CLINICAL STUDY AGREEMENT
between
ICON Clinical Research Limited
and
Fakultna nemocnica s poliklinikou Nové
Zamky

Pfizer Protocol # XXX

This Clinical Study Agreement (‘“Agreement”)
between

ICON Clinical Research Limited, with a
place of business at South County Business
Park, Dublin 18, Ireland represented by
PharmDr. Pavel Lebesle, MBA, Senior
Director Project Management (“CRO” or
“Contract Research Organisation”)

and

Fakultna nemocnica s poliklinikou Nové
Zamky, with a place of business at Slovenska
ulica 11 A, 940 34 Nové Zamky, Slovak
Republic, contributory organization established
by the Ministry of Health of the Slovak
Republic by means of the deed no. 3724/1991-
A/ XVIII-1 dated 16 December 1991, as
amended

Co. ID No.: 173 361 12

Tax ID No.: 2021068324

VAT ID No.: SK 2021068324
(“Institution”),

shall be effective when signed by all parties
and shall be in force on the day following its
publication in the central register of
Agreements on www.crz.gov.sk in accordance
with § 47a paragraph 1 of Act no. 40/1964
Coll. Civil code, as amended, pursuant to § 5
as paragraph 1 of the Act n0.211/2000 Coll on
free access to Information, as subsequentally
amended.
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ZMLUVA O KLINICKOM SKUSANi
medzi
ICON Clinical Research Limited
a
Fakultna nemocnica s poliklinikou Nové
Zamky

Protokol spolo¢nosti Pfizer ¢. XXX

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

spolo¢nost’ou ICON Clinical Research
Limited, so sidlom na adrese South County
Business Park, Dublin 18, frsko, zastupena
PharmDr. Pavlem Lebeslem, MBA, Senior
Director Project Management (dalej ,,CRO”
alebo ,,zmluvna vyskumna organizacia“)

a

Fakultna nemocnica s poliklinikou Nové
Zamky so sidlom na adrese Slovenska ulica 11
A, 940 34 Nové Zamky, Slovenska republika,
prispevkova organizicia zriadena
Ministerstvom zdravotnictva Slovenske;j
republiky zriad’'ovacou listinou ¢. 3724/1991-
A/XVIII-1 zo dna 16.12.1991 v zneni jej
neskor$ich zmien

ICO: 173 361 12

DIC: 2021068324

IC DPH: SK 2021068324

......

nadobuda platnost’ diiom jej podpisania
vSetkymi zmluvnymi stranami a G¢innost’
dilom nasledujticim po dni jej zverejnenia v
zmysle § 47a ods. 1 zakona ¢. 40/1964 Zb.
Obcianskeho zakonnika v zneni neskorsich
predpisov v Centralnom registri zmlav na
www.crz.gov.sk, nakol’ko ide o povinne
zverejiiovanu zmluvu v zmysle § 5a ods. 1
zakona €. 211/2000 Z.z. o slobodnom pristupe
k informaciam v zneni neskorsich predpisov.
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Pfizer Inc., 235 East 42nd Street New York,
NY 10017, USA (“Pfizer”) wishes to sponsor
a clinical study entitled “ XXX _XXX
(“Study”) to be conducted by Peter Kozub,
MD., PhD.(“Principal Investigator”) at
Institution in the study site (per section 1.1
below) 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. At the request
of the Principal Investigator and the Institution,
along with this Agreement there are also
separate agreements in place with the
individual research staff members in order to
facilitate direct payment to such staff members
(see Section 1.5 below).

The parties agree as follows:

1. Responsibilities

1.1 Investigators and Research Staff.
The Study will be conducted by
Principal Investigator at Institution,
at trial site address Fakultna
nemocnica s poliklinikou Nové
Zamky, Dermatovenerologicka
klinika, Slovenska 11A, 940 34
Nové Zamky, Slovak Republic
(“Study Site”). Institution will
ensure that individuals who assist in
the conduct of the Study as sub-
investigators or research staff
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Spolo¢nost’ Pfizer Inc., 235 East 42nd Street
New York, NY 10017, USA (dalej
,Spolo¢nost’ Pfizer”) si zeld byt’ zadavatelom
klinického sktiSania S nazvom ,,XXX_XXX”
(d’alej ,,klinické skasanie), ktoru bude
vykonavat hlavny skasajiuci MUDr. Peter
Kozub, PhD. (d’alej ,,hlavny skusajuci”) v
institicii na pracovisku skasania (v zmysle
bodu 1.1 nizsie) podl'a protokolu spolo¢nosti
Pfizer, ktory je identifikovany vyssie (dalej
»protokol”). Spolo¢nost’ Pfizer preniesla
zodpovednost’ za riadenie tohto klinického
skuSania, vratane vztahov so zmluvnymi
dodavateI'mi, a monitorovanie klinického
skasania na CRO a poverila CRO, aby
zaviazala spolo¢nost’ Pfizer vSetkymi
zavazkami v ramci tejto zmluvy, ktoré st
identifikované ako patriace spoloc¢nosti Pfizer.
Na ziadost’ hlavného skusajuceho a institacie
buda sucasne s touto zmluvou uzavreté aj
samostatné zmluvy s jednotlivymi ¢lenmi
skusajuceho personalu na tcely priamej tthrady
platieb tymto ¢lenom persondlu (pozri Cast’ 1.5
nizsie).

Zmluvné strany sa dohodli na nasledujicom:

1. Zodpovednosti

1.1 SkuSajuci a skuSajuci persondl.
Klinické sktiSanie bude vykonavat’
hlavny sktSajuci v institacii, na
adrese pracoviska skutsania -
Fakultna nemocnica s poliklinikou
Noveé Zamky,
Dermatovenerologicka klinika,
Slovenska 11A, 940 34 Nové
Zamky, Slovenska republika (d’alej
len ,,pracovisko skuSania®).
Institacia zabezpeci, zZe osoby, ktoré
pomahaji pri vykonavani tohto
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(“Study Staff”’) who are employees
or contractors of Institution are
appropriately trained and qualified.
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klinického sktiSania vo funkcii
spoluskusajucich alebo personalu

v sktsani (d’alej ,,sktiSajuci
personal®), ktoré¢ st zamestnancami
alebo zmluvnymi dodavatel'mi
institucie, budu riadne vyskoleni a
kvalifikovani.

1.2 Compliance Obligations. Institution 1.2 Povinnost’ dodrZiavania pravidiel.
is responsible to CRO and Pfizer for Institicia zodpoveda CRO a
compliance by all Study personnel spolo¢nosti Pfizer za to, ze cely
who are Institution employees or skusajuci personal, ktory je
contractors with the terms of this zamestnancom inStiticie, bude
Agreement and International dodrziavat’ ustanovenia tejto
Conference on Harmonization Good zmluvy, smernice Medzinarodne;j
Clinical Practice (ICH GCP) konferencie pre harmonizéciu
guidelines, as well as applicable spravnej klinickej praxe
law, regulations, and governmental (International Conference on
guidance. Harmonization Good Clinical

Practice, ICH GCP), ako aj
prislusné pravne predpisy a
usmernenia Statu.

1.3 Agreement between CRO and 1.3 Zmluva medzi CRO a hlavnym
Principal Investigator. Study skusajucim. Vykonavanie
conduct by Principal Investigator klinického sktsania hlavnym
and Principal Investigator’s skuSajlicim a suvisiace povinnosti
associated obligations to CRO and hlavného skusajuceho vo¢i CRO a
Pfizer are documented in a separate spolocnosti Pfizer su
agreement between CRO and zdokumentované v samostatne;j
Principal Investigator. Institution zmluve medzi CRO a hlavnym
confirms that it is aware of this skasajicim. Institacia potvrdzuje, Ze
separate agreement. Institution si je vedoma tejto samostatne;j
further confirms that it has received zmluvy. Institacia d’alej potvrdzuje,
a copy of that agreement (either ze dostala kopiu tejto zmluvy (s
with or without inclusion of the prilozenym rozpoctom klinického
Study Budget attachment) or has skusania alebo bez neho), alebo bola
been otherwise satisfactorily inym spdsobom uspokojivo
informed as to Principal informovana o pravach a
Investigator’s Study-related rights povinnostiach hlavného skusajuceho
and responsibilities. v suvislosti s tymto klinickym

sktiSanim.

1.4 Division of Responsibilities. 1.4  Rozdelenie povinnosti. Institucia a
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1.5

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

Agreement between CRO and Study
Staff. At the request of Principal
Investigator and Institution, CRO,
authorized by Pfizer, agrees to enter
in to separate agreements with
certain Study Staff (“Staff
Agreement(s)”) as detailed in
Attachment A, in order that such
Study Staff can receive payment for
Study-related services directly from
CRO. Institution and Principal
Investigator confirm that the
existence of the Staff Agreements is
in line with Institution’s policies
and procedures and local law.
Institution and Principal
Investigator further confirm that
they have received a copy of the

1.5
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hlavny sktSajuci stanovia
rozdelenie povinnosti medzi
instittciou a hlavnym skuSajucim na
vykonéavanie €innosti spojenych s
klinickym sktSanim, ktoré sa
vyzaduju v sulade s protokolom
alebo touto zmluvou, alebo zmluvou
medzi CRO a hlavnym sktsajacim.
Hlavny skusajuci vSak preberie
minimalne tie povinnosti, ktoré st
pridelené hlavnym skasajucim
prislusnymi nariadeniami
upravujucimi vykondavanie
klinickych vyskumov. Institucia
poskytne primerany dohl'ad nad
¢innostami hlavného skusajuceho v
priestoroch institacie. Institicia sa
zavézuje spolupracovat’ s CRO
alebo spolo¢nost’'ou Pfizer, ak bude
potrebovat’ pomoc pri rieSeni
akychkol'vek problémov stvisiacich
s dodrziavanim povinnosti hlavného
skasajaceho v rdmeci jeho povinnosti
stvisiacich s tymto klinickym
skasanim.

Zmluva medzi CRO a skuSajucim
persondlom. CRO poverena
spolo¢nostou Pfizer sa zavizuje
uzavriet’ na Ziadost’ hlavného
skasajaceho a inStiticie samostatné
zmluvy s niektorym skusajicim
personalom (d’alej ,,zmluva
(zmluvy) s personalom*), ako je
uvedené v prilohe A, aby dany
skusajaci personal mohol prijimat’
platby za sluzby poskytnuté v
suvislosti so skusanim priamo od
CRO. Institticia a hlavny skusajuci
potvrdzuje, Ze zmluvy s personalom
st v stlade so zdsadami a postupmi
platnymi v inStitacii a s miestnym
zakonom. Institdcia a hlavny
skusajuci d’alej potvrdzuje, ze
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1.6

1.7

proposed Staff Agreements and
agree that their existence does not in
any way reduce Institution’s and
Principal Investigator’s
responsibilities for oversight of and
compliance by Study Staff as set out
in this Agreement and as required
by local law.

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 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 and
CRO will comply with all
applicable Global Trade Control

| CON

dostali kopiu navrhovanych zmlav s
personalnom a ze ich uzavretie
ziadnym spdsobom neredukuje
zavdzky institucie a hlavného
skusajuceho tykajuce sa dohl'adu
nad skusajicim persondlom a jeho
dodrziavanie predpisov, ako je
ustanovené v tejto zmluve a ako si
to vyzaduje miestny zakon.

1.6 Skolenie spolo¢nosti Pfizer o
GCP. Pred zaradenim akéhokol'vek
ucastnika klinického skusania (ako
je definované v Casti 4, Zarad’ovanie
ucastnikov), hlavny skuSajuci a
ktorykol'vek spoluskusajtci
absolvuje skolenie o spravnej
klinickej praxi spoloc¢nosti Pfizer
(d’alej ,,Skolenie spolocnosti Pfizer
0 GCP”). Kazdy skusajuci, ktory sa
zapoji do vykonavania klinického
skuSania neskor, absolvuje Skolenie
spolo¢nosti Pfizer o GCP pred tym,
nez za¢ne vykonavat’ svoje
povinnosti v ramci klinického
skuSania. V pripade klinickych
sktiani s prislusnou dizkou trvania
absolvuju hlavny skusajaci 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 Skoliacom materidli.

1.7 Sdlad s pravidlami medzinarodného
obchodu. Zmluvné strany berti na
vedomie, Ze ¢innosti vyplyvajuce z
tejto zmluvy moézu podliehat’
prisluSnym zédkonom a predpisom
tykajiicim sa dovozu, vyvozu a
hospodarskych sankcii (dalej ,,zdkony
tykajtce sa pravidiel medzinarodného
obchodu®). Institacia a CRO budu
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Laws. dodrziavat’ vSetky prislusné zakony
tykajace sa pravidiel medzindrodného
obchodu.

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 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.

Zmluvné strany potvrdzuja, ze
ziadna Cinnost’ vyplyvajuca z
tejto zmluvy (i) sa nebude
vykonavat’ v rdmci
obmedzeného trhu; (ii) nebuda
angazovat’ jednotlivcov z
oblasti obmedzeného trhu ani
beznych rezidentov oblasti s
obmedzenym trhom; a (iii)
nebudu angazovat’ spolo¢nosti,
organizacie Ci Statne subjekty
z oblasti obmedzeného trhu.
Pojem ,,obmedzeny trh* sa
vztahuje na Krymsky
polostrov, Kubu, region
Donbas, Iran, Severna Koéreu,
Sudan a Syriu.

Kazda zmluvna strana
vyhlasuje a zarucuje, (i) Ze nie
je na zozname obmedzenych
stran (definované niZsie); (i1)
7e nie je vlastnend ani riadena
ziadnou osobou ani subjektom
na zozname obmedzenych
strdn; a (ii1) Ze na vykondvanie
¢innosti vyplyvajucich z tejto
zmluvy nebude angazovat’
ziadnu osobu ani subjekt na
zozname obmedzenych stran.
Ak na vykonavanie ¢innosti
vyplyvajicich z tejto zmluvy
bude angazovana osoba alebo
subjekt na zozname
obmedzenych stran, zmluvna
strana, ktorej sa tyka dana
osoba alebo subjekt, to
okamzite oznami druhe;j
zmluvne;j strane a prerusi
relevantné dotknuté ¢innosti
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c. With respect to this Agreement,
Restricted Party Lists include
the Consolidated Screening List
(https://www.export.gov/consoli
dated_screening_list); the
Excluded Parties List System
(https://www.sam.gov); and the
Consolidated List of Persons,
Groups, and Entities Subject to
E.U. Financial Sanctions
https://eeas.europa.eu/headquart
ers/headquarters-
homepage/8442/consolidated-
list-sanctions_en

1.8 Health Insurance Company
notification. Principal Investigator is
obliged in accordance with Act No.
362/2011 Coll. on Medicines and
Medical Devices as amended (also
“Pharmaceuticals Law”) to inform
the Health Insurance Company of
each enrolled Study Subject
(defined below) of the Study, and of
each Study Subject completion of
participation in the Study. Health
Insurance Company means an
insurance performing public health
insurance for a particular Study
Subject. Pfizer shall immediately
notify the Health Insurance
Company of the Study initiation.

Dual Contracting — Institution (Slovakia)
Template Version: May 2018
XXX _XXX_INST_FNsP Nove Zamky PI XXX_draft

1.8

| CON

vratane kazdej dotknutej
platby, dokym sa zmluvné
strany nedohodnt na
pokracovani.

V suvislosti s touto zmluvou
zoznamy obmedzenych stran
zahfnaju konsolidovany
preverovaci zoznam
(https://www.export.gov/conso
lidated_screening_list), systém
zoznamu vylicenych stran
(https://www.sam.gov) a
konsolidovany zoznam 0sob,
skupin a subjektov
podliehajucich finanénym
sankciam EU
https://eeas.europa.eu/headqua
rters/headquarters-
homepage/8442/consolidated-
list-sanctions_en.

Oznamenie zdravotnej poist'ovni.
Hlavny skusajtci je v zmysle
zékona €. 362/2011 Z. z.

0 liekoch a zdravotnickych
pomdckach a o zmene a doplneni
niektorych zdkonov (d’alej aj
,»zakon o liekoch*) povinny
informovat’ zdravotnu poistoviiu
0 zaradeni kazdého ucastnika
klinického skusania (ako je
definovany niz$ie) do klinického
sktiSania, ako aj o ukonceni
ucasti kazdého ucastnika
klinického skuSania v klinickom
skusani. Zdravotnou poist'oviiou
sa rozumie poistoviia
vykondavajuca verejné zdravotné
poistenie konkrétneho ucastnika
klinického skasania. Spolo¢nost’
Pfizer bezodkladne oznami
zdravotnej poistovni zaCatie
klinického sktiSania.
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Funding. CRO will provide funding to 2. Financovanie. CRO poskytne
Institution as compensation for institacii financovanie ako odplatu za
Institution’s services and the use of sluzby institacie a za pouzivanie
Institution’s facilities for the Study as priestorov institicie na tcely
delineated in Attachment A, Study klinického skuSania, ako je uvedené
Budget and Payment Terms, and subject v prilohe A, Rozpocet klinického
to the terms specified in that Attachment. skuSania a platobné podmienky, a v
CRO will provide funding to the stilade s ustanoveniami uvedenymi v
Principal Investigator as compensation tejto prilohe. CRO poskytne
for Principal Investigator’s Study conduct financovanie hlavnému skusajicemu
activities under the agreement between ako odplatu za vykonavanie ¢innosti
CRO and Principal Investigator. hlavného skusajtuceho v sulade so
Institution certifies that payments to the zmluvou medzi CRO a hlavnym
Institution comply with applicable law skusajucim. Institicia potvrdzuje, Ze
and any applicable policies and procedure platby poukazované institucii su v
of the Institution. Sums intended from the stlade s prislusnym zakonom a
Study Budget to Study Staff under the vSetkymi prislusSnymi zasadami a s
Staff Agreements are detailed in Section postupom institacie. Platby ur¢ené
2.1. skusajucemu personalu v rameci
rozpoctu klinického skusania
vyplyvajlice zo zmluv s personalom
sa podrobne uvadzajui v Casti 2.1.
2.1 Funding for Study Staff. CRO will 2.1 Financovanie skuSajiceho personalu.

arrange for payments to be made to
Study Staff in accordance with the
provisions of the Study Staff
Agreements. For the avoidance of
doubt, the parties acknowledge that
the Study Staff’s remuneration
forms part of the total Study Budget
as detailed in Attachment A and in
no event shall CRO’s total financial
obligation for conduct of the Study
exceed the Study Budget.

The total of payments to individual
members of the Study Staff will be
calculated by the Principal
Investigator based on duties
conducted by the Study Staff in the
Study. Principal Investigator will
complete a Work Order in the
format appended to the Staff

CRO zabezpeci poukazovanie platieb
skuSajlicemu personalu v sulade s
ustanoveniami v zmluvach so
skuSajiicim personalom. Aby nedoSlo
k pochybnostiam, zmluvné strany
berl na vedomie, ze odmeny pre
skt§ajuci personal su sticastou
celkového rozpoctu klinického
sktiSania, ako je_uvedené v prilohe A,
a v ziadnom pripade zadvizok CRO
poukazovat platby za vykonavanie
skuSania suhrne nebude nad rdmec
rozpoctu klinického skuSania.

Sumu platieb pre jednotlivych Elenov
sktsajuceho personalu vypocita
hlavny sku$ajaci na zaklade
splnenych zavazkov zo strany
skusajuceho personalu v rdmei
klinického sktiSania. Hlavny
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Agreement, detailing the payment
due and will submit it to CRO in
accordance with the instructions in
the Study Staff Agreement, having
first agreed the content with the
Study Staff.

2.2 Investigator Meetings. If any Study
personnel who are Institution
employees or contractors 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.

2.3 Disclosure by Pfizer. In the interest
of transparency relating to its
relationships with investigators and
study sites or to ensure compliance
with applicable local law, Pfizer
may publicly disclose the support it
provides under this Agreement.
Such a disclosure by Pfizer may
identify both the Institution and the
Principal Investigator, but will
clearly differentiate between
payments or other transfers of value
to institutions and those made to
individuals.

3. Protocol. Principal Investigator and
Institution will conduct the Study and
Study-related activities in accordance
with the Protocol, including, but not
limited to, the requirements relating to the
State Institute for Drug
Control/Independent Ethics Committee
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sktsajuci vystavi pracovnu zékazku
ako prilohu k zmluve s personalom,
v ktorej uvedie splatni sumu, a
predlozi ju CRO v sulade s pokynmi
v zmluve so skuSajiicim personalom,
pri¢om na obsahu sa vopred dohodne
so skusajiicim personalom.

Stretnutia skusajucich. Ak sa od
¢lenov personalu v skusani, ktori st
zamestnancami alebo zmluvnymi
dodavatel'mi institucie, pozaduje, aby
sa zucastnili stretnuti skuSajicich v
suvislosti s tymto klinickym
skasanim, CRO zabezpeci a priamo
uhradi ndklady na cestovanie a
ubytovanie a pokryje aj primerané
naklady na jedlo v stvislosti s tymito
stretnutiami, nebude vSak poskytovat’
platbu za ucast.

