CLINICAL STUDY AGREEMENT
between
Pfizer Inc.
and
Univerzitna nemocnica Martin

Pfizer Protocol #_

This Clinical Study Agreement (“Agreement”)
between

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

and

Univerzitna nemocnica Martin,
with a place of business at
Kollarova 2, 036 59 Martin, Slovak
Republic

Represented by MUDr. Peter Durny, PhD., MPH,

director

ID: 00 365327

VAT number : SK2020598019
(“Institution”),

when signed by all parties, is effective as of the

day following the date of publication of the
redacted version of the Agreement in
accordance with Section 15.2 (Publication of
the Redacted Agreement) in the Central
Register of Contracts maintained by the Office
of the Government of the Slovak Republic.

Pfizer wishes to sponsor a clinical study

entitled I

| | ‘ | v

ZMLUVA O KLINICKOM SKUSANI
medzi
spolo¢nost’ou Pfizer Inc.
a
Univerzitna nemocnica Martin

Protokol spolocnosti Pfizer <. |G

Tato zmluva o klinickom sksani (d’ale;
,zmluva”) medzi

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

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

ICO: 00 365327
IC DPH : SK2020598019
(d’alej ,.inStiticia”),

po podpisani vsetkymi zmluvnymi stranami
nadobudne u¢innost’ ditom nasledujucim po
dni zverejnenia redigovanej verzie zmluvy
v stlade s ¢ast'ou 15.2 (Zverejnenie
redigovane] zmluvy) v Centralnom registri
zmhiav vedenom Uradom vlady Slovenskej

republiky.

Spolo¢nost’ Pfizer si zela byt zadavatel'om
klinického skusania nazvom
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There is a separate agreement between Pfizer
and the Principal Investigator relating to the
Study (see Section 1.3 below).

The parties agree as follows:

1. Responsibilities

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

1.2 Compliance Obligations.
Institution is responsible to
Pfizer for compliance by all
Study personnel who are
Institution employees or
contractors with the terms of
this Agreement and
International Conference on
Harmonization Good Clinical

nstitucu podla protokolu spolocnosti Ptizer,
ktory je identifikovany vyssie (d’alej
.protokol™).

Existuje samostatnd zmluva medzi
spolo¢nostou Pfizer a hlavnym skusajucim
tykajtca sa klinického skusania (pozri ¢ast’ 1.3
nizsie).

Zmluvné strany sa dohodli na nasledujdcom:

1. Zodpovednosti

1.1 Skusajuci a skuSajuci persondl.
Klinické skusanie bude
vykonavat’ hlavny sktsajuci v
inStitacii. Institacia zabezpedi,
ze osoby, ktoré pomahaji pri
vykonavani tohto klinického
skusania vo funkcii
spoluskusajucich alebo
persondlu v skuiSani, ktoré st
zamestnancami alebo
zmluvnymi dodavatel'mi
institucie, budu riadne
vyskoleni a kvalifikovani.

1.2 Povinnost’ dodrziavania
pravidiel. Institucia zodpoveda
spolo¢nosti Pfizer za to, ze cely
skusajtci personal , ktory tvoria
zamestnanci institacie, bude
dodrziavat’ ustanovenia tejto
zmluvy, smernice
Medzinarodnej konferencie pre
harmonizaciu spravnej klinickej

al Conference

Page 2 of 143



1.3

14

as well as applicable law,
regulations, and governmental
guidance.

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

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

1.3

1.4

on Harmonization Good
Clinical Practice, ICH GCP),
ako aj prislusné pravne predpisy
a usmernenia Statu.

Zmluva medzi spolo¢nost'ou
Pfizer a hlavnym skuSajicim.
Vykonévanie klinického
sktiSania hlavnym skuSajucim a
stvisiace povinnosti hlavného
skusajuceho voci spolocnosti
Pfizer su zdokumentované v
samostatnej zmluve medzi
spolo¢nost’'ou Pfizer a hlavnym
skasajucim. Institicia
potvrdzuje, ze si je vedoma tejto
samostatnej zmluvy. InStitacia
d’alej potvrdzuje, Ze dostala
kopiu tejto zmluvy (s
priloZzenym rozpoctom
klinického skusania alebo bez
neho), alebo bola inym
spbsobom uspokojivo
informovana o pravach a
povinnostiach hlavného
skusajiceho v suvislosti s tymto
klinickym sktSanim.

Rozdelenie povinnosti.
InsStiticia a hlavny skusajaci
stanovia rozdelenie povinnosti
medzi inStituciou a hlavnym
skuSajlicim na vykonavanie
¢innosti spojenych s klinickym
skuSanim, ktoré sa vyzaduja v
sulade s protokolom alebo touto
zmluvou, alebo zmluvou medzi
spolo¢nost'ou Pfizer a hlavnym
skuSajicim. Hlavny skasajuci
vSak preberie minimalne tie
povinnosti, ktoré su pridelené
hlavnym skusajucim
prislusnymi nariadeniami
upravujucimi vykonavanie
klinickych vyskumov. Institiicia
any dohl'ad nad
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1.5

1.6

provide appropriate oversight of
Principal Investigator activities
within the Institution. Institution
further agrees to cooperate with
Pfizer if needed to help resolve
any issues relating to
compliance by Principal
Investigator with his/her Study-
related responsibilities.

Pfizer GCP Training. Prior to 1.5
enrollment of any Study
Subjects (as defined in Section
4, Subject Enroliment),
Principal Investigator and any
sub-investigators will either
complete or provide a valid
certificate of the Pfizer-
provided Good Clinical Practice
training course (“Pfizer GCP
Training”). Any investigators
who later join the Study will
complete the Pfizer GCP
Training before performing
Study-related duties. For studies
of applicable duration, Principal
Investigator and Sub-
Investigators will complete
Pfizer GCP training every 3
(three) years during the term of
the Study, or more often if there
are significant changes to the
ICH GCP guidelines or course
materials.

Compliance with Global Trade 1.6

Controls. The parties agree that

¢innost’ami hlavného
skusajuceho v priestoroch
inStitacie. Institucia sa zavdzuje
spolupracovat’ So spolo¢nost’ou
Pfizer, ak bude potrebovat’
pomoc pri rieseni akychkol'vek
problémov savisiacich s
dodrziavanim povinnosti
hlavného skusajticeho v ramci
jeho povinnosti stvisiacich

s tymto klinickym skuSanim.

Skolenie spoloénosti Pfizer o
GCP. Pred zaradenim
akéhokol'vek ticastnika
klinického skusania (ako je
definované v Casti 4,
Zarad’ovanie ucastnikov),
hlavny skusajtci a ktorykol'vek
spoluskusajuci bud’ absolvuje
Skolenie o spravnej klinickej
praxi spolo¢nosti Pfizer (d’alej
,SKkolenie spolo¢nosti Pfizer o
GCP”) alebo poskytne platny
certifikat o absolvovani skolenia
0 GCP. Kazdy skusajuci, ktory
sa zapoji do vykonavania
klinického skusania neskor,
absolvuje skolenie spolo¢nosti
Pfizer o GCP pred tym, nez
zacne vykonavat’ svoje
povinnosti v rdmci klinického
skuSania. V pripade §tadii s
prisluSnym trvanim absolvuju
hlavny skuSajuci a subskuSajtci
pocas trvania $tadie kazdé 3
(tri) roky alebo CastejSie, ak
doéjde k vyznamnym zmenam v
usmerneniach ICH GCP alebo v
materialoch kurzu, Skolenie
spolocnosti Pfizer o zasadach
spravnej praxe.

Sulad s pravidlami
medzinarodného obchodu.
rd na
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may be subject to applicable
import, export, and economic
sanctions laws and regulations
(“Global Trade Control Laws”).
Institution and Pfizer will
comply with all applicable
Global Trade Control Laws.

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

b. Each party represents
and warrants that (i) it is
not on any Restricted
Party Lists (defined
below); (ii) it is not
owned or controlled by
any individual or entity
on any Restricted Party
Lists; and (iii) that it will
not involve any
individual or entity on
any Restricted Party
Lists in the activities
under this Agreement. In
the event that an
individual or entity on a
Restricted Party List is
included in activities

vedomie, Ze ¢innosti
vyplyvajlce z tejto zmluvy
mozu podliehat’ prisluSnym
zakonom a predpisom
tykajucim sa dovozu, vyvozu a
hospodarskych sankecii (d’alej
»Zakony tykajuce sa pravidiel
medzinarodného obchodu®).
Institacia a Pfizer budd
dodrziavat’ vSetky prislusné
zakony tykajlce sa pravidiel
medzinarodného obchodu.

a. Zmluvné strany potvrdzuju,
7e Ziadna ¢innost’ vyplyvajlca z
tejto zmluvy (i) sa nebude
vykonavat’ v ramci
obmedzeného trhu; (ii) nebudd
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 obmedzeneho trhu.
Pojem ,,obmedzeny trh* sa
vztahuje na Krymsky polostrov,
Kubu, region Donbas, Iran,
Severnu Koreu, a Syriu.

b. Kazda zmluvna strana
vyhlasuje a zarucuje, (1) Ze nie
je na zozname obmedzenych
stran (definované niZsie); (i1) Ze
nie je vlastnena ani riadena
ziadnou osobou ani subjektom
na zozname obmedzenych stran;
a (i11) Ze na vykonavanie
¢innosti vyplyvajucich z tejto
zmluvy nebude angazovat’
ziadnu osobu ani subjekt na
zozname obmedzenych stran.
Ak na vykonavanie ¢innosti
vyplyvajucich z tejto zmluvy
bude angazovana osoba alebo




1.7

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.

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

Health Insurance Company 1.7
notification. Principal

Investigator undertakes to

inform the Health Insurance

Company of each enrolled

insured person, Study Subject

(defined below) of the Study,

and of each Study Subject

completion of participation in

the Study.

obmedzenych stran, zmluvna
strana, ktorej sa tyka dana osoba
alebo subjekt, to okamzite
ozndmi druhej zmluvnej strane
a prerusi relevantné dotknuté
¢innosti vratane kazdej
dotknutej platby, dokym sa
zmluvné strany nedohodnu na
pokracovani.

c. V suvislosti s touto zmluvou
zoznamy obmedzenych stran
zahfiaji konsolidovany
preverovaci zoznam
(https://www.export.gov/consoli
dated_screening_list), systém
zoznamu vylucenych stran
(https://www.sam.gov) a
konsolidovany zoznam o0sdb,
skupin a subjektov
podliehajucich finanénym
sankciam EU
https://data.europa.eu/data/datas
ets/consolidated-list-of-persons-
groups-and-entities-subject-to-
sanctions?locale=en.

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

0 ukonceni ucasti kazdého
ucastnika klinického skusania
Vv klinickom skusani.

2. Funding. Pfizer will provide funding to
Institution as compensation for

2. Financovanie. Pfizer poskytne institacii
financovanie ako odplatu za sluzby
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Institution’s services and the use of
Institution’s facilities for the Study as
delineated in Attachment A, Study
Budget and Payment Terms, and
subject to the terms specified in that
Attachment. Pfizer will provide funding
to the Principal Investigator as
compensation for Principal
Investigator’s Study conduct activities
under the agreement between Pfizer
and Principal Investigator. Institution
certifies that payments to the Institution
comply with applicable law and any
applicable policies and procedure of the
Institution.

