CLINICAL STUDY SERVICES

ZMLUVA O POSKYTOVANI SLUZIEB

AGREEMENT V SUVISLOSTI S KLINICKYM
SKUSANIM
between medzi

PAREXEL International (IRL) Limited

PAREXEL International (IRL) Limited

and

a

Institat nuklearnej a molekularnej
mediciny

Institat nuklearnej a molekularnej
mediciny

Pfizer Protocol # ||| GGz

Protokol spoloc¢nosti Pfizer ¢. _

This Clinical Study Services Agreement
(“Agreement”) between

Tato zmluva o poskytovani sluzieb
Vv suvislosti s klinickym sktsanim (d’alej len
»zmluva®) medzi

PAREXEL International (IRL) Limited,
with a place of business at 70 Sir John
Rogerson's Quay Dublin 2, Ireland
(“CRO“)

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

(d’alej len ,,zmluvna vyskumna
organizacia“)

and

Institat nuklearnej a molekularnej
mediciny, with a place of business at
Rastislavova 785/43 04253 KoSice - mestska
Cast’ Juh, Slovakia (“Contractor”),

Institat nuklearnej a molekularnej
mediciny, so sidlom na adrese Rastislavova
785/43 04253 KosSice - mestska cast’ Juh,
Slovenska republika (d’alej len ,,dodavatel*),
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when signed by all parties, is effective as of
the day as of the day following the day of its
publication in accordance with the provisions
of section 47a article 1 of Act no. 40/1964
Coll. of the Civil Code in the Central Register
of Contracts (https://www.crz.gov.sk), as it is
a compulsorily published contract in
accordance with the provisions of § 5a par. 1
of Act no. 211/2000 Coll. on free access to
information (the “Effective Date”).

po podpise vSetkymi zmluvnymi stranami
nadobuda uc¢innost’ diiom nasledujucim po dni
jej zverejnenia v zmysle ustanovenia § 47a
ods. 1 zakona ¢. 40/1964 Zb. Obcianskeho
zékonnika v Centralnom registri zmlav
(https://www.crz.gov.sk), nakol'ko ide o
povinne zverejiilovanii zmluvu v zmysle
ustanovenia § 5a ods. 1 zakona ¢. 211/2000 Z.
z. 0 slobodnom pristupe k informacidm (d’alej
len ,,datum nadobudnutia u¢innosti*).

Pfizer Inc. (“Pfizer”) is sponsoring a clinical
study entitled

Spolocnost’ Pfizer Inc. (d’alej len ,,spoloénost’
Pfizer®) je zadavatel'om klinického skusania s
nazvom

“A PHASE 3, RANDOMIZED, DOUBLE-
BLIND STUDY OF ENCORAFENIB AND
BINIMETINIB PLUS
PEMBROLIZUMAB VERSUS PLACEBO
PLUS PEMBROLIZUMAB IN
PARTICIPANTS WITH BRAF V600E/K
MUTATION-POSITIVE METASTATIC
OR UNRESECTABLE LOCALLY
ADVANCED MELANOMA” (“Study™) to
be conducted at POKO POPRAD, s.r.0.
(“Institution”) by MUDr. Juraj Beniak
(“Principal Investigator”) under the Pfizer
protocol identified above (“Protocol”). Pfizer
has delegated responsibility for management
of this Study, including contracting and Study
monitoring, to CRO, and has authorized CRO
to bind Pfizer to all commitments within
Study-associated agreements identified as
belonging to Pfizer.