Zverejnenie informécii zo strany
spolocnosti Pfizer. V zadujme
transparentnosti ohl'adom jej vzt'ahu
so skusajucimi a pracoviskami
klinického sktSania, alebo aby sa
zabezpecilo dodrziavanie prislusnych
pravnych predpisov moze spolocnost’
Pfizer zverejnit’ podporu, ktort
poskytuje v ramci tejto zmluvy.
Takéto zverejnenie informacii zo
Strany spolo¢nosti Pfizer moze
identifikovat’ inStituciu aj hlavného
skusajuceho, ale jasne rozlisi medzi
platbami alebo inymi prevodmi
hodndt institucii a jednotlivcom.

Protokol. Hlavny sktsajuci a
inStitacia budl vykonavat toto
klinické skusanie a vSetky ¢innosti v
ramci klinického sktiSania v stilade s
protokolom, ako aj poziadavkami
stanovenymi v schvaleni klinického
skti$ania Statnym ustavom pre
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(“SUKL/IEC”) approval and adverse
event reporting.

3.1 Amendments. The Protocol may be

3.2

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).

No Additional Research. No
additional research may be
conducted on Study Subjects (as
defined in Section 4, Subject
Enrollment) during the conduct of
the Study or on biological samples
collected during the conduct of the

Study unless it is approved by Pfizer
and documented as an Amendment

to the Protocol or made subject to

| CON

kontrolu lie¢iv a nezavislou etickou
komisiou (d’alej ,,SUKL/NEK”) a s
nahlasovanim neziaducich udalosti.

3.1 Dodatky. Protokol mdze byt
upraveny len pisomnym
dodatkom odstuhlasenym
spolo¢nostou Pfizer, hlavnym
sktisajucim a SUKL a
zodpovednou NEK (d’alej
,,dodatok”). Vynimkou st
pripady popisané v protokole a
tykajuce sa nidzovych zmien
potrebnych na ochranu
bezpecnosti ucastnikov
klinického skusania (ako je
definované v Casti 4,
Zarad’ovanie ucastnikov).

3.2 Zakaz dodato¢ného vyskumu.
Ziadny dodato¢ny vyskum
nemoze byt vykonany na

ucastnikoch klinického skusania

(ako su definovani v Casti 4), ani
na biologickych vzorkach
odobratych pocas vykonavania
tohto klinického skusania, pokial
nebude odsuhlaseny
spolo¢nostou Pfizer a

mutually agreeable terms otherwise
documented by the parties.

4.  Subject Enrollment. Principal

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

Dual Contracting — Institution (Slovakia)
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zadokumentované vo forme
dodatku k protokolu, alebo ak sa
na tom zmluvné strany nedohodli
na zaklade vz4jomne prijatelnych
a zdokumentovanych podmienok.

4 Zaradenie ucastnika. Hlavny skuSajuci a

inStiticia sa zavdzuj, Ze zaradia
kvalifikovanych Gc€astnikov klinického
skusania pocas obdobia zarad’ovania
Specifikovaného spolo¢nost’ou Pfizer okrem
pripadu, ked’ CRO po ziskani pokynov od
spolo¢nosti Pfizer zmeni toto obdobie
zarad’ovania pisomnym oznamenim. Za
kvalifikovaného ucastnika sa povazuje
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Subject”).

4.1

Multi-Center Studies. CRO, upon

Pfizer’s prior instructions, may end

Study Subject enrollment early if
the total enrollment needed for a
multi-center study has been
achieved before the end of the
enrollment period for this Study.

5. Study Conduct

5.1 Charging Study Subijects. Institution

5.2

will not charge a Study Subject or

third-party payer for Investigational
Drug (see Section 8, Investigational

Drug) or for any services
reimbursed by CRO under this
Agreement or the agreement
between CRO and Principal
Investigator.

Safety Measures and Serious
Protocol or ICH GCP Breaches.
Institution will inform CRO

immediately of (a) any urgent safety

measures taken by Principal
Investigator to protect Study
Subjects against immediate hazard
and (b) any serious breaches of the

Protocol or of ICH GCP guidelines
of which Institution becomes aware.

Dual Contracting — Institution (Slovakia)
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osoba, ktora spliia vietky kritéria protokolu
na zaradenie do klinického skuSania (d’alej
,ucastnik klinického skusania”).

4.1 Multicentrické klinické skusania. Po
predchadzajicom pokyne spolo¢nosti
Pfizer m6ze CRO ukon¢it’ nabor
ucastnikov klinického skusania
pred¢asne, ak bol dosiahnuty celkovy
pocet ucastnikov, ktorych bolo potrebné
zaradit’ do multicentrického klinického
skuSania dosiahnuty pred ukonc¢enim
obdobia zarad’ovania do tohto
klinického skusania.

5 Vykonavanie klinického sku$ania

5.1 Poplatky od ucastnikov
klinického skusania. InStiticia
nebude ucastnikovi klinického
skusania alebo platitel'ovi - tretej
strane uctovat’ za skisany liek
(pozri Cast’ 8, Skusany liek), ani
za 7iadne sluzby, ktoré v ramci
tejto zmluvy alebo zmluvy medzi
CRO a hlavnym skuSajacim
preplaca CRO.

5.2 Bezpecnostné opatrenia a
zévazné poruSenia protokolu
alebo smernic ICH GCP.
Institacia bude okamzite
informovat’ CRO o (a)
akychkol'vek naliehavych
bezpecnostnych opatreniach,
ktoré prijal hlavny skuSajici na
ochranu ucastnikov klinického
skuSania pred bezprostrednym
nebezpecenstvom a (b)
akomkol'vek zdvaznom poruseni
protokolu alebo smernic ICH
GCP, o ktorom sa institucia
dozvie.
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6. Data Protection and FDA Financial
Disclosure

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

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”), Institution will
ensure that any sub-investigator
engaged in the Study who is an
Institution employee or contractor
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 sub-
investigators (and, where relevant,
spouse and dependants of 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. Institution will
cooperate with Principal
Investigator to ensure that a written

Dual Contracting — Institution (Slovakia)
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6 Ochrana Udajov a zverejnenie finanénvych

informacii podl'a poziadaviek FDA

6.1

6.2

Osobn¢ udaje. Spolocnost’ Pfizer a
institacia bude dodrziavat
podmienky a zavizky ustanovené v
prilohe E tykajlice sa ochrany
osobnych udajov.

Financné priznanie. V pripade, ked’
spolo¢nost’ Pfizer usudi, ze klinické
sktiSanie ,,bude podlichat™
nariadeniu ,,Financné priznanie
skisajuicich”, ktoré vydal Urad pre
potraviny a liecky USA (dalej
,nariadenie FDA”), institiucia
zabezpeci, ze vsetci spoluskusajici
zapojeni do tohto klinického
skuSania, ktori st zamestnancami
alebo zmluvnymi dodavatel'mi
institucie, spristupnia CRO a
spolo¢nosti Pfizer vSetky relevantné
finan¢né a iné informacie (vratane
podielov na vlastnom imani
spoloc¢nosti Pfizer alebo
ktorejkol'vek z jej pridruzenych
spoloc¢nosti), ktoré sa viazu k
hlavnému skusajucemu alebo
spoluskusajacim, podl'a dan¢ho
pripadu (a tam, kde je to naleZité, aj
k manZelovi/manzelke a zavislym
osobam hlavného sktsajuceho alebo
spoluskusajuceho), ako to vyzaduje
CRO, aby umoZnilo spolo¢nosti
Pfizer konat’ v sulade s
nariadeniami FDA.

7 Informovany stthlas a nabor uéastnikov.

7.1 Informovany suhlas. InStitacia bude

spolupracovat’ s hlavnym
sktiSajucim, aby sa zabezpecilo, Ze
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informed consent is obtained for
each Study Subject and that a signed
original of that consent is
maintained 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
without 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

| CON

od kazdého ucastnika klinického
skuSania bol ziskany pisomny
informovany suhlas s tcast’ou

Vv klinickom skusSani, a ze podpisany
original tohto suhlasu bude
uchovany v zdznamoch ucastnika
klinického skusania. CRO a/alebo
spolo¢nost’ Pfizer poskytne vzor
dokumentu informovaného stihlasu
pre klinické skuSanie. InStitucia a
hlavny sktiajuci nesmi menit’ tento
dokument bez predchadzajuceho
pisomného suhlasu CRO alebo
spolocnosti Pfizer (to sa tyka aj

for the Study. pripadnych revizii v priebehu
klinického skusania). Takyto sthlas
je potrebné ziskat’ pred pouzitim
revidované¢ho dokumentu
informovaného sthlasu v klinickom

skasani.

7.2 Subject Recruitment. Institution will 7.2 Nabor ucastnikov. Institucia bude
cooperate with Principal spolupracovat’ s hlavnym
Investigator to provide CRO an skasajicim pri poskytnuti CRO
opportunity to review and approve moznosti skontrolovat’ a schvalit’
the content of any Study recruitment obsah akychkol'vek materialov na
materials directed to potential Study nabor do klinického skusania
Subjects before such materials are urcenych potencialnym tcastnikom
used. This requirement applies to all klinického skusania pred pouzitim
such materials, regardless of tychto materialov. Tato poziadavka
medium. sa vzt'ahuje na vsetky takéto

materialy bez ohl'adu na médium.

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

8 Skusany liek. CRO poskytne hlavnému
skusajucemu bezplatne dostatoéné mnozstvo
lieku spolo¢nosti Pfizer, ktory sa skima
(d’alej ,.liek spolo¢nosti Pfizer”) na
vykonavanie tohto klinického skusania.
Pokial’ nie je uvedené v prilohe A (Rozpocet
klinického sktiSania a platobné podmienky)
inak, CRO tiez zariadi, aby hlavny skusajuci
dostal bezplatne akékol'vek d’alsie lieky
pozadované na zaklade protokolu (napr.
placebo, porovnavaci liek, subezny liek),

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

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

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 Institution no express
or implied intellectual property
rights in the Pfizer Drug or in any
methods of making or using the
Pfizer Drug.

Equipment or Materials. CRO or Pfizer
may provide, or arrange for a vendor to
provide, certain equipment

(“Equipment”) or proprietary materials

| CON

alebo uhradi naklady na ich obstaranie.
Akykol'vek iny liek pozadovany na zaklade
protokolu, ktory CRO alebo spolo¢nost’
Pfizer poskytne, alebo v pripade ktorého
uhradi naklady na zabezpecenie, sa spolu s
liekom spoloc¢nosti Pfizer povazuje za
»sSkusany liek”.

8.1 Uchovévanie a vydédvanie. InStiticia
zabezpeci alebo bude spolupracovat’ s
hlavnym skasajucim, aby tento
zabezpecil vhodnl kontrolu stavu zasob
skasaného lieku a nepoda ani nevyda ho
nikomu, kto nie je t¢astnikom
klinického skusania, ani neumozni
pristup k lieku nikomu inému okrem
personalu klinického skusania.

8.2 Pouzivanie. Institucia zabezpeci alebo
bude spolupracovat’ s hlavnym
skasajacim, aby tento zabezpecil, Ze
skuasany liek sa pouzije len v sulade s
protokolom. Akékol'vek iné pouzitie
skasaného lieku instituciou alebo
zamestnancom ¢i zmluvnym
dodavatel'om, ktory je zamestnancom
inStitacie, predstavuje zdvazné porusenie
tejto zmluvy.

8.3 Vlastnictvo lieku spolo¢nosti Pfizer.
Vyhradnym vlastnikom lieku spolo¢nosti
Pfizer je a zostava spolo¢nost’ Pfizer.
Okrem Specifického pouzitia uvedeného
v protokole spolo¢nost’ Pfizer neudel'uje
inStitacii Ziadne vyslovné ani
implikované prava na dusevné
vlastnictvo lieku spolo¢nosti Pfizer ani
ziadnych postupov vyroby ¢i pouzitia
lieku spolo¢nosti Pfizer.

Vybavenie a materialy. CRO alebo
spoloc¢nost’ Pfizer mdze poskytnut’ alebo
mdze prostrednictvom dodévatel'a
poskytovat’ urcité vybavenie (d’alej
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10.

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

Confidential Information. During the
course of the Study, Institution may
receive, generate, or have access to
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:
a.  the Protocol,
b.  the Investigator Brochure,

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

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

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

Dual Contracting — Institution (Slovakia)
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,vybavenie”) alebo materialy duSevného
vlastnictva na pouzitie 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
spolocnosti Pfizer alebo na ktoré vlastni
CRO alebo spolo¢nost’ Pfizer licenciu na
pouzivanie (spolo¢ne ,,materialy”).
Vybavenie alebo materidly poskytnuté na
pozitie pocas vykonéavania klinického
skasania a akékol'vek s nimi stvisiace
poziadavky st uvedené v prilohe C,
Vybavenie a materidly, ktord je do tejto
zmluvy zahrnutd formou odkazu.

Déverné informacie. Pocas celého trvania
klinického skiSania mdze institicia
obdrzat’, vytvorit’ alebo mat’ pristup k
informaciam, ktoré st doverné pre CRO,
spolo¢nost’ Pfizer alebo sestersku
organizaciu spolo¢nosti Pfizer.

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

a.  protokol,

b.  prirucka pre skusajuceho,

C.  udaje klinického skusania
(definované nizsie v Casti 11,
Udaje klinického skusania,
biologické vzorky a zdznamy
klinického skusania),

d. udaje z analyz biologickych
vzoriek (definované niZsie v
casti 11, Udaje klinického
skuSania, biologické vzorky a
zaznamy klinického skusania),

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

|| CON

vSetky d’alSie informaécie
stvisiace s klinickym
sktSanim, lickom spolo¢nosti
Pfizer alebo s technologiou,
vyskumom, obchodnym
planom CRO, spolo¢nosti
Pfizer alebo pobocky
spolo¢nosti Pfizer, ktoré CRO,
spolo¢nost’ Pfizer alebo jej
pobocka poskytne hlavnému
sktSajucemu alebo institicii
pisomne alebo v inej hmotne;j
podobe a oznaci ako
DOVERNE, alebo ktoré
najprv oznami Ustne a neskor
zhrnie a potvrdi pisomne ako
DOVERNE do 30 dni od
datumu ustneho oznamenia.
Typ informacii popisanych v
tejto Casti 10.1.f, ktoré su
poskytnuté tstne, budu tie
povazované za doverné
informdcie, a to aj v pripade ak
nebudu neskor potvrdené
pisomne, ak je ich doverny
charakter druhej zmluvnej
strane dostato¢ne zrejmy.

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

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

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

is obtained by Institution, free

su verejne dostupné v Case ich
spristupnenia alebo v priebehu
tohto zavdzku zachovania
dovernosti, ale nestali sa
verejne zname porusenim tejto
zmluvy in§tituciou,

su inStitucii zname uz v ¢ase
ich spristupnenia a nevztahuje
sa na ne ziaden zavizok
zachovania dovernosti,
inStitacia ich ziskala bez
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10.3

10.4

of any obligations of
confidentiality, from a third
party who has a lawful right to
disclose it, or

d. isindependently 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 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, Institution may not
use Confidential Information for
any purpose other than that
authorized in this Agreement, nor
may Institution disclose
Confidential Information to any
third party except as authorized in
this Agreement or as required by
law, including applicable
regulations.

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

| CON

akychkol'vek zavizkov
zachovania dovernosti od
tretej strany, ktora ma zékonné
pravo ich poskytovat’, alebo

d.  ktoré nezavisle vytvoria osoby
v ramci inStiticie, ktoré
nemaju pristup k dévernym
informéciam, ako je
zdokumentované pisomnymi
z4dznamami.

10.3 Dévernost’ osobnych udajov.

Vsetky osobné udaje (ako st
definované v Prilohe E), ktoré
inStitucia ziska, spracuje, uchovava,
prenesie alebo pouzije v stvislosti

s vykonavanim tohto klinického
sktsania a S podavanim hlaseni o
klinickom skuSani, su pre tcely tejto
zmluvy tiez identifikované a naraba
sa s nimi ako s dévernymi
informéciami.

10.4 Povinnost’ zachovania ddévernosti

informacii. Bez poskytnutia
pisomného stthlasu CRO a/alebo
spolo¢nostou Pfizer nesmie
inStitacia pouZzivat doverné
informacie na ziaden iny ucel, ako
na ucel schvaleny touto zmluvou, a
nesmie doverné informacie
poskytnut’ tretej strane s vynimkou
pripadov, ktoré povoluje tato
zmluva alebo ktoré vyzaduji pravne

predpisy.

a.  CRO a spoloc¢nost’ Pfizer
vyslovne povol'uje zverejnenie
zredigovanej verzie tejto
zmluvy v prisnom sulade s
ustanoveniami Casti 15.2.
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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).

10.5 Disclosure Required by Law. If

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

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.

| CON

b. CRO a spolo¢nost’ Pfizer
konkrétne schval'uje
poskytnutie dévernych
informacii SUKL /nezéavislej
etickej komisii (NEK) alebo
zastupcom prislusného
regula¢ného orgéanu.

c. Povolené spdsoby pouzitia
udajov klinického skusania a
udajov z analyz biologickych
vzoriek st uvedené v Casti 15
(Publikacie) a pouzitia
osobnych udajov v ¢asti 6
(Ochrana tidajov a poskytnutie
finan¢nych tdajov uradu
FDA) tejto zmluvy.

10.5 Poskytnutie informacii na zdklade

poziadaviek pravnych predpisov.
Ak pravne predpisy vyzaduji
poskytnutie dovernych informacii
inStiticiou vo va¢Som rozsahu, ako
povol'uje tato zmluva, nepovazuje
sa takéto poskytnutie informacii za
porusenie tejto zmluvy za
predpokladu, Ze institacia:

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

b.  poskytne iba tie doverné
informacie, ktoré su
poZadované na splnenie
zakonnej poziadavky a

d. nadalej zachova dovernost’
tychto dovernych informécii
pred vSetkymi ostatnymi
tretimi stranami.
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10.6

10.7

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

Return of Confidential Information.
If requested by CRO and/or Pfizer
in writing, Institution will return all
Confidential Information in its
possession or control except that
required to be retained at the Study
site by applicable regulation.
However, Institution may retain a
single archival copy of the
Confidential Information to
determine the scope of obligations
incurred under this Agreement.
Institution further agrees to
cooperate with CRO and/or Pfizer,
on request, to help ensure return of
Confidential Information in the
possession or control of Principal
Investigator, except for that required
to be retained by an investigator and

| CON

10.6  Pretrvanie povinnosti. Povinnost’

10.7

nepouzivat’ a neposkytovat’ doverné
informécie s vynimkou osobnych
udajov (ako su definované v Prilohe
E), tdajov klinického skusania a
udajov z analyz biologickych
vzoriek (ako je definované v Casti
11, Udaje klinického skusania,
biologické vzorky a zdznamy
klinického sktiSania) trva aj po
ukoncenti tejto zmluvy po dobu
piatich rokov po jej skonceni.
Zavazok zachovania dovernosti
osobnych udajov, udajov klinického
skuSania a udajov z analyz
biologickych vzoriek trva dovtedy,
kym inStiticia tieto informacie
uchovéva, s vynimkou povolenych
spdsobov pouzitia a zverejnenia
informécii uvedenymi v Prilohe E

a v Casti 15 (Publikacie) tejto
zmluvy.

Vratenie dovernych informacii. AK
CRO a/alebo spolocnost’ Pfizer
poZiada o vratenie dovernych
informécii, inStitacia vrati vSetky
doverné informaécie, ktoré su v jej
vlastnictve alebo pod jej kontrolou,
s vynimkou informacii, ktorych
uchovanie na pracovisku klinického
sktiSania vyZaduje platny predpis.
Institacia si vSak moZe ponechat’
jednu kopiu dévernych informécii
na archivaciu, aby mohla urcit’
rozsah povinnosti vyplyvajacich z
tejto zmluvy. Institicia d’alej
suhlasi, Ze bude na poZiadanie
spolupracovat’ s CRO a/alebo
spolo¢nost'ou Pfizer, aby pomohla
zabezpecit’ vratenie dovernych
informacii, ktoré su vo vlastnictve
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an archival copy for determining the
scope of Principal Investigator’s
obligations under the agreement
between CRO and Principal
Investigator.

| CON

alebo pod kontrolou hlavného
skusajticeho, okrem tych, ktoré
sktiSajuci musi uchovat’, ako aj
archivnej kopie na stanovenie
rozsahu povinnosti hlavného
skusajiiceho v ramci zmluvy medzi
CRO a hlavnym skusajucim.

