebo
inStitdciou.
Hlavny
skdSajuci alebo
inStiticia mézu
okamZzite
ukoncit’
klinické
skusanie
0znamenim
CRO, ak to
pozaduje
prislusny SUKL
INEK alebo ak
je ukoncenie
potrebné na
ochranu zdravia
ucastnikov
klinického
skiSania.

18.2 Datum nadobudnutia u€innosti
ukonéenia zmluvy. Ak je
pri¢inou ukoncenia platnosti
zmluvy niektora z udalosti
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Section 18.1, above, the
termination will be effective
after receipt by CRO or Pfizer
of all Protocol-required Study
Data and Biological Samples

generated up until termination;

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

18.3  Payment upon Early
Termination of Study. Except
as otherwise indicated in this
subsection, if the Study is
terminated early, CRO will
pay for work already
performed, in accordance with
Attachment A, less payments
already made for such work.
CRO will also cover any non-
cancelable expenses, other
than future personnel costs, so
long as they were properly
incurred and prospectively
approved by CRO and only to
the extent they cannot
reasonably be mitigated. If the
Study cannot be initiated
because of disapproval by the
SUKL/IEC and through no
fault of Principal Investigator
or Institution, CRO will
reimburse Principal
Investigator or Institution, as
applicable, for any other
expenses that were
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popisanych v Casti 18.1 vysSie,
bude ukoncenie u¢inné od
okamihu, ked’ CRO alebo
spolo¢nost’ Pfizer dostane
vSetky udaje klinického
skuSania a biologické vzorky
pozadované na zéklade
protokolu a vytvorené do
okamihu ukoncenia zmluvy,
po doruceni vSetkych
splatnych platieb zmluvnych
stran a potom, ako vsetky
zmluvne strany splnia vSetky
svoje zostavajuce povinnosti
vyplyvajuce zo zmluvy.

18.3 Platba v pripade pred¢asného
ukoncenia klinického skuiSania.
Ak nie je v tomto pododseku
uvedené inak, pri pred¢asnom
ukonceni klinického skusania
zaplati CRO za préacu
vykonanu do tohto momentu v
sulade s prilohou A po od¢itani
platieb, ktoré uz boli za tato
pracu uhradené. CRO tiez
uhradi vSetky nezrusitel'né
vydavky s vynimkou bududcich
mzdovych néakladov za
predpokladu, ze boli tieto
vydavky riadne vynaloZené a
do buddcna schvalené CRO,
len v takom rozsahu, v ktorom
nemdzu byt primerane
znizené. Ak Kklinické skusanie
nie je mozné zacat’ z dovodu
nesthlasného stanoviska
SUKL/NEK a bez viny
hlavného skusajuceho alebo
institacie, uhradi CRO
hlavnému skiSajucemu alebo
institucii, akékol'vek iné
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prospectively approved, in
writing, by CRO.

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

18.4 Return of Materials. Unless

CRO instructs otherwise in
writing, upon termination of
the Agreement, Principal
Investigator and Institution
will promptly return all
materials supplied by CRO or
Pfizer for Study conduct,
including unused
Investigational Drug, unused
Case Report Forms, and any
CRO or Pfizer-supplied
Equipment and Materials.
Materials are returned to the

18.4

poplatky, ktoré vopred
pisomne schvélila CRO.

a. Nedodrzanie
protikorupéného
ustanovenia. Ak CRO
alebo spolocnost’ Pfizer
ukon¢i klinické
skdSanie, pretoze
hlavny skasajuci alebo
instittcia nedodrzali
podmienky casti 20,
Protikorup¢né
opatrenia, CRO a
spolo¢nost’ Pfizer
neposkytnu Ziadne
d’alSie platby v rdmci
tejto zmluvy, nezavisle
od akychkol'vek
aktivit, ktoré hlavny
skdSajuci alebo
institlcia vykonavaju,
¢i zmlav s tretimi
stranami, ktoré hlavny
skdSajuci alebo
inStitucia uzavreli pred
ukoncenim zmluvy.

Vratenie materidlov. Ak CRO
nedé iny pisomny pokyn,
hlavny skdSajuci a institdcia
po ukonceni zmluvy
bezodkladne vréatia v stlade s
pokynmi CRO vSetky
materialy poskytnuté CRO
alebo spolo¢nost’'ou Pfizer na
vykonavanie klinického
skusania, vratane nepouZzitych
skasanych liekov,
nevyplnenych zdznamovych
formularov ucastnika
klinického skidSania a
akéhokol'vek vybavenia ¢i
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18.5

Institution at CRO’s
reasonable expense.

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

19. Other Terms

19.1

Suitability. Principal
Investigator and Institution

each certify that he/she/it is
licensed, registered, or
otherwise qualified and
suitable under local law,
regulations, policies, or
administrative requirements to
conduct the Study and required
Study-related activities or act
as Study site, as applicable.
Principal Investigator and
Institution also each certify
that he/she/it is not debarred
under subsections 306(a) or (b)
of the United States Federal
Food, Drug, and Cosmetic Act
and any applicable local law,
that there are no applicable
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18.5

materialov dodanych CRO
alebo spolo¢nost’ou Pfizer.
Vratenie materidlov sa
vykonéva v sidle institGcie na
primerané néklady CRO.

Pretrvanie povinnosti.
Povinnosti tykajuce sa
financovania, dévernych
informacii, z&znamov
klinického skiSania,
vynalezov, publikécii,
poistenia, sposobilosti a
protikorup&nych opatrent,
rovnako ako aj niektoré d’alSie
podmienky tejto zmluvy alebo
jej priloh, ktoré svojou
povahou a ti¢elom zostavaji
platné aj po skon¢eni zmluvy,
trvaju aj po skonceni platnosti
tejto zmluvy.

19. Ostatné ustanovenia

19.1

Sposobilost’. Hlavny skusajuci
a institucia kazdy za seba
osvedCuje, Ze ma opravnenie,
je registrovany alebo inak
kvalifikovany ¢i sposobily
podl'a miestnej legislativy,
smernic, zasad alebo
administrativnych
poziadaviek, na vykonavanie
tohto klinického skdSania a
pozadovanych aktivit v ramci
klinického skuSania, alebo
vystupovat ako pracovisko
klinického skusania, podla
toho, o je pouzite'né. Hlavny
skusSajuci a institacia d’alej
vyhlasuju kazdy za seba, Ze
nemaju zakazant ¢innost’
podTla ¢asti 306(a) alebo (b)
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regulations or other obligations
that prohibit either party from
conducting the Study and
entering into this Agreement
and that they 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 and Principal
Investigator will notify CRO
promptly if any of these
certifications need to be
amended in light of new
information.

19.2  Investigations, Inquiries,
Warnings, or Enforcement
Actions Related to Conduct of
Clinical Research. Principal
Investigator and Institution
each certify that he/she/it is not
the subject of any past or
pending governmental or
regulatory investigation,
inquiry, warning, or
enforcement action
(collectively, “Agency
Action”) related to its conduct
of clinical research or the
practice of medicine that has
not been disclosed to CRO or
Pfizer. Principal Investigator
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federalneho zadkona Spojenych
Statov americkych a
potravinach, liekoch a
kozmetike ani Ziadneho iného
platného miestneho zékona, Ze
neexistuju Ziadne uplatnitelné
smernice alebo povinnosti,
ktoré by zakazovali
ktorejkol'vek z tychto
zmluvnych stran vykonavat
klinické skusanie a uzavriet’
tato zmluvu, a Ze Ziadnym
spdsobom nevyuZziju sluzby
inej osoby, ktord ma podl'a
takychto zadkonov zakéazanu
¢innost’ v oblasti sluzieb, ktoré
sa maju vykonavat’ v ramci
tejto zmluvy. Pocas trvania
tejto zmluvy a tri roky po jej
ukonceni hlavny sktsajuci
bezodkladne oznami CRO
alebo spolo¢nosti Pfizer, ak je
tieto osvedcenia na zaklade
novych informécii potrebné
doplnit’.
19.2 VysSetrovania, zistovania,
upozornenia alebo
donucovacie opatrenia v
suvislosti s vykondvanim
klinického skuSania. Hlavny
skdSajuci a institacia
potvrdzuju, Ze nie st a ani v
minulosti neboli predmetom
vySetrovania, zistovania,
upozornenia ¢i donucovacieho
opatrenia Statneho alebo
regula¢ného tradu (spolocne
Laradné konanie®) v
suvislosti s vykondvanim
klinického skuSania alebo
lekarskej praxe, o ktorom
nebola CRO alebo spolo¢nost’
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or Institution will notify CRO
promptly if he/she/it receives
notice of or becomes the
subject of any Agency Action
regarding 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.

19.3 Use of Name. CRO and 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. Neither CRO nor
Pfizer will 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
CRO, 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.
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Pfizer informovana. Hlavny
skdSajuci alebo institdcia
okamzite ozndmi CRO alebo
spolocnosti Pfizer, ak dostanu
oznémenie o Gradnom konani
alebo sa stali jeho predmetom
v suvislosti s dodrziavanim
etickych, vedeckych alebo
regula¢nych Standardov
vykonévania klinického
skdSania alebo lekéarskej praxe,
ku ktorym doSlo pred obdobim
vykonavania klinického
sktsania alebo pocas neho.
19.3 PouZivanie mena. CRO a
spolo¢nost’ Pfizer si
vyhradzuju pravo uvadzat
hlavného skuSajuceho a
institGciu v suvislosti s
uvedenim protokolu v
databéze klinickych skusani
Narodnych Ustavov zdravia
(National Institutes of Health,
NIH), v inych verejne
pristupnych zoznamoch
prebiehajucich klinickych
skdSani alebo inych sluzbach
alebo mechanizmoch naboru
ucastnikov. CRO ani
spolo¢nost’ Pfizer inym
spdsobom nepouziju nazov
hlavného skusajlceho,
inStitucie, ani mena jej
zamestnancov alebo
zmluvnych dodavatel'ov, a ani
hlavny skdSajuci ani institucia
nepouZiju ndzov CRO,
spolo¢nosti Pfizer, ani mena
ich zamestnancov alebo
zmluvnych dodéavatel'ov, na
propagacné ¢i reklamné ucely
bez predchadzajiceho
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19.4 SUSARSs. Pursuant to a

19.5

19.6

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
(“SUSARSs”). Principal
Investigator will receive and
review SUSAR reports.
Institution will retain SUSAR
reports consistent with Section
11.3 of this Agreement.

Relationship of the Parties.
The relationship of Principal
Investigator and Institution to
CRO and Pfizer is one of
independent contractors and
not one of partnership, agents
and principal, employees 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
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pisomného suhlasu strany,
ktorej nazov ma byt’ pouzity.

19.4 Podozrenia na neoakavané a

zavazne neziaduce reakcie.
Vzhl'adom na povinnost’
zadavatel'a podavat’ spravy o
bezpecnosti v stilade so
smernicou 21 CFR
312.32(c)(1) (Kodifikacia
federalnych predpisov
Spojenych Statov americkych,
d’alej “CFR”) spolocnost’ Pfizer
oznami hlavnému skiSajacemu
vSetky podozrenia na zavazné a
neocakavané neziaduce reakcie
(Serious Unexpected Suspected
Adverse Reactions, d’alej
»SUSAR®). Hlavnému
sktisajicemu buda dorucené
spravy o SUSAR, ktoré posudi.
Institucia bude uchovavat
spravy o SUSAR v sulade s
castou 11.3 tejto zmluvy.

Vztah zmluvnych stran.
Hlavny skiSajuci a institlcia
su vo vztahu k CRO a
spolo¢nosti Pfizer nezavislym
dodavatel'om, a ich vzt'ah nie
je zdruzenim, vztahom medzi
zastupcom a zastupenym,
Zamestnancom a
zamestnavatel'om, spolo¢nym
podnikom, ani inym
podobnym vztahom.

Zmeny. Akakol'vek zmena
tejto zmluvy musi byt
pisomna, podpisana
zmluvnymi stranami a
vyhotovena formou dodatku.
Vynimku tvoria niektoré
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the Study budget as identified
in Attachment A unless there
should be a reduction in the
Study budget.

19.7 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.

19.8  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.

19.9 Affiliates. As used in this

Agreement, the term “affiliate”

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

19.10 Successors and Assigns. This
Agreement will bind and inure
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vzajomne dohodnuté zmeny
rozpoctu klinického skuSania
uvedené v prilohe A, okrem
pripadov, ak by malo dojst’

k znizeniu rozpo¢tu klinického
skusania.

19.7  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
uskutocnené pisomne a
podpisané zmluvnou stranou,
ktoréa sa zrieka svojho prava.