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

2.2 Disclosure by Pfizer. In the
interest of transparency relating
to its relationships with
mvestigators 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

e to institutions

mstiticie a za pouzivanie priestorov
mstitucie na Gcely klinického skusania,
ako je uvedené v prilohe A, Rozpocet
klinického skisania a platobné
podmienky, a v sulade s ustanoveniami
uvedenymi v tejto prilohe. Pfizer
poskytne financovanie hlavnému
skisajicemu ako odplatu za
vykonavanie ¢innosti hlavného
skusajiceho v silade so zmluvou medzi
spolo¢nostou Pfizer a hlavnym
skisajicim. Institucia potvrdzuje, ze
platby poukazované institicii su v
sulade s prislusnym zakonom a
vsetkymi prislusnymi zdsadami a s
postupom institicie.

2.1 Stretnutia skisajicich. Ak sa od
¢lenov personalu v skisani,
ktori st zamestnancami alebo
zmluvnymi dodavatel'mi
mstitucie, pozaduje, aby sa
zucastnili stretnuti skisajicich v
suvislosti s tymto klinickym
skisanim, Pfizer zabezpedi a
priamo uhradi naklady na
cestovanie a ubytovanie a
pokryje aj primerané naklady na
jedlo v stvislosti s tymito
stretnutiami, nebude vsak
poskytovat’ platbu za cast’.

2.2 Zverejnenie informacii zo
strany spolo¢nosti Pfizer. V
zaujme transparentnosti
ohl'adom jej vztahu so
skiisajicimi a pracoviskami
klinického skusania, alebo aby
sa zabezpecilo dodrziavanie
prislusnych pravnych predpisov
moze spolo¢nost’ Pfizer
zverejnit’ podporu, ktori
poskytuje v ramci tejto zmluvy.

Takéto zverejnenie informacii

zo strany spolo¢nosti Pfizer

moze identifikovat’ institiciu aj
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and those made to individuals.

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
(“SUKL/IEC”) approval and adverse
event reporting.

3.1

3.2

Amendments. The Protocol may
be modified only by a written
amendment, approved by Pfizer,
the Principal Investigator, and
the responsible SUKL/IEC
(“Amendment”) except, as
described 1 the Protocol, for
emergency changes necessary to
protect the safety of the Study
Subjects (as defined in Section
4, Subject Enrollment).

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

hlavného skusajiceho, ale jasne
rozlisi medzi platbami alebo
mymi prevodmi hodnot
mstitacii a jednotliveom.

Protokol. Hlavny skusajuci a institticia
budu vykonavat’ toto klinické skisanie
a vSetky ¢innosti v ramci klinického
skisania v sulade s protokolom, ako aj
poziadavkami stanovenymi v schvaleni
klinického skiiania Statnym tstavom
pre kontrolu lie¢iv a nezéavislou etickou
komisiou (dalej ,, SUKL/NEK”) a s
nahlasovanim neziaducich udalosti.

3.1 Dodatky. Protokol méze byt
upraveny len pisomnym
dodatkom odsthlasenym
spolo¢nostou Pfizer, hlavoym
skugajicim a SUKL a
zodpovednou NEK (d’alej
»dodatok”). Vynimkou st
pripady popisané v protokole a
tykajuce sa nadzovych zmien
potrebnych na ochranu
bezpecnosti ucastnikov
klinického skusania (ako je
definované v ¢asti 4,
Zarad’ovanie ucastnikov).

32 Zakaz dodatoéného vyskumu.
Ziadny dodatoény vyskum
nemoze byt vykonany na
ucastnikoch klinického
skuisania (ako su definovani v
Casti 4), ani na biologickych
vzorkach odobratych pocas
vykonavania tohto klinického
skisania, pokial nebude
odsthlaseny spolo¢nostou
Pfizer a zadokumentované vo
forme dodatku k protokolu,
alebo ak sa na tom zmluvné

strany nedohodli na zaklade

yjatelnych a

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

4.1  Multi-Center Studies Pfizer may
end Study Subject enrollment
early by written notice to
Principal Investigator if the total
enrollment needed for a multi-
center study has been achieved
before the end of the enroliment
period for this Study or before
Principal Investigator has
enrolled the minimum number
of Study Subjects.

Study Conduct

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

Safety Measures and Serious

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

4.1  Multicentrické klinické
skusania. Pfizer m6ze ukoncit’
nabor ucastnikov klinického
skusania predcasne
prostrednictvom pisomného
ozndmenia hlavnému
skasajucemu, ak bol celkovy
pocet ucastnikov potrebnych do
multicentrického klinického
skuSania dosiahnuty pred
ukoncenim obdobia
zarad’ovania do tohto klinického
skuSania alebo predtym, nez
hlavny skt$ajuci zaradil
minimalny pocet ucastnikov
klinického sktiSania.

Vykonavanie klinického skusSania

5.1  Poplatky od ucastnikov
klinického skusania. InStitucia
nebude ucastnikovi klinického
skuSania alebo platitel'ovi -
tretej strane Uctovat’ za skiiSany
liek (pozri Cast’ 8, Skusany
liek), ani za Ziadne sluzby, ktoré
v rdmci tejto zmluvy alebo
zmluvy medzi spolo¢nostou
Pfizer a hlavnym skusajiicim
preplaca Pfizer.

Bezpec¢nostné opatrenia a
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Protocol or ICH GCP Breaches.

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

zévazné porusenia protokolu
alebo smernic ICH GCP.
Institucia bude okamzite
informovat’ spolo¢nost’ Pfizer o
(a) akychkol'vek naliehavych
bezpecnostnych opatreniach,
ktoré prijal hlavny skasajtci na
ochranu ucastnikov klinického
sktsania pred bezprostrednym
nebezpecenstvom a (b)

aware. akomkol’'vek zavaznom
poruseni protokolu alebo
smernic ICH GCP, o ktorom sa
inStitacia dozvie.

6. Data Protection and FDA Financial 6. Ochrana udajov a zverejnenie
Disclosure finan¢nych informacii podla
poziadaviek FDA
6.1 Data Protection.
6.1 Ochrana osobnych tdajov.
6.1.1 Personal Data

“Personal Data” has the 6.1.1 Osobné udaje.
meaning given by applicable Pojem ,0sobné udaje“ ma
law and includes, without vyznam dany platnymi
limitation, any information pravnymi predpismi a zahfiia
(regardless of the medium and bez obmedzenia akékol'vek

whether alone or in
combination with other
available information) that

informécie (bez ohl'adu na nosi¢
a bez ohladu na to, ¢i su
samostatne alebo v kombinécii s

identifies or relates to an inymi dostupnymi
identified or identifiable informéaciami), ktoré
natural person. Key coded or identifikuju identifikovanu

otherwise pseudonymized alebo identifikovatelnt fyzickd
data are considered Personal osobu alebo sa k nej vztahuju.
Data even if the holder of Udaje  zakédované  klacom
those data does not have alebo inak pseudonymizované
access to the key that links the udaje sa povazuju za osobné
data to the identity of an udaje, aj ked’ drzitel' tychto
individual. Personal data udajov nema pristup ku klacu,
collected in association with ktory spaja Udaje s identitou
the Study will include Pfizer fyzickej osoby. Osobné udaje
Representative Personal Data zhromazdené v stvislosti s
(as referenced in Section 12.2) klinickym  skiSanim  budua
as well as Personal Data zahfnat’ osobné tidaje zastupcov
relating to the Principal spolocnosti  Pfizer (ako sa
Investigator sub- uvadza v cCasti 12.2), ako aj
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investigators, research staff,
third parties, and Study
Subjects.

6.1.2 Controllership and

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

osobné (daje tykajuce sa
hlavného skusajuceho,
spoluskusajucich, vyskumnych
pracovnikov, tretich stran a
ucastnikov klinického sktsania.

6.1.2 Kontrola a dodrziavanie

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

zdrojovych  dokumentoch a

zdravotnych zdznamoch
spracuvanych na ucely
poskytovania zdravotnych

sluzieb alebo zdravotnej
starostlivosti o  ucastnikov
klinického skusania (b) udajoch
Klinického sktsania pred ich
poskytnutim spoloc¢nosti Pfizer
v sulade s castou 11.1.
Spolo¢nost’ Pfizer je nezavislym
prevadzkovatelom  vSetkych
osobnych Gdajov obsiahnutych
v udajoch klinického skusania a
biologickych vzorkéach, ktoré
inStitacia alebo hlavny
skasajuci predlozili spolo¢nosti
Pfizer alebo ktoré spolocnost
Pfizer inak vytvorila. Institicia
a Pfizer budu dodrziavat’ platné
pravne predpisy o ochrane
Gdajov, okrem iného vratane
zavedenia supisu a vhodného
bezpecnostného programu,
vymenovania zodpovednej
osoby pre ochranu udajov a
uzavretia dohéd o spracovani
udajov so sprostredkovatel'mi,



will be responsible for any
noncompliance of its own
tasks as data controller,
including any noncompliance
by a processor which it has
engaged including the
Principal Investigator’s
processing on behalf of the
Institution.

6.1.3 Cooperation. Institution and

Pfizer will cooperate and
assist each other with
respect to any data
protection impact
assessments and/or
regulatory consultations
that may be required with
respect to data
processing carried out
within the framework of
performing the
Agreement.  Institution
will immediately notify
Pfizer of (i) any notices it
receives from a data
protection authority that
relate to the Study; and
(ii) any security incident
related to Personal Data
maintained by Institution
under the Agreement.
Where a notice or
incident referred to in
6.1.3 (i) or (ii) relates to
Personal Data that is the
subject of Institution’s
obligations as data
controller, the
notification will contain
sufficient information for
Pfizer to provide

feedback, solely as an
interested party and not

6.1.3

ktorych vymenuju. InsStitucia a
Pfizer budlu zodpovedni za
akékol'vek nedodrzanie svojich
uloh ako  prevadzkovatela
udajov vratane akéhokol'vek
nedodrzania Z0 strany
sprostredkovatel’a, ktorého
poverili, vratane spracovania
hlavnym skSajucim v mene
institucie.

Spolupraca.