,RANDOMIZOVANE, DVOJITO
ZASLEPENE KLINICKE SKUSANIE
FAZY 3 HODNOTIACE LIECBU
ENKORAFENIBOM A
BINIMETINIBOM

S PETROLIZUMABOM OPROTI
PLACEBU S PETROLIZUMABOM U
UCASTNIKOV S METASTATICKYM
MELANOMOM ALEBO

S NERESEKTOVATEINYM LOKALNE
POKROCILYM MELANOMOM
POZITIVNYM NA MUTACIU V600E/K
GENU BRAF” (d'alej len , skii§anie”), ktoré
ma vykonédvat' v POKO POPRAD, s.r.o.
(d’alej len ,.instittacia”) MUDr. Juraj Beniak
(d’alej len ,,hlavny skusajici”) podla
protokolu spoloc¢nosti Pfizer uvedené¢ho
vyssie (d’alej len ,,protokol”). Spolo¢nost’
Pfizer poverila zodpovednostou za vedenie
tohto skuSania vratane uzatvarania zmlav

a sledovania skisania zmluvnu vyskumnu
organizéciu a splnomocnila ju plnit’ zdvizky
za spoloc¢nost’ Pfizer podl'a dohdd tykajucich
sa skuSania, ktoré su uréené ako zaviazky
spolo¢nosti Pfizer.
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CRO has entered into a Clinical Study
Agreement with Institution and Principal
Investigator dated June 9, 2022 that governs
the conduct of the Study (“CSA”).

Zmluvna vyskumna organizécia dna 9. 6.
2022 uzatvorila s institaciou a hlavhym
skusajiicim zmluvu o klinickom sktsani, ktora
reguluje vykonavanie skusania (d’alej len
,Zmluva o klinickom skisani‘).

CRO wishes to engage Contractor to provide
certain imaging services associated with the
conduct of the Study as requested and directed
by the Principal Investigator and specified in
the Study Protocol.

Zmluvna vyskumna organizacia si chce najat’
dodavatel’a na zabezpecenie urcitych
zobrazovacich sluzieb suvisiacich s
vykonavanim skuasania podl'a poziadaviek

a pokynov zodpovedného skusajiceho a
podrla protokolu skusania.

The parties agree as follows:

Zmluvné strany sa dohodli na nasledovnom:

1. Services to be Provided 1. Poskytované sluzby
1.1 Services. Contractor will 1.1 Sluzby. Dodavatel’ doda

provide CRO and Pfizer with
certain imaging services
(“Services”) required for the
conduct of the Study, as
specified in Attachment A
(“Scope of Services”) and the
Study Protocol. CRO will
provide Contractor with a copy
of the final approved Protocol
and any subsequent
amendments that have any
impact on Services.

zmluvnej vyskumne;j
organizacii a spolo¢nosti Pfizer
urcité zobrazovacie sluzby
(d’alej len ,,sluzby*), ktoré st
potrebné na vykonéavanie
skuSania a ktoré su
Specifikované v Prilohe A
(d’alej len ,,rozsah sluzieb®)
a v protokole skuSania.
Zmluvna vyskumna
organizicia poskytne
dodavatel'ovi kopiu najnovsie
schvaleného protokolu

a vsetkych naslednych
dodatkov, ktoré akymkol'vek
sposobom ovplyviiuju sluzby.

Services will consist of
scintigraphic imaging of
participants in the Study

Sluzby budi pozostavat’ z
vySetrenia ucastnikov skuSania
(d’alej len ,,uc¢astnici
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(“Study Subjects”) as
specified in the Study Protocol,
along with associated activities
including reporting the results
as directed by the Principal
Investigator.

skusania‘“)
scintigrafickymzobrazenim
podrla Specifikacii protokolu
sktiania. Dalej buda zahfiat’
suvisiace sluzby vratane
oznamovania vysledkov podl'a
pokynov zodpovedného
skusajuceho.

1.2 Scope of Services. The Scope of 1.2 Rozsah sluzieb. Rozsah sluzieb
Services specifies the nature and sprestiuje charakter a rozsah
extent of Services, including sluzieb vratane terminov,
timelines, budget, and payment rozpoc¢tu a harmonogramov
schedules. This Agreement platieb. Tato zmluva stanovuje
establishes the terms under podmienky, za ktorych sa sluzby
which Services will be provided. buda dodavat’. Ak st podmienky
If the terms of the Scope of rozsahu sluzieb v rozpore
Services conflict with any other s inymi podmienkami zmluvy,
terms of this Agreement, the platia iné podmienky zmluvy.
other terms of this Agreement
will control.