19.8 _Rozpor s prilohami. V pripade
rozporu medzi touto zmluvou
a niektorou z jej priloh su
rozhodujuce podmienky tejto
zmluvy. V pripade rozporu
medzi touto zmluvou a
protokolom sa zaleZitosti
tykajuce zaobchadzania s
ucastnikmi klinického
skdSania riadia protokolom a
vSetky ostatné zaleZitosti sa
riadia zmluvou.

19.9 Pobocky. Pojem ,,pobocka®,
ktory sa pouziva v tejto
zmluve, oznacuje subjekt,
ktory priamo alebo nepriamo
riadi uvedend zmluvnu stranu,
alebo je touto zmluvnou
stranou riadeny, ¢i podlieha
spolo¢nému riadeniu s
vymenovanou stranou.

19.10 Nastupcovia a nadobudatelia.

Tato zmluva bude zavdzna a
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19.11

19.12

to the benefit of the successors
and permitted assigns of each

party.

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

Disclaimer of Warranties by
CRO. THE PARTIES
ACKNOWLEDGE THAT
PFIZER HAS ENGAGED
CRO TO PROVIDE
SERVICES IN REGARD TO
THIS PFIZER-SPONSORED
CLINICAL STUDY. CRO
HAS NOT PERFORMED
ANY INDEPENDENT
RESEARCH OR ANALYSIS
REGARDING THE SAFETY
OR EFFICACY OF ANY
INVESTIGATIONAL DRUG
OR OTHER MATERIALS
OR TREATMENT
PROCEDURES TO BE USED
IN THIS STUDY AND
THEREFORE CRO MAKES
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19.11

19.12

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

Koncovy pouzivatel.
Spolocnost’ Pfizer je
zamySl'anym beneficientom
pre tato zmluvu a ma narok na
priame uplatiiovanie
akychkol'vek a vSetkych
svojich prav v ramci tejto
zmluvy. Ak niektoré tretia
strana ziska prava na produkt
spolo¢nosti Pfizer a
spolo¢nost’ Pfizer vymenuje
danu tretiu stranu za
zadavatel’a tohto klinického
sktsania, spolo¢nost’ Pfizer
moze slobodne previest’
ktorékol'vek alebo vsetky
svoje prava a zavazky
vyplyvajlce z tejto zmluvy na
nového zadévatela.

Vyltcenie zodpovednosti
CRO. ZMLUVNE STRANY
BERU NA VEDOMIE, ZE
SPOLOCNOST PFIZER
NAJALA CRO, ABY
POSKYTOVALA SLUZBY
SPOJENE S TYMTO
KLINICKYM SKUSANIM,
KTOREHO
ZADAVATELOM JE
SPOLOCNOST PFIZER.
CRO NEVYKONALA
ZIADNY NEZAVISLY
VYSKUM ANI ANALYZU
TYKAJUCU SA
BEZPECNOSTI ALEBO
UCINNOSTI
AKEHOKOLVEK
SKUMANEHO LIEKU
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19.13

19.14

NO WARRANTIES,
EXPRESSED OR IMPLIED,
CONCERNING THOSE
DRUGS, MATERIALS, OR
TREATMENT
PROCEDURES, THE
RESULTS TO BE
OBTAINED BY
ADMINISTERING THEM
PURSUANT TO THE
PROTOCOL, OR TO THEIR
FITNESS FOR ANY
PARTICULAR PURPOSE,
OR TO ANY OTHER
PFIZER OBLIGATION
UNDER THE PROTOCOL
OR THIS AGREEMENT.

Entire 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.

Language. This Agreement is
set forth in both Slovak and

B1931036 Institution: NUDCH Bratislava, Pl: xXX,

Site: XXX

Three-Party Template (Slovakia)

May 2018

55

Template Version:

19.13

19.14

ALEBO INYCH
MATERIALOV CI
LIECEBNYCH PROCEDUR,
KTORE SA BUDU
POUZIVAT V TOMTO
KLINICKOM SKUSANI,

A PRETO CRO NEPONUKA
ZIADNE ZARUKY,
VYSLOVNE ALEBO
IMPLIKOVANE,
TYKAJUCE SA TYCHTO
LIEKOV, MATERIALOV
ALEBO LIECEBNYCH
PROCEDUR, VYSLEDKOV,
KTORE MAJU BYT
ZISKANE ICH
PODAVANIM V SULADE

S PROTOKOLOM ALEBO
PODLA ICH VHODNOSTI
PRE AKYKOLVEK
KONKRETNY UCEL, ANI
NA ZIADNE POVINNOSTI
VYPLYVAJUCE

Z PROTOKOLU ALEBO
TEJTO ZMLUVY.

Uplnost zmluvy. Tato zmluva
vratane jej priloh predstavuje
Uplné znenie dohody medzi
zmluvnymi stranami tykajucej
sa predmetu zmluvy. Tato
zmluva nahradza vsetky
predchadzajuce dohody
zmluvnych stran (Ustne aj
pisomné) tykajlce sa tohto
klinického skiSania okrem
povinnosti, ktoré podl'a ich
podmienok pretrvavajl
nezavisle od tejto zmluvy.

Jazyk. Tato zmluva je
vyhotovena v slovenskom aj
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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.

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

CRO:
Attention: Xxx

Tel: xxx
Mobile: xxx
Email; xxx

Principal Investigator:

XXX

Narodny ustav detskych chorob
Klinika detskej hematoldgie

a onkoldgie LF UK a NUDCH
Limbova 2643/1

833 40 Bratislava — mestska cast’
Nové Mesto

Telephone: xxx
Email; xxx

Institution:
Né&rodny ustav detskych chordb
Limbovéa 2643/1
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v anglickom jazyku, pricom
obidve jazykové verzie maju
rovnaku platnost’. V pripade
nejasnosti alebo rozporov vo
vyklade pojmov medzi tymito
dvomi verziami bude
rozhodujuca slovenska verzia.

19.15 Oznamenia. Zmluvné strany
dorucia oznamy a inu
komunikaciu tykajucu sa tejto
zmluvy osobne,
prostrednictvom kuriéra alebo
doporucenej posty
S moznost'ou sledovania
zasielky na uvedenu adresu
alebo in0 adresu, ktord neskor
niektora zo zmluvnych stran
oznami druhej strane v sulade
S touto Cast’ou.

CRO:
k rukam: xxx

Tel: xxx
Mobil: xxx
E-mail: xxx

Hlavny skuSajuci:

XXX

Narodny ustav detskych chorob
Klinika detskej hematoldgie

a onkoldgie LF UK a NUDCH
Limbova 2643/1

833 40 Bratislava — mestska cast’
Nové Mesto

Telefon: xxx
E-mail: xxx

Indtitdcia:
Né&rodny ustav detskych chordb
Limbovéa 2643/1
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833 40 Bratislava — mestska ¢ast’
Nové Mesto

Attention: xxx
Telephone: xxx
Email: xxx

Pfizer:
For Submission of Publications Only:

XXX
Director, Clinicain

Post Approval Clinical Development
Clinical Development& Operations,
Global Product Development
Telephone: xxx

Email: xxx

19.16 Counterparts and Signature.
This Agreement may be
executed in two or more
counterparts, each of which will
be deemed to be an original,
and all of which will together
constitute one and the same
agreement. The Agreement
will be deemed to be fully
executed when signed by each
of the parties through written
signature, Portable Document
Format (PDF), validated digital
signature, or other reliable
electronic means, and delivered
to the other parties and shall be
effective no earlier than the day
following the day of its
publication in the Central
Register of Contracts.
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833 40 Bratislava — mestska ¢ast’
Nové Mesto

k rukdm: xxx
Telefon: xxx
E-mail: xxx

Pfizer:
Len na ucely predkladania publikacii:

XXX
Director, Clinicain

Post Approval Clinical Development
Clinical Development& Operations,
Global Product Development
Telefon: xxx

E-mail: xxx

19.16 Rovnopisy a podpisanie. Tato
zmluva sa moze vyhotovit
v dvoch alebo viacerych
rovnopisoch, z ktorych kazdy sa
povazuje za original, pricom
spolo¢ne budu predstavovat’
jednu a ta istd zmluvu. Tato
zmluva nadobuda plnu platnost’
podpisanim sa kazdou zo
zmluvnych stran fyzickym
podpisom, prostrednictvom
formatu PDF (Portable
Document Format), overeného
digitalneho podpisu alebo iného
spolahlivého elektronického
sposobu, a doru¢enim ostatnym
zmluvnym strandm a u¢innost’
najskor diiom nasledujicim po
dni jej zverejnenia v centralnom
registri zmluv.
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19.17 Pfizer and the CRO undertake

that neither they nor any person
authorised by them will enter
into a separate contract relating
to the Study with the Principal
Investigator or any member of
the Study Personnel.

19.18 This contract shall be read and

interpreted in accordance with
the laws of the Slovak Republic
without the use of conflict of
laws rules that would refer to
the law of another state. The
parties agree to the exclusive
jurisdiction of the courts of
Slovakia.

Anti-Corruption

19.17 Spolocnost’ Pfizer a CRO sa

zavazuju, Ze oni ani Ziadna nimi
poverena osoba neuzavru
samostatnu zmluvu tykajlcu sa
klinického skiSania s hlavnym
skusajacim alebo niektorym
¢lenom skusajuceho personalu.

19.18 Tato zmluva sa interpretuje a

vyklada v stlade so zakonmi
Slovenskej republiky bez
pouZitia koliznych noriem, ktoré
by odkazovali na pravny
poriadok iného Statu. Zmluvné
trany suhlasia s vyhradnou
pravomocou slovenskych stdov.

Protikorupéné principy

Definitions Definicie

a. Government. As used a. Vléda. Pojem ,,vlada“,
in this Agreement, resp. ,,Statny alebo
“Government” verejny organ“ ako sa

includes all levels and
subdivisions of
governments (i.e.,
local, regional, and
national;

pouZiva v tejto zmluve,
zahtna vSetky urovne a
poddivizie vlady (t.j.
miestne, regionalne a
Statne, administrativne.

administrative, legislativne a
legislative, and vykonne).
executive).

b. Government Official. b. Uradna osoba. V tejto
As used in this zmluve pojem ,,aradna
Agreement, osoba‘“ zahfna (1)
“Government kazdého voleného

Official” includes (1)
any elected or
appointed non-US
Government official
(e.g., a legislator or a

alebo menovaného
neamerického Uradnika
Statnej spravy (napr.
zakonodarca alebo ¢len
neamerického
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member of a non-US
Government ministry),
(2) any employee or
individual acting for or
on behalf of a non-US
Government official,
non-US Government
agency, or enterprise
performing a function
of, or owned or
controlled by, a non-
US Government (e.g., a
healthcare professional
employed by a non-US
Government hospital or
researcher employed
by a non-US
Government
university), (3) any
non-US political party
officer, candidate for
non-US public office,
or employee or
individual acting for or
on behalf of a non-US
political party or
candidate for public
office, (4) any
employee or individual
acting for or on behalf
of a public
international
organization, and (5)
any member of a royal
family or member of a
non-US military.
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ministerstva); (2)
akéhokol'vek
zamestnanca alebo
osobu konajlcu v mene
neamerickej Uradnej
osoby, neamerickej
vladnej agentdry alebo
podniku
vykonavajlceho
funkciu Statneho alebo
verejneho organu alebo
vlastneného ¢i
riadeného
neamerickym Statnym
alebo verejnym
orgdnom (napr.
zdravotnicky odbornik
zamestnany
neamerickou
nemocnicou alebo
vyskumnik zamestnany
univerzitou, ktora
podlieha
neamerickému
Statnemu alebo
verejnému organu); (3)
akéhokol'vek ¢lena
neamerickej politickej
strany, kandidata na
neamerick( verejnu
funkciu, zamestnanca
alebo osobu konajucu v
mene alebo na zéklade
poverenia neamerickej
politickej strany alebo
kandidata na verejni
funkciu; (4)
akéhokol'vek
zamestnanca alebo
osobu konajlcu v mene
alebo na zéklade
poverenia verejnej
medzinarodnej
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20.2

20.3

Anti-Bribery and Anti-
Corruption Principles.
Principal Investigator and
Institution have each received
a copy of Pfizer’s International
Anti-Bribery and Anti-
Corruption Principles as an
Attachment to this Agreement.
Principal Investigator and
Institution will ensure that they
and any of their agents or
subcontractors conducting
Pfizer work will comply with
the Anti-Bribery and Anti-
Corruption Principles.

Warranties. Principal
Investigator and Institution
warrant to CRO and Pfizer the
following:

a. Any information that
Principal Investigator
or Institution provided
to CRO or Pfizer as
part of CRO’s or
Pfizer’s anti-corruption
due-diligence process
is complete and
accurate.

b. If any response that
Principal Investigator
or Institution provided
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20.2

20.3

organizacie; a (5)
akéhokol'vek Clena
kralovskej rodiny
alebo prislusnika
neamerického vojska.