Institicia a Pfizer budu
navzdjom spolupracovat a
pomahat si  pri  vSetkych
posudeniach  vplyvu na
ochranu Gdajov  alalebo
konzultaciach s regula¢nymi
organmi, ktor¢ sa mozu
vyzadovat v suvislosti so
spracovanim Gdajov
vykonavanym v ramci plnenia
tejto zmluvy. Institucia
bezodkladne oznémi
spolo¢nosti Pfizer (i) vSetky
ozndmenia, ktoré dostane od
Uradu na ochranu osobnych
Udajov a ktoré sa tykaju
klinického skuasania, a (ii)
vSetky bezpecnostné incidenty
tykajace sa osobnych Udajov
uchovavanych inStituciou
podla  zmluvy. Ak sa
ozndmenie alebo incident
uvedeny v bode 6.1.3 (i) alebo
(ii) tyka osobnych uadajov,
ktoré st predmetom povinnosti
institicie ako prevadzkovatela
Udajov, ozndmenie  bude
obsahovat’ dostatocné
informacie, aby spoloc¢nost’
Pfizer mohla  poskytnut
institucii spatnu vazbu, a to
vyluéne ako =zainteresovana
nie ako pravne alebo
¢ poradenstvo.
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Institution, as the
independent data
controller of the Personal
Data, will determine if
the security incident will
be considered a data
security  breach and
conduct all required
notifications as well as
perform all necessary
actions to remediate the
security incident at its
own expense.

6.1.4 Rights of Data Subijects

Participating in the Study.
Institution agrees that, as
between itself and Pfizer,
Institution is best able to
manage data protection
requests  from Study
Subjects and will respond,
or ensure the Principal
Investigator responds, to
Study Subjects’ requests in
accordance with applicable
law. Institution will
promptly notify Pfizer at
Research_dataprivacy@pfi
zer.com of any withdrawal
of any consent to data
processing provided by the
Study Subject.

6.1.5 Personal Data of Institution

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

6.1.6 Cross-Border Data Transfers.

Institution and Principal
Investigator will only transfer

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

6.1.4 Prava dotknutych 0s6b

zucCastiujucich sa klinického
sku$ania.

Institucia suhlasi s tym, ze v
porovnani so  spoloc¢nost'ou
Pfizer ma lepSiu schopnost
vybavovat  ziadosti o ochranu
udajov od ucastnikov
klinického skusania a bude
reagovat’ na ziadosti ucastnikov
klinického skusania v sulade s
platnymi pravnymi predpismi.
Institicia bude bezodkladne
informovat’ spolo¢nost’ Pfizer
na adrese
Research_dataprivacy@pfizer.c
om o akomkol'vek odvolani
sthlasu so spracovanim Udajov
ucastnikom klinického
skusania.

6.1.5 Osobné (daje zamestnancov

inStitucie.

InStitucia potvrdzuje, Ze dostala
oznamenie spolo¢nosti Pfizer o
ochrane  osobnych  (dajov
skusajacich a personalu
klinického sktsania — Eurdpska
Unia, Eurdpsky hospodéarsky
priestor a Svajéiarsko.

6.1.6 Cezhrani¢né prenosy osobnych

udajov.
InStitcia a hlavny skusSajuci
budd prenasat’ osobné udaje




6.2

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

Financial Disclosure. Where the
Study is deemed by Pfizer to be
a “covered study” for the
purpose of the United States
Food and Drug Administration
regulation entitled “Financial
Disclosure by Clinical
Investigators” (the “FDA
Regulation”), Institution will
ensure that any sub-investigator
engaged in the Study who is an
Institution employee or
contractor agrees to disclose to
Pfizer all relevant financial and
other information (including
details of equity interests in
Pfizer or any of its affiliates)
relating to the sub-investigators
(and, where relevant, spouse
and dependants of sub-
mvestigator) as required by
Pfizer to comply with the FDA
Regulation.

6.2

mimo Europskej unie,
Europskeho  hospodarskeho
priestoru alebo Svajéiarska
vyhradne v sulade s pokynmi
tykajacimi sa  klinického
skiisania uvedenymi %
dokumentoch od spolo¢nosti
Pfizer. Institicia a spolo¢nost’
Pfizer uzavreli Standardné
zmluvné dolozky EU, ktoré su
pripojené k tejto zmluve ako
priloha E.

Finan¢né priznanie. V pripade,
ked’ spolo¢nost’ Pfizer usudi, ze
klinické skasanie ,,bude
podliehat™ nariadeniu
SFinancné priznanie
skusajiicich®, ktoré vydal Urad
pre potraviny a lieky USA
(d’alej ,,nariadenie FDA”),
mstiticia zabezpedi, ze vsetel
spoluskiisajici zapojeni do
tohto klinického skusania, ktori
su zamestnancami alebo
zmluvnymi dodavatel'mi
mstiticie, spristupnia
spolo¢nosti Pfizer vsetky
relevantné finan¢né a iné
informacie (vratane podielov na
vlastnom imani spolo¢nosti
Pfizer alebo ktorejkol'vek z jej
pridruzenych spolo¢nosti), ktoré
sa viazu k hlavnému
skisajicemu alebo
spoluskisajicim, podl'a daného
pripadu (a tam, kde je to
nalezité, aj k
manzelovi/manzelke a zavislym
osobam hlavného skusajiceho
alebo spoluskusajiceho), ako to




7. Informed Consent and Subject

Recruitment.

7.1

7.2

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

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

8. Investigational Drug. Pfizer will

arrange for Institution to receive, at no
charge, sufficient quantities of the

Pfizer product that is being studied

nariadeniami FDA.

7. Informovany suhlas a nabor ucastnikov.

7.1

Informovany suhlas. Institicia
bude spolupracovat’ s hlavnym
skusajucim, aby sa zabezpecilo,
ze od kazdého ucastnika
klinického skusania bol ziskany
pisomny informovany suhlas

s uCast’ou v klinickom sktsani,
a ze podpisany original tohto
sthlasu bude uchovany v
zaznamoch ucastnika klinického
skusania. Spolo¢nost’ Pfizer
poskytne vzor dokumentu
informovaného sthlasu pre
klinické skusanie. Institucia a
hlavny skuSajici nesmi menit’
tento dokument bez
predchadzajuceho pisomného
suhlasu spolo¢nosti Pfizer (to sa
tyka aj pripadnych revizii v
priebehu klinického skuSania).
Takyto suhlas je potrebné ziskat’
pred pouZitim revidovaného
dokumentu informovaného
sthlasu v klinickom skusani.

Nébor tcastnikov. Institucia
bude spolupracovat s hlavnym
skuSajticim, ktory zabezpedi,
spolo¢nosti Pfizer moznost’
kontroly a odsuhlasenia
podkladov ucastnikov sktiSania,
pred tym ako budu pouzité.
Tato poziadavka sa vzt'ahuje na
vSetky takéto materidly bez
ohl'adu na nosic.

8. Skusany liek. Spolo¢nost’ Pfizer
poskytne institacii bezplatne dostatocné
mnozstvo lieku spolo¢nosti Pfizer,

ktory sa skuma (d’alej ,.liek spolo¢nosti



Unless otherwise indicated in
Attachment A (Study Budget and
Payment Terms), Pfizer will also
arrange for Institution to receive at no
charge, or will cover the costs of, any
other Protocol-required drugs (e.g.,
placebo, comparator drug, concomitant
drug). Any other Protocol-required
drug that Pfizer provides or covers the
cost of is, together with the Pfizer
Drug, considered “Investigational
Drug”.

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

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

klinického sktSania. Pokial nie je
uvedené v prilohe A (Rozpocet
klinického sktiSania a platobné
podmienky) inak, spolo¢nost’ Pfizer
tiez zariadi, aby inStiticia/ dostala
bezplatne akékol'vek d’alsie lieky
pozadované na zaklade protokolu (napr.
placebo, porovnavaci liek, sibezny
liek), alebo uhradi naklady naich
obstaranie. Akykol'vek iny liek
pozadovany na zaklade protokolu,
ktory spolo¢nost’ Pfizer alebo
spolo¢nost’ Pfizer poskytne, alebo v
pripade ktorého uhradi néklady na
zabezpecenie, sa spolu s lickom
spolo¢nosti Pfizer povazuje za
»skusany liek”.

8.1  Uchovavanie a vydavanie.
Institacia zabezpeci alebo bude
spolupracovat’ s hlavnym
skusajiicim, aby tento
zabezpecil vhodnt kontrolu
stavu zasob skusaného lieku a
nepoda ani nevyda ho nikomu,
kto nie je uCastnikom
klinického skuSania, ani
neumozni pristup k lieku
nikomu inému okrem personalu
klinického sktiSania.

8.2  Pouzivanie. Institlicia zabezpeci
alebo bude spolupracovat’ s
hlavnym skasajicim, aby tento
zabezpecil, Ze skasany liek sa
pouzije len v sulade s
protokolom. Akékol'vek iné
pouzitie skusaného lieku
instituciou alebo zamestnancom
¢1 zmluvnym dodévatel'om,
ktory je zamestnancom
inStitacie, predstavuje zavazné
porusenie tejto zmluvy.




10.

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

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

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

10.1  Definition. Except as specified
in Section 10.2, Exclusions,
below, “Confidential

10.

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
spoloc¢nosti Pfizer.

Vybavenie a materialy. Spolo¢nost’
Pfizer moze poskytnut’ alebo moze
prostrednictvom dodavatel’a
poskytovat urCité vybavenie (dalej
,,vybavenie”) alebo materialy
duSevného vlastnictva na pouzitie
institaciou pocas vykonavania tohto
klinického skusania. K takymto
materidlom duSevného vlastnictva patri
pocitacovy softvér, metodiky, stupnice
hodnotenia a iné nastroje, ktoré su
vlastnictvom spoloc¢nosti Pfizer alebo
na ktoré vlastni spoloc¢nost’ Pfizer
licenciu na pouzivanie (spolo¢ne
,materialy”). Vybavenie alebo
materidly poskytnuté na pouzitie poc¢as
vykonéavania klinického skuSania a
akékol'vek s nimi stivisiace poziadavky
st uvedené v prilohe C, Vybavenie a
materialy, ktora je do tejto zmluvy
zahrnuta formou odkazu.

Doverné informacie. Pocas celého
trvania klinického skuSania moze
inStitacia obdrzat, vytvorit’ alebo mat
pristup k informéaciam, ktore su
doverné pre spolocnost’ Pfizer alebo
sesterskl organizaciu spolo¢nosti
Pfizer.

10.1 Definicia. Okrem ustanoveni
uvedenych nizsie v Casti 10.2,
Vynimky, k ,,dévernym



oo

the Protocol,

the Investigator
Brochure,

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

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

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

any other information
related to the Study, the
Pfizer Drug, or Pfizer, or
Pfizer affiliate
technology, research, or
business plans that
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

oo

protokol,

prirucka pre
skusajuceho,

Udaje klinického
sktsania (definované
niz§ie v asti 11, Udaje
klinického skuSania,
biologické vzorky a
zaznamy Klinického
sktiSania),

Udaje z analyz
biologickych vzoriek
(definované nizsie v
casti 11, Udaje
klinického skusSania,
biologické vzorky a
zaznamy klinického
sktiSania),

priloha A (Rozpocet
klinického sktiSania a
platobné podmienky) k
tejto zmluve a

vSetky d’alSie informacie
stvisiace s klinickym
skusSanim, lickom
spolo¢nosti Pfizer alebo
s technoldgiou,
vyskumom, obchodnym
planom spolocnosti
Pfizer alebo pobocky
spolo¢nosti Pfizer, ktoré
spolo¢nost’ Pfizer alebo
jej pobocka poskytne
hlavnému skasajucemu
alebo institlicii pisomne
alebo v inej hmotnej
podobe a oznaci ako
DOVERNE, alebo ktoré
najprv oznami dstne a
neskér zhrnie a potvrdi
pisomne ako
DOVERNE do 30 dni
od datumu ustneho
oznamenia. Typ




considered Confidential
Information even if not
later confirmed in
writing if the
confidential nature of
the disclosure is
reasonably apparent to
the other party.