1.3 Access to the Institution. If the 1.3 Pristup do institacie. AK
Contractor requires access to the dodavatel’ pozaduje pristup do
Institution’s premises in order to priestorov institlicie s cielom
carry out the Services, it shall realizacie sluzieb, najprv musi na
first obtain consent from the to ziskat’ od institcie sthlas.
Institution to do so.

1.4 Compliance with Global Trade 1.4 Dodrziavanie kontrol globdlneho

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

obchodu. Zmluvné strany berti
na vedomie, ze ¢innosti
vyplyvajuce z tejto zmluvy
moZu podliehat’ prisluSnym
zakonom a predpisom tykajlicim
sa dovozu, vyvozu a
hospodarskych sankcii (d’alej
len ,,zakony tykajtce sa
pravidiel svetového obchodu”).
Dodavatel’ a zmluvné vyskumna
organizécia budu dodrZiavat’
vSetky platné pravne predpisy
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tykajtce sa kontroly svetového
obchodu.

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

a.  Zmluvné strany
potvrdzuju, Ze ziadna
Z ¢innosti podra tejto
zmluvy sa (i)
neuskuto¢ni na
zakazanom trhu; (ii)
nezahfa fyzické osoby,
ktoré posobia alebo maju
obvykl¢ sidlo na
zakazanom trhu; a (iii)
nezahffia spolo¢nosti,
organizacie alebo vladne
subjekty zo zakdzaného
trhu. ,,Zakazany
trh* znamena Krymsky
polostrov, Kubu, region
Donbas, Iran, Korejski
I'udovodemokratickt
republiku, Sudan a Syriu.

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

b.  Kazda zmluvna strana
vyhlasuje a zarucuje, (i)
7e nie je na zoznamoch
zakdzanych stran
(definované nizsie); (i1)
7e nie je vlastnend ani
riadend ziadnou osobou
ani subjektom na
zoznamoch zakéazanych
stran; a (iii) Ze na
vykonavanie ¢innosti
vyplyvajucich z tejto
zmluvy nebude
angazovat’ Ziadnu osobu
ani subjekt na
zoznamoch zakéazanych
stran. Ak na vykonavanie
¢innosti vyplyvajucich
Z tejto zmluvy bude
angazovana osoba alebo
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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.

subjekt na zoznamoch
zakézanych stran,
zmluvna strana, ktorej sa
tyka dand osoba alebo
subjekt, to okamzite
oznami druhej zmluvne;j
strane a prerusi
relevantné dotknuté
¢innosti vratane kazdej
dotknutej platby, dokym
sa zmluvné strany
nedohodntl na
pokracovani.

c.  With respect to this
Agreement, Restricted
Party Lists include the
Consolidated Screening
List
(https://www.export.gov/
consolidated_screening_|
ist); the Excluded Parties
List System
(https://www.sam.gov);
and the Consolidated
List of Persons, Groups,
and Entities Subject to
E.U. Financial Sanctions
https://eeas.europa.eu/he
adquarters/headquarters-
homepage/8442/consolid
ated-list-sanctions_en

C.  Vsuvislosti s touto
zmluvou zoznamy
zakdzanych subjektov
zahfiaji konsolidovany
preverovaci zoznam
(https://www.export.gov/
consolidated_screening_|I
ist), systém zoznamu
vylucenych subjektov
(https://www.sam.gov)

a konsolidovany zoznam
0s0b, skupin a subjektov
podliehajucich
finanénym sankciam EU
https://eeas.europa.eu/he
adquarters/headquarters-
homepage/8442/consolid
ated-list-sanctions_en.