Principy boja proti uplatkom a
korupcii. Hlavny skiSajuci a
inStitucia dostali képiu
Medzinarodnych zasad boja
proti Uplatkom a korupcii
spolo¢nosti Pfizer vo forme
prilohy k tejto zmluve. Hlavny
skdSajuci a institacia
zabezpecia, ze oni a vsetci ich
zastupcovia alebo
subdodavatelia vykonavajuci
aktivity pre spolo¢nost’ Pfizer,
budu dodrziavat’ tieto principy
boja proti Uplatkom a korupcii.

Zaruky. Hlavny skusajaci a
institucia zaru¢uji CRO a
spolo¢nosti Pfizer nasledujtce:

a. Akékol'vek informacie,
ktoré hlavny skuSajuci
alebo institucia
poskytli CRO alebo
spolo¢nosti Pfizer
pocas hibkovej
protikorupcne;j
previerke (due
diligence) vykonévanej
CRO alebo
spolo¢nost'ou Pfizer, su
Uplné a presné.

b. Hlavny skdSajuci
alebo institlcia
oznamia CRO
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on the CRO or Pfizer
due-diligence
questionnaire in regard
to Principal
Investigator or
Institution, any
individuals identified
in the questionnaire, or
the Family Relatives
(as defined in the
questionnaire) of those
individuals changes
during the term of this
Agreement, Principal
Investigator or
Institution will notify
CRO.

C. The funding provided
by CRO or Pfizer
under this Agreement
will not cause Principal
Investigator or
Institution to do
anything that would
result in CRO or Pfizer
improperly obtaining
or retaining business or
gaining any improper
business advantage.

d. Principal Investigator
and Institution have not
and will not accept any
payment or anything of
value that would result
in CRO or Pfizer
improperly obtaining
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akukol'vek zmenu
odpovedi, ktoru hlavny
skdSajuci alebo
institacia poskytli v
dotazniku hibkovej
previerky CRO alebo
spolo¢nosti Pfizer
ohl'adom hlavného
skdSajuceho alebo
instittcie, akychkol'vek
0s06b identifikovanych
v dotazniku alebo ich
rodinnych prislusnikov
(ako su definovani v
danom dotazniku) ,
ktoré nastanu pocas
doby platnosti tejto
zmluvy.

C. Finan¢né prostriedky,
ktoré CRO alebo
spoloc¢nost’ Pfizer
poskytli v ramci tejto
zmluvy nesposobia, ze
hlavny sktSajuci ¢i
institdcia urobia
cokol'vek, ¢o by
sposobilo, ze CRO
alebo spolocnost’ Pfizer
nepatricnym sposobom
ziskaju alebo si udrzia
obchodnu zakazku
alebo akukol'vek
nepatri¢nu obchodnti

vyhodu.

d. Hlavny skdSajuci a
inStitacia neprijali ani
neprijmu Ziadnu platbu
ani ni¢ hodnotné, ¢o by
sposobilo, Ze CRO
alebo spolocnost’ Pfizer
nepatricnym spdsobom
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20.4

or retaining business or
gaining any improper
business advantage.

e. Principal Investigator
and Institution have not
and will not in the
future directly or
indirectly offer or pay,
or authorize the offer
or payment of, any
money or anything of
value in an effort to
influence any
Government Official or
any other person.

Funding Requirements. CRO
will make no payment in
addition to the funding set out
in Attachment A (Study
Budget and Payment Terms) in
connection with this
Agreement unless CRO has
prospectively approved that
expenditure in writing. All
invoices and any supplemental
documents that Principal
Investigator and Institution
submit to CRO or Pfizer under
this Agreement must be
truthful and show in
reasonable detail what the
requested payment is for.
Principal Investigator and
Institution will maintain true,
accurate, and complete records
(e.g., invoices, reports,
statements, and books) relating
to the funding and
expenditures for this Study.
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20.4

ziskaju alebo si udrzia
obchodnu zékazku
alebo akukol'vek
nepatri¢na obchodnti
vyhodu.

e. Hlavny skdSajuci a
institGcia neponukli ani
v budtcnosti priamo ¢i
nepriamo neponudknu,
ani nezaplatia, ani
neschvalia ponuku ¢i
vyplatenie penazi ani
nic¢oho hodnotného v
snahe ovplyvnit’ uradnti
osobu alebo akukol'vek
inu osobu.

Poziadavky na financovanie.

CRO neposkytne Ziadnu platbu
na dévazok k platbam
stanovenym v prilohe A
(Rozpocet klinického skusania
a platobné podmienky) v
suvislosti s touto zmluvou, ak
CRO vopred a v pisomnej
forme takyto vydavok
neodsuhlasila. VSetky faktary
a pripadné doplnkové doklady
predlozené CRO alebo
spolo¢nosti Pfizer hlavnym
skdSajucim a instituciou v
rdmci tejto zmluvy musia
uvadzat’ primerané
podrobnosti o predmete, za
ktory sa poZaduje platba.
Hlavny ski$ajuci a institacia
budu udrziavat’ pravdiveé,
presné a uplné zaznamy (napr.
faktary, hlasenia, prehl'ady a
uctovné knihy) tykajice sa
financovania a vydavkov
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20.5

20.6

Right to Audit. Pfizer has the
right to take all reasonable
steps and actions to ensure that
each payment made by CRO
on behalf of Pfizer is properly
and legitimately used. To this
end, Principal Investigator and
Institution will permit, during
the term of the Agreement and
for three years after the final
payment has been made under
the Agreement, Pfizer’s
internal and external auditors
access to any relevant books,
documents, papers, and
records of the Principal
Investigator and Institution
involving transactions related
to the Agreement. Because this
Agreement relates to a clinical
study, there will be acceptable
safeguards employed in such
an audit to ensure
confidentiality and protect the
privacy of the Study Subjects.

Failure to Comply. If CRO or
Pfizer terminates the Study or
this Agreement because of
Principal Investigator’s or
Institution’s breach of any of
the provisions in this Anti-
Corruption section, Principal
Investigator and Institution
will be liable to Pfizer for
damages or remedies as
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20.5

20.6

v savislosti s vykonavanim
tohto klinického skusania.

Prévo na audit. Spolo¢nost’
Pfizer podnikne vSetky
prislusné kroky a opatrenia,
aby sa vSetky prostriedky,
ktoré zaplati CRO v mene
spoloc¢nosti Pfizer, vyuzivali
sprévne a opravnene. V sulade
s tymto hlavny skusajuci a
inStitacia povoli pocas trvania
platnosti zmluvy a tri roky po
uskutoc¢neni poslednej platby v
ramci tejto zmluvy pristup
internych a externych
inSpektorov spolocnosti Pfizer
ku vSetkym relevantnym
uctovnym kniham,
dokumentom, listinam a
zaznamom hlavneho
skdSajuceho a institucie, v
ktorych st uvedene transakcie
spojené s touto zmluvou.
Ked’ze sa tato zmluva tyka
klinického skdSania, budd
pocas takéhoto auditu
dodrziavané bezpecnostné
opatrenia, aby sa zabezpecila
dovernost’ a ochrana stikromia
ucastnikov klinického
skusania.

Nedodrziavanie zasad. Ak
CRO alebo spolocnost’ Pfizer
ukoncia klinické skusanie
alebo tato zmluvu, pretoze
hlavny skasajuci alebo
inStitucia porusili ktorékol'vek
z ustanoveni v tejto ¢asti o
protikorup¢nych opatreniach,
hlavny skdSajuci a institdcia
budu zodpovedni spolo¢nosti
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provided by law. Further,
Principal Investigator and
Institution will indemnify
CRO and Pfizer against any
third-party claim, fine, or
penalty against CRO or Pfizer
that results from such a breach
by Principal Investigator or
Institution.

B1931036 Institution: NUDCH Bratislava, Pl: xXX,

Site: XXX

Three-Party Template (Slovakia)

May 2018

Template Version:

64

Pfizer za Skody alebo za
népravu, ako to ustanovuju
pravne predpisy. Dalej hlavny
skd$ajuci a institdcia zbavia
CRO a spoloc¢nost’ Pfizer
zodpovednosti za akékol'vek
naroky, pokutu alebo penale
vyplyvajlce z takéhoto
porusenia zo strany hlavného
skuSajuceho alebo institucie a
uvalenych na CRO alebo
spolo¢nost’ Pfizer tretou
stranou.

B1931036 Institdcia: NUDCH Bratislava, Hlavny
skasajlci: XXX, C. pracoviska: XXX

Vzor trojstrannej zmluvy (Slovensko)

vzoru: M4j 2018

Verzia

64



Agreed to and Accepted by:

ICON Clinical Research Limited

Signature/Podpis

XXX

Printed Name/ Meno tlatenym pismom

Sr. SSUA manager

Title/Funkcia

Date/ Datum:

Narodny Ustav detskych chordb

Signature/Podpis

XXX

Printed Name/ Meno tlacenym pismom

Director / riaditel’

Title/Funkcia

Date/ Datum:
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Suahlasil a prijal:

XXX

Signature/Podpis

XXX

Printed Name/Meno tlaenym pismom

Principal investigator/ zodpovedny skusajuci

Template Version:

Title/Funkcia

Date/Datum:
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Attachments

Attachment A
Attachment B
Attachment C

Attachment D

Attachment E

Attachment F

Study Budget and
Payment Terms

Insurance Certificate
Equipment and
Materials

Pfizer International
Anti-Bribery and Anti-
Corruption Principles
Protection of Personal
Data

Form of Indemnity
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Prilohy

Priloha A

Priloha B
Priloha C

Priloha D

Priloha E

Priloha F

Rozpocet klinického
skdSania a platobne
podmienky
Osvedcenie o poisteni
Vybavenie a materialy

Medzinarodné zasady boja
proti Uplatkom a korupcii
spolo¢nosti Pfizer
Ochrana osobnych Gdajov

Formular odSkodnenia.
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Attachment A
STUDY BUDGET AND PAYMENT
TERMS

Protocol Number B1931036

5 Prilohq A )
ROZPOCET KLINI,CKEHO SKUSANIA A
PLATOBNE PODMIENKY

Protokol ¢islo B1931036

Attachment A

Dodatok A

Study Budget and Payment Terms

Rozpocet klinického skisania a platobne
podmienky

Pfizer Protocol # B1931036

Protokol spolocnosti Pfizer ¢. B1931036

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

1. Meno a adresa prijemcu platby:
Uhrady splatné na zaklade tejto zmluvy budu
poukazané (komu):

Pl Name:

Meno zodpovedného XXX
skuSajuceho:

Pfizer assigned Site ID: XXX

Identifikator pracoviska
priradeny spolo¢nost’ou
Pfizer:

Payee:
Prijemca platby:

Néarodny ustav detskych choréb

Payee’s Phone Number: XXX
Telefonne Cislo prijemcu

platby:

Payee’s AP/Payment XXX
Contact Email address:

AP prijemcu
platby/kontaktna e-mailova
adresa platby:

VAT ID Number:
IC DPH:

SK 2020848368

Payment Method:
Sposob platby:

Bank Transfer (SWIFT/Wire)
Bankovy prevod (SWIFT/elektronicky)

Pay to the order of
(account holder):
Platba v prospech
(bankovy ucet):

SK44 8180 0000 0070 0027 9381
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Bank Name: Statna pokladnica
Nazov banky:

Payee’s Phone Number: XXX

Telefonne Cislo prijemcu

platby:

The Institution must provide CRO, 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 CRO, in writing,
of any changes or required updates of
payment instructions and/or bank
details.

InStitacia musi pisomne poskytnut’
zmluvnej vyskumnej organizacii Uplné
pokyny tykajuce sa platieb pre vyssie
uvedeneho prijemcu platby vratane
vyplnenia prislusnych formularov na
spracovanie platieb pre prijemcu
platby predtym, ako sa na zaklade tejto
zmluvy budit méct’ poukdzat’
akékol'vek platby. Institicia ma
povinnost’ pisomne informovat’
zmluvnu vyskumnd organizaciu o
akychkol'vek zmenéch alebo
pozadovanych aktualizaciach pokynov
tykajucich sa platieb a/alebo
bankovych Gdajov.

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 CRO, and (3)
IRB approval.

Indtitacii nebudld poukéazané Ziadne iné
platby, kym nebude uskutocnené
nasledovné: (1) podpisanie zmluvy,
(2) predlozenie vsetkych regulacnych
dokumentov zmluvnej vyskumnej
organizacie a (3) schvalenie etickou
komisiou.