10.2 Exclusions. Confidential
Information does not include
information that:

a. Is in the public domain
at the time of disclosure

or during the term of this

confidentiality
obligation by means

other than breach of this

Agreement by
Institution,

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

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

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

10.3 Obligations of Confidentiality.

10.2

10.3

tejto Casti 10.1.1, ktoré
st poskytnuté Ustne,
budu tie povazované za
doéverné informécie, a to
aj v pripade ak nebudd
neskor potvrdené
pisomne, ak je ich
dbverny charakter
druhej zmluvnej strane
dostato¢ne zrejmy.

Vynimky. Medzi déverné
informécie nepatria informécie,
ktoré:

a. sl verejne dostupné v
Case ich spristupnenia
alebo v priebehu tohto
zavazku zachovania
dovernosti, ale nestali sa
verejne zname
porusenim tejto zmluvy
nStiticiou,

b. st inStitacii zname uz v
Case ich spristupnenia a
nevzt'ahuje sa na ne
ziaden zavizok
zachovania dévernosti,

C. institucia ich ziskala bez
akychkol'vek zavazkov
zachovania dovernosti
od tretej strany, ktora ma
zakonné pravo ich
poskytovat’, alebo

d. ktoré nezévisle vytvoria
osoby v ramci in§titucie,
ktoré nemaju pristup k
dévernym informéaciam,
ako je zdokumentované
pisomnymi zaznamami.

Povinnost’ zachovania




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

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

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

poskytnutia pisomného suhlasu
spolo¢nostou Pfizer nesmie
inStitacia pouzivat doverné
informdcie na ziaden iny ucel,
ako na ucel schvaleny touto
zmluvou, a nesmie doverné
informacie poskytnut’ tretej
strane s vynimkou pripadov,
ktoré povol'uje tato zmluva
alebo ktoré vyzaduja pravne
predpisy.

Spolocnost’ Pfizer osobitne
povol'uje zverejnenie
redigovanej verzie tejto zmluvy
prisne v sulade s ustanoveniami
Casti 15.2)

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

C. Povolené spésoby
pouzitia udajov
klinického sktiSania a
Udajov z analyz
biologickych vzoriek su
uvedené v Casti 15
(Publikacie) a pouZitia
osobnych udajov v Casti
6 (Ochrana Gdajov a
poskytnutie finan¢nych
Gdajov Uradu FDA)
a12.2 (Osobné udaje
zastupcov spolo¢nosti




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

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

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

10.5 Term of Confidentiality.

Institution and Principal
Investigator will hold all
Confidential Information in
confidence during the course of
the Study. Study Data, and
Biological Sample Analysis Data
(as defined in Section 11, Study
Data, Biological Samples, and
Study Records), these obligations
of nonuse and nondisclosure
survive Study completion or
termination of this Agreement and
continue for a period of five years
after Study completion or

10.5

zaklade poziadaviek pravnych
predpisov. Ak pravne predpisy
vyzaduju poskytnutie
dévernych informéacii
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
spolo¢nost’ Pfizer s ¢o
najvacsim predstihom
pred poskytnutim
informacii tak, aby
spolo¢nost’ Pfizer mohla
podniknut’ pravne kroky
na ochranu svojich
dévernych informécii,

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

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

Podmienky zachovania

dovernosti. Institacia a hlavny
sktsajuci buda pocas klinického
skasania zachovévat’
mlc¢anlivost’ o vSetkych
dévernych informéaciach. Tieto
povinnosti nepouZzivania a
neposkytovania dovernych
informacii, udajov klinického
skuSania a udajov z analyz
biologickych vzoriek (ako je
definované v ¢asti 11, Udaje
klinického skusania, biologické
vzorky a zaznamy klinického
skusania) trvaju aj po dokonceni




10.6

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

Return of Confidential
Information. If requested by
Pfizer in writing, Institution will
return all Confidential
Information 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 Pfizer,
on request, to help ensure return
of Confidential Information in
the possession or control of
Principal Investigator, except
for that required to be retained
by an investigator and an
archival copy for determining
the scope of Principal
Investigator’s obligations under
the agreement between
Principal Investigator.

10.6

klinického sktiSania alebo
ukonceni tejto zmluvy po dobu
piatich rokov po skonceni alebo
po dokonceni klinického
skusania.Zavazok zachovania
dévernosti osobnych udajov,
udajov klinického skusania a
Udajov z analyz biologickych
vzoriek trva dovtedy, kym
institacia tieto informacie
uchovava, s vynimkou
povolenych spdsobov pouzitia a
zverejnenia informacii
uvedenymi v Casti 15
(Publikacie) tejto zmluvy.

Vrétenie dévernych informacii.
Ak spoloc¢nost’ Pfizer poziada o
vratenie dévernych informécii,
inStitacia vrati vSetky doverné
informacie, ktoré sa v jej
vlastnictve alebo pod jej
kontrolou, s vynimkou
informaécii, ktorych

uchovanie na pracovisku
klinického skuSania vyzaduje
platny predpis. Institicia si vSak
mdze ponechat’ jednu kopiu
dévernych informécii na
archivaciu, aby mohla urcit
rozsah povinnosti vyplyvajucich
z tejto zmluvy. Institucia d’alej
stihlasi, ze bude na poZiadanie
spolupracovat’ so spolo¢nostou
Pfizer, aby pomohla zabezpecit
vratenie dévernych informacii,
ktoré su vo vlastnictve alebo
pod kontrolou hlavného
skasajuceho, okrem tych, ktoré
skuSajici musi uchovat’, ako aj
archivnej kdpie na stanovenie
rozsahu povinnosti hlavného
skuSajiceho v.ramei zmlu




Udaje klinického skugania, biologické
vzorky a zdznamy klinického skii$ania

11. Study Data, Biological Samples, and 11.
Study Records

11.1  Study Data. During the course 11.1  Udaje klinického sku$ania.

of the Study, Principal
Investigator has agreed to
collect certain data, and submit
it to 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 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 results of
the Study (see Section
15, Publications), Pfizer

is the exclusive owner of

Hlavny skusajuci stuhlasi, ze
pocas klinického skusania
zhromazdi urcité udaje, ako s
Specifikované v protokole, a
predlozi ich spolo¢nosti Pfizer
alebo zastupcovi spolo¢nosti
Pfizer (d’alej ,,udaje klinického
skisania”). K idajom
klinického sktiSania mézu patrit’
osobné udaje tcastnikov
klinického sktiSania. Hlavny
skusajuci zabezpedi presné a
vCasné zhromazd’ovanie,
zaznamenavanie a predkladanie
udajov klinického skusania
vratane dodrziavania ¢asového
harmonogramu zadavania
Udajov stanoveného v
dokumente Poziadavky na
vyplnenie za&znamovych
formularov ucastnika klinického
skusania alebo v inom
dokumente, ktory poskytne
hlavnému skasajicemu
spolo¢nost’ Pfizer. Institacia
bude spolupracovat’ s hlavnym
skuSajicim, ak to bude potrebné
a podl'a potreby, pri
zabezpeceni dodrziavania
povinnosti hlavného
skuSajtceho.

a. Vlastnictvo udajov
klinického skusania. S
vynimkou prava
hlavného skusajuceho
pouzivat’ udaje

klinického skuSania na

publikovanie vysledkov
klinického skusSania




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

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

vlastnikom vsetkych
Udajov Klinického
sktiSania je spolo¢nost’
Pfizer.

Lekéarske zaznamy.
Lekéarske zaznamy
ucastnikov klinického
skuSania, ktoré nebudu
predlozené spolo¢nosti
Pfizer, mo6zu obsahovat’
niektoré informacie,
ktoré su rovnakeé ako
informécie zahrnuté v
Gdajoch klinického
skusania. Spolo¢nost’
Pfizer si vSak napriek
tomu nerobi ziadny
narok na vlastnictvo
tychto dokumentov ani
informacii, ktoré
obsahuju.

Kontrola Gdajov zo
strany spolo¢nosti
Pfizer. Spolo¢nost’
Pfizer bude priebezne
kontrolovat’ prijaté udaje
klinického skusania.
Spolocnost’ Pfizer bude
dodrZiavat’ prislusné
pravne predpisy
vyzadujuce, aby
zucCastnenych
skuSajtcich oboznamila
s novymi informéciami
o bezpecnosti lieku
spolocnosti Pfizer (v
stlade s definiciou v
Casti 8 tejto zmluvy).
Spolo¢nost’ Pfizer sa
d’alej zavézuje, Ze
bezodkladne oznami
hlavnému skasajicemu
vsetky d’alSie nové




Principal Investigator
has agreed to share
information received
from Pfizer under this
provision with
Institution.

Study Results. After
analysis of Study Data

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

spolo¢nost’ Pfizer
dozvie, a ktoré by mohli
ovplyvnit’ bezpecnost’
ucastnikov klinického
sktsania alebo
vykondvanie Kklinického
sktsania. Hlavny
skusajuci suhlasi, ze
bude zdiel'at’ s
inStituciou informacie,
ktoré dostal od
spolo¢nosti Pfizer, v
stlade s tymto
ustanovenim.

Vysledky klinického
skusania. Po dokonceni
analyzy Udajov
klinického skusania zo
vSetkych centier
spolo¢nost’ Pfizer
poskytne hlavnému
skasajucemu suhrn
celkovych vysledkov
klinického skasania a
hlavny skuSajtci suhlasi
s tym, Ze bude tento
sthrn zdiel'at’ s
inStitaciou. Ak by
vysledky mohli
ovplyvnit’ bezpec¢nost’
ucastnikov klinického
skuSania, spolo¢nost’
Pfizer po konzultacii so
SUKL/NEK, ak to bude
pouzitelné, v spolupréci
s hlavnym skuSajicim
alebo institiiciou
zabezpeci, aby hlavny
sktSajuci alebo
intitucia tieto vysledky
primerane oznamili
ucastnikom klinického
skusania do dvoch rokov
po ukonceni klinického




11.2

Biological Samples. If so 11.2
specified in the Protocol and the
informed consent document,
Principal Investigator may
collect and provide to Pfizer or
their designee biological
samples obtained from Study
Subjects (e.g., blood, urine,
tissue, saliva, etc) for testing
that is not directly related to
Study Subject care or safety
monitoring, such as
pharmacokinetic,
pharmacogenomic, or
biomarker testing (“Biological
Samples”). Biological Samples
may include Personal Data of
Study Subjects.