Licensure, Reqistration, and
Accreditation. Contractor warrants
that it is licensed, registered, or
otherwise qualified under local law,
regulations, policies and
administrative requirements
(collectively, “Applicable Law”) to
do business. Contractor further
warrants that it has, to the extent
required by Applicable Law, obtained

Licencia, registracia a akreditcia.
Dodavatel’ zaruCuje, ze je v stlade
S miestnymi zdkonmi, predpismi,
pravidlami a administrativnymi
poziadavkami (d’alej len ,,platné
pravne predpisy*) drzitelom
prislusnej licencie, pripadne, Ze je
zaregistrovany alebo inak
kvalifikovany na vykonavanie
podnikatel’'skej ¢innosti. Dodavatel’
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any licenses, registrations,
accreditations, certifications, permits,
or authorizations required to provide
the Services that are the subject of this

d’alej zarucuje, Ze v rozsahu
pozadovanom platnymi pravnymi
predpismi ziskal potrebné licencie,
registracie, akreditacie, certifikaty,

Agreement. povolenia a splnomocnenia potrebné
na poskytovanie sluzieb, ktoré¢ st
predmetom tejto zmluvy.

2.1 Loss of Licensure, 2.1 Strata licencie, registracie

Registration, or Accreditation.
If Contractor is disqualified by
any licensing, registration, or
regulatory authority during the
term of this Agreement,
Contractor will immediately
notify CRO. Contractor will
also immediately notify CRO
if it loses any existing
accreditation, certification,
permit, or authorization or fails
any proficiency testing relevant
to the Services being provided.

alebo akreditacie. Pokial
akykol'vek registrac¢ny alebo
regula¢ny organ ¢i organ
opravneny poskytovat’ licencie
dodavatel'ovi taktito
kvalifikaciu odoberie pocas
trvania platnosti zmluvy,
dodévatel’ bezodkladne
informuje zmluvna vyskumnu
organizaciu. Dodavatel’ bude
zmluvna vyskumnu
organizaciu bezodkladne
informovat’ aj v pripade, Ze mu
bude odobrana sticasna
akreditacia, osvedcenie,
povolenie ¢i opravnenie alebo
ak neprejde skuskou odborne;j
sposobilosti stivisiacou

S poskytovanymi sluzbami.

Ancillaj
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3. Performance of Services

3. Poskytovanie sluzieb

3.1

General Standards. In
providing Services, Contractor
will follow Standard Operating
Procedures (“SOPs”) that are
consistent with the terms of
this Agreement and the
requirements of the Protocol
and that have been
prospectively approved by the
Principal Investigator and
CRO. If these SOPs are
modified during the term of
this Agreement, all relevant
modifications must be
prospectively approved, in
writing, by Principal
Investigator. Contractor will
provide Services in accordance
with the terms of this
Agreement including its
Attachments, the Protocol, and
written directions from the
Principal Investigator or CRO
and will also:

3.1

VSeobecné Standardy.
Dodavatel bude pri
poskytovani sluzieb dodrziavat’
Standardny operacny postup
(d’alej len ,,Standardny
operacny postup®), ktory je
v sulade s podmienkami
zmluvy a poziadavkami
protokolu a ktory pripadne
schvali zodpovedny skasajtci
a zmluvnd vyskumna
organizdcia. Ak sa Standardny
operacny postup zmeni pocas
trvania platnosti zmluvy,
zodpovedny skusajici musi
vSetky prislusné zmeny
nakoniec pisomne schvalit’.
Dodévatel’ doda sluzby

v sulade s podmienkami
zmluvy vratane jej Priloh,
d’alej v stilade s protokolom

a pisomnymi pokynmi
zodpovedného skusajuceho
alebo zmluvnej vyskumne;j
organizacie, a:

a. use reasonable care, a. vynalozi primerané
usilie,
b. adhere to current b. dodrzi sti¢asné odborné
professional standards, normy,
C. comply with all C. bude konat’ v sulade

Applicable Law and, to
the extent relevant to
the Services being
provided, with the
International Congress
on Harmonization

S platnymi pravnymi
predpismi a, v rozsahu
prislusnom pre
poskytované sluzby, so
spravnou klinickou
praxou Medzinarodnej
konferencie
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Good Clinical Practices
(ICH GCP),

0 harmonizécii (ICH
GCP),

d. not knowingly
misappropriate or
infringe any valid
patent, trade secret,
copyright, or other
intellectual property of
a third party, and

vedome nespreneveri
ani neporusi ziadny
platny patent, obchodné
tajomstvo, autorské
pravo ani iné duSevné
vlastnictvo treticho
subjektu,

e. ensure all necessary
equipment, personnel,
expertise, and resources
necessary for the
satisfactory
performance of
Services are available
and maintained for the
duration of this
Agreement.

zabezpeci, aby bolo
vSetko potrebné
vybavenie, personal,
odbornost’ a zdroje
potrebné na uspokojivé
dodanie sluzieb pocas
celého trvania platnosti
zmluvy k dispozicii

a udrziavané.