If the Agreement is terminated before
all payments are earned, the remainder
must be returned to CRO immediately
in accordance with Section 13
(Refunds) below.

Ak sa platnost’ zmluvy skon¢i pred
vycCerpanim vsetkych platieb,
zostatkova suma sa musi okamzite
vratit zmluvnej vyskumnej organizacii
v sUlade s niZSie uvedenou ¢ast’ou 13
(Refundécia).

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

Niaklady na ucastnika: Naklady na
ucastnika su stanovené v prilohe 1

v zavislosti od vykonania vsetkych
navstev a procedur v sulade so
Specifikaciami skisania uvedenymi v
protokole. Platby sa vypocitaju podl'a
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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. CRO 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.

Udajov skdSania zadanych do systému
EDC a budu zaplatené v pripade, Ze
pracovisko postupuje v sulade s
protokolom a zmluvou vratane
predloZenia faktury, ak sa vyZaduje.
zmluvna vyskumna organizécia bude
uhradzat’ platby Stvrtrocne do
Styridsiatich piatich (45) dni po
dokonceni vsetkych Cinnosti na
zéklade sluzieb dokoncenych v
predchadzajucich troch (3) mesiacoch.
Pociato¢né obdobie Cinnosti zacina
prvym diiom mesiaca, v ktorom
absolvuje skrining prvy pacient.

Additional Treatment Related
Costs: In addition to the Per-Subject
Costs, CRO will pay Institution for the
other Additional Treatment Related
Costs as set forth in Exhibit 1.
Institution shall submit requests for
payment for Additional Treatment
Related Costs in accordance with
Section 12 (Invoices & Payments),
including submission of any back-up
documentation or receipts for pass-
through expenses. Any costs
designated as invoiceable in Exhibit 1
should be invoiced at the visits or
timepoints specified therein and not
submitted to third party insurance
payors.

Dodatocné niaklady suvisiace s
lie€bou: Okrem nakladov na ucastnika
zmluvné vyskumna organizécia uhradi
inStitacii d’alsie naklady suvisiace s
liecbou, ako je uvedené v prilohe 1.
InStitdcia predlozi Ziadosti o uhradenie
dodato¢nych nakladov suvisiacich

s liecbou v sulade s ¢ast’ou 12
(Faktary a platby) vratane
predlozenia akejkol'vek sprievodne;j
dokumentécie alebo potvrdeni

0 prijme za postupované vydavky.
Vsetky néklady, ktoré st oznacené v
prilohe 1 ako podliehajuce
fakturovaniu, musia byt
vyfakturované pri navstevach alebo v
terminoch ur¢enych v danom
dokumente a nesmu sa predkladat’
platcom poistenia, ktori su tretimi
stranami.

Other Study-Level Costs: In addition
to costs covered in the other two
sections of Exhibit 1, CRO will pay
Institution for the other Study-Level
Costs as set forth in Exhibit 1.
Institution shall submit requests for
payment for other Study-Level Costs

Ostatné naklady suvisiace s
klinickym skuSanim: Okrem
nékladov zahrnutych v d’alsich dvoch
Castiach prilohy 1 zmluvna vyskumna
organizacia uhradi institucii ostatne
néklady suvisiace s klinickym
skaSanim, ako je uvedené v prilohe 1.
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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.

~s o~

InStitdcia predlozi Ziadosti o uhradenie
ostatnych nakladov suvisiacich

s klinickym skdSanim v sulade

s ¢ast’ou 12 (Faktary a platby)
vratane predlozenia akejkol'vek
sprievodnej dokumentécie alebo
potvrdeni o prijme za postupované
vydavky. Akékol'vek postupované
vydavky nesuvisiace s procedurami
budu uhradené iba v skuto¢ne
vynaloZenej vyske, az do maximalnej
sumy uvedenej v prilohe 1, bez
akéhokol'vek navySenia ceny. Vsetky
naklady, ktoré su oznacené v prilohe 1
ako podliehajlce fakturovaniu, musia
byt podla situacie predlozené na
Uhradu alebo vyfakturované pri
névstevéch alebo v terminoch
urcenych v danom dokumente a nesmu
sa predkladat’ platcom poistenia, ktori
su tretimi stranami.

5. Einal Payment: The final payment Kone¢na platba: Konecna platba
will be paid upon final review and bude poukazand po konec¢nej kontrole
acceptance of all Study Data for Study a prijati vSetkych udajov zo skdSania
Subjects by CRO, completion of all za ucastnikov skusania zo strany
required administrative matters by the zmluvnej vyskumnej organizacie, po
Principal Investigator and/or dokonceni vsetkych pozadovanych
Institution, including, but not limited administrativnych krokov zo strany
to, resolution of all outstanding zodpovedného skuSajuceho a/alebo
queries, and the return of any Pfizer or inStitucie vratane najma vyrieSenia
Vendor-provided Equipment requested vSetkych nevyrieSenych pripomienok,
by Pfizer. a po odovzdani vSetkého vybavenia

poskytnutého spolo¢nost'ou Pfizer
alebo dodévatel'om na ziadost’
spolocnosti Pfizer.

6. No Payment. Institution will not be Odmietnutie platby. Institacii nebudd

paid for any Study Subjects whose
enrollment in the Study deviates from
the Protocol’s eligibility criteria or
from whom Study Data cannot be
analyzed because of Protocol

poukazané uhrady za Gcastnikov
skusania, ktorych zaradenie do
skdSania nie je v sulade s kritériami
pre splnenie podmienok podla
protokolu alebo ktorych udaje zo
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deviations, lack of proper records or
incomplete, uncorrected or
unverifiable CRFs.

sktiSania sa nedaju analyzovat’

v désledku odchylky od protokolu,
nedostatku riadnych zaznamov alebo
v désledku nedplnych, neopravenych
¢i neoveritelnych zdznamovych
formularov ucastnikov klinického
skdSania (CRF).

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

7. SkuSany produkt: V sulade s ¢astou
8 tejto zmluvy zmluvna vyskumna
organizacia bude poskytovat’ produkt
spolo¢nosti Pfizer. Bezplatne budu
poskytnuté tieto dodatocné lieky
poZadované na zéklade protokolu,
pripadne spolo¢nost’ Pfizer uhradi
naklady na ich obstaranie podl'a
informécii uvedenych niZsie:

IMP co

Investigational product xxx

mparator ALLR3 ( multi agent

Skusany produkt xxx

Porovnavacia liecba ALLR3 ku skusanému

chemotherapy) : produktu (chemoterapia s viacerymi latkami):
o0 Mitoxantrone o0 Mitoxantrone
o Vincristine o Vincristine
0 Dexamethasone 0 Dexamethasone
0 PEG-ASP (PEG- 0 PEG-ASP (PEG-
asparaginase) asparaginase)
8. Standard of Care: Compensation for 8. Standard starostlivosti:

all Protocol-required activities to be
performed by Institution is included in
the budget as documented in Exhibit 1.

Kompenzacia za vSetky ¢innosti
pozadované protokolom, ktoré ma
vykonat’ inStiticia, je zahrnuta

Vv rozpocte, ako je zdokumentované
v prilohe 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

9. U&astnik s neiispe$nym skriningom:

,,UCastnik s netispesnym

skriningom* je Gcastnik, ktory dal
suhlas a nevyhovel kritériam pre
skriningov(i navitevu, a preto nespiiia
podmienky zaradenia do skusania. Za
ucastnikov s neuspeSnym skriningom
bude poukazan uhrada podrla prilohy
1. Aby bolo mozné prijat’ platby za
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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.

ucastnikov s nedspesSnym skriningom,
musia byt’ vyplnené CRF zo skriningu.
InStitdcia poziada o uhradu za kazdého
ucastnika s neuspeSnym skriningom

v sUlade s ¢ast’ou 12 (Faktury

a platby), pricom uvedie skriningové
¢islo kandidata (alebo iny jedinecny
identifikator) a datum nedspe$ného
skriningu.

10.

Patient Travel Expenses: Pfizer will
reimburse reasonable travel expenses
per patient visit during the Study at the
rate set out in the Budget (Exhibit 1).
Travel reimbursement will be issued
directly by Institution to the Study
Subjects.

10.

Cestovné vydavky pacienta:
Spolo¢nost’ Pfizer uhradi primerané
cestovné vydavky za navstevu
pacienta pocas skuSania vo vyske
uvedenej v rozpocte (priloha 1).
Preplatenie cestovnych vydavkov
poskytne ucastnikom skuSania priamo
indtitdcia.

11.

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
or CRO or part of Research Injury
Treatment as described below.

11.

Dodato¢né testy/vySetrenia, lieCby
alebo procedury: Zmluvné strany
suhlasia, ze sucast'ou prilohy 1 st
vSetky naklady suvisiace so skusanim,
ako je uvedené v protokole. Institdcii
nebudd poukézané uhrady za Ziadne
dodatocné testy, liecbu alebo
procedury, ktoré nie st poZzadované na
zaklade protokolu alebo uvedené v
tejto zmluve ¢i v tomto dodatku A, ak
takéto dodato¢né testy, lieCbu alebo
procedury vopred neschvalila
spolo¢nost’ Pfizer alebo zmluvna
vyskumna organizacia alebo nie su
sucast'ou liecby ujmy na zdravi
spdsobenej vyskumom, ako je uvedené
d’ale;.

12.

Invoices & Payments:

12.

Faktury a platby:

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

Zmluvna vyskumné organizécia bude
poukazovat platby do Styridsiatich
piatich (45) dni od prijatia

a schvalenia faktury.
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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.

Pri akychkol'vek nakladoch, ktoré nie
su uvedené v prilohe 1, musi institicia
predlozit’ ziadosti o Uhradu alebo
refundéaciu alebo faktury az po
vstupeni do platnosti dodatku k
zmluve alebo Upravy rozpoctu.

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

V zaujme urychlenia platby by sa mala
k faktaram prilozit’ kopia dodatku.

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

ICON Clinical Research Limited
Investigator Payments Group — PSBU
South County Business Park
Leopardstown, Dublin 18

Ireland

VAT: E8201978R

FaktUry musia byt na meno
pravnického subjektu zmluvnej
vyskumnej organizacie, s ktorou je
uzavreta zmluva a predlozené

v anglictine. Ak sa vyzaduju vytlacené
faktary, je potrebné predlozit’ ich a
zaslat’ na adresu:

ICON Clinical Research Limited
Investigator Payments Group — PSBU
South County Business Park
Leopardstown, Dublin 18

Ireland

VAT: E8201978R

The following information shall be
provided when submitting an invoice:

Pri predloZeni faktdry je potrebné
uviest’ tieto tdaje:

e Invoice number

e (islo faktury,

e Invoice date

e datum faktdry,

e Invoice amount

e fakturovand sumu,

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

e datum a popis
poskytovanych sluzieb
podra prilohy 1,

e Principal Investigator
Name

e meno zodpovedného
skuSajuceho,
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e Institution/Center or Site
Name and Address

e nazov a adresu
institUcie/strediska alebo
pracoviska,

e Pfizer assigned Site Id (as
listed above)

e identifikator pracoviska
prideleny spolo¢nostou
Pfizer (ako je uvedené
vysSie),

e Protocol Identifier or
Number

e identifikator alebo ¢islo
protokolu,

e VAT Registration Number

e identifikaéné ¢islo DPH
(IC DPH),

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

e podla situacie prislusnu
sadzbu DPH, relevantné
percento DPH alebo
uvedenie uplatnenia
postupu spatného
vyuctovania,

Failure to include required

Neuvedenie povinnych Gdajov vo

information on all requests for

payment or reimbursement or invoices

will result in delayed payment.

vSetkych Ziadostiach o Uhradu alebo
refundéaciu alebo vo faktarach bude
mat’ za nasledok oneskorenie platieb.

13. Refunds: To confirm process for
return of refunds, Institution shall

contact Pfizer at

13.

Refundacie: Na potvrdenie procesu
vratenia financnych prostriedkov sa
inStitacia spoji so spolo¢notou Pfizer

investigatorpayments@pfizer.com or
at such other contact as may be
communicated to Institution from time
to time.

pomocou adresy
investigatorpayments@pfizer.com
alebo inej adresy, ktora bude
priebezne poskytnutd institdcii.

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.

14. Dodatky: Nasledujuce zmeny v

rozpocte skiSania mozu byt

zdokumentované v oznameni o zmene
podpisanom spolo¢nost’ou Pfizer alebo

jej opravnenym zastupcom: (1)
navysenie celkového rozpoctu
skdSania s upravou harmonogramu

platieb alebo bez nej, alebo (2) Gprava
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harmonogramu platieb bez zmeny v
celkovom rozpocte skusania.