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

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

Biologické vzorky. Ak je to
uvedené v protokole a v
dokumente informovaného
suhlasu, moze hlavny skusajici
odoberat’ a poskytovat’
spolo¢nosti Pfizer alebo nimi
menovanému zastupcovi
biologické vzorky (napr. krv,
mo¢, tkanivo, sliny atd’.)
ziskané od Ucastnika klinického
sktisania na testy, ktoré priamo
nesuvisia so starostlivost'ou o
ucastnikov alebo sledovanim
bezpecnosti, ako st
farmakokinetické,
farmakogenomické testy alebo
testovanie inych biomarkerov
(d’alej ,,biologické vzorky™).
Biologické vzorky mézu
obsahovat’ osobné tidaje
ucastnikov klinického skusania.

a. Pouzivanie. Institicia
nebude pouZivat’
biologické vzorky
ziskané v salade s
protokolom Ziadnym
inym sp6sobom ani na
ziadny iny ucel, nez je
popisany v protokole.
Spolocnost’ Pfizer
pouzije biologické
vzorky iba sposobmi
povolenymi v
dokumente
informovaného sahlasu,
na zéklade ktorého boli
ziskané.

b. Udaje z analyzy.

Spolocnost’ Pfizer alebo
0soby menované
spolo¢nost’ou Pfizer
budu analyzovat’




11.3

the Protocol, Pfizer does
not plan to provide the
results of these tests
(“Biological Sample
Analysis Data”) to the
Principal Investigator,
Institution, or Study
Subject. If Pfizer does
provide Biological
Sample Analysis Data to
the Principal
Investigator, that data
will be subject to the
provisions of

Section 11.1 (Study
Data) of this Agreement.

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

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 Study
completion or termination of the
Study. Institution agrees to
contact Pfizer at

11.3

spbsobom popisanym v
protokole. Pokial’ nie je
v protokole uvedené
inak,spolo¢nost’ Pfizer
nema v plane poskytnat’
vysledky tychto testov
(dalej ,,udaje z analyzy
biologickych vzoriek™)
hlavnému skasajicemu,
institicii, ani
ucastnikom klinického
skuSania. Ak spolo¢nost’
Pfizer poskytne udaje z
analyzy biologickych
vzoriek hlavnému
skusajucemu, budu sa na
tieto udaje vztahovat
podmienky povoleného
pouzitia uvedené v Casti
11.1 (Udaje Kklinického
sktSania) tejto zmluvy.

C. Vlastnictvo. Spolo¢nost’
Pfizer je vyhradnym
vlastnikom vSetkych
biologickych vzoriek a
Gdajov z analyzy
biologickych vzoriek.

Zéaznamy klinického skusania.
Institucia bude v mene hlavného
skt§ajuceho a vo svojom
vlastnom mene uchovavat’
zaznamy kazdého ucastnika
klinického skuiSania, ktoré
obsahuju kopie vsetkych udajov
klinického sktiSania hlavného
skusajuceho, ako aj relevantné
zdrojové dokumenty (spolu
,Zzaznamy klinického
skisania”), za takych
podmienok uchovéavania, ktoré
zabezpecuju stabilitu a ochranu
udajov. po dobu 15 rokov po
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Records and further agrees to
permit Pfizer to ensure that the
Study Records are retained for a
longer period, if necessary, at
Pfizer’s expense, under an
arrangement that protects the
confidentiality of the records
(e.g., secure off-site storage).

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

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

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

11.4

suhlasi s tym, ze pred zni¢enim
akychkol'vek zaznamov bude

zaistit’ na naklady spolo¢nosti
Pfizer uchovanie zaznamov po
dlhsiu dobu, pricom musia byt’
podniknuté také opatrenia, ktoré
budu chranit’ dovernt povahu
zédznamov (napr. zabezpecené
uchovanie mimo pracoviska
sktiSania).

Elektronicka dokumentécia na
pracovisku skusajuceho.
Spolo¢nost’ Pfizer moze
poziadat’ inStituciu, aby na
vedenie dokumentacie na
pracovisku skusajuceho v
institacii, ktord obsahuje
zaznamy klinického skusania,
pouzivala elektronické rieSenie
urcéené spoloc¢nost’ou Pfizer,
alebo moZze schvalit’ pouzivanie
elektronického rieSenia na
vedenie dokumentécie na
pracovisku, ktoré poskytla
inStitacia (d’alej spolo¢ne len
Lriesenie e-ISF*).

Pouzitie. Ak spolocnost’ Pfizer
poziada alebo schvali
pouzivanie rieSenia e-ISF,
institacia bude sthlasit’ s
pouZzivanim a zabezpeci, aby
hlavny skt$ajuci a personal
klinického skusania pouzivali
rieSenie e-ISF na vedenie
dokumentécie na pracovisku
sktiSajuceho v institucii.

Oficialna dokumentacia na




Monitoring, Inspections, and Audits

12.1 Monitoring. Pfizer, or an external service

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

oficialnou dokumentaciou na
pracovisku skuSajiiceho a
urcujucim zdrojom zakladnych
dokumentov pre klinické
sktiSanie v institicii bude
elektronicka dokumentéacia na
pracovisku skuSajuceho, ktoru
institucia a hlavny skusajaci
vedu prostrednictvom riesSenia e-
ISF.

12. Monitorovanie, inSpekcie a audity

12.1

Monitorovanie. Spolo¢nost’
Pfizer alebo externy
poskytovatel’ sluzieb konajtci v
jej mene, planuje monitorovat’
vykonavanie klinického
sktisania. Na zaklade
primeraného oznamenia a v
beznej pracovnej dobe institlicia
umozni zastupcom spolocnosti
Pfizer vstup do priestorov
klinického skus§ania, k
zariadeniam, pristup k
zaznamom klinického skusania,
k spolusku$ajiacim a personalu
skuSania podl'a potreby na
monitorovanie vykonavania
klinického skasania. Na ziadost’
spolo¢nosti Pfizer inStitacia
umozni vzdialeny elektronicky
pristup k zaznamom klinického
skuSania, ak je to mozZné a
povolené podla platnych
pravnych predpisov. Spolo¢nost’
Pfizer bezodkladne oznami
hlavnému skasajucemu
akékol'vek zistené vysledky
monitorovania, ktoré by mohli
ovplyvnit’ bezpecnost’
ucastnikov alebo vykonavanie
klinického skasania. Hlavny




12.2 Pfizer Representative 12.2

Personal Data. If in the support

of a clinical trial, Pfizer

representatives are required to

submit to Institution Personal

Data, including but not limited

to, name, address, phone

number, government identifier,

or birthdate (“Pfizer

Representative Personal

Data”), Institution will:

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

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

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

d.

d. take appropriate
measures to protect
against any unauthorized
use or disclosure of
Pfizer Representative

inStiticiou a moze informovat’
ucastnikov klinického skiiSania
o takychto zisteniach, ak je to
vhodné.

Osobné Udaje zastupcov
spoloénosti Pfizer. AK pre
potreby klinického skusania sa
od zéstupcov spolocnosti Pfizer
vyzaduje poskytnut’ institacii
osobn¢ udaje vratane, nie vSak
vyluéne, mena, adresy,
telefonneho Cisla, rodného cisla
alebo datumu narodenia (d’alej
,,050bné Udaje zastupcov
spolo¢nosti Pfizer), institucia:

bude chranit’ dovernost’
osobnych udajov zastupcov
spolo¢nosti Pfizer
prostrednictvom rovnakych
alebo podobnych standardov,
ktoré institucia uplatiiuje pri
svojich vlastnych
zamestnancoch;

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

zmluvne ulozi podobné zavazky
tykajuce sa dévernosti a
bezpecnosti kazdému
zmluvnému dodavatel'ovi
sluzieb, ktorému institacia
moze poskytovat osobné udaje
zastupcov spolocnosti Pfizer;

prijme primerané opatrenia na
ochranu pred neopravnenym
pouZzivanim alebo
zverejiiovanim osobnych udajov
zastupcov spolocnosti Pfizer a
bezodkladne oznami




12.3

Personal Data and will
promptly notify Pfizer of
any breach of this
provision.

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

a. Notification. Institution
will notify Pfizer, or
confirm that Principal
Investigator has done so,
as soon as reasonably
possible if the site is
inspected or if
Institution learns that it
Is scheduled to be
inspected by a
regulatory authority in
relation to the Study.

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

investigation, or

spoloc¢nosti Pfizer kazdé
porusenie tohto ustanovenia.

InSpekcie a audity. Institucia
berie na vedomie, Ze klinické
sktSanie podlieha inSpekcii
regulacnych organov na celom
svete, vratane amerického Uradu
FDA, a ze sa takéto inSpekcie
mozu vykonat aj po skonceni
klinického skusania a ich
sucast’ou moze byt audit
zaznamov klinického skusania.
Spoloc¢nost’ Pfizer méze tiez
vykonat’ audit zdznamov
klinického sktiSania pocas
klinického skusania alebo po
ukonceni klinického skuSania v
rdmci monitorovania
vykonavania klinického
skusania.

a. Oznémenia. Institacia ¢o
najskér oznami
spolo¢nosti Pfizeralebo
potvrdi, ze hlavny
skt§ajuci ozndmil, Ze na
pracovisku skuSania
prebieha inSpekcia,
alebo ak instittcia zisti,
7e je planovana jej
inSpekcia regulacnym
orgadnom v savislosti s
tymto klinickym
skasanim.

b. Pravo na pritomnost’. Ak
to nezakazuje zakon,
spolo¢nost’ Pfizer bude
mat’ pravo na
pritomnost’ alebo tcast’

svojich zastupcov pri

takejto inSpekcii, audite




regulatory action.

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

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.

Inspection Findings and
Responses. Institution
will promptly forward to
Pfizer, or confirm that
Principal Investigator
has done so, copies of
any inspection findings
that Institution receives
from a regulatory
authority in relation to
the Study. Institution
will also cooperate with

vySetrovani alebo
regulacnom zésahu.

Spolupréaca. Institucia
bude spolupracovat’ s
regulaénym organom a
zéastupcami spolo¢nosti
Pfizer a hlavnym
sktSajucim v pripade
akychkol'vek takychto
inSpekcii a auditov.
Institucia bude tiez
spolupracovat’ s
hlavnym skasajacim pri
zabezpeceni, ze
zaznamy klinického
skusania st uchované
spbsobom, ktory takéto
¢innosti umoznuje.

VyrieSenie
nezrovnalosti. Institacia
bude spolupracovat’ s
hlavnym skasajacim pri
urychlenom vyrieSeni
akychkol'vek
nezrovnalosti zistenych
medzi tdajmi klinického
skuSania a zdravotnymi
zdaznamami ucastnika
klinického skusSania.

Naélezy inSpekcie a
odpovede. Institacia
bezodkladne odovzda
alebo potvrdi, Ze hlavny
skuSajtci odovzdal,
spolocnosti Pfizer kopie
vsetkych nalezov
inSpekcie, ktoré
inStitacia obdrzi od
regulacného organu v
stvislosti s klinickym
skaSanim. InStiticia
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Investigator forwards
any inspection findings
that Principal
Investigator alone
receives in relation to
the Study. Whenever
feasible and permitted
by law, Institution will
provide Pfizer with an
opportunity to
prospectively review
and comment on any
Institution responses to
regulatory authority
inspections in regard to
the Study.