3.2

Additional Performance
Requirements. Contractor will
also

3.2

DalSie poziadavky na plnenie.

Dodavatel’ d’alej

a. make no changes in
imaging methodology
that will affect the
Services performed
under this Agreement
without prior written
approval by CRO, such
approval to be within
CRO’s absolute
discretion,

nevykond zmeny

v metodike
zobrazovania, ktoré
ovplyvnia sluzby
poskytované podl'a
tejto zmluvy, ak nema
predchadzajuci
pisomny sthlas
zmluvnej vyskumne;j
organizécie. Zmluvna
vyskumna organizacia
poskytne takyto suhlas
podrla vlastného
uvazenia,

Ancillary Clinical Services Agreement (GDPR) / Zmluva o doplnkovych klinickych sluzbach (GDPR)

254848ﬁ

9

Slovakia_Site 1224_Bone Scan_Institt nuklearnej a molekularnej mediciny_20220615_1.0




b. appropriately document
any approved change in
methodology, and

b. primerane
zdokumentuje vSetky
schvalené zmeny
metodiky a

C. maintain the
methodology in place at
the time of initiation of
Services for the
duration of this
Agreement if CRO
does not approve
proposed changes.

C. zachova metodiku
platnu v Case zacatia
dodavania sluzieb
pocas trvania platnosti
zmluvy, ak zmluvna
vyskumnd organizécia
neschvali navrhnuté
zmeny.

3.3 Unusual or Unforeseen Events. 3.3 Neobycajné alebo
Contractor will promptly notify nepredvidatel'né udalosti.
Principal Investigator and CRO Dodavatel’ bude okamzite
of any unforeseen or unusual informovat’ zodpovedného
events that occur during skusajiiceho a zmluvn
performance of Services that vyskumnu organizaciu
may affect the quality, 0 vsetkych nepredvidatel'nych
integrity, or timeliness of the alebo neobycajnych
Services. udalostiach, ktoré nastanti
pocas vykonavania skisania
a ktoré mézu ovplyvnit
kvalitu, integritu alebo v€asné
dodanie sluzieb.
3.4 Urgent Safety Measures or 3.4  Naliehavé bezpecnostné

Serious Protocol or ICH GCP
Breaches. If, during the
conduct of the Study,
Contractor becomes aware of
(1) any urgent safety measures
taken by the Principal
Investigator to protect Study
Subjects against immediate
hazard or (2) any serious
breaches of the Protocol or
ICH GCP guidelines by
anyone involved in Study

opatrenia alebo zavazné
porusenia protokolu alebo
smernic ICH GCP. Ak sa
dodavatel’ po€as vykondvania
skusania dozvie o (1)
akychkol'vek naliehavych
bezpecnostnych opatreniach
prijatych zodpovednym
sktiSajucim na ochranu
ucastnikov skusania proti
okamzitému nebezpecenstvu
alebo (2) o akychkol'vek
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conduct, Contractor will notify
CRO immediately unless
Contractor has confirmed that
Principal Investigator or
Institution has already
provided such notification.

zévaznych poruseniach
protokolu alebo smernic ICH
GCP zo strany vsetkych osob,
ktoré s zapojené do skusania,
dodavatel’ okamzite informuje
zmluvna vyskumnu
organizaciu, ak nepotvrdi, ze
zodpovedny skusajtci alebo
inStitacia uz vydali prislusné
oznamenie.