Inquiries:

Otazky:

15.  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 the CRO at: ICON Clinical
Research Ltd.,Investigator Payments
Group — PSBU, South County
Buisness Park, Leopardstown, Dublin
18, Ireland

15.  VSetky otazky tykajuce sa
doévodov zamietnutia alebo
neschvalenia Ziadosti o Uhradu alebo
refundéciu alebo uhradenie faktar je
potrebné zasielat’ zmluvnej vyskumne;j
organizacii na adresu: ICON Clinical
Research Ltd., Investigator Payments
Group — PSBU, South County
Buisness Park, Leopardstown, Dublin
18, Irsko

The anticipated total amount to be paid to the institution for conductiong this clinical trial is EUR
20 492,92 per completed participant. / Predpokladana celkova suma, ktora sa uhradi institdcii za
realizaciu tohto klinického skusania je 20 496,92 Eur za ukonceného ucastnika.
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Attachment B Priloha B
INSURANCE CERTIFICATE OSVEDCENIE O POISTENI
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Attachment C
EQUIPMENT AND MATERIALS

CRO/Pfizer-Provided Equipment and
Materials

CRO/Pfizer-Provided Equipment

CRO or Pfizer will provide the equipment
identified below (“CRO Equipment”) for use
by Principal Investigator or Institution in the
conduct or reporting of the Study:

“NONE”

CRO/Pfizer-Provided Materials

CRO or Pfizer will provide the proprietary

materials owned or licensed by CRO or Pfizer

and identified below (“CRO Materials™) for
use by Principal Investigator or Institution in
the conduct or reporting of the Study.

Materials Supplied: “NONE”

Vendor-Provided Equipment or Materials

CRO or Pfizer will arrange for a vendor to
provide the following equipment or
proprietary materials (*Vendor Property”) for
use in this Study: “NONE”
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Priloha C
VYBAVENIE A MATERIALY

Vybavenie a materialy poskytnuté
CRO/spolo¢nost’ou Pfizer

Vybavenie poskytnuté CRO/spolo¢nost’'ou
Pfizer

CRO alebo spoloc¢nost’ Pfizer poskytne
vybavenie uvedené nizsie (dalej len
»Vvybavenie CRO"), ktoré bude hlavny
skusajuci alebo institucia pouzivat’ pri
vykonavani klinického skusania a hlaseni
vysledkov:

,.ZIADNE*

Materialy poskytnuté CRO/spolo¢nost’ou
Pfizer

CRO alebo spoloc¢nost’ Pfizer poskytne
materialy duSevného vlastnictva, ktoré vlastni
alebo méa na ne licenciu CRO alebo
spolo¢nost’ Pfizer uvedené nizsie (d’alej len
»materialy CRO*), ktoré bude hlavny
skusajuci alebo institucia pouzivat’ pri
vykonavani klinického skuSania a hlaseni
vysledkov.

Dodané materialy: ,,ZIADNE*

Vybavenie alebo materialy poskytnuté
dodavatel'om

CRO alebo spolocnost’ Pfizer zabezpeci
dodavatel’a, ktory poskytne pre pouzivanie v
tomto klinickom skiSani nasledujuce
vybavenie alebo materialy duSevného
vlastnictva (d’alej ,,majetok dodéavatela“):

. ZIADNE*
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Ownership, Responsibilities, and Liability

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

Responsibilities. The party receiving and
using them will bear the risk of loss or
damage to CRO Equipment, CRO Materials,
and Vendor Property, reasonable wear and
tear excepted. If any CRO Equipment, CRO
Materials, or Vendor Property must be
replaced by CRO, Pfizer or vendor during
Study conduct as the result of loss or damage
by a party to this Agreement, CRO reserves
the right to deduct, from future Study funding
payments, the cost to CRO or Pfizer of the
replacements.

Liability. Neither CRO nor Pfizer has any
liability for damages of any sort, including
personal injury or property damage, resulting
from the use of CRO Equipment, CRO
Materials, or Vendor Property except to the
extent that (1) such damages were caused by
the negligence or willful misconduct of CRO,
Pfizer, or the vendor or (2) a personal injury
constitutes a Research Injury to a Study
Subject, as described in Attachment B to this
Agreement.
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Vlastnictvo, zodpovednosti a rucenie

Vlastnictvo. Vybavenie CRO, materialy CRO
a materialy dodéavatel’a s a ostavaju
vlastnictvom CRO, spolo¢nosti Pfizer,
pripadne dodavatel'a alebo poskytovatela
licencie.

Zodpovednosti. Zmluvna strana, ktora ich
dostane a bude pouzivat’, nesie zodpovednost’
za stratu alebo poskodenie vybavenia CRO,
materidlov CRO alebo materidlov dodavatela.
S vynimkou ich bezného opotrebenia. Ak
pocas vykonavania klinického skdSania musi
CRO, spoloc¢nost’ Pfizer alebo dodavatel
nahradit’ vybavenie CRO, materialy CRO
alebo materidly dodavatel'a v dosledku straty
alebo poskodenia sp6sobeného zmluvnou
stranou, CRO si vyhradzuje pravo od¢itat’ z
platieb naklady, ktore vznikli CRO alebo
spolo¢nosti Pfizer za takito ndhradu

Rucenie. CRO ani spolo¢nost’ Pfizer nenest
ziadnu zodpovednost’ za skody akéhokol'vek
druhu vratane ubliZenia na zdravi osob, Ci
Skdd na majetku, ktoré su vysledkom pouZzitia
vybavenia CRO, materialov CRO alebo
materidlov dodéavatela, s vynimkou pripadov,
ked’ (1) su takéto Skody spdsobené
nedbalost’'ou alebo timyselnym zlym konanim
CRO, spoloc¢nosti Pfizer, alebo dodévatel'a a
(2) v pripadoch, v ktorych osobne ubliZenie
na zdravi predstavuje ubliZenie na zdravi
ucastnikov klinického sktiSania v ramci
klinického skiSania, 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:

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

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

Spolo¢nost’ Pfizer ma dlhodob¢ pravidla,
ktoré zakazuju podplacanie a korupciu v pri
naSom podnikani v Spojenych Statoch
americkych alebo v zahrani¢i. Spolo¢nost’
Pfizer sa zavizuje, ze bude konat’ s integritou,
eticky a legélne, v stlade s vSetkymi
prislusnymi zakonmi a pravidlami. Taky isty
zavizok ocakavame od konzultantov,agentov,
zastupcov alebo inych spoloc¢nosti a
jednotlivcov konajtcich v naSom mene (d’alej
,»,obchodny partner*), ako aj od tych, ktori
jednaju v mene obchodnych partnerov (napr.
zmluvni dodavatelia) v spojeni s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer.

Podplacanie tradnych os6b

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

Pojem ,,uradné osoba* sa vyklada Siroko a
zahma:

Q) akéhokol'vek zvoleného alebo
menovaného vladneho predstavitela
(napr. ¢lena parlamentu alebo
ministra;

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

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

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

(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
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vykonavajlceho Uradnu funkciu alebo
vlastneného ¢i kontrolovaného
Statnym alebo verejnym organom
(napr. zdravotnicky odbornik
zamestnany v Statnej nemocnici alebo
vyskumnik zamestnany Statnou
univerzitou);

(i) akéhokol'vek ¢lena politickej strany,
kandidata na politicky urad, Gradnika,
zamestnanca alebo osobu konajlcu v
mene politickej strany alebo kandidata
na verejny Grad;

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

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

(vi)  akukol'vek osobu inak kategorizovant
podla zakona ako tradna osoba.

Pod pojmom ,,vlada* sa rozumeju vsetky
urovne a poddivizie vlady (t.j. miestne,
oblastné alebo narodné a administrativne,
legislativne alebo vykonne).

Ked'Ze definicia ,,iradnej osoby" je taka
Sirok4, je pravdepodobné Ze obchodny partner
pride pocas normalneho priebehu svojej
obchodnej ¢innosti vykonavanej v mene
spolo¢nosti Pfizer do kontaktu s Uradnou
osobou. Napriklad lekari zamestnani v
Statnych nemocniciach budu podla zasad
spolo¢nosti Pfizer povazovani za ,,iradné
osoby"'.

Z&kon Spojenych Statov americkych o
zahrani¢nych korup¢nych praktikach
(,FCPA") zakazuje vykonanie, ponukanie
alebo povolenie akejkol'vek platby alebo
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improperly or corruptly influence that official
to perform any governmental act or make a
decision to assist a company in obtaining or
retaining business, or to otherwise gain an
improper advantage. The FCPA also prohibits
a company or person from using another
company or individual to engage in any such
activities. As a U.S. company, Pfizer must
comply with the FCPA and could be held
liable as a result of acts committed anywhere
in the world by a Business Associate.

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

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

. Business Associates, and those acting
on their behalf in connection with
work for Pfizer, may not directly or
indirectly make, promise, or authorize
the making of a corrupt payment or
provide anything of value to any
Government Official to induce that
Government Official to perform any
governmental act or make a decision
to help Pfizer obtain or retain
business. Business Associates, and
those acting on their behalf in
connection with work for Pfizer, may
never make a payment or offer any
item or benefit to a 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
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¢ohokol'vek hodnotného neamerickej tiradne;j
osobe, ked’ ucelom 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’ povinna dodrziavat
zédkon FCPA a mdze byt pravne zodpovedna
za aktivity vykonavané svojimi obchodnymi
partnermi kdekol'vek vo svete.

Protiaplatkarske a protikorup¢né principy
upravujuce interakcie so Statnymi
a verejnymi orgadnmi a uradnymi osobami

Obchodni partneri musia komunikovat’

a postupovat’ podla nasledovnych principov v
suvislosti s interakciou so Statnymi

a verejnymi orgadnmi a Gradnymi osobami:

. Obchodni partneri a osoby konajuce v
ich mene v suvislosti s aktivitami
vykonavanymi pre spolocnost’ Pfizer
nesmu priamo alebo nepriamo
poskytnut’, prislabit’ alebo schvalit
poskytnutie uplatku alebo ¢ohokol'vek
hodnotného uradnej osobe s cielom
ovplyvnit tito uradnt osobu, aby
vykonala akykol'vek uradny ukon alebo
rozhodnutie, ktoré napomoze
spolo¢nosti Pfizer ziskat’ alebo udrzat’ si
obchodné aktivity. Obchodni partneri a
osoby, ktoré konaju v jeho mene, nesmu
nikdy poskytnut’ platbu alebo ponuknut’
uradnej osobe akukol'vek vec alebo
vyhodu, bez ohl'adu na hodnotu, alebo
nepatri¢ne ju ovplyvnit, aby
odsuhlasila, preplatila, predpisala alebo
zakupila produkt spolo¢nosti Pfizer,
ovplyvnila vysledok klinickeho
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outcome of a clinical trial, or to
otherwise benefit Pfizer’s business
activities improperly.

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

Business Associates, and those acting
on their behalf in connection with
work for Pfizer, are not permitted to
offer facilitation payments. A
“facilitation payment” is a nominal
payment to a Government Official for
the purpose of securing or expediting
the performance of a routine, non-
discretionary 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
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skuSania alebo inak nepatri¢ne
profitovala z obchodnych aktivit
spolocnosti Pfizer.

Obchodni partneri a osoby, ktoré konaju
v ich mene v savislosti s aktivitami
vykonavanymi pre spolocnost’ Pfizer
musia pochopit’ a dodrziavat’ miestne
zakony, predpisy alebo operacné
postupy (vratane
poziadaviekpredpisanych Statnymi
entitami ako su Statne nemocnice alebo
vyskumné institacie), ktoré uplatiuja
akékol'vek limity, obmedzenia alebo
poZiadavky na zverejnenie nahrady,
finanénej podpory, donacii alebo darov,
ktoré mézu byt poskytnuté uradnym
osobam. Ak si obchodny partner nie je
isty vyznamom alebo uplatnenim
akychkol'vek identifikovatel'nych
obmedzeni alebo poZiadaviek na
zverejnenie s oh'adom na interakciu s
uradnymi osobami, mal by to obchodny
partner prekonzultovat’ s jeho hlavnou
kontaktnou osobou zo spolo¢nosti
Pfizer skor, nez za¢ne vykonavat’ svoje
aktivity.

Obchodni partneri a osoby, ktoré konaju
v ich mene v suvislosti s aktivitami
vykonavanymi pre spolocnost’ Pfizer
nemaju povolenie pontkat’ ul'ahcujtce
platby. ,,Ul'ah¢ujuca platba“ je
nominalna, neoficialna platba Gradnej
osobe za uc¢elom zabezpecenia alebo
urychlenia vykonu beZnej Uradnej
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, ktora konda v jeho mene v
suvislosti s aktivitami vykonavanymi
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Pfizer, receives or becomes aware of a
request or demand for a facilitation
payment or bribe in connection with
work for Pfizer, the Business
Associate shall report such request or
demand promptly to his or her
primary Pfizer contact before taking
any further action.