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

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

13.

spolo¢nost’ou Pfizer, aby
pomohla zabezpecit', ze
hlavny sktsajuci posle
akékol'vek zistenia
inSpekcie, ktoré dostal
len hlavny skusajuci, a
ktoré sa tykaju tohto
klinického skusania.
Vzdy ked’ to bude
mozné a povolené
zakonom, inStiticia
umozni spolo¢nosti
Pfizer prilezitost’
skontrolovat’ a
pripomienkovat’
akékol'vek odpovede
inStitacie na inSpekcie
regulacného organu v
suvislosti s klinickym
sktSanim.

Opravné prostriedky v pripade poruseni
niektorych povinnosti v ramci
klinického skusania. V pripade, Ze
inStitacia nedodrZzi niektoru zo svojich
povinnosti uvedenych v ¢astiach 3
(Protokol), 6 (Ochrana osobnych
Udajov), 7 (Informovany suhlas a nabor
uéastnikov), 11 (Udaje klinického
skuSania, biologické vzorky a zdznamy
klinického sktsania) a 12
(Monitorovanie, inSpekcie a audity)
tejto zmluvy alebo poziadavky
protokolu tykajuce sa hlasenia
neziaducich udalosti, vykonavania
klinického skuSania v sulade s etickymi
principmi a kontroly SUKL/NEK,
alebo hlavny skuSajuci nedodrzi svoje
porovnatel'né povinnosti uvedené v
zmluve medzi spolo¢nost'ou Pfizer a
hlavnym skusajucim, bude platit’
nasledujuce. Spolo¢nost’ Pfizer ma
okrem svojho prava okamzite ukoncit’




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 Pfizer.
Upon return to compliance payments will
resume. Use of either or both of the above
remedies does not preclude Pfizer from
exercising its right to immediately terminate
the Study if Institution and Principal
Investigator do not both become compliant.

14, Inventions
14.1 Notification. If the conduct of
Study results in any invention or
discovery of which Institution is
aware, whether patentable or
not (“Invention”), Institution
will promptly inform Pfizer.

14.2

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

pravo na jeden alebo obidva
nasledujuce alternativne napravné
opatrenia:

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

b. pozastavenie platby institucii a
hlavnému skasajucemu

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

14. Vynalezy

14.1  Oznémenie. Ak je vysledkom
vykonavania klinického
skuSania akykol'vek vynalez
alebo objav, ktorého si je
inStitacia vedoma, ¢i uz je,
alebo nie je patentovatelny
(d’alej ,,vynélez”), bude o fiom
institucia bezodkladne
informovat’ spoloc¢nost’ Pfizer.
14.2  Postupenie. Institacia posthpi
alebo zabezpeci, Ze vSetci
vynélezcovia, ktori s
zamestnancami alebo
zmluvnymi dodavatel'mi
inStitcie, postupia vSetky prava
na takyto vynalez spolo¢nosti
Pfizer bez akéhokol'vek zavizku



14.3

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

15. Publications

151

15.2

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

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

14.3

v tejto zmluve, alebo zaisti, aby
tak urobili.

Pomoc. Institacia poskytne
spoloc¢nosti Pfizer primerana
pomoc pri podavani patentovej
prihlasky vynélezu a konani v
stvislosti s fiou, pricom
vydavky hradi spolo¢nost’
Pfizer.

15. Publikécie

15.1

15.2

Publikacia vysledkov.
Spolocnost’ Pfizer podporuje
uplatiiovanie akademicke;j
slobody a nebude mat’ vyhrady,
ak bude hlavny skusajuci
publikovat’ vysledky klinického
skuiSania na zaklade informacii,
ktoré zhromazdil alebo vytvoril,
bez ohl'adu na to, ¢i su vysledky
priaznivé pre liek spolo¢nosti
Pfizer. Poziadavky spojené s
takymito publikdciami sd
uvedené v Casti 15 (Publikacie)
zmluvy medzi spolo¢nostou
Pfizer a hlavnym skusajucim.

Zverejnenie redigovanej
zmluvy. Pri podpise tejto
zmluvy alebo pred nim
poskytne spolo¢nost’ Pfizer
inStitacii redigovanu verziu
zmluvy v slovencine jedine vo
formate PDF (d’alej len
,,redigovana zmluva“) po tom,
ako odstranila akékol'vek
informacie, ktoré podl'a
od6vodneneho nazoru
spolo¢nosti Pfizer predstavuji
jej obchodné tajomstvo. Do 5
dni od prijatia redigovanej
zmluvy zverejni inStitiicia
redigovani zmluvu




16.

by the Government Office of
the Slovak Republic. Institution
will provide Pfizer with
evidence of publication of the
Redacted Agreement as soon as
Is reasonably practicable. If
Pfizer does not receive evidence
of publication of the Redacted
Agreement within 7 days of
receipt of the Redacted
Agreement by Institution, Pfizer
will be entitled to publish the
Redacted Agreement in the
Contract Registry. The parties
acknowledge that the
Agreement shall enter into force
on the day following the date of
its publication in the Central
Contract Registry and agree that
no contracted Study-related
activities will commence until
both parties are in receipt of
confirmation of such
publication. Any written
amendments to this Agreement
made pursuant to Section 19.6
(Modification) shall be redacted
and published in accordance
with the procedure set out in
this Section 15.2.

Insurance Coverage. Pfizer has 16.

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

Slovenskej republiky. Institacia
poskytne spolo¢nosti Pfizer
dbkaz o zverejneni redigovanej
zmluvy, akonéhle to bude
prakticky uskutoCnitelné. Ak
spolo¢nost’ Pfizer nedostane
dbkaz o zverejneni redigovanej
zmluvy do 7 dni od prijatia
redigovanej zmluvy institiciou,
spolo¢nost’ Pfizer bude
opravnena zverejnit’ redigovanu
zmluvu v registri zmlav.
Zmluvné strany berl na
vedomie, Ze zmluva nadobudne
ucinnost’ diiom nasledujucim po
dni jej zverejnenia

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

s postupom uvedenym v tejto
Casti 15.2.

Poistenie. Spolo¢nost’ Pfizer uzavrela s
poistovacou spolo¢nost’ou zmluvu o
poisteni, ktoré kryje zodpovednost’ za
poskodenie zdravia (vratane smrti),
spOsobené alebo suvisiace s podanim
skuasaného lieku alebo akoukol'vek
klinickou intervenciou alebo
procedurou poskytnutou alebo
vyzadovanou protokolom, ktoru by
ucastnik klinického skuSania nedostal,
keby sa neztcastnil tejto klinického
skusania (d’alej ,,ujmy suvisiace

s klinickym skuSanim”), ako to
vyzaduje § 43 pism. h) zdkona €.



of the insurance certificate is attached
hereto as Attachment B.

16.1 The Principal Investigator will

a.

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

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

a zdravotnickych pomdéckach a o zmene
a doplneni niektorych zakonov. Képia
osvedCenia o poisteni zadavatel’a je
priloZena k tejto zmluve ako priloha B.

16.1 Hlavny skuSajuci

a.

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

spIni povinnosti
vyplyvajlce z § 44 pism.
(o) zakona €. 362/2011
Z.z.0 liekoch

a zdravotnickych
pomdockach a 0 zmene

a doplneni niektorych
zakonov, najmé
poskytne prisluSnym
zdravotnym
poistovniam, ktoré
vykonavaju verejné
zdravotné poistenie
ucastnikov, zoznam
ucastnikov klinického
skusania, ktory obsahuje
meno, priezvisko, rodné
¢islo, datum zaradenia
do klinickej klinického
sktSania a ¢islo
klinického sktsSania, do




16.2

17.

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

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

Assignment and Delegation

17.1 By Institution. Pfizer authorizes

Institution to delegate
Institution duties under this
Agreement to Principal
Investigator as appropriate.
Institution may not otherwise

16.2

17.

upravovat’ tento zoznam
ucastnikov pocas celej
doby trvania klinického
skusania.

C. Hlavny skusajuci posle
prislusnej zdravotne;j
poist'ovni informécie o
vSetkych zdvaznych
neziaducich udalostiach,
zévaznych neziaducich
reakciach a
neocakavanych
zavaznych neziaducich
reakciach, ktoré sa
vyskytnu u ucastnikov
klinického skusania, a to
bezodkladne po tom,
ako o nich hlavného
skusajiiceho informovala
spolo¢nost’ Pfizer, ale
najneskor do troch dni
od dorucenia takéhoto
ozndmenia.

Poistenie institicie. InStiticia
podpisanim tejto zmluvy potvrdzuje, ze
inStitucia, v priestoroch ktorej sa bude
vykondvat’ toto klinické skuSanie, a jej
zamestnanci, ktori budi vykonavat’ toto
klinické skusanie, maju platné a
dostato¢né poistenie zodpovednosti za
Skodu spdsobenl poskytnutim
zdravotnej starostlivosti podla
prislusnych pravnych predpisov.

Postlpenie a delegovanie

17.1

Zo strany institucie. Spolo¢nost’
Pfizer suhlasi, aby institucia
delegovala svoje povinnosti z
tejto zmluvy na hlavného
skusajticeho pokial je to
vhodné. InStitdcia nesmie inak

b



17.2

this Agreement without written
permission from Pfizer. If Pfizer
authorizes delegation or
subcontracting, Institution
remains responsible to Pfizer
for the performance of all
delegated or subcontracted
duties.

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

18. Termination

18.1

Termination Events.

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

17.2

akékol'vek povinnosti z tejto
zmluvy bez pisomného suhlasu
spolo¢nosti Pfizer. Ak
spolo¢nost’ Pfizer povoli
delegovanie alebo
subkontrahovanie, institicia
zostava zodpovedna voci
spolo¢nosti Pfizer za vykon
vSetkych delegovanych alebo
subkontrahovanych povinnosti.

Zo strany spolo¢nosti Pfizer.
Spoloc¢nost’ Pfizer moze volne
delegovat’ a previest’ povinnosti
a prava suvisiace s klinickym
skiS§anim na externého
poskytovatel’a po
predchadzajucom upozorneni
inStitacie a moze vol'ne
delegovat’ alebo previest’ svoje
povinnosti alebo prava tykajlce
sa klinického skuSania
ktorejkol'vek pobocke
spolo¢nosti Pfizer. Ak
spolo¢nost’ Pfizer deleguje
alebo subkontrahuje niektoré zo
svojich povinnosti inému
subdodavatelovi, spolo¢nost’
Pfizer zostava zodpovednou
voci inStitucii za vykondvanie
tychto povinnosti. Na vylucenie
pochybnosti st prava a
povinnosti uvadzané v tejto
Casti len tie, ktoré vyplyvaju z
tejto zmluvy.

18. Ukoncenie platnosti zmluvy

18.1

Udalosti veduce k ukonéeniu

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




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

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

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

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

2 Immediate
Termination of
Study by Pfizer.

Ak klinické sktiSanie
nemozno zacat’ z
dévodu nesuhlasného
stanoviska SUKL/NEK,
tato zmluva straca
platnost’.