11. Udaje klinického sktisania, biologické
vzorky a zdznamy klinického skii$ania

11. Study Data, Biological Samples, and
Study Records

11.1 Study Data. During the course of 11.1 Udaje klinického skiigania. Hlavny

the Study, Principal Investigator has
agreed to collect certain data, and
submit it to CRO, Pfizer or Pfizer’s
agent (“Study Data”) as specified
in the protocol. Study Data may
include Personal Data of Study
Subjects. Principal Investigator will
ensure accurate and timely
collection, recording, and
submission of Study Data, including
adhering to timelines for data entry
set out in the CRF Completion
Requirements document provided to
Principal Investigator by CRO or
Pfizer. Institution will cooperate
with Principal Investigator if and as
needed to facilitate compliance by
Principal Investigator with this
obligation.

a.  Ownership of Study Data.
Subject to Principal
Investigator’s right to use
Study Data to publish the

skasajuci suhlasi, ze pocas
klinického skusania zhromazdi
urcité udaje, ako st Specifikované v
protokole, a predlozi ich CRO,
spoloc¢nosti Pfizer alebo zastupcovi
spolocnosti Pfizer (d’alej ,,udaje
klinického skuisania”). K udajom
klinického sktisania mézu patrit’
osobné udaje ucastnikov klinického
skusania. Hlavny skuSajuci
zabezpeci presné a véasné
zhromazd’ovanie, zaznamenavanie a
predkladanie idajov klinického
skuSania vratane dodrZiavania
¢asového harmonogramu zadavania
udajov stanoveného v dokumente
Poziadavky na vyplnenie
zaznamovych formularov ucastnika
klinického skusania alebo v inom
dokumente, ktory poskytne
hlavnému skuSajicemu CRO alebo
spolo¢nost’ Pfizer. Institiicia bude
spolupracovat’ s hlavnym
sktiSajucim, ak to bude potrebné a
podl’a potreby, pri zabezpeceni
dodrziavania povinnosti hlavného
skasajuceho.

a.  Vlastnictvo udajov klinického
skuSania. S vynimkou prava
hlavného skusajuceho
pouzivat’ daje klinického
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results of the Study (see
Section 15, Publications),
Pfizer is the exclusive owner
of all Study Data.

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

Data Review by CRO. CRO
and/or Pfizer will review the
Study Data it receives on an
ongoing basis. CRO and/or
Pfizer will comply with
applicable regulations
requiring notification of
participating investigators of
new safety information about
the Pfizer Drug (as defined in
Section 8 of this Agreement).
CRO and/or Pfizer has further
committed to promptly notify
Principal Investigator of any
other new information of
which CRO and/or Pfizer
becomes aware that could
affect the safety of the Study
Subjects or influence the
conduct of the Study. Principal
Investigator has agreed to
share information received

| CON

sktiSania na publikovanie
vysledkov klinického skuiSania
(pozri cast’ 15, Publikacie),
vyhradnym vlastnikom
vSetkych udajov klinického
skusania je spolo¢nost’ Pfizer.

Lekérske zdznamy. Lekarske
z4dznamy ucastnikov
klinického sku$ania, ktoré
nebudu predlozené CRO alebo
spolo¢nosti Pfizer, mézu
obsahovat’ niektoré
informacie, ktoré st rovnaké
ako informacie zahrnuté v
udajoch klinického skusania.
CRO ani spolo¢nost’ Pfizer si
vSak napriek tomu nerobia
ziadny narok na vlastnictvo
tychto dokumentov ani
informaécii, ktoré obsahuj.

Kontrola udajov zo strany
CRO. CRO a/alebo spolo¢nost’
Pfizer bude priebezne
kontrolovat’ prijaté udaje
klinického skusania. CRO
a/alebo spolo¢nost’ Pfizer bude
dodrziavat’ prislusné pravne
predpisy vyzadujuce, aby
zucastnenych skuSajucich
oboznédmila s novymi
informéciami o bezpe¢nosti
lieku spolo¢nosti Pfizer (v
stilade s definiciou v Casti 8
tejto zmluvy). CRO a/alebo
spolo¢nost’ Pfizer sa d’alej
zavizuje, ze bezodkladne
ozndmi hlavnému
skusajuicemu vsetky d’alSie
nové informacie, o ktorych sa
CRO a/alebo spolo¢nost’
Pfizer dozvie, a ktoré by mohli
ovplyvnit’ bezpecnost’
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from CRO and/or Pfizer under
this provision with Institution.

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

| CON

ucastnikov klinického
skusania alebo vykonéavanie
klinického sktiSania. Hlavny
skuSajtci suhlasi, ze bude
zdiel’at’ s instituciou
informacie, ktoré dostal od
CRO a/alebo spolo¢nosti
Pfizer, v stilade s tymto
ustanovenim.

Vysledky klinického sktiSania.
Po dokonceni analyzy tdajov
klinického sktsania zo
vSetkych centier CRO alebo
spoloc¢nost’ Pfizer poskytne
hlavnému skasajucemu suhrn
celkovych vysledkov
klinického skusania a hlavny
skasajuci suhlasi s tym, ze
bude tento suhrn zdielat’ s
inStituciou. Ak by vysledky
mohli ovplyvnit’ bezpecnost’
ucastnikov klinického
skuSania, CRO alebo
spolo¢nost’ Pfizer po
konzultacii so SUKL/NEK, ak
to bude pouzitel'né, v
spolupraci s hlavnym
skuSajiicim alebo institiciou
zabezpeci, aby hlavny
skusajuci alebo institlicia tieto
vysledky primerane oznamili
ucastnikom klinického
sktSania do dvoch rokov po
ukonceni klinického sktiSania.

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

11.2 Biologické vzorky. Ak je to
uvedené v protokole a v dokumente
informovaného suhlasu, moze
hlavny sktSajtici odoberat’ a
poskytovat’ CRO, spolo¢nosti Pfizer
alebo nimi menovanému zastupcovi
biologické vzorky (napr. krv, mo¢,
tkanivo, sliny atd’.) ziskané od
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not directly related to Study Subject
care or safety monitoring, such as
pharmacokinetic,
pharmacogenomic, or biomarker
testing (“Biological Samples™).
Biological Samples may include
Personal Data of Study Subjects.

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

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 the Principal
Investigator, Institution, or
Study Subject. If CRO or
Pfizer does provide Biological
Sample Analysis Data to the
Principal Investigator, that
data will be subject to the
provisions of Section 11.1
(Study Data) of this
Agreement.

| CON

ucastnika klinického skusania na
testy, ktoré priamo nesuvisia so
starostlivost'ou o tcastnikov alebo
sledovanim bezpecnosti, ako st
farmakokinetické,
farmakogenomickeé testy alebo
testovanie inych biomarkerov (d’alej
,,biologické vzorky”). Biologické
vzorky mozu obsahovat’ osobné
udaje ucastnikov klinického
sktiSania.

a.  PouZivanie. InStiticia nebude
pouzivat’ biologické vzorky
ziskané v stlade s protokolom
ziadnym inym sposobom ani
na ziadny iny ucel, nez je
popisany v protokole. CRO a
spolo¢nost’ Pfizer pouziju
biologické vzorky iba
spdsobmi povolenymi v
dokumente informovaného
suhlasu, na zaklade ktorého
boli ziskané.

b.  Udaje z analyzy. CRO,
spolo¢nost’ Pfizer alebo osoby
menované spolo¢nost'ou Pfizer
budu analyzovat’ biologické
vzorky spdsobom popisanym v
protokole. Pokial’ nie je v
protokole uvedené inak, CRO
ani spolo¢nost’ Pfizer nemaju
v plane poskytnut’ vysledky
tychto testov (d’alej ,,udaje z
analyzy biologickych
vzoriek”) hlavnému
sktSajicemu, institacii, ani
ucastnikom klinického
skasania. Ak CRO alebo
spolo¢nost’ Pfizer poskytne
udaje z analyzy biologickych
vzoriek hlavnému
sktiSajucemu, budt sa na tieto
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c.  Ownership. Pfizer is the
exclusive owner of all
Biological Samples and
Biological Sample Analysis
Data.

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

12.1 Monitoring. CRO intends to
monitor Study conduct. Pfizer, or an
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udaje vzt'ahovat’ podmienky
povoleného pouzitia uvedené v
gasti 11.1 (Udaje klinického
skusania) tejto zmluvy.

c.  Vlastnictvo. Spolo¢nost’ Pfizer
je vyhradnym vlastnikom
vsetkych biologickych vzoriek
a udajov z analyzy
biologickych vzoriek.

11.3 Zaznamy klinického skaSania.

Institacia bude v mene hlavného
skusajiceho a vo svojom vilastnom
mene uchovavat’ zdznamy kazdého
ucastnika klinického skusania, ktoré
obsahuju kopie vsetkych tdajov
klinického skusania hlavného
skasajaceho, ako aj relevantné
zdrojové dokumenty (spolu
»Zaznamy klinického skiiSania”),
za takych podmienok uchovavania,
ktoré zabezpecuju stabilitu a
ochranu udajov, po dobu 15 rokov
po ukonceni klinického skuSania.
InsStitucia suhlasi s tym, Ze pred
zni¢enim akychkol'vek zdznamov
bude kontaktovat’ spolo¢nost’ Pfizer
na adrese
InvestigatorRecords@Pfizer.com, a
d’alej sthlasi tieZ s tym, Ze umozni
spolo¢nosti Pfizer zaistit’ na naklady
spolo¢nosti Pfizer uchovanie
zaznamov po dlh$iu dobu, pricom
musia byt podniknuté také
opatrenia, ktoré budu chranit’
dévernt povahu zaznamov (napr.
zabezpecené uchovanie mimo
pracoviska skusania).

12. Monitorovanie, in$pekcie a audity

12.1 Monitorovanie. Klinické skusanie

bude monitorovat’ CRO. Okrem
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12.2

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, Institution
will permit CRO or Pfizer
representatives access to any
Institution Study Site premises,
facilities, Study Records, sub-
investigators, and research staff as
required to monitor Study conduct.
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 has
agreed to share this information
with Institution and may inform
Study Subjects of such findings as
appropriate.

Pfizer Representative Personal Data.

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

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

12.2
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toho ma spolo¢nost’ Pfizer alebo
externy poskytovatel’ sluzieb
konajuci v jej mene pravo, nie vsak
povinnost’, vykonat’ sibezny
monitoring klinického skuSania. Na
zaklade primeraného oznamenia a v
beznej pracovnej dobe institicia
umozni zastupcom CRO alebo
spolo¢nosti Pfizer vstup do
akychkol'vek priestorov pracoviska
sktiSania, k zariadeniam, pristup k
zaznamom klinického skuSania, k
spoluskt$ajicim a personalu
skusania podla potreby na
monitorovanie vykonavania
klinického skusania. CRO alebo
spolo¢nost’ Pfizer bezodkladne
oznami hlavnému skusajicemu
akékol'vek zistené vysledky
monitorovania, ktoré by mohli
ovplyvnit’ bezpecnost’ ti€astnikov
alebo vykonavanie klinického
skasania. Hlavny sktsSajaci suhlasi,
ze bude zdielat’ tieto informacie s
institiciou a moéze informovat’
ucastnikov klinického skusania o
takychto zisteniach, ak je to vhodné.

Osobné udaje zastupcov spolocnosti

Pfizer. Ak pre potreby klinického
skuSania sa od zastupcov
spoloc¢nosti Pfizer vyzaduje
poskytnut’ institacii akékol'vek
osobn¢ udaje vratane, nie vSak
vylu¢ne, mena, adresy, telefonneho
¢isla, rodného cisla alebo datumu
narodenia (d’alej ,,0sobné udaje
zastupcov spolo¢nosti Pfizer®),
institucia

a.  bude chranit’ dovernost’
osobnych udajov zastupcov
spolocnosti Pfizer
prostrednictvom rovnakych
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b.  not sell or disclose Pfizer
Representative Personal Data
to any third party except as
required by law;

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

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

12.3 Inspections and Audits. Institution

acknowledges that the Study is
subject to inspection by regulatory
authorities worldwide, including the
United States FDA, and that such
inspections may occur after
completion of the Study and may
include auditing of Study Records.
CRO or Pfizer may also audit Study
Records during or after the Study as
part of its monitoring of Study
conduct.
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alebo podobnych standardov,
ktoré inStitucia uplatiuje pri
svojich vlastnych
zamestnancoch;

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

c.  zmluvne ulozi podobné
zévizky tykajuce sa dovernosti
a bezpecnosti kazdému
zmluvnému dodévatel'ovi
sluzieb, ktorému institicia
modze poskytovat’ osobné udaje
zastupcov spolo¢nosti Pfizer;

d.  prijme primerané opatrenia na
ochranu pred neopravnenym
pouzivanim alebo
zverejilovanim osobnych
udajov zéastupcov spolo¢nosti
Pfizer a bezodkladne ozndmi
spoloc¢nosti Pfizer kazdé
porusenie tohto ustanovenia.

12.3 InSpekcie a audity. InStitacia berie

na vedomie, ze klinické skuiSanie
podlieha inspekcii regulacnych
organov na celom svete, vratane
amerického uradu FDA, a zZe sa
takéto inSpekcie mézu vykonat’ aj
po skonceni klinického skiiSania a
ich sucastou moze byt audit
zaznamov klinického skuSania.
CRO alebo spolocnost’ Pfizer moze
tiez vykonat’ audit zdznamov
klinického sktiSania pocas
klinického sktsania alebo po
ukonceni klinického skuSania v
ramci monitorovania vykonavania
klinického sktSania.
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Notification. Institution will
notify CRO, or confirm that
Principal Investigator has done
S0, as soon as reasonably
possible if the site is inspected
or if Institution learns that it is
scheduled to be inspected by a
regulatory authority in relation
to the Study.

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

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

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

| CON

Ozndmenia. Institacia ¢o
najskor oznami CRO alebo
potvrdi, ze hlavny skusajuci
oznamil, Ze na pracovisku
skuSania prebieha inSpekcia,
alebo ak institucia zisti, zZe je
planovana jej inSpekcia
regulaénym organom v
stvislosti s tymto klinickym
skasanim.

Pravo na pritomnost’. AK to
nezakazuje zakon, spolo¢nost’
Pfizer alebo CRO bude mat’
pravo na pritomnost’ alebo
ucast’ svojich zéastupcov pri
takejto inSpekecii, audite,
vySetrovani alebo regulaénom
zasahu.

Spolupréca. Institacia bude
spolupracovat’ s regulaénym
organom a zastupcami CRO
alebo spolocnosti Pfizer a
hlavnym skusajicim v pripade
akychkol'vek takychto
inSpekcii a auditov. InStitucia
bude tiez spolupracovat’ s
hlavnym skaSajucim pri
zabezpeceni, Ze zdznamy
klinického skusania st
uchované sposobom, ktory
takéto Cinnosti umoziuje.

VyrieSenie nezrovnalosti.
Institucia bude spolupracovat
s hlavnym skuSajicim pri
urychlenom vyrieSeni
akychkol'vek nezrovnalosti
zistenych medzi udajmi
klinického skusania a
zdravotnymi zdznamami
ucastnika klinického skusania.
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e. Inspection Findings and

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

12.4 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.
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e.  Nalezy inSpekcie a odpovede.

InStiticia bezodkladne
odovzda alebo potvrdi, Ze
hlavny skusajtci odovzdal,
CRO a spoloc¢nosti Pfizer
kopie vSetkych nalezov
inSpekcie, ktoré institacia
obdrzi od regula¢ného organu
v suvislosti s klinickym
skuSanim. InStitacia bude tiez
podl’a potreby spolupracovat’
so spolo¢nost'ou Pfizer, aby
pomohla zabezpecit, ze hlavny
skusajuci posle akékol'vek
zistenia inSpekcie, ktoré dostal
len hlavny sktSajtci, a ktoré
sa tykaju tohto klinického
skasania. Vzdy ked’ to bude
mozné a povolené zdkonom,
inStitucia umozni CRO a
spolo¢nosti Pfizer prilezitost’
skontrolovat’ a
pripomienkovat akékol'vek
odpovede institicie na
inSpekcie regulaéného organu
v stvislosti s klinickym
skuSanim

12.4 Hodnotenia vykondvania klinického

skuSania. CRO alebo spolo¢nost’
Pfizer alebo externi poskytovatelia
sluzieb spolo¢nosti Pfizer mézu
zdokumentovat’ a vyhodnotit’ vykon
hlavného skuSajticeho a in§titucie
pri vykondvani klinického skuSania.
CRO a spolo¢nost’ Pfizer pouziju
vSetky tieto hodnotenia len pre
interné potreby.

13. Remedies for Breach of Certain Study 13. Opravné prostriedky v pripade poruseni
Obligations. In the event Institution fails niektorych povinnosti v ramci klinického
to comply with any of its obligations set skusania. V pripade, ze institucia
out in Sections 3 (Protocol), 7 (Informed nedodrzi niektort zo svojich povinnosti
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Consent and Subject Recruitment), 11
(Study Data, Biological Samples, and
Study Records) and 12 (Monitoring,
Inspections, and Audits) of this
Agreement, or the requirements of the
Protocol relating to adverse event
reporting, ethical conduct of the Study,
and SUKL/IEC review, or Principal
Investigator fails to comply with any of
his/her comparable obligations in the
agreement between CRO and Principal
Investigator, the following will apply. In
addition to its right to terminate the Study
immediately under Section 18.1.c(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 payment to
Institution and Principal
Investigator

Any suspension of enrollment or payment will
continue until Institution and Principal
Investigator return to compliance with their
Study obligations, as determined by CRO upon
its objective and justified assessment. 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
Institution and Principal Investigator do not
both become compliant.
14. Inventions
14.1 Notification. If the conduct of Study
results in any invention or discovery
of which Institution is aware,
whether patentable or not
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uvedenych v Castiach 3 (Protokol), 7
(Informovany suhlas a nédbor ucastnikov),
11 (Udaje klinického skusania, biologické
vzorky a zdznamy klinického skuSania) a
12 (Monitorovanie, inSpekcie a audity)
tejto zmluvy alebo poziadavky protokolu
tykajuce sa hlasenia neziaducich udalosti,
vykonavania klinického sktisania v sulade
s etickymi principmi a kontroly
SUKL/NEK, alebo hlavny skiigajtci
nedodrzi svoje porovnatel'né povinnosti
uvedené v zmluve medzi CRO a hlavnym
skasajucim, bude platit’ nasledujtce.

CRO ma okrem svojho prava okamzite
ukoncit’ klinické skuiSanie podl'a Casti
18.1.¢(2) pravo na jeden alebo obidva
nasledujuce alternativne népravné
opatrenia:

a.  pozastavenie zarad'ovania
ucastnikov, ak do klinického
skuSania este nebol zaradeny plny
pocet ucastnikov a

b.  pozastavenie platby institucii a
hlavnému skusajucemu

Akékol'vek pozastavenie zarad’ovania alebo
platieb bude trvat,, azZ kym inStitiicia a hlavny
skusajaci znovu nezacnt dodrzZiavat’ svoje
zavdzky v rdmeci klinického skusania podl'a
objektivneho a odovodneného posudenia CRO.
Pouzitie jedného alebo obidvoch napravnych
opatreni nebrani CRO, aby si uplatnila svoje
prava okamzite ukoncit’ klinické skuSanie, ak
inStiticia a hlavny skt$ajuci opdt neuvedu
svoje konanie do stladu so zmluvou.

14. Vyndlezy

14.1 Oznémenie. Ak je vysledkom
vykonavania klinického skusania
akykol'vek vynalez alebo objav,
ktorého si je institticia vedoma, ¢i
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14.2

14.3

(“Invention”), Institution will
promptly inform CRO.

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

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

15. Publications.

151

15.2

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

Publication of Redacted Agreement.
On or before execution of this
Agreement, CRO will provide
Institution with a redacted version
of the Agreement in Slovakian only
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uz je, alebo nie je patentovatelny
(d’alej ,,vynalez”), bude o iom
institicia bezodkladne informovat’
CRO.

Posttpenie. Institacia postapi alebo
zabezpeci, ze vSetci vynalezcovia,
ktori st zamestnancami alebo
zmluvnymi dodavatel'mi institacie,
postupia vSetky prava na takyto
vynalez spoloc¢nosti Pfizer bez
akéhokol'vek zavizku alebo uhrad
nad rdmec uvedeny v tejto zmluve,
alebo zaisti, aby tak urobili.

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

15. Publikacie.

Publikovanie Studijnych vysledkov.
Spolo¢nost’ Pfizer podporuje
uplatiiovanie akademickej slobody a
nebude mat’ vyhrady, ak bude
hlavny sktsajuci publikovat
vysledky klinického sktsSania na
zaklade informacii, ktoré
zhromazdil alebo vytvoril, bez
ohl'adu na to, ¢i st vysledky
priaznive pre liek spoloc¢nosti
Pfizer. Poziadavky spojené s
takymito publikaciami s uvedené v
casti 15 (Publikéacie) zmluvy medzi
CRO a hlavnym skasajacim.

Zverejnenie zredigovanej zmluvy. V
deil uzavretia alebo pred uzavretim
tejto zmuvy CRO doda institacii
zredigovanu verziu zmluvy v
slovenskom jazyku iba vo formate
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in PDF format (“Redacted
Agreement”), having removed any
information which in CRO’s or
Pfizer’s reasonable opinion
constitutes a CRO or Pfizer trade
secret. Within 5 days of receipt of
the Redacted Agreement, Institution
will publish the Redacted
Agreement in the central register of
Agreements on www.crz.gov.sk in
accordance with § 47a paragraph 1
of Act no. 40/1964 Coll. Civil code,
as amended, pursuant to § 5 as
paragraph 1 of the Act n0.211/2000
Coll on free access to Information,
as subsequentally amended
(“Contract Registry”). Institution
will provide CRO with evidence of
publication of the Redacted
Agreement as soon as is reasonably
practicable. If CRO does not receive
evidence of publication of the
Redacted Agreement within 7 days
of receipt of the Redacted
Agreement by Institution, CRO or
Pfizer will be entitled to publish the
Redacted Agreement in the Contract
Registry. The parties acknowledge
that the Agreement is not valid until
published in the Contract Registry
and agree that no contracted Study-
related activities will commence
until both parties are in receipt of
confirmation of such publication.
Any written amendments to this
Agreement made pursuant to
Section 19.5 (Modification) shall be
redacted and published in
accordance with the procedure set
out in this Section 15.2.