3.5

Role of the Principal
Investigator. The Principal
Investigator has overall
accountability for the conduct
of the Study. Contractor will
work closely with Principal
Investigator in the performance
of the Services and will
cooperate as needed with
Principal Investigator and other
Study personnel. If there is any
conflict between directions
from the Principal Investigator
and the Protocol, the Protocol
will control. If there is any
conflict between directions
from the Principal Investigator
and the terms of this
Agreement, Contractor will
promptly notify CRO, who will
work with Contractor and
Principal Investigator to
resolve the conflict.

3.5

Uloha zodpovedného
skusajuceho. Zodpovedny
skusajuci nesie celkova
zodpovednost’ za vykonavanie
skasania. Pri poskytovani
sluzieb bude dodavatel’ izko
spolupracovat’ so
zodpovednym skasajicim

a podla potreby bude
spolupracovat’ so
zodpovednym skdsajucim

a ostatnym personalom
skasania. Ak su pokyny
zodpovedného skusajuceho

v rozpore s protokolom, bude
platit’ protokol. Ak su pokyny
zodpovedného skuSajuceho

v rozpore s podmienkami
zmluvy, dodavatel’ o tom
okamzite informuje zmluvna
vyskumnu organizaciu, ktora
pri rieSeni rozporu poskytne
dodévatel'ovi a zodpovednému
sktSajucemu su¢innost’.

y 3
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Funding. CRO will provide funding
for the Services as delineated in
Attachment B, Budget and Payment
Terms, and subject to the terms
specified in that Attachment.
Contractor certifies that payments to
the Contractor comply with applicable
law and any applicable policies and
procedure of the Contractor.

Financovanie. Zmluvna vyskumna
organizacia bude financovat’ sluzby
podl'a podrobného rozpisu Vv Prilohe B,
Rozpocet a platobné podmienky, a na
zaklade podmienok uvedenych v danej
Prilohe. Dodavatel’ potvrdzuje, ze
platby dodavatelovi su v stilade

S platnymi pravnymi predpismi

a platnymi pravidlami a postupmi

dodavatel’a.

4.1 Payees. Attachment B will 4.1  Prijemcovia platieb. Priloha B
identify the Contractor payee or identifikuje prijemcu alebo
payees. Any designated prijemcov platieb dodavatela.
Contractor payee must be Vsetci vymenovani
located in the country in which prijemcovia platieb dodavatel'a
Services are performed. musia mat’ sidlo v krajine,

Vv ktorych sa sluzby dodavaj.

4.2 No Charging Third Parties. 4.2  Ziadne G¢tovanie tretim
Contractor will not charge subjektom. Dodavatel’ nebude
Principal Investigator, uctovat’ zodpovednému
Institution, a Study Subject, or skusajlicemu, institucii,
any third-party payer for any ucastnikovi skisania ani
Services paid for by CRO or ziadnemu platcovi tretej strany
Pfizer under this Agreement. sluzby zaplatené zmluvnou

vyskumnou organizaciou ¢i
spolo¢nostou Pfizer na zéklade
tejto zmluvy.

4.3 Investigator Meetings. If any 4.3  Stretnutia skuSajucich. Ak je

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

potrebné, aby sa personal
dodavatel’a ziCastnil na
stretnutiach skuSajucich na
ucely tohto skusania, zmluvna
vyskumna organizacia
zabezpeci a priamo uhradi
cestovné naklady, ubytovanie
a primerané naklady na stravu
V suvislosti s tymito
stretnutiami, avsak neposkytne
nahradu za ucast’.

Ancillary Clinical Services Agreement (GDPR) / Zmluva o doplnkovych klinickych sluzbach (GDPR)
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4.4  Disclosure by Pfizer. In the 4.4  Zverejnenie spolo¢nostou
interest of transparency Pfizer. V zaujme
relating to its relationships transparentnosti vzt'ahov so
with investigators and study skuSajticimi a pracoviskami
sites or to ensure compliance klinického sku$ania alebo
with Applicable Law, Pfizer V ramci zaistenia stladu
may publicly disclose the s platnym zadkonom méze
support it provides under this spolo¢nost’ Pfizer zverejnit
Agreement. Such a disclosure podporu, ktort zabezpecuje
by Pfizer may identify the podla tejto zmluvy. Takéto
Institution and the Principal zverejnenie spolo¢nosti Pfizer
Investigator carrying out the moze identifikovat’ instituciu,
Study and the Contractor, but zodpovedného sktisajuceho,
will clearly differentiate ktory vedie skusanie, aj
between payments or other dodavaterla, ale bude jasne
transfers of value to rozliSovat’ medzi platbami
institutions and those made to alebo inymi cennymi prevodmi
individuals. inStitacidm a fyzickym