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

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

1) Ukoncenie
klinického
vypovedou.
Spolo¢nost’
Pfizer moze
ukoncit’ klinické
skuSanie z
akéhokol'vek
dévodu
pisomnym
oznamenim
in§titacii s
vypovednou
lehotou 30 dni.

(2) Okamzité
ukoncenie
Klinického




terminate the
Study
immediately
upon written
notice to
Institution for
causes that
include failure to
enroll Study
Subjects at a rate
sufficient to
achieve Study
performance
goals; material
unauthorized
deviations from
the Protocol or
reporting
requirements;
circumstances
that in Pfizer’s
opinion pose
risks to the
health or well-
being of Study
Subjects;
regulatory
authority actions
relating to the
Study or the
Investigational
Drug;
termination of
the associated

agreement
between Pfizer
and Principal
Investigator (see
Section 1.3,
Agreement

spolo¢nostou
Pfizer.

Spoloc¢nost’
Pfizer mbze
okamzite
ukonc¢it’ klinické
skusSanie
pisomnym
0znamenim
n§titacii z
dévodov, ktoré
zahfiaju
nezaradenie
dostato¢ného
poctu ucastnikov
klinického
skuSania, ktoré
znemoziuje
dosiahnutie
ciel'ov klinického
skuSania;
zasadné
nepovolené
odchylky od
protokolu alebo
od poziadaviek
oznamovacich
povinnosti;
okolnosti, ktoré
podla nazoru
spolo¢nosti
Pfizer
predstavuju
riziko pre
zdravie alebo
blaho ucastnikov
klinického
skuSania;
opatrenia
regulacnych




3)

with local laws,
ICH GCP, or the
terms of Section
20 (Anti-
Corruption) of
this Agreement;
or non-
compliance by
the Principal
Investigator with
the comparable
terms of the
agreement
between Pfizer
and Principal
Investigator.

Immediate
Termination of
Study by
Institution.
Institution may
terminate the
Study
immediately
upon notification
to Pfizer if
requested to do
so by the
responsible

3)

zmluvy medzi
spolo¢nostou
Pfizer a hlavhym
skusajucim
(pozri Cast’ 1.3,
Zmluva medzi
spolo¢nostou
Pfizer a hlavnym
sktiSajucim):
akékol'vek
nedodrzanie
miestnych
pravnych
predpisov zo
strany instittcie,
smernice ICH
GCP alebo inych
ustanoveni Casti
20
(Protikorupéné
opatrenia) tejto
zmluvy; alebo
nedodrzanie
hlavnym
skuSajlicim
podobnych
ustanoveni
zmluvy medzi
spolo¢nostou
Pfizer a hlavnym
skuSajiicim.

Okamyzité
ukoncenie
Klinického
skuSania
inStiticiou.
Institucia moze
okamzite
ukoncit’ klinické
skuSanie
oznamenim
spolocnosti
Pfizer, ak to
pozaduje




18.2

18.3

such termination
IS required to
protect the health
of Study
Subjects.

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 Pfizer of all
Protocol-required Study Data
and Biological Samples
generated up until termination;
receipt of all payments due to
either party; and completion by
both parties of any remaining
applicable Agreement
obligations.

Payment upon Early
Termination of Study. Except as
otherwise indicated in this
subsection, if the Study is
terminated early Pfizer will pay
for work already performed, in
accordance with Attachment A,
less payments already made for
such work. Pfizer will also
cover any non-cancelable
expenses, other than future
personnel costs, so long as they
were properly incurred and
prospectively approved by
Pfizer and only to the extent
they cannot reasonably be
mitigated. If the Study cannot
be initiated because of
disapproval by the SUKL/IEC

18.2

18.3

/INEK alebo ak je
ukoncenie
potrebné na
ochranu zdravia
ucastnikov
klinického
skasania.

Détum nadobudnutia u¢innosti
ukoncenia zmluvy. Ak je
pri¢inou ukoncenia platnosti
zmluvy niektora z udalosti
popisanych v Casti 18.1 vyssie,
bude ukoncenie Gcinné od
okamihu, ked’ spolo¢nost’ Pfizer
dostane vsetky udaje klinického
sku$ania a biologické vzorky
pozadované na zaklade
protokolu a vytvorené do
okamihu ukonc¢enia zmluvy, po
doruceni vSetkych splatnych
platieb zmluvnych stran a
potom, ako vsSetky zmluvné
strany splnia vsetky svoje
zostavajuce povinnosti
vyplyvajlce zo zmluvy.

Platba v pripade pred¢asného
ukoncenia klinického sktiSania.
Ak nie je v tomto pododseku
uvedené inak, pri pred¢asnom
ukonceni klinického skusania
zaplati spolo¢nost’ Pfizer za
pracu vykonanu do tohto
momentu v stlade s prilohou A
po odcitani platieb, ktoré uz boli
za tuto pracu uhradené.
Spoloc¢nost’ Pfizer tieZ uhradi
vSetky nezruSitelné vydavky s
vynimkou buducich mzdovych
néakladov, za predpokladu, Ze
boli tieto vydavky riadne
vynaloZené a do budicna
schvalené spolo¢nostou Pfizer,
len v takom rozsahu, v ktorom
nemozu byt primerane znizené.




18.4

18.5

and through no fault of
Institution, Pfizer will
reimburse Institution for any
expenses paid by Institution that
were prospectively approved, in
writing, by Pfizer.

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

Survival of Obligations.
Obligations relating to Funding,
Confidential Information, Study
Records, Inventions,
Publications, Insurance
Coverage, Suitability, and Anti-
Corruption survive termination
of this Agreement, as does any
other provision in this
Agreement, including
Attachments, that by its nature
and intent remains valid after

18.4

18.5

Ak klinické skusanie nie je
mozné zacat’ z dovodu
nesuhlasného stanoviska
SUKL/NEK a bez viny
inStitacie, uhradi spolo¢nost’
Pfizer institacii akékol'vek
poplatky zaplatené instituciou,
ktoré vopred pisomne schvélila
spolo¢nost’ Pfizer.

Vréatenie materialov. Ak
spolo¢nost’ Pfizer nepodé iny
pisomny pokyn, inStitiicia po
ukonceni zmluvy bezodkladne
vrati vSetky materialy
poskytnuté spolocnostou Pfizer
na vykonavanie klinického
skuSania, ktoré su vo vlastnictve
alebo pod kontrolou institucie,
vratane nepouzitych skusanych
liekov, nevyplnenych
zaznamovych formularov
ucastnika klinického skusania a
akéhokol'vek vybavenia ¢i
materialov dodanych
spolo¢nost’ou Pfizer. Institicia
bude tieZ na poZiadanie
spolupracovat’ s0 spolo¢nostou
Pfizer pri zabezpeceni vratenia
takychto materialov, ktoré st vo
vlastnictve alebo pod kontrolou
hlavného skusajticeho.

Pretrvanie povinnosti.
Povinnosti tykajlce sa
financovania, dévernych
informacii, z&znamov
klinického sktiSania, vynalezov,
publikacii, poistenia,
sposobilosti a protikorupénych
opatreni, rovnako ako aj
niektoré d’alSie podmienky tejto
zmluvy vréatane jej priloh, ktoré
svojou povahou a ucelom
zostavaju platné aj po skonceni




19. Other Terms

19.1

19.2

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

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

platnosti tejto zmluvy.

19. Ostatné ustanovenia

19.1

19.2

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

VySetrovania, zistovania,
upozornenia alebo donucovacie
opatrenia v savislosti s
vykonavanim klinického
skusania. InStitucia osvedcuje,
Ze nie je a ani v minulosti




19.3

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

Use of Name. Pfizer reserve the 19.3
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. Pfizer will not
otherwise use the name of
Institution or any of
Institution’s employees or
contractors, and Institution will
not use the name of Pfizer,
Pfizer, or any of their respective
employees or contractors, for
promotional or advertising
purposes without written

nebola predmetom
vySetrovania, zistovania,
upozornenia ¢i donucovacieho
opatrenia Statneho alebo
regula¢ného uradu (spolo¢ne
,aradné konanie”) v stvislosti
s vykonavanim klinického
skuSania alebo lekarskej praxe,
o ktorom nebola spolo¢nost’
Pfizer informovana. Institcia
okamzite oznami spolocnosti
Pfizer, ak dostane oznamenie o
uradnom konani, alebo sa stane
jeho predmetom v suvislosti s
dodrziavanim etickych,
vedeckych alebo regulacnych
Standardov vykondvania
klinického skusania alebo
lekarskej praxe, ak takéto
Uradné konanie savisi s
udalost’ami alebo aktivitami, ku
ktorym doslo pred obdobim
vykonavania klinického
skusania alebo pocas neho.

Pouzivanie mena. Spolo¢nost’
Pfizer si vyhradzuju pravo
uvadzat’ inStitaciu v suvislosti s
uvedenim protokolu v databaze
klinickych skasani Narodnych
Ustavov zdravia (National
Institutes of Health, NIH), v
inych verejne pristupnych
zoznamoch prebiehajucich
klinickych skusani alebo inych
sluzbach alebo mechanizmoch
naboru Ucastnikov. Spolo¢nost’
Pfizer inym spdsobom
nepouzije nazov institlcie, ani
mena jej zamestnancov alebo
zmluvnych dodéavatelov, a
inStiticia nepouzije nazov
spolocnosti Pfizer, ani mend ich
zamestnancov alebo zmluvnych
dodévatel'ov, na propagacéné ¢i
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19.6

19.7

whose name will be used.

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

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

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

No Waiver. Fallure to exert a

19.4

19.5

19.6

19.7

predchadzajuceho pisomného
sthlasu strany, ktorej ndzov ma
byt’ pouzity.

Podozrenia na neocakavané a
zavazné neziaduce reakcie.
Vzhl'adom na povinnost’
zadavatel'a podavat’ spravy o
bezpecnosti v sulade so
smernicou 21 CFR 312.32(c)(1)
(Kodifikéacia 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
skasajucemu budu dorucené
spravy o SUSAR, ktoré posudi.
Institacia bude uchovéavat
spravy o SUSAR v sulade s
cast'ou 11.3 tejto zmluvy.

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

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

Ziadne zrleknutla sa prav.




19.8

19.9

19.10

19.11

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 19.8
there is any conflict between
this Agreement and any
Attachments to it, the terms of
this Agreement control. If there
is any conflict between this
Agreement and the Protocol, the
Protocol will control as to any
issue regarding treatment of
Study Subjects, and the
Agreement will control as to all
other issues.

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

means any entity that directly or

indirectly controls, is controlled

by, or is under common control

with the named party.

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

and permitted assigns of each
party.

Entire Agreement. This 19.11
Agreement including

Attachments, taken together

with the associated agreement

between Pfizer and Principal

Investigator (see Section 1.3,

Agreement between Pfizer and

Principal Investigator),
represents the entire
understanding between the

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

Rozpor s prilohami. V pripade
rozporu medzi touto zmluvou a
niektorou z jej priloh su
rozhodujuce podmienky tejto
zmluvy. V pripade rozporu
medzi touto zmluvou a
protokolom sa zalezitosti
tykajlce zaobchéadzania s
ucastnikmi klinického skusania
riadia protokolom a vsetky
ostatné zalezitosti sa riadia
zmluvou.