16. Indemnification and Insurance Coverage.
Pfizer has arranged for an insurance
policy with an insurance company
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PDF (d’alej ,,zredigovand zmluva®),
z ktorej sa odstrania vsetky
informacie, ktoré podl'a
opodstatneného usudku CRO alebo
spolo¢nosti Pfizer predstavuju
obchodné tajomstvo CRO alebo
spolo¢nosti Pfizer. Institucia
zverejni zredigovanu zmluvu v
centralnom registri zmlav na
strankach www.crz.gov.sk v sulade
s § 47a ods. 1 zakona €. 40/1964 Zb.
Obcianskeho zédkonnika v zneni
neskorsich predpisov, podla § 5
ods. 1 zakona ¢. 211/2000 Z. z. o
slobodnom pristupe k informaciam
v zneni neskorSich predpisov (dalej
»register zmlav*), a to do 5 dni od
prijatia zredigovanej zmluvy.
Institacia poskytne CRO dokaz o
zverejneni zredigovanej zmluvy
hned’, ako to bude mozné. Ak CRO
nedostane dokaz o zverejneni
zredigovanej zmluvy do 7 dni po
tom, ako inStitcia prijala
zredigovanu zmluvu, CRO alebo
spolo¢nost’ Pfizer bude opravnena
zverejnit zredigovanl zmluvu v
registri zmluv. Zmluvné strany bert
na vedomie, zZe zmluva nie je platna,
kym sa nezverejni v registri zmluv,
a suhlasia, Ze neza¢nu vykonavat
ziadne zmluvné Cinnosti stivisiace S
klinickym sktSanim, kym obe
zmluvné strany nedostana
potvrdenie o predmetnom
zverejneni. VSetky pisomné dodatky
k tejto zmluve vypracované podla
Casti 19.5 (Zmeny) sa upravia a
zverejnia v sulade s postupom
stanovenym v tejto Casti 15.2.

16. Odskodnenie a Poistenie. Spolo¢nost’

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

16.1 The Principal Investigator will

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

b. satisfy the obligation 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

| CON

kryje zodpovednost za poskodenie
zdravia (vratane smrti), spdsobené alebo
suvisiace s podanim sktSaného lieku
alebo akoukol'vek klinickou intervenciou
alebo procedurou poskytnutou alebo
vyzadovanou protokolom, ktoru by
ucastnik klinického skusania nedostal,
keby sa neztcastnil tohto klinického
sktsania (d’alej ,,ujmy suvisiace

s klinickym sktSanim”), ako to vyzaduje
§ 43 pism. h) zékona ¢. 362/2011 Z. z.

0 liekoch a zdravotnickych pomockach
a 0 zmene a doplneni niektorych
zakonov. Kdpia osvedCenia o poisteni
zadavatel’a je priloZzend k tejto zmluve
ako priloha B. Zmluvna vyskumna
organizacia neposkytne ziadne
odskodnenie na zéaklade tejto zmluvy.
Spoloc¢nost’ Pfizer poskytne instittcii
odskodnenie stvisiace S klinickym
skiisanim formou uvedenou v dodatku F,
Formulér odskodnenia.

16.1 Hlavny skusajtci

a.  nezaradi G€astnikov klinického
skuSania, kym neskontroluje a
neoveri, €1 potencialny
ucastnik klinického skusania
ma verejné zdravotné poistenie
u zdravotnej poistovne, ako to
vyzaduje zakon o liekoch. Ak
potencialny Gcastnik
klinického skuSania nema
takéto poistenie, nesmie byt
zaradeny do klinického
skusania;

b.  splni povinnosti vyplyvajice z
§ 44 pism. (o) zékona €.
362/2011 Z. z. o liekoch
a zdravotnickych pomdckach
a 0 zmene a doplneni
niektorych zékonov, najma
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Study Subjects to the
necessary public health
institutions, which contains the
name and surname, birth
number, the date of
enrollment into the clinical
study and the number of
clinical study into which they
have been enrolled,;
supplement and modify the list
of Study Subjects throughout
the duration of the Study.

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.

| CON

poskytne prisluSnym
zdravotnym poistovniam,
ktoré vykonavaju verejné
zdravotné poistenie
ucastnikov, zoznam
ucastnikov klinického
sktSania, ktory obsahuje
meno, priezvisko, rodné ¢islo,
datum zaradenia do klinického
skusania a ¢islo klinického
skuSania, do ktorého boli
zaradeni. Bude dopliiovat’ a
upravovat’ tento zoznam
ucastnikov pocas celej doby
trvania klinického sktiSania.

Hlavny skusajuci posle
prislusnej zdravotnej poist'ovni
informdcie o vsetkych
zévaznych neziaducich
udalostiach, zdvaznych
neziaducich reakciach a
neocCakavanych zdvaznych
neziaducich reakciach, ktoré
sa vyskytna u ucastnikov
klinického skasania, a to
bezodkladne po tom, ako o
nich hlavného sktSajuceho
informovala spolo¢nost’ Pfizer,
ale najneskor do troch dni od
dorucenia takéhoto ozndmenia.

16.2 Institution’s Insurance. The Institution, 16.2 Poistenie intitacie. Institacia
by signing this Agreement, confirms podpisanim tejto zmluvy potvrdzuje, ze
that the Institution, the facility in which institucia, v priestoroch ktorej sa bude
the Study will be conducted and its vykonavat’ toto klinické skusanie, a jej
employees who will conduct the Study zamestnanci, ktori budl vykonavat’ toto
are covered by valid and sufficient klinické skusanie, maju platné a
insurance of liability for damage caused dostato¢né poistenie zodpovednosti za
by provision of health care according to Skodu sposobenti poskytnutim
applicable legal regulations. zdravotnej starostlivosti podl'a
prisluSnych pravnych predpisov.

17. Assignment and Delegation 17. Postipenie a delegovanie
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171

17.2

By Institution. CRO authorizes
Institution to delegate Institution
duties under this Agreement to
Principal Investigator as
appropriate. Institution may not
otherwise assign its rights or
delegate or subcontract any duties
under this Agreement without
written permission from CRO. If
CRO authorizes delegation or
subcontracting, Institution remains
responsible to CRO for the
performance of all delegated or
subcontracted 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 Institution in writing. CRO
(or Pfizer, following assignment and
delegation by CRO) may also freely
delegate and assign Study-related
duties and rights to an external
provider upon advance notice to
Institution, and may freely delegate
or assign its Study-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 Institution. If CRO
or Pfizer delegates or subcontracts
any duties, CRO or Pfizer remains
responsible to Institution 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, CRO will
ensure that service provider will

| CON

17.1 Zo strany inStitacie. CRO sthlasi,

aby institacia delegovala svoje
povinnosti z tejto zmluvy na
hlavného skusajiceho pokial je to
vhodné. Institiucia nesmie inak
postupit’ svoje prava, delegovat’
alebo subkontrahovat’ akékol'vek
povinnosti z tejto zmluvy bez
pisomného stthlasu CRO. Ak CRO
povoli delegovanie alebo
subkontrahovanie, inStiticia zostava
zodpovedna voc¢i CRO za vykon
vSetkych delegovanych alebo
subkontrahovanych povinnosti.

17.2 Zo strany CRO. CRO moéze volne

previest’ ktorékol'vek alebo vsetky
svoje prava a zverit’ ktorékol'vek
alebo vsetky svoje povinnosti
vyplyvajace z tejto zmluvy na
spolo¢nost’ Pfizer. Ak CRO
prevedie vSetky prava a zveri vSetky
povinnosti na spolo¢nost’ Pfizer,
CRO alebo spolo¢nost’ Pfizer
oznami tuto skuto¢nost’ pisomne
institucii. CRO (alebo spolo¢nost’
Pfizer po prevedeni a zvereni zo
strany CRO) mo6Ze volne delegovat
alebo previest’ povinnosti a prava
tykajtce sa klinického sktiSania
externému subdodavatel’ovi, musi
vSak o tom vopred informovat’
institiciu a moéze vol'ne delegovat’ a
previest’ povinnosti a prava tykajlce
sa klinického skusania ktorejkol'vek
pobocke spolocnosti Pfizer. CRO
nesmie inym sposobom previest’
svoje prava ani zverit’ svoje
povinnosti v ramci tejto zmluvy bez
pisomného stihlasu inStitlicie. Ak
CRO alebo spolocnost’ Pfizer zveri
alebo subkontrahuje niektoré zo
svojich povinnosti inému
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become responsible for performance subdodavatelovi, ostava CRO alebo
of all duties. For the avoidance of spolo¢nost’ Pfizer zodpovednou
doubt, the rights and duties vo i institacii za vykonavanie
discussed in this subsection are only tychto povinnosti. Ak CRO

those arising out of this Agreement. prevedie vSetky svoje prava a

povinnosti vyplyvajice z tejto
zmluvy a v sulade s jej
podmienkami na iné¢ho
poskytovatel’a sluzieb, CRO
zabezpeci, ze tento poskytovatel
sluzieb prevezme zodpovednost’ za
vykonavanie vsetkych povinnosti.
Na vylucenie pochybnosti su prava
a povinnosti uvadzané v tomto
pododseku len tie, ktoré vyplyvaju z
tejto zmluvy.

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

nastane skor.

a.  Disapproval by SUKL/IEC. If a. Neschvalenie klinického
the Study cannot be initiated sktisania SUKL/NEK. Ak
because of SUKL/IEC klinické skusanie nemozno
disapproval, this Agreement zacat’ z dovodu nesuhlasného
will terminate. stanoviska SUKL/NEK, tato

zmluva straca platnost’.

b.  Study Completion. This b.  Dokongenie klinického
Agreement will terminate skuSania. Tato zmluva bude
when the Study is complete, ukoncena, ked’ sa dokon¢i
which means the conclusion of klinické skusanie, ¢o znamena
all Protocol-required activities dokoncenie vsetkych ¢innosti
for all enrolled Study Subjects. pozadovanych na zaklade

protokolu v pripade vSetkych
zaradenych ucastnikov.

c.  Early Termination of Study. c.  Pred¢asné ukoncenie
This Agreement will terminate klinického skasania. Této
if the Study is terminated early zmluva bude ukoncena pri
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as described below.

1)

@)

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

Immediate Termination
of Study by CRO or
Pfizer. CRO or Pfizer
may terminate the Study
immediately upon
written notice to
Institution for causes that
include failure to enroll
Study Subjects at a rate
sufficient to achieve
Study performance goals;
material unauthorized
deviations from the
Protocol or reporting
requirements;
circumstances that in
CRO’s or Pfizer’s
opinion pose risks to the
health or well-being of
Study Subjects;
regulatory authority
actions relating to the
Study or the
Investigational Drug;
termination of the
associated agreement
between CRO and
Principal Investigator
(see Section 1.3,
Agreement between
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pred¢asnom ukonceni
klinického skusania, ako je
popisané nizsie:

(1) Ukoncenie klinického
skusania vypovedou.
CRO alebo spolocnost’
Pfizer m6ze ukoncCit’
klinické skusanie z
akéhokol'vek dovodu
pisomnym oznamenim
institucii s vypovednou
lehotou 30 dni.

(2) Okamzité ukoncenie
klinického skusania CRO
alebo spolocnost’ou
Pfizer. CRO alebo
spolo¢nost’ Pfizer moze
okamzite ukoncit’
klinické skusanie
pisomnym oznamenim
inStitacii z dovodov,
ktoré zahfnaju
nezaradenie
dostatocného poctu
ucastnikov klinického
skusania, ktoré
znemoznuje dosiahnutie
cielov 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
sktSania; opatrenia
regulacnych organov
tykajuce sa klinického
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CRO and Principal
Investigator): any non-
compliance by the
Institution with local
laws, ICH GCP, or the
terms of Section 20
(Anti-Corruption) of this
Agreement; or non-
compliance by the
Principal Investigator
with the comparable
terms of the agreement
between CRO and
Principal Investigator.

(3) Immediate Termination
of Study by Institution.
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 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 either
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sktiSania alebo skiiSané¢ho
lieku; ukoncenie
stvisiacej zmluvy medzi
CRO a hlavnym
sktiSajucim (pozri Cast’
1.3, Zmluva medzi CRO
a hlavnym skusajucim):
akékol'vek nedodrzanie
miestnych pravnych
predpisov zo strany
inStiticie, smernice ICH
GCP alebo inych
ustanoveni Casti 20
(Protikorup¢éné
opatrenia) tejto zmluvy;
alebo nedodrzanie
hlavnym skusajucim
podobnych ustanoveni
zmluvy medzi CRO a
hlavnym skusajucim.

(3) Okamzité ukoncenie
klinického skuiSania
institiciou. Institicia
moze okamzite ukoncit’
klinické skusanie
oznamenim CRO, ak to
pozaduje prislusny
SUKL /NEK alebo akK je
ukoncenie potrebné na
ochranu zdravia
ucastnikov klinického
skusSania.

18.2 Datum nadobudnutia ti¢innosti
ukoncenia zmluvy. Ak je pri¢inou
ukoncenia platnosti zmluvy niektora
z udalosti popisanych v Casti 18.1
vyssie, bude ukoncenie ti¢inné od
okamihu, ked’ CRO alebo
spolo¢nost’ Pfizer dostane vSetky
udaje klinického skusania a
biologické vzorky pozadované na
zaklade protokolu a vytvorené do
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18.3

party; and completion by both
parties of any remaining applicable
Agreement obligations.

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

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

18.3

| CON

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

Platba v pripade pred¢asného
ukoncenia klinického skuSania. Ak
nie je v tomto pododseku uvedené
inak, pri pred¢asnom ukonceni
klinického skusania zaplati CRO
in§titucii za pracu vykonant do
tohto momentu v sulade s prilohou
A po odcitani platieb, ktoré uz boli
za tito pracu uhradené. CRO tiez
institacii uhradi vSetky nezrusitel'né
vydavky s vynimkou buducich
mzdovych nékladov, za
predpokladu, ze boli tieto vydavky
riadne vynalozené a do budicna
schvalené CRO, len v takom
rozsahu, v ktorom nemdézu byt
primerane znizené. Ak klinické
skuSanie nie je mozné zacat’ z
dovodu nestihlasného stanoviska
SUKL/NEK a bez viny inititucie,
uhradi CRO inStitucii akékol'vek
poplatky zaplatené institaciou, ktoré
vopred pisomne schvalila CRO.

a.  Nedodrzanie protikorupéného
ustanovenia. Ak CRO alebo
spolo¢nost’ Pfizer ukon¢i
klinické skasanie, pretoze
inStitacia alebo hlavny
skusajuci nedodrzali
podmienky casti 20,
Protikorup¢né opatrenia, CRO
a spolo¢nost’ Pfizer
neposkytni ziadne d’alSie
platby v ramci tejto zmluvy,
nezavisle od akychkol'vek
aktivit, ktoré inStiticia
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Institution has entered into
before termination.

18.4 Return of Materials. Unless CRO
instructs otherwise in writing, upon
termination of the Agreement,
Institution will promptly return all
materials supplied by CRO or Pfizer
for Study conduct that are in
Institution’s disposition or control,
including unused Investigational
Drug, unused Case Report Forms,
and any CRO or Pfizer-supplied
Equipment and Materials.
Institution will also cooperate with
CRO or Pfizer, on request, to help
ensure return of such materials in
the possession or control of
Principal Investigator.

18.5 Survival of Obligations. Obligations
relating to Funding, Confidential
Information, Study Records,
Inventions, Publications,
Indemnification and 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. Institution certifies that
it is licensed, registered, or
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vykonava, ¢i zmlav s tretimi
stranami, ktor¢ institicia
uzavrela pred ukonéenim
zmluvy.

Vratenie materidlov. Ak CRO
nepoda iny pisomny pokyn,
institacia po ukonceni zmluvy
bezodkladne vrati v stilade s
pokynmi CRO vSsetky materialy
poskytnuté CRO alebo
spolo¢nostou Pfizer na vykonavanie
klinického skusSania, ktoré su v
dispozicii alebo pod kontrolou
inStitucie, vratane nepouzitych
skasanych liekov, nevyplnenych
zdznamovych formuldrov Gcastnika
klinického skusania a akéhokol'vek
vybavenia ¢i materidlov dodanych
CRO alebo spolo¢nost’'ou Pfizer.
Institucia bude tiez na poziadanie
spolupracovat’ s CRO alebo
spolo¢nost’ou Pfizer pri zabezpeceni
vratenia takychto materidlov, ktoré
su vo vlastnictve alebo pod
kontrolou hlavného skusajaceho.

Pretrvanie povinnosti. Povinnosti
tykajlce sa financovania, dovernych
informacii, zaznamov klinického
skuSania, vynalezov, publikacii,
odSkodnenia a poistenia,
sposobilosti a protikorupénych
opatreni, rovnako ako aj niektoré
d’al$ie podmienky tejto zmluvy
vratane jej priloh, ktoré svojou
povahou a ti€elom zostavaju platné
aj po skonceni zmluvy, trvaji aj po
skonceni platnosti tejto zmluvy.

19. Ostatné ustanovenia

19.1

Sposobilost’. Institicia osvedcuje,
7€ ma opravnenie, je registrovana
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19.2

otherwise qualified and suitable
under local law, regulations,
policies, or administrative
requirements to conduct the Study
and required Study-related
activities. Institution also certifies
that there are no applicable
regulations or other obligations that
prohibit it from conducting the
Study and entering into this
Agreement and that it is not
debarred under subsections 306(a) or
(b) of the United States Federal Food,
Drug, and Cosmetic Act and any
applicable local law and that it will
not use in any capacity the services
of any person debarred under such
law with respect to services to be
performed under this Agreement.
During the term of this Agreement
and for three years after its
termination, Institution will notify
CRO promptly if any of these
certifications need to be amended in
light of new information.

Investigations, Inquiries, Warnings,
or Enforcement Actions Related to
Conduct of Clinical Research.
Institution certifies that it is not the
subject of any past or pending
governmental or regulatory
investigation, inquiry, warning, or
enforcement action (collectively,
“Agency Action”) related to its
conduct of clinical research or the
practice of medicine that has not
been disclosed to CRO or Pfizer.
Institution will notify CRO
promptly if it receives notice of or

19.2

| CON

alebo inak kvalifikovana ¢i
spdsobila, podl'a miestne;j
legislativy, smernic, zdsad alebo
administrativnych poziadaviek, na
vykonavanie tohto klinického
skuSania a pozadovanych aktivit v
ramci klinického sktSania. InStitacia
d’alej osvedcuje, Ze neexistuju
ziadne pravne predpisy ani iné
povinnosti, ktoré by jej branili vo
vykone klinického skiSania a
uzavreti tejto zmluvy, a Ze jej
nebola odnaté licencia v stilade s
pododsekmi 306(a) alebo (b)
federalneho zdkona USA o
potravinach, liekoch a kozmetike,
ani podl'a ziadneho iného miestneho
zakona, a Ze nebude vyuzivat
ziadnym spdsobom sluzby inej
osoby, ktord ma podl'a takychto
predpisov zakazanu ¢innost’ v
oblastiach, ktoré maja byt
vykonavané v ramci tejto zmluvy.
Pocas trvania tejto zmluvy a tri roky
po jej ukonceni inStiticia
bezodkladne ozndmi CRO alebo
spolo¢nosti Pfizer, ak tieto
osvedcenia na zéklade novych
informacii je potrebné doplnit’.

VySetrovania, zistovania,
upozornenia alebo donucovacie
opatrenia v suvislosti s
vykonavanim klinického skuSania.
Institucia osvedcuje, Ze nie je a ani
v minulosti nebola predmetom
vySetrovania, zistovania,
upozornenia ¢i donucovacieho
opatrenia Statneho alebo
regula¢ného uradu (spolo¢ne
,uradné konanie”) v suvislosti s
vykonavanim klinického skusania
alebo lekarskej praxe, o ktorom
nebola CRO alebo spolo¢nost’
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19.3

becomes the subject of any Agency
Action regarding its compliance
with ethical, scientific, or regulatory
standards for the conduct of clinical
research or the practice of medicine
if the Agency Action relates to
events or activities that occurred
prior to or during the period in
which the Study was conducted.

Use of Name. CRO and Pfizer
reserve the right to identify the
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 Institution or any of Institution’s
employees or contractors, and
Institution will not 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.

19.4 SUSARs. Pursuant to a sponsor’s

safety reporting obligations under
21 CFR 312.32(c)(1), Pfizer will
report to the Principal Investigator
all Serious Unexpected Suspected
Adverse Reactions (“SUSARs”).

| CON

Pfizer informovana. Institicia
okamzite oznami CRO, ak dostane
oznamenie o Uradnom konani, alebo
sa stane jeho predmetom v
suvislosti s dodrziavanim etickych,
vedeckych alebo regulacnych
Standardov vykonavania klinického
skuSania alebo lekarskej praxe, ak
takéto tradné konanie suvisi s
udalost'ami alebo aktivitami, ku
ktorym doslo pred obdobim
vykondavania klinického skuSania
alebo pocas neho.