Commercial Bribery

Bribery and corruption can also occur in non-
Government, business to business
relationships. Most countries have laws which
prohibit offering, promising, giving,
requesting, receiving, accepting, or agreeing
to accept money or anything of value in
exchange for an improper business advantage.
Examples of prohibited conduct could
include, but are not limited to, providing
expensive gifts, lavish hospitality, kickbacks,
or investment opportunities in order to
improperly induce the purchase of goods or
services. Pfizer colleagues are not permitted
to offer, give, solicit or accept bribes, and we
expect our Business Associates, and those
acting on their behalf in connection with work
for Pfizer, to abide by the same principles.

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:
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pre spolo¢nost’ Pfizer, dostane alebo si
je vedoma Ziadosti alebo poziadavky na
ulah¢ujucu 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 ma zakony,
ktoré zakazuju ponukanie, sl'ubovanie,
vyZadovanie, preberanie, prijimanie alebo
suhlas s prijatim penazi alebo cohokol'vek, ¢o
ma hodnotu, ako vymenu za nepatri¢na
obchodnu vyhodu. Medzi priklady
zakdzaného spravania mdze patrit’ napriklad
poskytovanie nepatriénych darov alebo
pohostenia, provizii alebo investicnych
prilezitosti ponukanych za ucelom
nepatri¢éného 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 suvislosti
s aktivitami vykonavanymi pre spolocnost’
Pfizer, budu dodrziavat’ rovnaké principy.

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

Obchodni partneri musia komunikovat’ a
dodrziavat’ nasledujuce principy V savislosti
s ich interakciou so sikromnymi osobami

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

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

. Pfizer colleagues are not permitted to
receive gifts, services, perks,
entertainment, or other items of more
than token or nominal monetary value
from Business Associates, and those
acting on their behalf in connection
with work for Pfizer. Moreover, gifts
of nominal value are only permitted if
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
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. Obchodni partneri a osoby konajuce v
ich mene v suvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer,
nesmu priamo alebo nepriamo
poskytnut’, prislubit’ alebo schvalit’
poskytnutie uplatku alebo poskytnut’
cokol'vek hodnotné akejkol'vek osobe
za ucelom ovplyvnenia tejto osoby,
aby poskytla spolo¢nosti Pfizer
nepatricnu obchodni vyhodu.

. Obchodni partneri a osoby konajuce v
ich mene v savislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer,
nemo6zu priamo alebo nepriamo
ponukat’, suhlasit’ s prijatim alebo
prevziat’ platbu alebo cokol'vek,
hodnotné, ako protihodnotu spojend s
ich obchodnymi aktivitami
vykonavanymi pre spolo¢nost’ Pfizer.

. Zamestnanci spolo¢nosti Pfizer maji
zakazané od obchodnych partnerov a
0s6b konajucich v ich mene v
suvislosti s aktivitami vykonavanymi
pre spolo¢nost’ Pfizer prijimat’ dary,
sluzby, vyhody, pohostenie alebo iné
polozky vicsej ako symbolickej alebo
zanedbatel'nej peflaznej hodnoty.
Okrem toho su dary zanedbatel'nej
hodnoty povolené iba vtedy, ak sa
prijmu len ob¢as a pri vhodnych
prileZitostiach.

Ohlasovanie podozreni na porusenia alebo
skuto¢nych poruseni

Od obchodnych partnerov a oséb konajucich
v ich mene v savislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer sa
oCakéva, Ze ohlésia podozrenia na mozné
porusenia tychto medzinarodnych
protitplatkarskych a protikorupénych zasad
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Associate’s primary point of contact at Pfizer,

or if a Business Associate prefers, to Pfizer’s
Compliance Group by e-mail at xxx or by
phone at XxXx.

Attachment E
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alebo zédkonov. Ohlésenie je mozné
uskutoc¢nit’ u hlavnej kontaktnej osoby
obchodného partnera v spolo¢nosti Pfizer,
alebo ak obchodny partner uprednostiuje,
emailom oddeleniu ,,Pfizer Compliance
Group® na adresu xxx alebo telefonicky na
Cisle XxX.

Priloha E
OCHRANA OSOBNYCH UDAJOV
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PROTECTION OF PERSONAL DATA

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

(@) “Applicable Law” means any applicable
law, regulation, or other legal requirement
to the services provided under the
Agreement.

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

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

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

() any unintentional acquisition,
access, or use of Personal Data by
an employee or agent of
Institution or Principal
Investigator if such acquisition,
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1. Definicie. Terminy uvedené velkymi
pismenami v tejto Prilohe E maju vyznam, ktory
je im prideleny v tejto 1. ¢asti Prilohy E. VSetky
terminy uvedené vel’kymi pismenami, ktoré nie su
definované inak v Prilohe E, maji vyznam, ktory
je im prideleny v zmluve.

(@) ,,Prislusny zakon* znamené kazdy platny
zakon, predpis alebo ind zékonna
poziadavka vzt'ahujica sa na sluzby
poskytované podrl'a tejto zmluvy.

(b) ,,Prevadzkovatel™ znamena subjekt, ktory
samostatne alebo spolo¢ne s inymi uréuje
ucely a prostriedky Spractivania Osobnych
udajov.

(c) ,,Porudenie bezpecnosti udajov* znamena
naru$enie bezpecnosti vedice k nahodnému
alebo nezakonnému znicCeniu, strate,
zmene, neopravnenému zverejneniu alebo
poskytnutiu Osobnych tGdajov, ktoré boli
odoslané, uchovavané alebo inak
spracuvané.

(d) ,,Bezpecnostny incident* znamena (i)
porusenie bezpecnosti dajov; (ii)
narusitel'nost’ bezpe¢nosti, ktora
predstavuje podstatné riziko ohrozenia
dovernosti, integrity alebo bezpe¢nosti
Osobnych udajov; (iii) poruSenie
Prislusného zakona tykajlceho sa
Spractivanie Osobnych udajov podla tejto
zmluvy, alebo (iv) akékol'vek neopravnené
nadobudnutia, spristupnenie alebo pouzitie
Osobnych udajov, ktoré méa za nasledok
povinnost’ ozndmit’ porusenie podla
Prislusného zékona. K Bezpecnostnému
incidentu nepatria nasledovné pripady:

(i) akékol'vek neumyselné nadobudnutie,
spristupnenie alebo pouZzitie Osobnych
Udajov zo strany zamestnanca alebo
zastupcu institlcie alebo hlavného
skusajuceho, ak takéto nadobudnutie,
spristupnenie alebo pouZitie bolo
vykonaneé v dobrej viere a nevedie k
d’alSiemu neopravnenému alebo
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access, or use was made in good
faith and does not result in further
unauthorized or inappropriate
Processing of Personal Data;

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

who is authorized to access
Personal Data on behalf of
Institution or Principal

Investigator, provided the
information received as a result of
such disclosure is not further used
or disclosed in an unauthorized or
inappropriate manner; or

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

(e) “Personal Data” has the meaning given
by Applicable Law and includes, without
limitation, any information (regardless of
the medium and whether alone or in
combination  with  other  available
information) that identifies or relates to an
identified or identifiable natural person.
Key-coded data are considered Personal
Data even if the holder of those data does
not have access to the key that links the
data to the identity of an individual.
Personal Data collected in association with
the  Study  will include  Pfizer
Representative Personal Data as well as
Personal Data relating to the Principal
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nevhodnému Spractvaniu Osobnych
Gdajov;

(i1) akékol'vek neumyselné poskytnutie
osobou s opravnenim pristupovat’ k
Osobnym udajom v mene institucie
alebo hlavného ski3ajuceho, inej
osobe s opravnenim pristupovat’ k
Osobnym udajom v mene institlcie
alebo hlavného ski3ajuceho, za
predpokladu, Ze tieto informécie
ziskané v désledku takéhoto
poskytnutia sa d’alej nepouziju ani
neposkytnu neopravnenym alebo
nevhodnym spdsobom; alebo

(iii) akykol'vek strata alebo neopravnené
nadobudnutie ¢i spristupnenie
pseudonymizovanych Osobnych
Gdajov za predpokladu, Zze déverné
spracuvanie alebo kI'i¢, ktorym
mozno ohrozit’ bezpecnost,, dovernost’
alebo integritu pseudonymizovanych
Osobnych udajov, nie je takisto
predmetom Uniku alebo
neopravneného nadobudnutiu ¢i
spristupnenia.

(e) ,,Osobné udaje* maji vyznam uréeny
Prislusnym zékonom a patria k nim najmé
akékol'vek informécie (bez ohl'adu na médium a
na to, ¢i st samostatné alebo v kombindcii s inymi
dostupnymi informéaciami), ktoré identifikuju
alebo sa tykaju identifikovanej alebo
identifikovatelnej fyzickej osoby.
Pseudonymizované Udaje sa povazuju za Osobné
udaje, aj ked’ drzitel’ tychto tdajov nema pristup
ku kI"a€u, ktory spéja tdaje s totoznost'ou
jednotlivca. K Osobnym tdajom
zhromazd’ovanym v stvislosti s tymto klinickym
skasanim budu patrit’ Osobné tidaje zastupcov
spolocnosti Pfizer, ako aj Osobné udaje tykajtce
sa hlavného skusajuceho, spoluskusajucich,
skusajuceho personalu, tretich stran a ucastnikov
klinického skuSania.

(f) ,Spracuvanie* alebo ,,Spracuvavanie®
znamena akukol'vek operaciu alebo stubor

B1931036 Institdcia: NUDCH Bratislava, Hlavny
skasajlci: xXX, C. pracoviska: XxX

Vzor trojstrannej zmluvy (Slovensko)

Verzia vzoru: Maj 2018

87



Investigator, sub-investigators, research
staff, third parties, and Study Subjects.

(F) “Process” or “Processing” will mean any
operation or set of operations, which is
performed upon Personal Data, whether or
not by automatic means, such as
collection, recording, organization,
storage, adaptation or alteration, retrieval,
consultation,  use,  disclosure by
transmission, dissemination or otherwise

making  available, alignment  or
combination,  blocking, erasure or
destruction.

(9) “Transfer”, “Transferred” or
“Transferring” means, whether by

physical or electronic means, across
national borders, both (a) the moving of
Personal Data from one location or person
to another, and (b) the granting of access
to Personal Data by one location or person
to another.

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

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

4. Compliance. The parties and Pfizer agree to
comply with Applicable Law with respect to its
Processing of Personal Data throughout the term of
the Agreement. It is the responsibility of each
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operdcii, ktoré sa vykonavaju v suvislosti s
Osobnymi Gdajmi, ako su ziskavanie,
zaznamenavanie, usporadivanie, Struktdrovanie,
uchovavanie, prepracuvanie alebo zmena,
vyhladavanie, prehliadanie, vyuZivanie,
poskytovanie prenosom, Sirenie alebo iné
spristupniovanie, preskupovanie alebo
kombinovanie, obmedzenie, vymazavanie alebo
likvidacia, bez ohl'adu na to, ¢i sa vykonavaju
automatizovanymi alebo neautomatizovanymi
prostriedkami.

(9) .,Prenos”, ,,Prendsanie” alebo ,,Odosielanie*
znamena fyzické alebo elektronické cezhranicné
(a) presunutie Osobnych udajov z jedného miesta
na iné miesto alebo od jednej osoby k inej osobe a
(b) spristupnenie osobnych udajov jednym
miestom inému miestu alebo jednou osobou inej
osobe.

2. Osobné udaje tcastnikov klinického skusania.
Spolo¢nost’ Pfizer bude nezavislym
prevadzkovatel'om v suvislosti so Spractivanim
Osobnych Udajov nachadzajdcich sa v Gdajoch
Klinického skuSania a pri biologickych vzorkach,
ktoré su hlasené instituciou alebo hlavhym
skasajucim spolo¢nosti Pfizer alebo inak
vytvorené spoloc¢nostou Pfizer. Instittcia alebo
hlavny sktsajuci je prevadzkovatel'om Osobnych
udajov Spracuvavanych v stavislosti s lieCbou
ucastnika klinického skusania.

3. Osobné udaje personalu klinického skusania.
Institacia berie na vedomie, ze od spolo¢nosti
dostala ozndmenie o ochrane osobnych udajov
skdSajucich a personalu klinického skiSania —
Eurdpska Unia, Eurépsky hospodéarsky priestor a
Svajéiarsko.