osobam.
4.5  Charging for Repeated 45  Uttovanie opakovanych

Services. For the avoidance of
doubt, the Contractor shall not
be entitled to payment (and
CRO shall have no obligation
to pay) in respect of: (a) any
Services which are not
performed; (b) any Services
which are performed, but
which are not in compliance
with the terms and conditions
of this Agreement; (c) re-work
or re-performance of any
Services to the extent that the
Services are required to be re-
worked or re-performed as a
result of Contractor’s mistakes
or errors or breaches or
violations of terms and
conditions of this Agreement;
or (d) any Services which are
delayed by the Contractor.

sluzieb. Aby sa predislo
akymkol'vek pochybnostiam,
dodavatel’ nemé narok na
platbu (a zmluvna vyskumna
organizicia nie je povinna
platit’), pokial’ ide o: (a) vSetky
nedodané sluzby, (b) vSetky
dodané¢ sluzby, ktoré¢ vSak nie
st v stlade s podmienkami
zmluvy, (c) prepracovanie
alebo opdtovné dodanie sluzieb
v takom rozsahu, v akom sa
vyZzaduje ich prepracovanie
alebo opdtovné dodanie pre
chyby dodévatel’a alebo
poruSenie podmienok zmluvy,
alebo (d) vSetky sluzby, ktoré
dodavatel’ dodal

S oneskorenim.

Ancillary Clinical Services Agreement (GDPR) / Zmluva o doplnkovych klinickych sluzbach (GDPR)
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Data Protection

Ochrana osobnvch udajov

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

5.1  Osobné udaje. Spolo¢nost’
Pfizer a dodavatel’ musia
dodrziavat’ podmienky
a povinnosti ochrany osobnych
udajov stanovené Vv Prilohe E.

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

Doéverné informacie. Pocas skiiSania
mdze dodavatel ziskat” alebo
vypracovat’ informdcie, ktoré su pre
zmluvnt vyskumnut organizaciu,
spolo¢nost’ Pfizer alebo spriazneny
subjekt spolo¢nosti Pfizer doverné.

6.1  Definition. Except as specified
in Section 6.2, Exclusions,
below, “Confidential
Information” includes:

6.1 Definicia. Okrem ustanoveni
uvedenych nizsie v Casti 6.2
Vynimky k ,,dovernym
informaciam‘ patri:

a. the Protocol, a. protokol,

b. the Investigator b. prirucka pre
Brochure, skusajuceho,

C. Study Data (as defined C. udaje skusania

in Section 7, Study
Data and Study

(definované v casti 7
Udaje skuSania

Records), a zaznamy zo
skusania),
d. any other information d. vsetky d’alsie

related to the Study, the
Services, Pfizer Drug,
or CRO, Pfizer, or
Pfizer affiliate
technology, research, or
business plans that
Principal Investigator,

informdcie stvisiace so
skusSanim, sluzbami,
liekom spolo¢nosti
Pfizer alebo
technoldgiou zmluvnej
vyskumnej organizécie,
spoloc¢nosti Pfizer alebo

Ancillary Clinical Services Agreement (GDPR) / Zmluva o doplnkovych klinickych sluzbach (GDPR)
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CRO, Pfizer, or a Pfizer
affiliate provides to
Contractor 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 6.1.e. that is
disclosed orally will
also be considered
Confidential
Information even if not
later confirmed in
writing if the
confidential nature of
the disclosure is
reasonably apparent to
the other party.