19.3 Pouzivanie mena. CRO a

spolo¢nost’ Pfizer si vyhradzuju
pravo uvadzat’ instituciu v suvislosti
s uvedenim protokolu v databaze
klinickych skasani Narodnych
ustavov zdravia (National Institutes
of Health, NIH), v inych verejne
pristupnych zoznamoch
prebiehajucich klinickych skiiani
alebo inych sluzbach alebo
mechanizmoch naboru tcastnikov.
CRO ani spolo¢nost’ Pfizer inym
spdsobom nepouZziji ndzov
institicie, ani mena jej
zamestnancov alebo zmluvnych
dodavatel'ov, a inStitiicia nepouzije
nazov CRO, spoloc¢nosti Pfizer, ani
mena ich zamestnancov alebo
zmluvnych dodéavatel'ov, na
propagacné ¢i reklamné Ucely bez
predchédzajiceho pisomného
suhlasu strany, ktorej nazov ma byt’
pouzity.

19.4 Podozrenia na neoCakdvané a

zévazné neziaduce reakcie.
Vzhl'adom na povinnost’ zadavatel'a
podavat’ spravy o bezpecnosti v
sulade so smernicou 21 CFR
312.32(c)(1) (Kodifikacia
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19.5

19.6

19.7

19.8

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 Institution to CRO
and Pfizer is one of independent
contractor and not one of
partnership, agent and principal,
employee and employer, joint
venture, or otherwise.

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

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

Conflict with Attachments. If there
is any conflict between this
Agreement and any Attachments to
it, the terms of this Agreement
control. If there is any conflict
between this Agreement and the
Protocol, the Protocol will control

| CON

federalnych predpisov Spojenych
Statov americkych, d’alej “CFR”)
spolo¢nost’ Pfizer oznami hlavnému
skasajucemu vsetky podozrenia na
neocakavané zavazné neziaduce
reakcie (Serious Unexpected
Suspected Adverse Reactions, d’alej
»SUSAR®). Hlavnému sktisajicemu
budu dorucené spravy o SUSAR,
ktoré posudi. Institucia bude
uchovavat’ spravy o SUSAR v
sulade s ¢astou 11.3 tejto zmluvy.

19.5 Vztah zmluvnych stran. Institucia je

vo vzt'ahu k CRO a spolo¢nosti
Pfizer nezavislym dodéavatel'om, a
ich vztah nie je zdruZenim,
vzt'ahom medzi zastupcom a
zastipenym, zamestnancom a
zamestnavatel'om, spolo¢nym
podnikom, ani inym podobnym
vztahom.

19.6 Zmeny. Akakol'vek zmena tejto

zmluvy musi byt pisomna,
podpisand zmluvnymi stranami a
vyhotovend formou prilohy.

19.7 Ziadne zrieknutia sa prav.

Neuplatnenie prava podl'a tejto
zmluvy neznamend zrieknutie sa
tohto prava v buducnosti. Zrieknutie
sa prava nie je platné, pokial nie je
uskuto¢nené pisomne a podpisané
zmluvnou stranou, ktora sa zrieka
svojho préva.

19.8 Rozpor s prilohami. V pripade

rozporu medzi touto zmluvou a
niektorou z jej priloh st
rozhodujtice podmienky tejto
zmluvy. V pripade rozporu medzi
touto zmluvou a protokolom sa
zélezitosti tykajuce zaobchadzania s
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as to any issue regarding treatment
of Study Subjects, and the
Agreement will control as to all
other issues.

| CON

ucastnikmi klinického sku$ania
riadia protokolom a vSetky ostatné
zalezitosti sa riadia zmluvou.

19.9  Affiliates. As used in this 19.9 Pobocky. Pojem ,,pobocka”, ktory
Agreement, the term “affiliate” sa pouziva v tejto zmluve, oznacuje
means any entity that directly or subjekt, ktory priamo alebo
indirectly controls, is controlled by, nepriamo riadi uvedent zmluvnua
or is under common control with the stranu, alebo je touto zmluvnou
named party. stranou riadeny, ¢i podlicha

spolocnému riadeniu
S vymenovanou stranou.

19.10 Successors and Assigns. This 19.10 Nastupcovia a nadobtidatelia. Tato
Agreement will bind and inure to zmluva bude zavézna a platna pre
the benefit of the successors and pravnych nastupcov a povolenych
permitted assigns of each party. nadobudatel'ov obidvoch

zmluvnych stran.

19.11 Third Party Beneficiary. Pfizer is an 19.11 Koncovy pouzivatel. Spolo¢nost’
intended third-party beneficiary to Pfizer je zamysl'anym
this Agreement and is entitled to beneficientom tretej strany pre tlto
enforce directly any and all of its zmluvu a ma narok na priame
rights under it. If a third party uplatiovanie akychkol'vek a
acquires rights in the Pfizer Drug vSetkych svojich prav v ramci tejto
and Pfizer transfers sponsorship of zmluvy. Ak niektora tretia strana
the Study to the third party Pfizer ziska prava na liek spolo¢nosti
may freely transfer any or all of its Pfizer a spolo¢nost’ Pfizer vymenuje
rights and obligations under this danu tretiu stranu za zadavatel’a
Agreement to the new sponsor. tohto klinického skusania,

spolo¢nost’ Pfizer mdze slobodne
previest’ ktorékol'vek alebo vsetky
svoje prava a zavazky vyplyvajice z
tejto zmluvy na nového zadavatela.
19.12 Disclaimer of Warranties by CRO. 19.12 Vylucenie zodpovednosti 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

ZMLUVNE STRANY BERU NA
VEDOMIE, ZE SPOLOCNOST
PFIZER NAJALA CRO, ABY
POSKYTOVALA SLUZBY
SPOJENE S TYMTO
KLINICKYM SKUSANI{M,
KTOREHO ZADAVATELOM JE
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RESEARCH OR ANALYSIS
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SPOLOCNOST PFIZER. CRO

REGARDING THE SAFETY OR NEVYKONALA ZIADNY
EFFICACY OF ANY NEZAVISLY VYSKUM ANI
INVESTIGATIONAL DRUG OR ANALYZU TYKAJUCU SA
OTHER MATERIALS OR BEZPECNOSTI ALEBO
TREATMENT PROCEDURES TO UCINNOSTI AKEHOKOLVEK
BE USED IN THIS STUDY AND SKUMANEHO LIEKU ALEBO
THEREFORE CRO MAKES NO INYCH MATERIALOV CI
WARRANTIES, EXPRESSED OR LIECEBNYCH PROCEDUR,

IMPLIED, CONCERNING THOSE
DRUGS, MATERIALS, OR

KTORE SA BUDU POUZIVAT V
TOMTO KLINICKOM SKUSANI,

TREATMENT PROCEDURES, A PRETO CRO NEPONUKA
THE RESULTS TO BE ZIADNE ZARUKY,

OBTAINED BY VYSLOVNEALEBO
ADMINISTERING THEM IMPLIKOVANE, TYKAJUCE SA
PURSUANT TO THE TYCHTO LIEKOV,

PROTOCOL, OR TO THEIR MATERIALOV ALEBO
FITNESS FOR ANY LIECEBNYCH PROCEDUR,
PARTICULAR PURPOSE, OR TO VYSLEDKOV, KTORE MAJU
ANY OTHER PFIZER BYT ZISKANE ICH

OBLIGATION UNDER THE
PROTOCOL OR THIS
AGREEMENT.

19.13 Entire Agreement. This Agreement

including Attachments, taken
together with the associated
agreement between CRO and
Principal Investigator (see

Section 1.3, Agreement between
CRO and Principal Investigator),
and together with the Staff
Agreements 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

19.13

PODAVANIM V SULADE S
PROTOKOLOM ALEBO PODLCA
ICH VHODNOSTI PRE
AKYKOLVEK KONKRETNY
UCEL, ANI NA ZIADNE
POVINNOSTI VYPLYVAJUCE Z
PROTOKOLU ALEBO TEJTO
ZMLUVY.

Uplnost’ zmluvy. Tato zmluva
vratane jej priloh, spolu so
suvisiacou zmluvou medzi CRO a
hlavnym skuSajiicim (pozri Cast’ 1.3,
Zmluva medzi CRO a hlavnym
skusajucim) a spolu so zmluvami s
personalom, predstavuje Gplné
porozumenie medzi zmluvnymi
stranami tykajuce sa jej predmetu.
Tato zmluva nahradza vSetky
predchadzajtiice dohody zmluvnych
stran (Ustne aj pisomné) tykajice sa
tohto klinického skusania okrem
povinnosti, ktoré podl'a ich
podmienok pretrvavaji nezéavisle od
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their terms, survive independent of
this Agreement.

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

19.15 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:

ICON Clinical Research
320 Seven Springs Way
Suite 500

Brentwood

TN 370271

USA

Attention: Neil Ann Moody
Telephone: +215-616-8822

Cell: +215-460-0614

Email: neilann.moody@iconplc.com

Institution:

Fakultn4 nemocnica s poliklinikou Nové
Zamky

Slovenska ulica 11 A

940 34 Nové Zamky

Slovak Republic
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tejto zmluvy.

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

19.15 Ozndmenia. Zmluvné strany dorucia
oznamy a inu komunikéciu tykajacu
sa tejto zmluvy osobne,
prostrednictvom kuriéra alebo
doporucenej poSty s moznost'ou
sledovania zasielky na uvedenu
adresu alebo inu adresu, ktora
neskor niektord zo zmluvnych stran
ozndmi druhej strane v stlade s
touto Castou.

CRO:
ICON Clinical Research
320 Seven Springs Way
Suite 500
Brentwood
TN 370271
USA
k rukam: Neil Ann Moody
Telefon: +215-616-8822
Mobil: +215-460-0614
E-mail: neilann.moody@iconplc.com

Instittcia:
Fakultnd nemocnica s poliklinikou Nové
Zamky
Slovenské ulica 11 A
940 34 Nové Zamky
Slovenska republika
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Attention: MUDr. Peter Kozub, PhD.
Tel: +421 907 158 736
Email: peter.kozub@nspnz.sk

Principal Investigator:

MUDr. Peter Kozub, PhD.
with a permanent address at
XXX

XXX

Slovak Republic

Attention: MUDr. Peter Kozub, PhD.
Tel: +421 907 158 736
Email: peter.kozub@nspnz.sk

Pfizer:

For Submission of Publications Only:
Charmaine Fedick

Pfizer Study Manager, Global Product
Development

721 Arbor Way

Blue Bell

19422

United States

Telephone: +1-860-441-8590

Email: Charmaine.Fedick@Pfizer.com

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 party.
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Do rak: MUDr. Peter Kozub, PhD.
Telefon: +421 907 158 736
Email: peter.kozub@nspnz.sk

Hlavny skuSajtci:

MUDr. Peter Kozub, PhD.

s trvalym bydliskom na adrese
XXX

XXX

Slovenska republika

Do rik: MUDr. Peter Kozub, PhD.
Telefon: +421 907 158 736
Email: peter.kozub@nspnz.sk

Pfizer:

Len na ucely predkladania publikacii:
Charmaine Fedick

Pfizer Study Manager, Global Product
Development

721 Arbor Way

Blue Bell

19422

United States

Telefon: +1-860-441-8590

E-mail: Charmaine.Fedick@Pfizer.com

19.16 Rovnopisy a podpisanie. Tato zmluva
sa moze vyhotovit' v dvoch alebo
viacerych rovnopisoch, z ktorych
kazdy sa povaZuje za original, pri¢om
spolo¢ne budu predstavovat’ jednu a tu
ista zmluvu. Této zmluva nadobuda
plnu platnost’ podpisanim sa kazdou zo
zmluvnych stran fyzickym podpisom,
prostrednictvom formatu PDF
(Portable Document Format),
overen¢ho digitdlneho podpisu alebo
iného spol’ahlivého elektronického
spdsobu a dorucenim druhej zmluvnej
strane.
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19.17 This Agreement, including any

disputes arising out of or related to it,
shall be governed by the laws of the
Slovak Republic. Any disputes arising
out of or related to the Agreement
shall be submitted to and decided by
the courts of the Slovak Republic.

20. Anti-Corruption

20.1 Definitions

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

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

19.17
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Tato zmluva vratane akychkol'vek
sporov z nej vzniknutych alebo s fiou
stvisiacich sa riadi podl'a pravnych
predpisov Slovenskej republiky.
Pripadné spory vzniknuté zo zmluvy
alebo s nou suvisiace budu prejednané
a rozhodnuté sidmi Slovenske;j
republiky.

20 Protikorupéné principy

20.1

Definicie

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

b.  Uradnd osoba. V tejto zmluve
pojem ,,uradna osoba“ zahfiia
(1) kazdeho voleného alebo
menovaného neamerického
uradnika Statnej spravy (napr.
zékonodarca alebo ¢len
neamerického ministerstva);
(2) akéhokol'vek zamestnanca
alebo osobu konajucu v mene
neamerickej uradnej osoby,
neamerickej vladnej agentiry
alebo podniku
vykonévajuceho funkciu
Statneho alebo verejného
organu alebo vlastneného ¢i
riadeného neamerickym
Statnym alebo verejnym
organom (napr. zdravotnicky
odbornik zamestnany
neamerickou nemocnicou
alebo vyskumnik zamestnany
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20.2

20.3

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.

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-

| CON

univerzitou, ktora podlieha
neamerickému Statnemu alebo
verejnému organu); (3)
akéhokol'vek ¢lena
neamerickej politickej strany,
kandidéta na neamericku
verejnu funkciu, zamestnanca
alebo osobu konajucu v mene
alebo na zaklade poverenia
neamerickej politickej strany
alebo kandidata na verejni
funkciu; (4) akéhokol'vek
zamestnanca alebo osobu
konajucu v mene alebo na
zéklade poverenia verejnej
medzindrodnej organizécie; a
(5) akéhokol'vek clena
kral'ovskej rodiny alebo
prislusnika neamerického
vojska.

20.2 Principy boja proti tiplatkom a
korupcii. Hlavny skusajuci a
institacia dostali kopiu
Medzinarodnych z4sad boja
proti uplatkom a korupcii
spolo¢nosti Pfizer vo forme
prilohy k tejto zmluve. Hlavny
skusajlci a institacia
zabezpecia, ze oni a vsetci ich
zastupcovia alebo
subdodavatelia vykonavajuici
aktivity pre spolo¢nost’ Pfizer,
budl dodrziavat tieto principy
boja proti Uplatkom a korupcii.

20.3 Zaruky. Hlavny skusSajuci a
institacia zaruc¢uju CRO a
spolocnosti Pfizer nasledujuce:

a.  Akékol'vek informacie, ktoré
hlavny skusajtci alebo
inStitacia poskytli CRO alebo
spolocnosti Pfizer pocas
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corruption due-diligence
process is complete and
accurate.

If any response that Principal
Investigator or Institution
provided 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.

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.

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 or
retaining business or gaining
any improper business
advantage.

| CON

hibkovej protikorupénej
previerke (due diligence)
vykonavanej CRO alebo
spolo¢nostou Pfizer, st tplné
a presng¢.

Hlavny skusajuci alebo
institucia oznamia CRO
akukol'vek zmenu odpovedi,
ktora hlavny skusajuci alebo
inStitacia poskytli v dotazniku
hibkovej previerky CRO alebo
spoloc¢nosti Pfizer ohl'adom
hlavného skusajuceho alebo
inStitucie, akychkol'vek osob
identifikovanych v dotazniku
alebo ich rodinnych
prislusnikov (ako su
definovani v danom
dotazniku) , ktoré nastant
pocas doby platnosti tejto
zmluvy.

Finan¢né prostriedky, ktoré
CRO alebo spolo¢nost’ Pfizer
poskytli v ramci tejto zmluvy
nespoOsobia, ze hlavny
skti§ajuci i inStitucia urobia
cokol'vek, ¢o by spdsobilo, ze
CRO alebo spolo¢nost’ Pfizer
nepatriénym sposobom ziskajl
alebo si udrzia obchodnu
zékazku alebo akukol'vek
nepatricnu obchodnt vyhodu.

Hlavny skusajuci a inStiticia
neprijali ani neprijmu Ziadnu
platbu ani ni¢ hodnotné, ¢o by
spdsobilo, ze CRO alebo
spoloc¢nost’ Pfizer nepatricnym
spdsobom ziskaju alebo si
udrzia obchodnt zdkazku
alebo akukol'vek nepatri¢na
obchodnt vyhodu.
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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.

20.4 Funding Requirements. CRO will

20.5

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.

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

| CON

e.  Hlavny skuSajtci a institacia
neponukli ani v buducnosti
priamo ¢i nepriamo
neponuknu, ani nezaplatia, ani
neschvalia ponuku ¢i
vyplatenie peniazi ani nicoho
hodnotného v snahe ovplyvnit’
uradnua osobu alebo akukol'vek
inu osobu.

20.4 Poziadavky na financovanie.

CRO neposkytne zZiadnu platbu
na dovazok k platbam
stanovenym v prilohe A
(Rozpocet klinického skusania a
platobné podmienky) v
suvislosti s touto zmluvou, ak
CRO vopred a v pisomne;j
forme takyto vydavok
neodsuhlasila. VSetky faktiry a
pripadné doplnkové doklady
predlozené¢ CRO alebo
spolo¢nosti Pfizer hlavnym
sktsajicim a inStitdciou v rdmci
tejto zmluvy musia uvadzat’
primerané podrobnosti 0
predmete, za ktory sa pozaduje
platba. Hlavny skusajuci a
inStitucia budu udrZiavat’
pravdivé, presné a uplné
zaznamy (napr. faktary,
hlasenia, prehl'ady a €tovné
knihy) tykajuce sa financovania
a vydavkov v suvislosti

s vykonavanim tohto klinického
skasania.

20.5 Pravo na audit. Spolo¢nost’

Pfizer podnikne vSetky
prislusné kroky a opatrenia, aby
sa vSetky prostriedky, ktoré
zaplati CRO v mene spolo¢nosti
Pfizer, vyuzivali spravne a
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20.6

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 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.
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opravnene. V sulade s tymto
hlavny skusajuci a institucia
povoli pocas trvania platnosti
zmluvy a tri roky po
uskutocneni poslednej platby v
ramci tejto zmluvy pristup
internych a externych
inSpektorov spolocnosti Pfizer
ku vsetkym relevantnym
uctovnym kniham,
dokumentom, listinam a
zdznamom hlavného
skasajuceho a inStitacie, v
ktorych s uvedené transakcie
spojené s touto zmluvou. Ked'ze
sa tato zmluva tyka klinického
sktiSania, budu pocas takéhoto
auditu dodrziavané
bezpecnostné opatrenia, aby sa
zabezpecila dovernost’ a
ochrana sukromia ucastnikov
klinického skusania.

20.6 Nedodrziavanie zasad. Ak CRO

alebo spolo¢nost’ Pfizer ukoncia
klinické skusanie alebo tuto
zmluvu, pretoZze hlavny
sktiSajuci alebo institicia
porusili ktorékol'vek z
ustanoveni v tejto Casti o
protikorup&nych opatreniach,
hlavny sktSajlci a inStitucia
budt zodpovedni spolocnosti
Pfizer za Skody alebo za
napravu, ako to ustanovuju
pravne predpisy. Dalej hlavny
skasajuci a institlicia zbavia
CRO a spoloc¢nost’ Pfizer
zodpovednosti za akékol'vek
naroky, pokutu alebo penale
vyplyvajlce z takéhoto
porusenia zo strany hlavného
skusajuceho alebo institlcie a
uvalenych na CRO alebo
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Agreed to and Accepted by:

ICON Clinical Research Limited
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spolo¢nost’ Pfizer tretou
stranou.

Odsuhlasené:

Fakultna nemocnica s poliklinikou Nové
Zamky

Signature/Podpis
Name/Meno: PharmDr. Pavel Lebesle, MBA

Title/Funkcia: Senior Director Project
Management

Date/ Datum:
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Signature/Podpis
Name/Meno: Ing. LCubica BartoSova

Title/Funkcia: Financial Director / ekonomicky
riaditel’

Date/Datum:

Signature/Podpis
Name/Meno: MUDr. Zoltan Danczi

Title/Funkcia: Medical Director / medicinsky
riaditel’

Date/Datum:

Signature/Podpis
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Attachments

Attachment A Study Budget and Payment
Terms

Attachment B Insurance Certificate

Attachment C  Equipment and Materials

Attachment D  Pfizer International Anti-
Bribery and Anti-Corruption
Principles

Attachment E  Protection of Personal Data

Attachment F Form of Indemnity
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Name/Meno: MUDr. Jozef Jezik
Title/Funkcia: Director General / generalny
riaditel’

Date/Datum:

Dodatky

Priloha A Rozpocet klinického skusania a
platobné podmienky

Priloha B Osvedcenie o poisteni

Priloha C  Vybavenie a materidly

Priloha D Medzindrodné zasady boja proti
uplatkom a korupcii spolo¢nosti
Pfizer

Priloha E Ochrana osobnych tdajov

Priloha F Formuléar odskodnenia
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Attachment A Priloha A
STUDY BUDGET AND ROZPOCET KLINICKEHO
PAYMENT TERMS SKUSANIA A PLATOBNE
PODMIENKY
Protocol Number XXX Protokol ¢islo XXX

The Payee must provide full payment | Prijemca  platby musi najskér  pred
instructions in writing to CRO, before any | akoukol'vek thradou pisomne poskytnat’
payment can be made. The Payee is obliged | Zmluvnej vyskumnej organizacii Gplné

to inform CRO, in writing, of any changes
or required updates of payment instructions
and/or bank details.

platobné udaje. Prijemca platby je povinny
pisomne informovat Zmluvni vyskumnua
organizaciu o akychkol'vek zmenach alebo
pozadovanych  aktualizaciach  platobnych
udajov a/alebo udajov o bankovom spojeni.