4. DodrZiavanie nariadeni. Zmluvné strany a
spolo¢nost’ Pfizer sa zavézuju dodrziavat’
Prislusny zékon v suvislosti so Spracuvavanim
Osobnych udajov pocas celého obdobia platnosti
tejto zmluvy. Kazda zmluvna strana je povinna
vykonavat’ a udrziavat’ sipisy a registracie na
Spractvanie Osobnych Gdajov, ako to vyZaduje
Prislusny zakon. Zmluvné strany a spolo¢nost’
Pfizer budl vzdjomne spolupracovat’ a pomahat’ si
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party to effect and maintain all inventories and
registrations for the Processing of Personal Data as
required under Applicable Law. The parties and
Pfizer will cooperate and assist each other with
respect to any data protection impact assessments
and/or prior consultations with government
authorities that may be required in respect to
Processing that is carried out under the Agreement.
Institution will also immediately notify Pfizer of
any notices received by Institution from a data
protection authority that relate to the Study.

5. Privacy and Security Programs. During the term
of this Agreement, the Institution and Pfizer will
each maintain a comprehensive privacy and
security program designed to ensure that Personal
Data will only be Processed in accordance with the
Agreement, including the appointment of a data
protection officer as required by Applicable Law.
The Parties will implement appropriate
administrative, technical, and physical security
measures to protect Personal Data.

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

7. Security Incident.

(@) Institution will notify Pfizer, in the manner
specified in the Agreement, within twenty-four
(24) hours of discovery of a Security Incident
related to Personal Data maintained by Institution
under the Agreement.
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pri vykonavani akychkol'vek postudeni vplyvu na
ochranu osobnych udajov a/alebo pri predbeznych
konzultaciach so Statnymi organmi, ktoré sa mézu
vyzadovat’ v suvislosti so Spracuvanim, ktoré sa
vykonava na zéklade tejto zmluvy. Institdcia bude
tiez bezodkladne informovat spolo¢nost’ Pfizer o
vSetkych ozndmeniach doru¢enych tiradom pre
ochranu osobnych Gdajov, ktoré sa tykaju
klinického skisania.

5. Programy ochrany osobnych ddajov a
bezpecnosti. Poc¢as platnosti tejto zmluvy bude
inStiticia aj spolo¢nost’ Pfizer viest komplexny
program ochrany osobnych tdajov a bezpecnosti
urceny na zabezpecenie toho, aby Osobné udaje
boli Spracuvavané iba v stlade so zmluvou
vratane vymenovania zodpovednej osoby, ako to
vyZaduje Prislusny zakon. Zmluvné strany prijmu
primerané administrativne, technické a fyzicke
bezpec¢nostné opatrenia na ochranu Osobnych
Udajov.

6. Persondl. Intitlcia a spolo¢nost’ Pfizer
zabezpecdi to, aby ich personal zapojeny do
Spracuvavania Osobnych udajov bol informovani
o dévernom charaktere Osobnych Udajov, aby
absolvoval primerané Skolenie tykajuce sa ich
povinnosti a aby uzavrel pisomnu dohodu o
mlcanlivosti alebo inym spésobom podliehal
povinnosti zachovavania pfofesijného tajomstva.
Zmluvné strany zabezpecia, aby pristup k
Osobnym Gdajom bol obmedzeny iba na tych
zamestnancov, ktori poskytuju sluzby v stlade so
zmluvou.

7. Bezpecnostny incident.

(a) Institicia oznadmi spolocnosti Pfizer
bezpeénostny incident suvisiaci s 0sobnymi
Gdajmi uchovavanymi instittciou na zéklade tejto
zmluvy spésobom urc¢enym v zmluve do
dvadsiatich Styroch (24) hodin od zistenia.

(b) Pocas oznamenia institucia poskytne, nakol’ko
je to mozné, spoloCnosti Pfizer dostato¢né
informdcie na postdenie Bezpecnostného
incidentu a spolocnost’ Pfizer spétne urci,
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(b) In the course of notification, Institution will
provide, as feasible, sufficient information for
Pfizer to assess the Security Incident and provide
feedback, solely as an interested party and not as
legal or regulatory advice, to Institution on whether
notification to any government is required by
Applicable Law.

(c) Institution will determine on the basis of all
available information and Applicable Law, if the
Security Incident will be considered a Data
Security Breach and arrange for notification to data
subjects and/or government authorities if required
by law, and will be responsible for providing such
notification.

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

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

8. Rights of Data Subjects Participating in the
Study. Institution and Pfizer agree that, as between
them, Institution is best able to manage requests
from Study Subjects for access, amendment,
Transfer, restriction, or deletion of Personal Data.
In the event that Pfizer and/or CRO receive a
request from a Study Subject for such access,
amendment, Transfer, restriction, or deletion,
Pfizer or CRO will forward the request to
Institution.  Institution will respond to Study
Subjects” requests for access, amendment,
Transfer, restriction, or deletion of Personal Data
in accordance with Applicable Law, the
Agreement, and any other instructions provided by
Pfizer. Institution acknowledges that in order to
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vyhradne len ako zainteresovana strana, a nie ako
pravne ¢i regulacné odporicanie, institicii, ¢i sa
podrla Prislusného zakona vyZaduje ozndmenie
prislusnej vlade..

(c) Na zaklade vSetkych dostupnych informécii a
Prislusného zakona institucia uréi, ¢i sa dany
Bezpecnostny incident bude povazovat’ za
Porusenie bezpec¢nosti udajov a zabezpeci
oznamenie dotknutym osobam a/alebo Statnym
orgadnom pre Udaje, ak to vyZaduje zakon, a bude
zodpovedna za vykonanie takéhoto oznamenia.

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

(e) Indtitlcia bude zodpovedna za vSetky naklady,
vydavky, ako aj akékol'vek nasledné sankcie,
stvisiace s vykonanim takychto ozndmeni.
Indtitlcia takisto vykona vSetky potrebné kroky na
napravu a zmiernenie Bezpecnostného incidentu
na vlastné naklady.

8 Prava dotknutych 0s6b zucastitujucich sa
klinického skuSania. Instittcia a spolo¢nost’ Pfizer
sa dohodli na tom, Ze spomedzi nich je intitucia
najschopnejsia spravovat’ ziadosti zo strany
ucastnikov klinického sktsania o spristupnenie,
zmenu, Prenos, obmedzenie alebo vymazanie
osobnych udajov. V pripade, Ze spolo¢nost’ Pfizer
a/alebo CRO dostane Ziadost’ zo strany u¢astnika
klinickeho skuSania o takéto spristupnenie,
zmenu, Prenos, obmedzenie alebo vymazanie,
spolo¢nost’ Pfizer alebo CRO postupi tuto ziadost’
institacii. Institicia odpovie na ziadost’ zo strany
ucastnika klinického skuSania o spristupnenie,
zmenu, Prenos, obmedzenie alebo vymazanie
Osobnych adajov v sulade s PrislusSnym zakonom,
so zmluvou a s akymikol'vek inymi pokynmi
vydanymi spolo¢nostiou Pfizer. Institlcia berie na
vedomie, Ze kvOli zachovaniu integrity vysledkov
klinického sk@iSania moznost’ zmenit’, obmedzit’
alebo vymazat’ Osobné udaje moze byt

B1931036 Institdcia: NUDCH Bratislava, Hlavny
skasajlci: xXX, C. pracoviska: XxX

Vzor trojstrannej zmluvy (Slovensko)

Verzia vzoru: Maj 2018

90



maintain the integrity of Study results, the ability
to amend, restrict, or delete Personal Data may be
limited, in accordance with Applicable Law.
Pfizer acknowledges that Study Subjects may
withdraw their informed consent to Study
participation and their consent to Processing of
Personal Data at any time.

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

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

11. Records. Institution and Pfizer will each
maintain a written record of all Processing
activities that are carried out under the Agreement.
Such record will contain, at a minimum, (i) the
name and contact details of any processors; (ii) the
name and contact details of the processors’ data
protection officers; (iii) the categories of
Processing that are carried out; (iv) Transfers to
third countries or international organizations and
documentation of the suitable safeguards that are
employed; and (v) a general description of the
administrative, technical, and physical security
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obmedzena v sulade s PrisluSnym zédkonom.
Spolocnost’ Pfizer berie na vedomie, Ze Ui¢astnici
klinického skusania mézu kedykol'vek odvolat’
svoj informovany sthlas s tc¢ast'ou v klinickom
skusani a svoj sthlas so Spractvanim Osobnych
Udajov.

9. Prava dotknutych 0s6b zucastiiujucich sa
klinického skiiSania po ukonéeni klinického
skusania. Institucia bezodkladne oznami
spolo¢nosti Pfizer akékol'vek odvolanie stihlasu,
ktoré by mohlo ovplyvnit’ pouzivanie Osobnych
udajov podla tejto zmluvy a akychkol'vek inych
pokynov vydanych spolo¢nostou Pfizer. Takéto
ziadosti mozu byt adresované spolocnosti Pfizer
prostrednictvom adresy
Research_dataprivacy@pfizer.com.

10. Cezhrani¢né Prenosy tudajov. Institdcia bude
Odosielat’ Osobné udaje mimo EurOpskej Unie,
Eurdpskeho hospodarskeho priestoru alebo
Svajéiarska vyhradne v sulade s pokynmi
tykajucimi sa klinického sku3ania vydanymi
spolo¢nost'ou Pfizer. Na Ziadost’ zo strany
institacie alebo spolocnosti Pfizer (alebo zo strany
CRO v mene spolo¢nosti Pfizer) institucia a
spolo¢nost’ Pfizer uzavri dohodu upravujiacu
takyto Prenos vratane najma Standardnych
zmluvnych doloziek EU, pokial’ neexistuje iny
adekvatny mechanizmus Prenosu Udajov.

11. Z&znamy. Institucia aj spolo¢nost’ Pfizer bude
viest’ pisomny zdznam o vSetkych ¢innostiach
tykajucich sa Spractivania idajov podrl'a tejto
zmluvy. Takyto zdznam bude obsahovat’
minimalne (i) meno a kontaktné Udaje kazdého
sprostredkovatela (ii) meno a kontaktné udaje
zodpovednych 0sob sprostredkovatel'ov; (iii)
vykonavané kategorie Spraclvania; (iv)
Odosielanie do tretich krajin alebo
medzinarodnym organizaciam a dokumentécia o
pouZitych primeranych ochrannych opatreniach; a
(v) vSeobecny popis administrativnych,
technickych a fyzickych bezpecnostnych opatreni,
ktoré boli prijaté na ochranu Osobnych Gdajov.

12. Vyuzivanie prostredkovatel’'ov. Spolo¢nost’
Pfizer a intitGcia sa dohodli na tom, Ze vSetky
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measures that have been taken to safeguard the
Personal Data.

12. Use of Processors. Pfizer and Institution agree
that all processing agreements will be in writing
and that processors will be required to comply with
the terms of the Agreement. For purposes of this
Agreement, CRO is a processor of Pfizer.
Institution and Pfizer will be responsible for any
noncompliance by a processor which it has
engaged, which noncompliance will constitute a
breach as if committed directly by that Party.
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dohody o spracuvavani budu pisomné a Ze od
prostredkovatel'ov sa bude vyzadovat, aby
dodrZiavali zmluvné podmienky tejto zmluvy. Na
ucely tejto zmluvy CRO je prostredkovatel'om
spolo¢nosti Pfizer. Institlcia a spolo¢nost’ Pfizer
budt zodpovedné za akékol'vek nedodrzanie
nariadeni zo strany prostredkovatela, ktorého
angazovali, pricom toto nedodrZanie nariadeni
bude predstavovat’ porusenie, ako keby sa ho
sama dopustila prislusna zmluvna strana.
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Attachment F

Priloha F

FORM OF INDEMNITY

FORMULAR ODSKODNENIA

From: Pfizer Inc, a Delaware Corporation Odosielatel:  Pfizer Inc, spolo¢nost’ Statu
with a place of business at 266 Hudson Delaware so sidlom na adrese
Boulevard East, New York, NY 66 Hudson Boulevard East,
10001, USA (“Pfizer”) New York, NY 10001,

Spojené Staty americké (d’alej
len ako ,,spolo¢nost’ Pfizer*)

To:  Narodny Ustav detskych chorob, Komu: Na&rodny uUstav detskych choréb,
with a place of business at Limbova 1, so sidlom Limbova 1, 833 40
833 40 Bratislava, Slovak Republic Bratislava, Slovenské republika
(the “Institution™) (d’alej len ,,institdcia“)

Re:  Clinical Study Protocol B1931036 Vec: Protokol klinického skuSania

with xxx (“Pfizer Product”™)

B1931036_ lieku xxx (d’alej len ako
»liek spolo¢nosti Pfizer)

Pfizer has authorized ICON Clinical
Research Limited (“CRQO”) to bind Pfizer to
the commitments in the indemnity described
below and to sign the Form of Indemnity for
and on behalf of Pfizer.