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

S vymenovanou stranou.

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

Uplnost’ zmluvy. Tato zmluva
vratane jej priloh, spolu so
stivisiacou zmluvou medzi
spolo¢nost'ou Pfizer a hlavnym
skuSajiicim (pozri Cast’ 1.3,
Zmluva medzi spolo¢nost'ou
Pfizer a hlavnym skusajtiicim),
predstavuje Uplné porozumenie
medzi zmluvnymi stranami
tykajuce sa jej predmetu. Tato




19.12

19.13

parties relating to this subject
matter. This Agreement
supersedes all previous
agreements between the parties
(oral and written) relating to this
Study, except for any
obligations that, by their terms,
survive independent of this
Agreement.

Language. This Agreement is
set forth in both Slovak and
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.

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

zmluva nahradza vsetky
predchadzajlce dohody
zmluvnych stran (Ustne aj
pisomné) tykajlce sa tohto
klinického skuSania okrem
povinnosti, ktoré podla ich
podmienok pretrvavajd
nezavisle od tejto zmluvy.

19.12 Jazyk. Tato zmluva je vyhotovena
v slovenskom aj v anglickom jazyku,
pri¢om obidve jazykové verzie maju
rovnaku platnost’. V pripade
nejasnosti alebo rozporov vo vyklade
pojmov medzi tymito dvomi
verziami bude rozhodujlca
slovenska verzia.

19.13 Oznamenia. Akékol'vek
oznamenie, ktoré sa ma podl'a
tejto zmluvy dorudit, musi byt’
pisomné a povaZuje sa za
dostato¢ne vykonang, (i) ak je
dorucené osobne, (ii) ak je
dorucené kuriérskou sluzbou
s doruéenim v nasledujci
pracovny den po odoslani,
alebo, ak kuriérska sluzba
S dorucenim v nasledujtci den
nie je dostupnd, tak inym
zrychlenym dorucenim
poskytovanym uznavanou
expresnou kuriérskou sluzbou,
alebo (iii) ak je dorucené e-
mailom, za predpokladu, Ze
original je doru¢eny jednym z
predchadzajucich spésobov
najneskor piaty pracovny den
po odoslani e-mailu, a to na
adresy uvedené nizsie. V
kazdom ozndmeni sa uvedie
meno a datum a strany tejto
zmluvy.




Univerzitna nemocnica

Martin, Kollarova 2, 036 59

Martin, Slovak Republic

Univerzitna nemocnica Martin,

Kollarova 2,036 59 Martin,

Slovenska republika

19.14 Counterparts and Signature.

This Agreement may be
executed in two or more
counterparts, each of which will
be deemed to be an original, and
all of which will together
constitute one and the same
agreement. The Agreement 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.

19.14 Rovnopisy a podpisanie. Tato

zmluva sa mdze vyhotovit' v
dvoch alebo viacerych
rovnopisoch, z ktorych kazdy sa
povaZzuje za original, priCom
spolo¢ne budu predstavovat’
jednu a td istd zmluvu. Tato
zmluva nadobuda plnu platnost’
podpisanim sa kazdou zo
zmluvnych stran fyzickym
podpisom, prostrednictvom
forméatu PDF (Portable
Document Format), overeného
digitalneho podpisu alebo iného
spol'ahlivého elektronického
spdsobu a dorucenim druhe;j
zmluvnej strane.




Definitions

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

Government Official. As
used in this Agreement,
“Government Official”
includes (1) any elected
or appointed non-US
Government official
(e.g., a legislator or a
member of a non-US
Government ministry),
(2) any employee or
individual acting for or
on behalf of a non-US
Government official,
non-US Government
agency, or enterprise
performing a function
of, or owned or
controlled by, a non-US
Government (e.g., a
healthcare professional
employed by a non-US
Government hospital or
researcher employed by
a non-US Government
university), (3) any non-
US political party
officer, candidate for
non-US public office, or
employee or individual
acting for or on behalf of
a non-US political party
or candidate for public
office, (4) any employee

Definicie

Vléda. Pojem ,,vlada“,
resp. ,,Statny alebo
verejny organ‘ ako sa
pouziva v tejto zmluve,
zahfia vSetky urovne a
poddivizie vIady (t.].
miestne, regionalne a
Statne, administrativne.
legislativne a vykonne).

Uradnéa osoba. V tejto
zmluve pojem ,,aradnd
osoba‘“ zahrna (1)
kazdého voleného alebo
menovaného
neamerického uradnika
Statnej spravy (napr.
zakonodarca alebo ¢len
neamerického
ministerstva); (2)
akéhokol'vek
zamestnanca alebo
osobu konajlcu v mene
neamerickej Uradnej
0soby, neamerickej
vladnej agentury alebo
podniku
vykonavajuceho funkciu
Statneho alebo verejného
organu alebo
vlastneného ¢i riadeného
neamerickym $tatnym
alebo verejnym orgdnom
(napr. zdravotnicky
odbornik zamestnany
neamerickou
nemocnicou alebo
vyskumnik zamestnany
univerzitou, ktora
podlieha neamerickému
Statnemu alebo
verejnému organu); (3)
akéhokol'vek Clena



or individual acting for
or on behalf of a public
international
organization, and (5)
any member of a royal
family or member of a
non-US military.

20.2 Institution represents and warrants

that:

a.

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

Any information that
Institutuion provided to
Pfizer as part of Pfizer’s
anti-corruption due-
diligence

process s

neamerickej politickej
strany, kandidata na
neamerick( verejnd
funkciu, zamestnanca
alebo osobu konajucu v
mene alebo na zaklade
poverenia neamerickej
politickej strany alebo
kandidata na verejna
funkciu; (4)
akéhokol'vek
zamestnanca alebo
osobu konajucu v mene
alebo na zéklade
poverenia verejnej
medzinarodnej
organizacie; a (5)
akéhokol'vek ¢lena
kralovskej rodiny alebo
prisluSnika
neamerického vojska.

20.2 Indtiticia vyhlasuje a zarucuje, Ze:

a.

InStitucia dostala kopiu
medzinarodnych
obchodnych principov
spolocnosti Pfizer proti
podplacaniu a korupcii
ako prilohu k tejto
zmluve a ozndmi tieto
principy vSetkym
osobam konajlacim v jej
mene v svislosti s
pracou pre spolocnost’
Pfizer vratane zastupcov
alebo subdodavatelov.

Vsetky informécie, ktoré
inStitacia poskytla
spolocnosti Pfizer v
ramci procesu
protikorup¢nej previerky




accurate and Institution
agrees to inform Pfizer if
any responses in the due
diligence questionnaire
with  respect to the
Institution or any
individuals identified in
the due diligence
questionnaire or their
Family Relatives, as
defined therein, change
during the performance
of this  Agreement.

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

expenditure.

Institution has not and
will not in the future
directly or indirectly
offer or pay, or authorize
the offer or payment of,

Uplné, pravdive a presné
a inStiticia sa zavéizuje
informovat’ spolo¢nost’
Pfizer, ak sa pocas
plnenia tejto zmluvy
zmenia akékol'vek
odpovede v dotazniku

v ramci previerky,
tykajtce sa institucie
alebo akychkol'vek osdb
uvedenych v dotazniku
v ramci previerky alebo
ich rodinnych
prislusnikov, ako st v
nom definovani.

Spoloc¢nost’ Pfizer
nevykona ziadnu platbu
nad rdmec finan¢nych
prostriedkov uvedenych
v prilohe A (Rozpocet
klinického skusania a
platobné podmienky) v
suvislosti s touto
zmluvou, pokial
spolo¢nost’ Pfizer tieto
vydavky neschvali
pisomne vopred.
Institacia (i) poskytne
pravdivd a Gplnu
dokumentaciu, ktord
primerane podrobne
potvrdzuje vykonanu
pracu a vSetky vzniknuté
vydavky, (ii) bude viest’
pravdivé, presne a Uplné
faktary, spravy, vykazy,
uctovné knihy a iné
zaznamy a (iii)
zabezpeci si predbezné
pisomné schvalenie od
spolo¢nosti Pfizer pre
kazdy mimoriadny
vydavok.
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20.3 Pfizer

any money or anything
of value in an effort to
influence any
Government Official or
any other person in order
for Pfizer to improperly
obtain or retain business
or to gain an improper
business advantage and
have not accepted and
will not accept in the
future such a payment.

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

may terminate this

Agreement if Institution
breaches any of the above
Representations and Warranties.

In the event of termination

20.3

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

e. InStiticia umoZni pocas
platnosti zmluvy a tri
roky po uskuto¢neni
zaverecnej platby podla
zmluvy internym a
externym auditorom
spolo¢nosti Pfizer
pristup k akymkol'vek
relevantnym uctovnym
knihdm, dokumentom,
pisomnostiam a
zaznamom inStitucie,
ktoré sa tykaju transakcii
stvisiacich so zmluvou.
Spolo¢nost’ Pfizer
pouzije pri takomto
audite primerané zaruky
na zabezpecenie
dovernosti a ochrany
sukromia uc¢astnikov
klinického sktiSania.

Spoloc¢nost’ Pfizer moZze thto
zmluvu vypovedat’, ak inStitlicia
porusi ktorékol'vek z vyssie
uvedenych vyhlaseni a zaruk. V
ma

143



any further payment, regardless
of any activities undertaken or
agreements entered into prior to
termination and Institution will
be liable for damages or
remedies as provided by law.
Further, Institution will
indemnify and hold Pfizer
harmless from any claim,
liability, fine, penalty, loss or
damage that arises as a result of
Institution’s failure to comply
with its obligations under this
Section 20.

Agreed to and Accepted by:

Pfizer Inc.

Signature/Podpis

Printed Name/Meno tlaéenym pismom

Title/Funkcia

Date/ Datum:

mstiticia narok na ziadnu d’alsiu
platbu bez ohl'adu na akékol'vek
¢innosti vykonané alebo dohody
uzavreté pred ukoncenim
zmluvy a institicia bude
zodpovedna za nahradu skody
alebo opravné prostriedky podla
zakona. Institicia d’alej
odskodni spolo¢nost’ Pfizer a
zbavi ju zodpovednosti za
akékol'vek naroky, zavazky,
pokuty, penale, straty alebo
skody, ktoré vznikni v dosledku
toho, ze mstitucia nesplnila
svoje povinnosti podla tejto
cast1 20.

QOdsuhlasené:

Univerzitna nemocnica Martin

Signature/Podpis

Printed name/Meno tlacenym pismom

Title/Funkcia

Date/Datum:

I have read and understand this Agreement and accept the terms as they relate to my activities as
Principal Investigator/ Precital som tito zmluvu, rozumiem jej a stthlasim s podmienkami, ktoré
za tykaji mojej ¢innosti hlavného skisajiceho.














































































































































































































































