CRO will pay the Institution an amount as
outlined in the attached Exhibit 1.

Zmluvna vyskumnd organizécia uhradi
Institdcii  sumu uvedeni v  priloZenom
Doplnku 1.

If the Agreement is terminated before all
payments are earned, the remainder must be
returned to CRO immediately. If Institution
fails to do so, Pfizer, in its sole discretion,
may apply such unearned sums to payments
otherwise due in  connection  with
Institution’s participation in another Pfizer
study or may pursue other available
remedies.

Ak sa platnost’ Zmluvy skonéi predtym, ako
vznikne narok na uhradu vsetkych platieb,
zvySok sa musi okamzite vratit Zmluvnej
vyskumnej organizacii. Ak tak InStiticia
neurobi, spolo¢nost’ Pfizer modZe podla
vlastného uvazenia pouzit' sumy, na ktorych
uhradu nevznikol narok, na thradu platieb,
ktoré st inak splatné v suvislosti s ucast'ou
InStitucie na inom skuSani spolocnosti Pfizer,
pripadne modze wuplatnit iné dostupné
prostriedky.

Per Subject Cost: The per-subject cost is
based upon completion of all visits and
procedures in accordance with the Study
specifications set forth in the Protocol.
Payments will be calculated based on Study
Data received by CRO and Pfizer and will
be paid as long as the site is in compliance
with the Protocol and the terms of this
Agreement. CRO will make payments on a
quarterly basis within forty-five (45) days of
receipt of a valid invoice. A valid invoice
must include the Protocol name and a
detailed summary of reimbursements to be

Niaklady na ucastnika Skuasania: Naklady na
ucastnika vychadzaji z dokoncenia vSetkych
vySetreni a postupov v sulade so
Specifikdciami  SkuSania stanovenymi v
Protokole. Platby sa vypocitaji na zaklade
Udajov skt$ania, ktoré dostali Zmluvna
vyskumna organizacia a spolo¢nost’ Pfizer, a
uhradia sa, pokial pracovisko dodrziava
Protokol a podmienky tejto Zmluvy. Zmluvna
vyskumna organizacia bude uhradzat’ platby
kazdy Stvrtrok do Styridsiatich piatich (45)
dni odo dia prijatia platnej faktary. Platna
faktira musi obsahovat’ nazov Protokolu a
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made including screen failures. If the Payee | podrobny prehl'ad nahrad, ktoré sa maju
is VAT registered, the VAT Registration | vyplatit, vratane o0s6b, ktoré nepresli
Number must also be stated on the invoice. | skriningom. Ak je Prijemca platby
Site must address invoices in accordance | registrovanym platitelom DPH, na faktire sa
with the instruction stated below musi uvadzat aj IC DPH. Pracovisko musi
faktary adresovat’ v sulade s nizSie uvedenym
pokynom

Other Study-Level Costs and Additional | Ostatné naklady na Skusanie a d’alSie
Treatment-Related Costs: In addition to | naklady tykajuce sa lie¢by: Okrem nakladov
the per-subject costs, CRO will pay|na ucastnika SkaSania zaplati Zmluvna
Institution for the other Study-level costs | vyskumna organizacia Institcii aj za ostatné
and additional treatment-related costs that | naklady na SkuSanie a dalSie naklady
are pre-approved by Pfizer, as set forth in | tykajuce sa liecby, ktoré spolo¢nost’ Pfizer
Exhibit 1. To request payment of these | vopred schvalila, ako sa uvadza v Doplnku 1.
costs, Institution will remit itemized valid | Na ucéely zaplatenia tychto nakladov vystavi
invoices to CRO and including submission | Institicia Zmluvnej vyskumnej organizacii
of detailed back-up documentation or | platné faktGry s rozpisanymi polozkami
receipts sufficient to support pass-through | vratane  podrobnych alebo  prijmovych
expenses. Any non-procedural pass-through | dokladov,  ktoré  dostatotne  dolozia
expenses will be invoiced to CRO only in | vynalozené vydavky. Akékol'vek vynalozené
the amount actually incurred, up to the | vydavky, ktoré sa nebudu tykat' procedur,
maximum amounts shown in Exhibit 1, with | buda  fakturované Zmluvnej vyskumnej
no mark-up in cost. Any costs designated as | organizacii len do  vy$sky  skutoéne
invoiceable in Exhibit 1 should be invoiced | vynalozenych néakladov, a to az do
to CRO at the visits or timepoints specified | maximalnych ¢iastok uvedenych v Doplnku 1
therein and not submitted to third party | a bez akejkol'vek prirazky. VSetky naklady,
payors. ktor¢ sa v Doplnku 1 oznacené za
fakturovatelné, by sa mali fakturovat
Zmluvne]  vyskumnej  organizdcii  pri
vySetreniach alebo v c¢ase uvedenom v
Doplnku 1, a nie predkladat’ platitel'om, ktori
su tretimi osobami.

Final Payment: The final payment will be | Zavere¢na platba: Zaverecna platba bude
paid upon final review and acceptance of all | uhradena po zavere¢nej kontrole a prijati
Study Data for enrolled patients by CRO | vietkych Udajov skusania za zaradenych
and Pfizer, completion of all required | pacientov zo strany Zmluvnej vyskumnej
administrative matters by the Principal | organizacie a spolo¢nosti Pfizer, dokonceni
Investigator and/or Insitution, including, but | vSetkych pozadovanych administrativnych
not limited to (resolution of all outstanding | zalezitosti ~zo  strany  Zodpovedného
queries, and the return of any Pfizer or | skusajiceho a/alebo Institucie vratane, ale bez
Vendor-provided Equipment requested by | obmedzenia (vyrieSenia vsetkych
Pfizer. nezodpovedanych  otazok a  vratenia
Vybavenia, ktoré poskytla spolo¢nost’ Pfizer
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alebo Dodavatel’, na Ziadost

Pfizer.

spolo¢nosti

No Payment: CRO will not pay Institution
for any Study subject whose enrollment in
the Study deviates from the Protocol’s
eligibility criteria or from whom Study Data
cannot be analyzed because of Protocol

deviations, lack of proper records or
incomplete, uncorrected or unverifiable
CRFs.

Neuhradenie platby: Zmluvna vyskumna
organizacia nezaplati InStitiicii za UcCastnika
Skusania, ktorého =zaradenie do SkuSania
nesthlasi s kritériami zaradenia uvedenymi v
Protokole alebo ktorého Udaje skiisania nie je
mozné zanalyzovat' z dovodu odchylok od
Protokolu, chybajacich riadnych zaznamov

alebo  neuplnych, neopravenych alebo
neoveritelnych  zaznamovych formuldrov
ucastnikov.

Investigational Drug: Per the Agreement,
Pfizer will provide the Pfizer Drug. The
following  additional  Protocol-required
drugs will be provided at no charge or
Pfizer will cover the costs of as indicated
below: PF-04965842, which will be provided
by Pfizer.

Skuasany produkt: Podl'a Zmluvy, zabezpeci
skasany  produkt  spolo¢nosti  Pfizer
spolocnost’” Pfizer. Nasledujuce dalSie lieky
vyzadované Protokolom budi poskytnuté
bezplatne, resp. spolo¢nost’” Pfizer uhradi
naklady tak, ako je wuvedené nizsie:
PF-04965842, ktory bude  poskytnuty
spolo¢nostou Pfizer.

Standard of Care: Compensation for all
Protocol-required activities to be performed
by Institution is included in the budget,
except for any services indicated as
constituting Standard of Care (“SOC”) in
Exhibit 1, when applicable. “Standard of
Care” is defined to include any medically
necessary treatments, procedures or tests,
administered in a way consistent with good
medical practice, that would be expected to
be performed even if the subject were not
participating in the Study. Study subjects or
their health care insurers are responsible for
the costs of SOC services.

Standardna starostlivost’: Kompenzacia,
ktora za vSetky aktivity pozadované
Protokolom poskytne Institucia, je zahrnuta
do rozpoctu, ale okrem sluzieb, ktoré su v
Doplnku 1 oznadené za predstavujice
Standardnu  starostlivost’ (,,SS”), V pripade
potreby. ,Standardna  starostlivost” je
definovand ako zahfnajuca  akukol'vek
medicinsky nevyhnutni liecbu, procediry
alebo testy vykondvané spdsobom, ktory je v
stulade so spravnou lekarskou praxou, a
ktorych poskytnutie by bolo ofakavané aj v
pripade, ak by sa castnik skiiSania nezapojil
do Skusania. Ugastnici skuania alebo ich
poskytovatelia zdravotného poistenia nesu
zodpovednost’ za naklady sluzieb SS

Screen Failures: A “Screen Failure” is a
consented subject who fails to meet the
screening visit criteria and is thus not

Osoby, ktoré nepresli skriningom: ,,Osoby,
ktoré nepresli skriningom”  predstavuja
ucastnikov, ktori sice wudelili suhlas, ale
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eligible for enrollment into the Study.
Screen Failures will be reimbursed as
outlined in Exhibit 1.To receive payment
for Screen Failures, the Screening CRFs
must be completed. Institution shall request
payment for each Screen Failure by
submitting an invoice to CRO, specifying
thesubject’s screening number (or other
unique identifier) and the date of the Screen
Failure.

nesplnili kritéria skriningového vySetrenia, a
teda nespliiaja kritéria zaradenia do Ské$ania.
Za Osoby, ktoré nepresli skriningom, budua
naklady preplatené podl'a Doplnku 1. Prijatie
platby za Osoby, ktoré nepresli skriningom, je
podmienené vyplnenim Skriningovych
zaznamovych formularov ucastnikov.
Institicia poziada o uhradu za kazdua Osobu,
ktora nepresla skriningom, predloZenim
faktary Zmluvnej vyskumnej organizacii s
uvedenim skriningového Cisla ucastnika
(alebo iného jedinecného identifikatora) a
datumu, kedy prislusSnd osoba nepresla
skriningom.

Archiving Fee: Upon study close-out, and
upon receipt of a valid invoice, CRO will
pay an Archiving fee to reimburse the Site
for storage of documentation connected
with clinical trial for the period agreed in
this agreement.

Archivaéna odmena: Po zatvoreni SktSania
a po prijati platnej faktary uhradi Zmluvna
vyskumna organizacia Pracovisku Archiva¢na
odmenu za skladovanie dokumentacie
suvisiacej s klinickym sk@iSanim po dobu
dohodnutu v tejto Zmluve.

Patient Travel Expenses: Upon receipt of
a valid invoice CRO will reimburse travel
expenses per patient visit during the Study
at the amount 30Euro set out in the Budget
(Exhibit 1). Travel reimbursement will be
issued directly by Institution to the Trial
subjects. Institution ~ will  maintain
appropriate records to document all
payments made to subjects for travel
reimbursement.

“Advance Payment: Upon randomization of
the first Study subject at the Site, Institution
shall be paid a fully refundable Advance
Payment of Euro 2310.00, to provide funds
for the patient reimbursement to the
Institution for patients related visit costs in
advance of the patient visit;

The Advance Payment represents 100%

Cestovné vydavky pacientov: Po prijati
platnej faktury preplati Zmluvna vyskumna
organizacia cestovné vydavky na vySetrenie
pacienta pocas Skusania vsume 30 Euro
uvedenej v Rozpocte (Doplnok 1). Cestovné
vydavky preplati priamo Institacia
ucastnikom SkuSania. InStiticia bude riadne
evidovat’ vSetky platby uhradené ucastnikom
za cestovné vydavky.

»Zalohova platba: Po randomizécii prvého
ucastnika klinického skuSania na pracovisku
klinického sktiSania bude institucii vyplatena
zalohova platba v plnej vySke 2 310.00 Eur,
aby sa vopred pred navStevou pacientov
poskytli inStitucii  finan¢né  prostriedky
urené na pacientské nahrady, ¢ize néklady
spojené s navstevou ucastnikov;

Zalohova platba predstavuje 100% platbu za
odhadovanych 7 dokoncenych tucastnikov
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payment for an estimated 7 completed | klinického sktsania a InstitGcii sa nebudu
Study subjects and no further payments will | vyplacat' ziadne d’alSie platby, kym dlzné
be made to the Institution until amounts due | sumy nepresiahnu tieto preddavky. Zalohova
exceed this Advance Payments.  The | platba bude =zapocCitana proti naslednym
Advance Payment will be offset against | platbam do doby, az kym sa ziska cela suma
subsequent payments until the entire | zalohy.”

amount of the Advance Payment has been
earned.” Ak dojde k ukonCeniu zmluvy pred
vynalozenim vydavkov na cestovné pacientov
If Agreement is terminated prior to Patient | alebo na kompenzaciu Gcéastnikov klinického
Travel Expenses or eDiary Patient Stipend | skiiSania vypliianim elektronického dennika,
reimbursement being incurred, Institution | inStiticia  okamzite  vrati  nevycerpané
will immediately return unearned funds to | prostriedky Zmluvnej vyskumnej organizacii.
CRO.

IRB/IEC Fees: IRB/IEC fees will be paid | Poplatky IRB/IEC: Poplatky IRB/IEC
directly by CRO unless otherwise specified | uhradi ~ priamo Zmluvna  vyskumna
herein. organizacia, pokiall sa v tejto Zmluve
nestanovuje inak.

Invoices & Payments: Faktiry a platby:

Address the invoices to: Faktury adresujte na adresu:

Attn: Adresat:

ICON Clinical Research Limited ICON Clinical Research Limited
Investigator Payments Group — PSBU Investigator Payments Group — PSBU
South County Business Park South County Business Park

Dublin 18, Ireland Dublin 18, Ireland

VAT ID: IE 8201978R DIC: IE 8201978R

Send invoices to: Faktury zasielajte na adresu:
investigatorpayments@pfizer.com investigatorpayments@pfizer.com

For any costs not in Exhibit 1, invoices | Za naklady, ktoré sa neuvadzaji v Doplnku 1,
must not be submitted by Institution until a | nesmie InstitGcia predlozit’ faktiru, kym
relevant contract amendment has been fully | nedojde k uzatvoreniu dodatku k prislusnej
executed or a budget modification letter has | zmluve alebo prijatiu listu 0o zmene rozpoctu.
been received. To expedite payment, such | Na urychlenie platby méze byt k takymto
invoices can be accompanied by a copy of | faktiram priloZzena kopia dodatku.

the amendment.

The following information must be included | VSetky faktary musia obsahovat’ nasledovné
on all invoices: udaje:
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e |nvoice number

e Cislo faktary

e |nvoice date

e Ditum fakturacie

e Total amount Payable

e (Celkovu splatni sumu

e Principal Investigator Name

e Meno Zodpovedného skusajuceho

e Institution Name (if applicable)

e Nazov Institucie (ak je)

e Protocol Number

e C(islo Protokolu

e Description of Services Provided

e Opis poskytnutych sluzieb

Invoices for additional treatment-related
costs, other study level costs that are pre-
approved by CRO and/or Pfizer, as set forth
in Exhibit 1, and subject visits must also
include:

Faktiry za d’alSie néklady tykajice sa liecby,
ostatné ndklady na skusanie, ktoré vopred
schvdlila Zmluvna vyskumna organizacia
a/alebo spoloc¢nost’ Pfizer, ako sa uvadza v
Doplnku 1, a vySetrenia ucastnikov musia
obsahovat’ aj:

e Subject identification number

e Identifika¢né ¢islo ucastnika skuSania

e A visit identifier (i.e. Cycle 1,
Day 1) for when the procedure
occurred (if applicable)

e Identifikator vySetrenia (napr.
cyklus 1, deii 1), v ramci ktorého
doslo k procedure (ak je to relevantné)

e The cost per Exhibit 1

e Naklady podl'a Doplnku 1

In addition where the payee is VAT
registered, the following information should
also be included on all invoices:

NavySe, ak je prijemca platby platitelom
DPH, vSetky faktary by mali obsahovat’ aj
tieto udaje:

e VAT registration number of the
supplier (Payee), prefixed with their
country code (if applicable); and

IC DPH dodavatel’a (Prijemcu platby)
s koddom statu (ak je); a

e VAT registration number of the
customer, prefixed with their
country code (if applicable); and

e IC DPH zakaznika s kodom §tatu (ak
je); a

e A description of the services
rendered and the period on which
the services were supplied; and

e opis poskytnutych sluzieb a doba, po
ktora boli poskytované; a

e The rate of VAT and amount of
VAT payable; and

e sadzba DPH a suma splatnej DPH; a
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e The amount exclusive of VAT (net e suma bez DPH (¢ista suma); a
amount); and

e Total amount payable (gross e celkova splatna suma (hruba suma).
amount).

e Any other information required to be e Vsetky ostatné informacie, ktoré sa
shown on a valid VAT invoice under musia uvadzat’ na platnej faktare s
local regulations DPH podl'a miestnych predpisov

Failure to include this required information | Neuvedenie tychto pozadovanych informacii
on all invoices may result in delayed | na vSetkych fakturach moze mat’ za nasledok
payment. odklad thrady.

All sums stated in Exhibit 1 shall be | VSetky sumy uvedené v Doplnku 1 st bez
exclusive of Value Added or an equivalent | dane z pridanej hodnoty, resp. ekvivalentnej
sales tax (“VAT/GST etc.”). dane z predaja (,,DPH/dan z tovarov a sluzieb
apod.”).

Withholding Taxes: CRO may be required | Zrazkové dane: Zmluvna vyskumna
by law and/or the relevant tax authority to | organizacia moze byt zo zakona a/alebo z
deduct certain withholding taxes from | pokynu prislusného dafiového organu povinna
payments made to Institution (“Withholding | zrazit' z platieb uhradzanych Institucii urcité
Taxes™). If and to the extent CRO applies | zrazkové dane (,,Zrazkové dane”). Ak a v
Withholding Taxes to payments to the | rozsahu, v akom Zmluvna vyskumna
Institution and correctly remits the amount | organizacia zrazi Zrazkové dane z platieb
of any such Withholding Taxes to the | uhradzanych Institucii a spravne poukaze
relevant tax authority, CRO will be |sumu takych Zrazkovych dani prislusnému
regarded for the purposes of determining the | danovému organu, bude sa na ucely
amount owed by CRO to Institution as | stanovenia sumy splatnej Institicii povazovat
having discharged their liability to the | jej zavédzok voci Institacii za splneny vo vyske
Institution in an amount equal to the amount | rovnajucej sa sume takych spravne zrazenych
of any such Withholding Taxes correctly | a poukazanych Zrazkovych dani. Ak to bude
deducted and remitted. Where required to | potrebné  podla  prislusnych  pravnych
do so under applicable legislation CRO | predpisov, Zmluvna vyskumna organizacia
shall provide Institution with certification of | poskytne Institucii potvrdenie o sume takych
the amount of such Withholding Taxes | poukazanych Zrazkovych dani vo forme
remitted in a form acceptable under relevant | prijatelnej podla prislusnych pravnych
legislation. predpisov.

Refunds: To confirm process for return of | Refundacie:  Pre  potvrdenie  procesu
refunds, Institution shall contact Pfizer at | navratenia ndhrad, musi inStitacia kontaktovat’
investigatorpayments@pfizer.com or at | Pfizer na investigatorpayments@pfizer.com
such other contact as may be communicated | alebo na ktoromkol'vek inom kontakte, ktory
to Institution from time to time. moze byt zcasu na Cas byt oznameny
institacii.
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Additional  Testing, Treatment or | Dodatoné testovanie, liecba alebo
Procedures: The Parties agree that the | procediry: Zmluvné strany sa dohodli, Ze
Exhibit A includes all Trial-related costs, as | Doplnok A zahiha vSetky naklady na
referenced in the Protocol. Institution will | Skusanie, ako sa wuvadza v Protokole.
not be reimbursed for any additional testing, | InstitGcii nebudu preplatené naklady na
treatment, or procedures not required by the | dodato¢né testovanie, liecbu alebo procedury,
Protocol or specified in the Agreement or | ktoré sa nevyzaduji v Protokole alebo
this Attachment A, unless such additional | neuvadzaju v Zmluve alebo v tejto Prilohe A,
testing, treatment or procedures are pre- | pokial také dodato¢né testovanie, liecbu alebo

approved by CRO and/or Pfizer. procediry vopred neschvalila Zmluvna
vyskumna organizacia a/alebo spolo¢nost
Pfizer.