Spolo¢nost’ Pfizer splnomocnila ICON
Clinical Research Limited (d’alej len ako
»-Zmluvna vyskumna organizécia®), aby
vykonavala za spolo¢nost’ Pfizer niZSie
uvedené zavazky tykajuce sa odSkodnenia za
spolo¢nost’ Pfizer a v jej mene.

1. It is proposed that the Institution
should agree to participate in the
above sponsored study (the “Study”)
involving patients of the Institution to
be conducted by xxx (“Principal
Investigator™) at the Institution in
accordance with the protocol, as
amended from time to time with the
agreement of Pfizer and the Principal
Investigator (the “Protocol”).
Patients who are enrolled onto the
Study according to Protocol criteria
for inclusion in the Study are study
subjects (“Subjects™). The Principal
Investigator shall obtain all necessary
approvals of the applicable Research
Ethics Committee and shall resolve

1. Navrhuje sa, aby instittcia vyjadrila
suhlas s ti¢ast'ou v uvedenom
zadavanom klinickom skdSani (d’alej
len ako ,,klinicke skasanie®), do
ktorého su zaradeni pacienti institicie
a ktori ma vykonavat’ xxx (d’alej len
ako ,,zodpovedny skuSajuci®)

v institucii v sulade s protokolom,
ktory sa mdZe priebezne menit’

a doplnat’ po dohode medzi
spolo¢nost’'ou Pfizer a zodpovednym
skdSajucim (d’alej len ako
»protokol*). Pacienti, ktori st
zaradeni do klinického skdSania

v sulade s kritériami protokolu pre
zaradenie do klinického skuSania su
ucastnikmi klinického skusania (d’alej
len ako ,,u¢astnici*). Zodpovedny
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with the Institution any issues of a
revenue nature.

skusajuci ziska vsetky potrebné
suhlasy prislusnej etickej komisie
vyskumu a vyriesi spolu s institlciou
vsetky otazky finan¢ného charakteru.

2. The Institution agrees to participate by InStitdcia suhlasi s ucast'ou tym, Ze
allowing the Study to be undertaken umozni vykonavanie klinického
on its premises utilising such facilities, skdSania v jej priestoroch a pomocou
personnel, and equipment as the takych zariadeni, pracovnikov a
Principal Investigator may reasonably vybavenia, ktoré mdze zodpovedny
need for the purpose of the Study. skusajlci odévodnene potrebovat’ na

ucely klinického skusania.
3. In consideration of such participation V suvislosti s takouto tcastou

by the Institution, and subject to
paragraph 4 below, Pfizer indemnifies
and holds harmless the Institution and
its employees and agents, including
Principal Investigator, against all
claims and proceedings (to include any
settlements or ex gratia payments
made with the consent of the parties
hereto and reasonable legal and expert
costs and expenses and the costs of
any proceedings) made or brought
(whether successfully or otherwise) by
or on behalf of Subjects (or their
dependants) against the Institution or
any of its employees or agents for
personal injury (including death) to
Subjects arising out of or relating to
the administration of the Study drug
under investigation or any clinical
intervention or procedure provided for
or required by the Protocol to which
the Subjects would not have been
exposed but for their participation in
the Study (“Research Injury™).

inStitucie a v stlade s niZSie uvedenym
4. odsekom spolocnost’ Pfizer
odSkodni a ochrani instituciu a jej
zamestnancov a zastupcov vratane
zodpovedneho skdSajuceho pred
vSetkymi Zalobami a sidnymi
konaniami (vratane vyrovnani alebo
dobrovol'nych plneni vykonanych so
suhlasom zmluvnych stran podrla tejto
zmluvy a odévodnenych nékladov

a vydavkov na odbornikov a znalcov
a nakladov pripadného konania)
uskutoénenych alebo vznesenych
(Uspedne ¢i neuspesne) ucastnikmi
alebo v ich mene (alebo v mene ich
rodinnych prislusnikov) voci institlcii
alebo ktorémukol'vek jej
zamestnancovi alebo zastupcovi za
ujmu na zdravi (vratane smrti)
ucastnikov v suvislosti s podanim
skaSaného lieku alebo akymkol'vek
klinickym zasahom alebo proceddrou
poskytnutou alebo poZadovanou na
zaklade protokolu, ktorému by
ucastnik nebol vystaveny, ak by sa
nezucastnil na tomto klinickom
skdSani (d’alej len ako ,,ujma na
zdravi spésobena vyskumom?®).
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4, The above indemnity by Pfizer shall

not apply to any such claim or
proceeding:

Uvedené odSkodnenie spolo¢nost'ou

Pfizer sa nebude tykat’ Zal6b ani
sudnych konani:

@) to the extent that such @) ak takato ujma na zdravi
Research Injury is caused by spdsobena vyskumom bude
the negligent or wrongful acts spbsobena nedbalost’ou,
or omissions or breach of nespravnym postupom,
statutory duty of the Institution opomenutim alebo porusenim
or its employees or agents; zakonnej povinnosti institucie

alebo jej zamestnancov alebo
zastupcov;

(b) to the extent that such (b) ak takato ujma na zdravi
Research Injury is caused by spdsobena vyskumom bude
the failure of the Institution or spdsobena zlyhanim institucie,
its employees or agents, jej zamestnancov alebo
including Principal zastupcov vratane
Investigator, to conduct the zodpovedného skusajuceho pri
Study in accordance with the vykonévani Stadie v sulade
Protocol; s protokolom;

(©) unless as soon as reasonably (©) ak institdcia pisomne neoznami
practicable following receipt of zmluvnej vyskumnej
notice of such claim or organizacii alebo spolo¢nosti
proceeding, the Institution Pfizer takato Zalobu alebo
shall have notified CRO or takéto sidne konanie hned’,
Pfizer in writing of it and shall, ako to bude prakticky mozné
upon Pfizer's request, and at po prijati oznamenia o takejto
Pfizer's cost, have permitted zalobe alebo o takomto
Pfizer to have full care and sudnom konani, alebo ak
control of the claim or napriek ziadosti spolo¢nosti
proceeding using legal Pfizer neumozni spolo¢nosti
representation of its own Pfizer prevziat’ pInd
choosing; and starostlivost’ a kontrolu nad

Zalobou alebo sudnym
konanim s vyuzitim pravnych
zastupcov podra jej vlastného
vyberu na naklady spolo¢nosti
Pfizer; a

(d) if the Institution or its (d) ak institcia, jej zamestnanci

employees or agents shall have
made any admission in respect

alebo zastupcovia uskuto¢nia
priznanie v suvislosti s takouto
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of such claim or proceeding or
taken any action relating to
such claim or proceeding
prejudicial to the defence of it
without the written consent of
Pfizer, such consent not to be
unreasonably withheld --
provided that this condition
shall not be treated as breached
by any statement properly
made by the Institution or its
employees or agents in
connection with the operation
of the Institution's internal
complaint procedures, accident
reporting procedures, or
disciplinary procedures or
where such statement is
required by law.

Zalobou alebo s takymto
sudnym konanim alebo
podniknu opatrenia v suvislosti
s takouto Zalobou alebo

s takymto sidnym konanim,
ktoré poskodia obhajobu
pripadu, bez pisomného
suhlasu spolo¢nosti Pfizer,
pri¢om takyto suhlas nebude
spolo¢nost'ou Pfizer
bezddvodne odmietnuty za
predpokladu, Ze sa toto
ustanovenie nebude povazovat
za poruSené akymkol'vek
vyhlasenim institucie, jej
zamestnancov alebo zastupcov
v suvislosti s uplatiovanim
internych reklamacénych
postupov, postupov hlasenia
nehdd alebo disciplinarnych
postupov institucie alebo

v pripade, ked’ také vyhlasenie
vyZaduje zakon.

5. Pfizer shall keep the Institution and its Spoloc¢nost’ Pfizer bude institdciu a jej
legal advisers fully informed of the pravnych poradcov plne informovat’ 0
progress of any such claim or priebehu takejto Zaloby alebo takého
proceeding, will consult fully with the sudneho konania, bude s institaciou
Institution on the nature of any v plnej miere konzultovat’ charakter
defence to be advanced and will not pripadnej predloZenej obhajoby
settle any such claim or proceeding a nevyrovna takéto Zaloby alebo sudne
without the written approval of the konania bez pisomného suhlasu
Institution (such approval not to be institacie (pricom takyto suhlas
unreasonably withheld). nesmie byt bezdévodne odmietnuty).

6. Without prejudice to the provisions of Bez dosahu na vyssie uvedené

paragraph 4(c) above, the Institution
will use its reasonable endeavours to
inform CRO or Pfizer promptly of any
circumstances reasonably thought
likely to give rise to any such claim or
proceeding of which it is directly
aware and shall keep CRO or Pfizer
reasonably informed of developments

ustanovenia odseku 4 pism. (c)
institGcia vynaloZi primerané Gsilie na
to, aby bezodkladne informovala
zmluvna vyskumnu organizéciu alebo
spolo¢nost’ Pfizer o vSetkych
okolnostiach, o ktorych méa dévod sa
domnievat’, Ze by mohli viest’ k Zalobe
alebo sudnemu konaniu, a ktorych si je
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in relation to any such claim or
proceeding even where the Institution
decides not to make a claim under this
indemnity. Likewise, Pfizer shall use
its reasonable endeavours to inform
the Institution of any such
circumstances and shall keep the
Institution reasonably informed of
developments in relation to any such
claim or proceeding made or brought
against Pfizer alone.

priamo vedoma, a bude zmluvnu
vyskumnu organizéaciu alebo
spolo¢nost’ Pfizer primerane
informovat’ 0 vyvoji v savislosti s
takouto pripadnou Zalobou alebo

s takymto sadnym konanim, aj ked’ sa
inStitGcia rozhodne nepodat’ Zalobu na
zaklade tohto prisl'ubu odSkodnenia.
Rovnako aj spolo¢nost’ Pfizer vynaloZi
primerané usilie na to, aby
informovala institaciu o akychkol'vek
takychto okolnostiach a bude
primerane informovat’ institGciu

0 vyVvoji v suvislosti s pripadnou
Zalobou alebo sudnym konanim
vedenym samostatne proti spolo¢nosti
Pfizer.

7. The Institution and Pfizer will each Intitlcia a spolo¢nost’ Pfizer si
give to the other such help as may navzajom poskytnu suc¢innost’
reasonably be required for the efficient potrebnl na u¢inné vedenie
conduct and prompt handling of any a urychlene vybavenie akejkol'vek
claim or proceeding by or on behalf of Zaloby alebo akéhokol'vek sudneho
Subjects (or their dependants). konania iniciovaného subjektmi (alebo
ich rodinnymi prislusnikmi) alebo
v ich mene.
8. For the purpose of this indemnity, the Na ucely tohto odskodnenia sa bude

expression “agents” shall be deemed
to include but not be limited to any
nurse or other health professional
providing services to the Institution
under a contract for services or
otherwise and any person carrying out
work for the Institution under such a
contract connected with such of the
Institution’'s facilities and equipment as
are made available for the Study under
paragraph 2 above.

predpokladat’, Ze vyraz ,,zastupcovia*“
zahfiia okrem iného akékol'vek
zdravotné sestry alebo akychkol'vek
inych zdravotnickych pracovnikov,
ktori poskytuju sluzby institdcii na
zaklade zmluvy o poskytovani sluZieb
alebo na inom zéklade, a aktukol'vek
osobu vykondavajlcu pracu pre
inStituciu na zaklade takychto dohéd v
suvislosti so zariadeniami a
vybavenim institucie, ktore su
dostupné pre Stadiu v sulade s vysSie
uvedenym 2. odsekom.
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SIGNED for and on behalf of the Narodny
Ustav detskych choréb

PODPIS osoby zastupujucej Narodny Ustav
detskych chordb

SIGNEA: oo
Printed: xxx

POAPIS: oo
Tlacenymi pismenami: Xxx

Title: Director
Dated: .o

Funkcia: riaditel’
DAtUM et

SIGNED by ICON Clinical Research
Limited [CRO] for and on behalf of Pfizer
Inc

PODPISALA ICON Clinical Research
Limited [zmluvna vyskumné organizacia]
za spolocnost’ Pfizer Inc. a v jej mene

SIGNEA: i
Printed: xxx

POAPIS: .o
Tlacenymi pismenami: Xxx

Title: Sr. SSUA manager
Dated: ....coveeveiie e

Funkcia: Sr. SSUA manager
Z0dNA: ...
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