Amendments: Any changes to the Study | Dodatky: Akékol'vek zmeny rozpoctu
budget, including the following changes: (1) | Sktsania  vratane nasledovnych zmien:
increases in the total Study budget, with or | (1) narast celkového rozpoctu SkuSania s
without modification of the payment | ipravou platobného rozvrhu alebo bez nej,
schedule, or (2) modification of the|alebo (2) tprava platobného rozvrhu bezo
payment schedule with no change in total | zmeny celkového rozpoc¢tu Sktsania, zmluvné
Study budget, the parties shall approve the | strany odsthlasia vo forme oéislovanych
Amendments thereto in the form of numbers | a zmluvnymi stranami podpisanych dodatkov
signed by the Parties to the Agreement.. k Zmluve.
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Attachment A - Exhibit 1 Priloha A - Doplnok ¢. 1:
STUDY BUDGET ROZPOCET STUDIE
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Attachment A - Exhibit 2 Priloha A - Doplnok ¢. 2:

BANKOVE UDAJE PRIJEMCU
BENEFICIARY DETAILS FORM

Dual Contracting — Institution (Slovakia)
Template Version: May 2018
XXX _XXX_INST_FNsP Nove Zamky PI XXX_draft Page 63 of 86



| CON

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 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 Institution in the conduct or reporting of
the Study: “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:

=

Central Laboratory Kits

2. eDiary: Two ERT tablets per site and
eDiary handheld devices for patients
enrolled (randomized)

3. ECG Mortara ELI 150c
Electrocardiograph

4. Kern Personal Scale MPS 200K100M
max. weight 200kg, 0.1kg accuracy

5. Incubator 10L +5°C to +70°C VWR IL 10
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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 spolo¢nost’ Pfizer poskytne
vybavenie uvedené nizsie (d’alej ,,vybavenie
CRO”), ktor¢ bude institucia pouzivat’ pri
vykonavani klinického skuSania a hlaseni
vysledkov:,,ZIADNE*.

Materialy poskytnuté CRO/spolo¢nost’ou
Pfizer

CRO alebo spolo¢nost’ Pfizer poskytne
materialy dusevného vlastnictva, ktoré vlastni
alebo ma na ne licenciu CRO alebo spolo¢nosti
Pfizer uvedené nizsie (d’alej ,,materialy CRO”),
ktoré bude inStitiicia pouzivat’ pri vykonavani
klinického skusSania a hlaseni vysledkov:
~ZIADNE*,

Vybavenie alebo materialy poskytnuté
dodavatelom

CRO alebo spoloc¢nost’ Pfizer zabezpeci
dodavatel’a, ktory poskytne pre pouZivanie v
tohto klinickom skdsani nasledujice vybavenie
alebo materialy dusevného vlastnictva (d’alej
»majetok dodavatel'a”):

1. Odberové stpravy z centralneho
laboratodria

2. Elektronické denniky: 2 ERT tablety na
pracovisko a vreckovy elektronicky
dennik pre zaradenych
(randomizovanych) pacientov

3. ECG Mortara ELI 150c elektrokardiograf

4. Osobna vaha Kern MPS 200K 100M max.
hmotnost’ 200 kg, presnost’ 0,1 kg
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6. Eppendorf 5702R Refrigerated Centrifuge
7. Bosotherm Ear Thermometer (521-0-019)
with probe covers

Permitted Uses of VVendor Property

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

Disposition of Vendor Property

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

Ownership, Responsibilities, and Liability

Ownership. 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.

Institution Responsibilities. Institution will
bear the risk of loss or damage to CRO
Equipment, CRO Materials, and VVendor
Property. If any CRO Equipment, CRO
Materials, or Vendor Property must be
replaced by CRO, Pfizer or vendor during
Study conduct as the result of loss or damage
by Institution, 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
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5. Inkubator 10L +5 °C az +70 °C VWR IL
10

6. Eppendorf 5702R chladena odstredivka

7. Bosotherm usny teplomer (521-0-019) s
krytom sondy

Povolené spdsoby pouzitia materialov
dodavatel’a

Institucia pouzije majetok dodéavatela len na
ucely tohto klinického skusania.

Nakladanie s materialom dodavatel’a

Spo6sob nakladania s vybavenim alebo
materialmi duSevného vlastnictva, ktoré su
majetkom dodavatela, po skonceni
vykonavania klinického skuSania urci
dodavatel.

Vlastnictvo, zodpovednosti a ru¢enie

Vlastnictvo. Vybavenie CRO, materialy CRO a
materialy dodavatel’a su a ostavaju
vlastnictvom CRO, spolocnosti Pfizer,
pripadne dodéavatel’a alebo poskytovatel'a
licencie.

Zodpovednost’ institdcie. Institicia nesie
zodpovednost’ za stratu alebo poskodenie
vybavenia CRO, materidlov CRO alebo
materidlov dodavatela. Ak pocas vykonéavania
klinického sktsania musi CRO, spolo¢nost’
Pfizer alebo dodéavatel’ nahradit’ vybavenie
CRO, materialy CRO alebo materialy
dodavatel’a v dosledku straty alebo poskodenia
sposobeného institaciou, CRO si vyhradzuje
pravo odcitat’ z platieb néklady, ktoré vznikli
CRO alebo spoloc¢nosti Pfizer za takuto
nahradu.

Rucenie. CRO ani spolo¢nost’ Pfizer nenesu
ziadnu zodpovednost’ za Skody akéhokol'vek
druhu vratane ubliZenia na zdravi osob, ¢i Skod
na majetku, ktoré si vysledkom pouzitia
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Materials, or Vendor Property except to the vybavenia CRO, materialov CRO alebo

extent that (1) such damages were caused by majetku dodavatel’a, s vynimkou pripadov, ked’
the negligence or willful misconduct of CRO, (1) su takéto Skody sposobené nedbalost'ou
Pfizer, or the vendor or (2) a personal injury alebo imyselnym zlym konanim CRO,

constitutes a Research Injury to a Study spolo¢nosti Pfizer, alebo dodavatel'a a (2) v
Subject, as described in Attachment B to this pripadoch, v ktorych osobné ublizenie na
Agreement. zdravi predstavuje ubliZzenie na zdravi

ucastnikov klinického skusania v ramci
klinického sktiSania, ako je popisané v prilohe
B tejto zmluvy.
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Attachment D
PFIZER INTERNATIONAL ANTI-
BRIBERY AND
ANTI-CORRUPTION BUSINESS
PRINCIPLES

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

Bribery of Government Officials

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

“Government Official” shall be broadly

interpreted and means:

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

(i)  any employee or individual acting for
or on behalf of a Government Official,
agency, or enterprise performing a
governmental function, or owned or
controlled by, a Government (e.g., a
healthcare professional employed by a
Government hospital or researcher
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Priloha D
MEDZINARODNE OBCHODNE
PRINCIPY SPOLOCNOSTI PFIZER
PROTI PODPLACANIU A KORUPCII

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

Podplacanie uradnych osob

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

Pojem ,,iradna osoba” sa vyklada Siroko a

zahfna:

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

(i)  akéhokol'vek zamestnanca Statneho
alebo verejného orgéanu, alebo osobu
konajlicu za alebo v mene uradne;j
osoby, agentury alebo podniku
vykonavajuceho tradnt funkciu alebo
vlastneného ¢i kontrolovaného Statnym
alebo verejnym organom (napr.
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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)  anyindividual otherwise categorized as
a Government Official under law.

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

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

The U.S. Foreign Corrupt Practices Act (the
“FCPA”) prohibits making, promising, or
authorizing a payment or providing anything
of value to a non-U.S. Government Official to
improperly or corruptly influence that official
to perform any governmental act or make a
decision to assist a company in obtaining or
retaining business, or to otherwise gain an
improper advantage. The FCPA also prohibits
a company or person from using another
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zdravotnicky odbornik zamestnany v
Statnej nemocnici alebo vyskumnik
zamestnany Statnou univerzitou);

(ili)  akéhokol'vek ¢lena politickej strany,
kandidata na politicky urad, uradnika,
zamestnanca alebo osobu konajlicu v
mene politickej strany alebo kandidata
na verejny urad;

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

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

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

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

Ked’Ze definicia ,,0radnej osoby" je taka
Siroka, je pravdepodobné Ze obchodny partner
pride pocas normélneho priebehu svojej
obchodnej ¢innosti vykonavanej v mene
spolocnosti Pfizer do kontaktu s uradnou
osobou. Napriklad lekari zamestnani v
Statnych nemocniciach budu podl'a zasad
spolo¢nosti Pfizer povazovani za ,,iradné
osoby".

Zakon Spojenych Statov americkych o
zahrani¢nych korupénych praktikach
(,FCPA*) zakazuje vykonanie, pontikanie
alebo povolenie akejkol'vek platby alebo
¢ohokol'vek hodnotného neamerickej uradnej
osobe, ked ticelom takejto platby je nepatri¢ne
alebo korupcne ovplyvnit’ ¢iny alebo
rozhodnutie tohto predstavitel'a, aby pomohol
spolocnosti ziskat’ alebo udrzat’ obchod, alebo
inak ziskat’ nepatriént vyhodu. Zakon FCPA
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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
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
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taktiez zakazuje spolo¢nosti alebo osobe
pouzivat’ int spolo¢nost’ alebo jednotlivca na
to, aby sa zapojil do vyssie uvedenych aktivit.
Spoloc¢nost’ Pfizer je ako americka spolocnost’
povinna dodrziavat’ zdkon FCPA a mdze byt
pravne zodpovedna za aktivity vykonavané
svojimi obchodnymi partnermi kdekol'vek vo
svete.

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

Obchodni partneri musia komunikovat’

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

a verejnymi organmi a uradnymi osobami:

. Obchodni partneri a osoby konajtce v
ich mene v suvislosti s aktivitami
vykondvanymi pre spolo¢nost’ Pfizer,
nesmu priamo alebo nepriamo
poskytnut’, prisl'ubit’ alebo schvalit’
poskytnutie uplatku alebo ¢ohokol'vek
hodnotného uradnej osobe s cielom
ovplyvnit’ tito tradnu osobu, aby
vykonala akykol'vek uradny tkon alebo
rozhodnutie, ktoré napomoze spolo¢nosti
Pfizer ziskat  alebo udrzat’ si obchodné
aktivity. Obchodni partneri a osoby,
ktoré konaju v jeho mene, nesmu nikdy
poskytnut’ platbu alebo pontknut’ uradne;j
osobe akukol'vek vec alebo vyhodu, bez
ohl'adu na hodnotu, alebo nepatri¢ne ju
ovplyvnit’, aby odsuhlasila, preplatila,
predpisala alebo zakupila produkt
spoloc¢nosti Pfizer, ovplyvnila vysledok
klinického skusania alebo inak
nepatricne profitovala z obchodnych
aktivit spolo¢nosti Pfizer.

. Obchodni partneri a osoby, ktoré konaji

v ich mene v stvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer
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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 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.
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musia pochopit’ a dodrziavat’ miestne
zakony, predpisy alebo operacné postupy
(vratane poziadaviek predpisanych
Statnymi entitami ako su Statne
nemocnice alebo vyskumné institucie),
ktoré uplatiuju akékol'vek limity,
obmedzenia alebo poziadavky na
zverejnenie nadhrady, finan¢nej podpory,
donécii alebo darov, ktoré mézu byt
poskytnuté iradnym osobam. AK si
obchodny partner nie je isty vyznamom
alebo uplatnenim akychkol'vek
identifikovateI'nych obmedzeni alebo
poziadaviek na zverejnenie s ohl'adom na
interakciu s uradnymi osobami, mal by to
obchodny partner prekonzultovat’ s jeho
hlavnou kontaktnou osobou zo
spolocnosti Pfizer skor, nez zacne
vykonavat svoje aktivity.

Obchodni partneri a osoby, ktoré konaju
v ich mene v suvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer
nemaju povolenie ponukat’ ul'ahcujtice
platby. ,,Ulah¢ujuca platba“ je
nominalna, neoficidlna platba uradnej
osobe za ucelom zabezpecenia alebo
urychlenia vykonu beZnej tiradnej
aktivity nevyZadujucej jeho vlastné
uvazenie. Priklady ul'ah¢ujucich platieb
zahfnaju platby na urychlenie
spracovania licencii, povoleni alebo viz,
pre ktoré su uz pripravené podklady. V
pripade, ze obchodny partner alebo
osoba, ktord kond v jeho mene v
suvislosti s aktivitami vykonavanymi pre
spoloc¢nost’ Pfizer, dostane alebo si je
vedoma ziadosti alebo poZiadavky na
ulah¢ujicu platbu alebo uplatok v
suvislosti s aktivitami vykonadvanymi pre
spolo¢nost’ Pfizer, obchodny partner
musi ohlasit’ takuto Ziadost’ alebo
poziadavku svojej hlavnej kontaktnej
osobe v spoloc¢nosti Pfizer skor, nez
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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:

. 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.
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podnikne akykol'vek d’alsi krok.
Komercné uplatkarstvo

K podplacaniu a korupcii méze dojst’ aj v
neuradnych vztahoch, vzajomne medzi
spolo¢nostami. VicSina krajin ma zakony,
ktoré zakazuju ponukanie, sl'ubovanie,
vyzadovanie, preberanie, prijimanie alebo
suhlas s prijatim penazi alebo ¢ohokol'vek, co
ma hodnotu, ako vymenu za nepatri¢nu
obchodnu vyhodu. Medzi priklady zakdzané¢ho
spravania moze patrit’ napriklad poskytovanie
nepatri¢nych darov alebo pohostenia, provizii
alebo investi¢nych prilezitosti pontikanych za
ucelom nepatri¢ného povzbudenia nakupu
tovarov alebo sluzieb. Kolegovia zo
spolocnosti Pfizer nemaji povolenie ponukat,
davat’, uchédzat’ sa alebo prijimat’ Gplatky.
Ocakéavame, Ze nasi obchodni partneri alebo
osoby, ktoré konaji v ich mene v stvislosti

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

Protiuplatkarske a protikorup¢éné principy
upravujuce interakcie so sukromnymi
osobami a zamestanancami spolo¢nosti
Pfizer

Obchodni partneri musia komunikovat’ a
dodrziavat’ nasledujice principy v stvislosti s
ich interakciou so sikromnymi osobami

a Pfizer zamestnancami:

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

Page 72 of 86



. 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
Associate’s primary point of contact at Pfizer,
or if a Business Associate prefers, to Pfizer’s
Compliance Group by e-mail at
corporate.compliance@pfizer.com or by phone
at 1-212-733-3026.
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obchodnt vyhodu.

. Obchodni partneri a osoby konajuce v

ich mene v suvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer,
nemdzu priamo alebo nepriamo
ponukat’, suhlasit’ s prijatim alebo
prevziat platbu alebo cokol'vek
hodnotné ako protihodnotu spojenu s
ich obchodnymi aktivitami
vykonavanymi pre spolo¢nost’ Pfizer.

. Zamestnanci spolo¢nosti Pfizer maju
zakazané od obchodnych partnerov a
0s0b konajucich v ich mene v suvislosti
s aktivitami vykonavanymi pre
spolo¢nost’ Pfizer prijimat’ dary,
sluzby, vyhody, pohostenie alebo iné
polozky vécsej ako symbolickej alebo
zanedbatel'nej petiaznej hodnoty.
Okrem toho su dary zanedbatelI'nej
hodnoty povolené iba vtedy, ak sa
prijmu len obcas a pri vhodnych
prilezitostiach.

Ohlasovanie podozreni na porusenia alebo
skutoénych poruSeni

Od obchodnych partnerov a 0s6b konajtcich v
ich mene v stvislosti s aktivitami
vykonavanymi pre spolo¢nost’ Pfizer sa
ocakava, Ze ohlasia podozrenia na mozné
porusenia tychto medzinarodnych
protiuplatkarskych a protikorupénych zasad
alebo zékona. Ohlasenie je moZné uskutocnit’ u
hlavnej kontaktnej osoby obchodného partnera
v spolo¢nosti Pfizer, alebo ak obchodny
partner uprednostiiuje, emailom oddeleniu
»Pfizer Compliance Group* na adresu
corporate.compliance@pfizer.com alebo
telefonicky na ¢isle 1-212-733-3026.
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Attachment E
PROTECTION OF PERSONAL DATA

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

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

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

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

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

0) any unintentional  acquisition,
access, or use of Personal Data by
an employee or agent of Institution
or Principal Investigator if such
acquisition, access, or use was
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Priloha E
OCHRANA OSOBNYCH UDAJOV

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

(a) ,,Prislusny zakon“ znamena kazdy platny
zakon, predpis alebo ina zakonna poziadavka
vztahujuca sa na sluzby poskytované podla tejto
zmluvy.

(b) ,,Prevadzkovatel znamena subjekt, ktory
samostatne alebo spolocne s inymi urcuje ucely a
prostriedky Spracuvania Osobnych tdajov.

(c) ,,PoruSenie bezpecnosti udajov* znamena
naruSenie bezpecnosti veduce k nahodnému alebo
nezakonnému znic¢eniu, strate, zmene,
neopravnenému zverejneniu alebo poskytnutiu
Osobnych udajov, ktoré¢ boli odoslané, uchovavané
alebo inak spractuvané.

(d) ,,Bezpecnostny incident® znamena (i)
porusenie bezpecnosti udajov; (ii) naruSitelnost
bezpecnosti, ktora predstavuje podstatné riziko
ohrozenia ddvernosti, integrity alebo bezpe€nosti
Osobnych udajov; (iii) poruSenie Prislusného
zakona tykajiceho sa Spractvanie Osobnych
udajov podla tejto zmluvy, alebo (iv) akékol'vek
neopravnené nadobudnutia, spristupnenie alebo
pouzitie Osobnych tudajov, ktoré méa za nasledok
povinnost’ oznamit' poruSenie podla Prislusného
zdkona. K Bezpec¢nostnému incidentu nepatria
nasledovné pripady:

(i)  akékolvek  netimyselné  nadobudnutie,
spristupnenie alebo pouzitie Osobnych tdajov zo
strany zamestnanca alebo zastupcu institucie alebo
hlavného skusajuceho, ak takéto nadobudnutie,
spristupnenie alebo pouzitie bolo vykonané v
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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

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

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

(f) “Process” or “Processing” will mean any
operation or set of operations, which is
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dobrej viere a nevedie k d’alSiemu neopravnenému
alebo nevhodnému spractivaniu Osobnych udajov;

(i) akékol'vek netmyselné poskytnutie osobou s
opravnenim pristupovat k Osobnym udajom v
mene inStitacie alebo hlavného skuSajuceho, inej
osobe s opravnenim pristupovat k Osobnym
udajom v mene inStiticie alebo hlavného
skasajuceho, za predpokladu, Ze tieto informacie
ziskané v doésledku takéhoto poskytnutia sa dalej
nepouziju ani neposkytnii neopravnenym alebo
nevhodnym sposobom; alebo

(iii)) akakol'vek strata alebo neopravnené
nadobunutie ¢i spristupnenie pseudonymizovanych
Osobnych tdajov za predpokladu, ze doverné
spracuvanie alebo kl'u¢, ktorym mozno ohrozit’
bezpecnost, dovernost’ alebo integritu
pseudonymizovanych Osobnych tudajov, nie je
takisto predmetom straty alebo neopravnené¢ho
nadobudnutiu ¢i spristupnenia.

(e) ,,Osobné udaje“ maju vyznam ureny
PrislusSnym zdkonom a patria k nim najmi
akékol'vek informacie (bez ohl'adu na médium a na
to, ¢i su samostatné alebo v kombindcii s inymi
dostupnymi informaciami), ktor¢ identifikuji alebo
sa tykaju identifikovanej alebo identifikovatelnej
fyzickej osoby. Pseudonymizované udaje sa
povazuju za Osobné udaje, aj ked’ drzitel' tychto
udajov nema pristup ku kI'a€u, ktory spaja tidaje s
totoznostou jednotlivea. K Osobnym tdajom
zhromazd'ovanym v suvislosti s tymto klinickym
skaSanim buda patrit Osobné Udaje zastupcov
spolocnosti Pfizer, ako aj Osobné udaje tykajuce sa
hlavného skasajuceho, spoluskusajucich,
skasajuceho personalu, tretich stran a ucastnikov
klinického skusania.

() ., Spracavanie“ alebo ,Spracuvavanie*
znamena akukol'vek operaciu alebo subor operécii,
ktoré sa vykonavaji v suvislosti s Osobnymi

udajmi, ako su ziskavanie, zaznamenavanie,
usporaduvanie, Struktirovanie,  uchovavanie,
prepraciivanie  alebo  zmena, vyhladavanie,

prehliadanie, vyuzivanie, poskytovanie prenosom,
Sirenie  alebo poskytovanie inym spOsobom,
preskupovanie alebo kombinovanie, obmedzenie,
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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 or
otherwise created by Pfizer. Institution or Principal
Investigator is the Controller of Personal Data
Processed with respect to the medical treatment of
the Study Subject.

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

4. Compliance. The parties and Pfizer agree to
comply with Applicable Law with respect to its
Processing of Personal Data throughout the term of
the Agreement. It is the responsibility of each
party to effect and maintain all inventories and
registrations for the Processing of Personal Data as
required under Applicable Law. The parties and
Pfizer will cooperate and assist each other with
respect to any data protection impact assessments
and/or prior consultations with government
authorities that may be required in respect to
Processing that is carried out under the Agreement.
Institution will also immediately notify Pfizer of
any notices received from a data protection
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vymazavanie alebo likvidacia, bez ohl'adu na to, ¢i
sa vykonavaju automatizovanymi alebo
neautomatizovanymi prostriedkami.

(g) ,,Prenos®, , Prenasanie” alebo ,,Odosielanie“
znamena fyzické alebo elektronické cezhrani¢né (a)
presunutie osobnych tdajov 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 ucastnikov klinického sktiSania.
Spolo¢nost’ Pfizer bude nezavislym
prevadzkovatelom v suvislosti so Spracivanim
Osobnych tudajov nachadzajucich sa v udajoch
klinického skusania a pri biologickych vzorkach,
ktor¢ st hlasené inStiticiou alebo hlavnym
skusajucim spolo¢nosti Pfizer alebo inak vytvorené
spolo¢nostou Pfizer. InStitucia alebo hlavny
skasajuci je prevadzkovatelom Osobnych udajov
Spracuvavanych v suvislosti s lie¢bou ucastnika
klinického skusania.

3. Osobné udaje personalu klinického skuSania.
Institacia berie na vedomie, ze od spolo¢nosti
dostala oznamenie o ochrane osobnych udajov
skasajucich a personalu klinického sktSania —
Europska tnia, Europsky hospodarsky priestor a
Svajéiarsko.

4. Dodrziavanie nariadeni. Zmluvné strany a
spolocnost’ Pfizer sa zavidzuju dodrziavat’ Prislusny
zakon v suvislosti so Spracuvavanim Osobnych
udajov pocas celého obdobia platnosti tejto
zmluvy. Kazdda zmluvna strana je povinna
vykonavat' a udrziavat supisy a registracie na
Spracuvanie Osobnych udajov, ako to vyZzaduje
Prislusny zakon. Zmluvné strany a spolo¢nost’
Pfizer buda vzajomne spolupracovat’ a pomahat’ si
pri vykonavani akychkol'vek postideni vplyvu na
ochranu osobnych udajov a/alebo pri predbeznych
konzultaciach so S$tatnymi organmi, ktoré sa mézu
vyzadovat’ v suvislosti so Spractvanim, ktoré sa
vykondva na zaklade tejto zmluvy. Institacia bude
tiez bezodkladne informovat’ spolo¢nost” Pfizer o
vsetkych oznameniach dorucenych uradom pre
ochranu osobnych udajov, ktoré sa tykaju
klinického skusania.
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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.

(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.
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5. Programy ochrany osobnych udajov a
bezpecnosti. Pocas platnosti tejto zmluvy bude
inStitdcia aj spolocnost’ Pfizer viest komplexny
program ochrany osobnych udajov a bezpecnosti
urCeny na zabezpecenie toho, aby Osobné udaje
boli Spracuvavané iba v sulade so zmluvou vratane
vymenovania zodpovednej osoby, ako to vyzaduje
Prislusny zakon. Zmluvné strany prijmu primerané
administrativne, technické a fyzické bezpecnostné
opatrenia na ochranu Osobnych udajov.

6. Persondl. Institicia a spolo¢nost’ Pfizer
zabezpeci to, aby ich personal zapojeny do
Spracuvavania Osobnych udajov bol informovani o
dovernom charaktere Osobnych 1dajov, aby
absolvoval primerané Skolenie tykajiice sa ich
povinnosti, a aby uzavrel pisomnu dohodu o
mlcanlivosti alebo inym spdsobom podlichal
povinnosti zachovavania profesijného tajomstva.
Zmluvné strany zabezpeCia, aby  pristup k
Osobnym udajom bol obmedzeny iba na tych
zamestnancov, ktori poskytuju sluzby v sulade so
zmluvou.

7. Bezpecénostny incident.

(a) Institicia  oznami  spolo¢nosti  Pfizer
bezpecnostny incident stuvisiaci s osobnymi udajmi
uchovavanymi institiciou na zéklade tejto zmluvy
sposobom uréenym v zmluve do dvadsiatich
Styroch (24) hodin od zistenia.

(b) Pocas oznamenia institucia poskytne, nakol'ko
je to mozné, spolo¢nosti Pfizer dostatocné
informacie na posudenie Bezpecnostného incidentu
a spolo¢nost’ Pfizer spatne uréi, vyhradne len ako
zainteresovana strana, a nie ako pravne ¢i regula¢né
odportcanie, institucii, ¢i sa podla Prislusného
zakona vyzaduje oznamenie prislusnej vlade.

(c) Na zaklade vsetkych dostupnych informacii a
Prislusného zékona inStitucia urci, ¢i sa dany
Bezpe¢nostny incident bude povazovat za
Porusenie bezpeCnosti udajov a zabezpeci
oznamenie dotknutym osobam a/alebo Statnym
organom pre udaje, ak to vyzaduje zakon, a bude
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(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 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
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zodpovedna za vykonanie takéhoto oznamenia.

(d) Vyhradne v suvislosti s akymikol'vek
oznameniami o PoruSeni bezpecnosti udajov
tykajuceho sa  osobnych udajov  zastupcov

spolocnosti Pfizer (ako je definované v Casti 12)
spolo¢nost” Pfizer bude mat moznost tieto
oznamenia skontrolovat® a schvalit pred ich
odoslanim zastupcom spolocnosti Pfizer.

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

8 Prava dotknutych o0s6b zucastiiujucich sa
klinického sku$ania. Institiucia a spolo¢nost’ Pfizer
sa dohodli na tom, ze spomedzi nich je institucia
najschopnejsia spravovat’ ziadosti zo strany
ucastnikov klinického skuSania o spristupnenie,
zmenu, Prenos, obmedzenie alebo vymazanie
osobnych udajov. V pripade, ze spolo¢nost’ Pfizer
a/alebo CRO dostane ziadost’ zo strany ucastnika
klinického skusania o takéto spristupnenie, zmenu,
Prenos, obmedzenie alebo vymazanie, spolo¢nost’
Pfizer alebo CRO postupi tito ziadost' institacii.
Institacia odpovie na ziadost zo strany Ucastnika
klinického sktsania o spristupnenie, zmenu,
Prenos, obmedzenie alebo vymazanie Osobnych
udajov v stlade s Prislusnym zakonom, so zmluvou
a s akymikolvek inymi pokynmi vydanymi
spolo¢nostou Pfizer. Institicia berie na vedomie,
ze kvoli zachovaniu integrity vysledkov klinického
skiSania moznost zmenit, obmedzit'® alebo
vymazat" Osobné udaje moéze byt obmedzenad v
sulade s Prislusnym zakonom. Spolo¢nost’ Pfizer
berie na vedomie, ze UcCastnici klinického sk(iSania
mozu kedykol'vek odvolat’ svoj informovany suhlas
s ucastou v klinickom skusani a svoj sthlas so
Spractivanim Osobnych tdajov.

9. Prava dotknutych o0s6b zcastiujucich sa
klinického skuSania po ukonéeni klinického
skusania. InStitacia  bezodkladne  oznami
spolocnosti Pfizer akékol'vek odvolanie suhlasu,
ktoré by mohlo ovplyvnit' pouzivanie Osobnych

Page 78 of 86


mailto:Research_dataprivacy@pfizer.com

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

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

12. Use of Processors. Pfizer and Institution agree
that all processing agreements will be in 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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udajov podla tejto zmluvy a akychkol'vek inych
pokynov vydanych spolocnostou Pfizer. Takéto
ziadosti mézu byt adresované spolocnosti Pfizer
prostrednictvom adresy
Research_dataprivacy@pfizer.com.

10. Cezhrani¢né Prenosy udajov. InStitucia bude
Odosielat’ Osobné udaje mimo Eurépskej tnie,
Europskeho  hospodarskeho  priestoru  alebo
Svajéiarska vyhradne v stilade s pokynmi
tykajicimi sa klinického skuSania vydanymi
spolocnostou Pfizer. Na Ziadost’ zo strany institucie
alebo spolocnosti Pfizer (alebo zo strany CRO v
mene spolo¢nosti Pfizer) inStiticia a spolo¢nost’
Pfizer uzavri dohodu upravujucu takyto Prenos
vratane najmé Standardnych zmluvnych doloziek
EU, pokial’ neexistuje iny adekvatny mechanizmus
Prenosu udajov.

11. Zaznamy. Institacia aj spolo¢nost’ Pfizer bude
viest pisomny zaznam o vSetkych ¢innostiach
tykajucich sa Spractivania Udajov podla tejto
zmluvy. Takyto zaznam bude obsahovat
minimalne (i) meno a kontaktné¢ tudaje kazdého
sprostredkovatel'a; (ii) meno a kontaktné udaje

zodpovednych 0s6b  sprostredkovatelov;  (iii)
vykonavané kategorie Spracuvania; @iv)
Odosielanie do tretich krajin alebo

medzinarodnym organizaciam a dokumentacia o
pouzitych primeranych ochrannych opatreniach; a
%) vSeobecny popis administrativnych,
technickych a fyzickych bezpecnostnych opatreni,
ktoré boli prijaté na ochranu Osobnych udajov.

12. Vyuzivanie sprostredkovatelov. Spoloc¢nost’
Pfizer a institGicia sa dohodli na tom, Ze vSetky
dohody o spracuvdvani budu pisomné a ze od
sprostredkovatelov sa bude vyzadovat, aby
dodrziavali zmluvné podmienky tejto zmluvy. Na
ucely tejto zmluvy CRO je sprostredkovatel'om
spolocnosti Pfizer. InStitucia a spolocnost’ Pfizer
budii zodpovedné =za akékol'vek nedodrzanie
nariadeni zo strany sprostredkovatela, ktorého
angazovali, pri¢om toto nedodrzanie nariadeni bude
predstavovat’ porusenie, ako keby sa ho sama
dopustila prislu$na zmluvna strana.
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From: Pfizer Inc, a Delaware Corporation with  Odosielatel”:

To:

Re:

Attachment B
FORM OF INDEMNITY

a place of business at 235 East 42™
Street, New York, NY 10017-5755
(“Pfizer”)

Fakultna nemocnica s poliklinikou
Nové Zamky, Slovenska ulica 11 A,
940 34 Nové Zamky, Slovak Republic,
contributory organization established
by the Ministry of Health of the Slovak
Republic by means of the deed no.
3724/1991-A [ XVI11I-1 dated 16
December 1991, as amended

Co. ID No.: 173361 12

Tax ID No.: 2021068324

VAT ID No.: SK 2021068324

(the “Institution”)

Clinical Study Protocol No: XXX with  Vec:

PF-04965842_(“Pfizer Product”)

It is proposed that the Institution should 1.
agree to participate in the above
sponsored study (the “Study”)
involving patients of the Institution to
be conducted by MUDr. Peter Kozub,
PhD. (“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
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Priloha B

FORMULAR ODSKODNENIA

Pfizer Inc, spolocnost’ Statu
Delaware so sidlom na adrese
235 East 42" Street, New York,
NY 10017-5755, USA (d’alej
len ako ,,spolo¢nost’ Pfizer)

Fakultna nemocnica s poliklinikou
Nové Zamky, Slovenska ulica 11 A,
940 34 Nové Zamky, Slovenska
republika, prispevkova organizacia
zriadena Ministerstvom zdravotnictva
Slovenskej republiky zriad'ovacou
listinou ¢. 3724/1991-A/XVI1I-1 zo
dia 16.12.1991 v zneni jej neskorSich
zmien

ICO: 173 361 12

DIC: 2021068324

IC DPH: SK 2021068324

(d’alej len ,,inStitdcia“),

Protokol klinického skui§ania ¢.: XXX
lieku PF-04965842_(d’alej len ako
»liek spolo¢nosti Pfizer*)

Navrhuje sa, aby institacia vyjadrila
stihlas s ucast'ou v uvedenom
zadavanom Klinickom skusani (d’alej
len ako ,,klinické skasanie*), do
ktorého su zaradeni pacienti institacie
a ktortt ma vykonavat' MUDTr. Peter
Kozub, PhD. (d’alej len ako
»Zzodpovedny skuSajuci®) v institlcii
v sulade s protokolom, ktory sa moze
priebezne menit’ a dopliat’ po dohode
medzi spolo¢nost'ou Pfizer

a zodpovednym skusajucim (d’alej len

Page 80 of 86



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
with the Institution any issues of a
revenue nature that may arise in
relation to such approval.

The Institution agrees to participate by
allowing the Study to be undertaken on
its premises utilising such facilities,
personnel, and equipment as the
Principal Investigator may reasonably
need for the purpose of the Study.

In consideration of such participation
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) 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

| CON

ako ,,protokol*). Pacienti, ktori st
zaradeni do klinického sktsania

v sulade s kritériami protokolu pre
zaradenie do klinického skusania st
ucastnikmi klinického skasania (d’alej
len ako ,,ucastnici). Zodpovedny
skusajuci ziska vsetky potrebné stihlasy
prislusnej etickej komisie vyskumu

a vyriesi spolu s instituciou vSetky
otazky finan¢ného charakteru, ktoré
mozu vzniknut’ v suvislosti s takymto
schvalenim.

Institucia suhlasi s ucast'ou tym, ze
umozni vykonavanie klinického
skuSania v jej priestoroch a pomocou
takych zariadeni, pracovnikov a
vybavenia, ktoré méze zodpovedny
skusajuci odovodnene potrebovat’ na
ucely klinického skusania.

V suvislosti s takouto ucast’ou instittcie
a v sulade s nizSie uvedenym

4. odsekom spoloc¢nost’ Pfizer odskodni
a ochrani institaciu a jej zamestnancov
a zastupcov vratane zodpovedného
sktisajiceho pred vsetkymi zalobami a
stdnymi konaniami (vratane vyrovnani
alebo dobrovolnych plneni vykonanych
S0 sthlasom zmluvnych stran podl'a
tejto zmluvy a odévodnenych nakladov
a vydavkov na odbornikov a znalcov)
uskuto¢nenych alebo vznesenych
(ispesne €1 netispesne) ucastnikmi
alebo v ich mene (alebo v mene ich
rodinnych prisluSnikov) voci institacii
alebo ktorémukol'vek jej zamestnancovi
alebo zastupcovi za ujmu na zdravi
(vratane smrti) castnikov Vv suvislosti

s podanim skusaného lieku alebo
akymkol'vek klinickym zasahom alebo
procedtrou poskytnutou alebo
pozadovanou na zaklade protokolu,
ktorému by tcastnik nebol vystaveny,
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(“Research Injury”).

The above indemnity by Pfizer shall not 4.
apply to any such claim or
proceeding:

@) to the extent that such Research
Injury is caused by the negligent
or wrongful acts or omissions or
breach of statutory duty of the
Institution or its employees or
agents;

(b) to the extent that such Research
Injury is caused by the failure of
the Institution or its employees
or agents, including Principal
Investigator, to conduct the
Study in accordance with the
Protocol,

(©) unless as soon as reasonably
practicable following receipt of
notice of such claim or
proceeding, the Institution shall
have notified CRO or Pfizer in
writing of it and shall, upon
Pfizer's request, and at Pfizer's
cost, have permitted Pfizer to
have full care and control of the
claim or proceeding using legal
representation of its own
choosing; and

(d) if the Institution or its
employees or agents shall have
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ak by sa nezucastnil na tomto
klinickom skusani (d’alej len ako ,,ujma
na zdravi spésobena vyskumom®).

Uvedené odskodnenie spolo¢nost’ou

Pfizer sa nebude tykat’ zalob ani
sudnych konani:

@) ak takato ujma na zdravi
sposobena vyskumom bude
spdsobena nedbalost’ou,
nespravnym postupom,
opomenutim alebo porusenim
zakonnej povinnosti institicie
alebo jej zamestnancov alebo
zastupcov;

(b) ak takato ujma na zdravi
sposobena vyskumom bude
spdsobend zlyhanim institucie,
jej zamestnancov alebo
zastupcov vratane
zodpovedného skusajaceho pri
vykondavani Studie v stlade
s protokolom;

(c) ak institicia pisomne neoznami
zmluvnej vyskumnej organizacii
alebo spolocnosti Pfizer takato
zalobu alebo takéto sudne
konanie hned’, ako to bude
prakticky mozné po prijati
oznamenia 0 takejto Zalobe
alebo o takomto sadnom konani,
alebo ak napriek Ziadosti
spolo¢nosti Pfizer neumozni
spolo¢nosti Pfizer prevziat’ plnt
starostlivost’ a kontrolu nad
zalobou alebo stidnym konanim
S vyuzitim pravnych zastupcov
podla jej vlastného vyberu na
naklady spolocnosti Pfizer; a

(d) ak institacia, jej zamestnanci
alebo zastupcovia uskuto¢nia
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made any admission in respect
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 -- 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.

Pfizer shall keep the Institution and its
legal advisers fully informed of the
progress of any such claim or
proceeding, will consult fully with the
Institution on the nature of any defence
to be advanced and will not settle any
such claim or proceeding without the
written approval of the Institution (such
approval not to be unreasonably
withheld).

Without prejudice to the provisions of
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
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priznanie v suvislosti s takouto
zalobou alebo s takymto
stidnym konanim alebo
podniknt opatrenia v stvislosti
s takouto zalobou alebo

s takymto sidnym konanim,
ktoré poskodia obhajobu
pripadu, bez pisomného sthlasu
spolo¢nosti Pfizer, pricom
takyto suhlas nebude
spolo¢nostou Pfizer
bezdovodne odmietnuty -- toto
ustanovenie sa nebude
povazovat’ za porusené
akymkol'vek vyhlasenim
institacie, jej zamestnancov
alebo zastupcov Vv suvislosti

S uplatnovanim internych
reklamacnych postupov,
postupov hlasenia nehdd alebo
disciplindrnych postupov
institacie alebo v pripade, ked’
také vyhladsenie vyzaduje zakon.

Spoloc¢nost’ Pfizer bude instittciu a jej
pravnych poradcov plne informovat’ 0
priebehu takejto zaloby alebo takého
sudneho konania, bude s institiciou

v plnej miere konzultovat’ charakter
pripadnej predlozenej obhajoby

a nevyrovna takéto zaloby alebo sudne
konania bez pisomného suhlasu
instittcie (priom takyto sthlas nesmie
byt’ bezdévodne odmietnuty).

Bez dosahu na vyssie uvedené
ustanovenia odseku 4 pism. (c)
inStitucia vynaloZi primerané Usilie na
to, aby bezodkladne informovala
zmluvnu vyskumnu organizaciu alebo
spolo¢nost’ Pfizer o vsetkych
okolnostiach, o ktorych ma dovod 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.

The Institution and Pfizer will each
give to the other such help as may
reasonably be required for the efficient
conduct and prompt handling of any
claim or proceeding by or on behalf of
Subjects (or their dependants).

For the purpose of this indemnity, the
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.
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priamo vedoma, a bude zmluvnua
vyskumnu organizaciu alebo
spolo¢nost’ Pfizer primerane
informovat’ 0 vyvoji V suvislosti S
takouto pripadnou zalobou alebo

s takymto sidnym konanim, aj ked’ sa
institacia rozhodne nepodat’ Zalobu na
zaklade tohto prisl'ubu odskodnenia.
Rovnako aj spolo¢nost’ Pfizer vynalozi
primerané usilie na to, aby informovala
institaciu 0 akychkol'vek takychto
okolnostiach a bude primerane
informovat’ institliciu 0 vyvoji V
stvislosti s pripadnou Zalobou alebo
sudnym konanim vedenym samostatne
proti spolo¢nosti Pfizer.

Institucia a spolo¢nost’ Pfizer si
navzdjom poskytni sicinnost’ potrebnii
na ucinné vedenie a urychlené
vybavenie akejkol'vek zaloby alebo
akéhokol'vek sudneho konania
iniciovaného subjektmi (alebo ich
rodinnymi prislusnikmi) alebo v ich
mene.

Na ucely tohto odskodnenia sa bude
predpokladat’, Ze vyraz ,,zastupcovia*
zahfiia okrem iného akékol'vek
zdravotné sestry alebo akychkol'vek
inych zdravotnickych pracovnikov,
ktori poskytuju sluZby institacii na
zaklade zmluvy o poskytovani sluzieb
alebo na inom zaklade, a akukol'vek
osobu vykonavajucu pracu pre
inStitaciu na zaklade takychto dohdd v
suvislosti S0 zariadeniami a vybavenim
inStitacie, ktoré su dostupné pre stadiu
Vv sulade s vysSie uvedenym 2.
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SIGNED for and on behalf of the Fakultna nemocnica s poliklinikou Nové Zamky
PODPIS osoby zastupujicej Fakultna nemocnicu s poliklinikou Nové Zamky

Signature/Podpis
Name/Meno: Ing. Cubica BartoSova
Title/Funkcia: Financial Director / ekonomicky riaditel’

Date/Datum:

Signature/Podpis
Name/Meno : MUDr. Zoltan Danczi
Title/Funkcia: Medical Director / medicinsky riaditel’

Date/Datum:

Signature/Podpis
Name/Meno : MUDr. Jozef Jezik
Title/Funkcia: Director General / generalny riaditel’

Date/Datum:

SIGNED by ICON Clinical Research Limited for and on behalf of Pfizer Inc
PODPISALA spolo¢nost ICON Clinical Research Limited za spolo¢nost’ Pfizer Inc. a v jej
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Signature/Podpis
Name/Meno: PharmDr. Pavel Lebesle, MBA
Title/Funkcia: Senior Director Project Management

Date/ Datum:
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