spriazneného subjektu
spolo¢nosti Pfizer, ich
vyskumom alebo
obchodnymi planmi,
ktoré zodpovedny
skasajuci, zmluvna
vyskumna organizacia,
spolo¢nost’ Pfizer alebo
pridruzena spolo¢nost’
spolo¢nosti Pfizer
poskytne dodavatel'ovi
V pisomne;j alebo v ingj
hmotnej podobe a ktoré
ozna¢i za DOVERNE
alebo ktoré najprv ustne
oznami a potom zhrnie
a potvrdi pisomne ako
DOVERNE, a to do 30
dni od datumu tstneho
oznamenia. Informacie
uvedené v Casti 6.1.¢,
ktoré sa oznamuju
ustne, sa budu
povazovat’ za doverné
informécie aj v pripade,
7e sa neskor pisomne
nepotvrdia, ak doverny
charakter poskytnutych
informadcii je druhej
strane primerane
zrejmy.

6.2

Exclusions. Confidential

Information does not include

information that:

6.2  Vynimky. Medzi doverné
informécie nepatria informécie,
ktoré:

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

st verejnym majetkom
Vv Case ich zverejnenia
alebo v priebehu
platnosti zaviazku

0 zachovani
mlcanlivosti, ale nestali
sa verejnym majetkom

y 3

254848
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this Agreement by
Contractor,

porusenim zmluvy zo
strany dodévatera,

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

b. su dodavatel'ovi zname
uz v Case ich
zverejnenia a netyka sa
ich ziadny zavéazok
0 zachovani
mlcanlivosti,

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

C. dodavatel’ ziskal bez
akychkol'vek zavizkov
0 zachovani
mlcanlivosti od treticho
subjektu, ktord ma
zékonné pravo ich
poskytovat’,

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

d. nezavisle vyvijaja
a zapisuju do
pisomnych zaznamov
jednotlivei dodavatela,
ktori nemaju pristup
k dovernym
informacidm.

6.3

Personal Data. Any Personal
Data (as defined in Attachment
E) that Contractor collects,
processes, stores, transfers, or
uses in connection with the
performance and reporting of
the Services is also to be
identified and treated as
Confidential Information for
purposes of this Agreement.

6.3

Osobné tidaje. Na ucely tejto
zmluvy sa za doverné
informécie budi povazovat aj
vSetky osobné¢ udaje
(definované v Prilohe E), ktoré¢
dodavatel’ ziska, spracuje,
ulozi, prenesie alebo pouzije
Vv stuvislosti s dodavanim
sluZieb a s podavanim hlaseni
0 dodavani sluzieb, a bude sa
s nimi takto zaobchadzat'.

Ancillary Clinical Services Agreement (GDPR) / Zmluva o doplnkovych klinickych sluzbach (GDPR)
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6.4

Obligations of Confidentiality.
Unless CRO or Pfizer, as
applicable, provides prior
written consent, Contractor
may not use Confidential
Information for any purpose
other than that authorized in
this Agreement, nor may
Contractor disclose
Confidential Information to
any third party except as
authorized in this Agreement
or as required by Applicable
Law.

6.4

Povinnosti zachovavat’
dovernost’ informécii. Pokial
zmluvna vyskumna
organizacia alebo spolo¢nost’
Pfizer (podl'a okolnosti)
vopred neposkytne pisomny
suhlas, dodavatel’ nesmie
pouzivat’ déverné informacie
na ziadny iny ucel, nez je ucel
schvaleny v tejto zmluve, ani
ich nesmie poskytnut’ tretiemu
subjektu s vynimkou
schvalenou podrla tejto zmluvy
a v sulade s poziadavkami
pravnych predpisov.

a. CRO and Pfizer
specifically authorize
any necessary
disclosure of
Confidential
Information to
Principal Investigator
or other Study
personnel.

a. Zmluvna vyskumna
organizicia
a spolocnost’ Pfizer
vyslovne schvaluje
potrebu zverejnit’
doverné informacie
zodpovednému
skasajuacemu alebo
ostatnym ¢lenom
personalu skuSania.

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

b. Zmluvna vyskumna
organizacia
a spolo¢nost’ Pfizer
vyslovne schval'uje
potrebu zverejnit’
doverné informécie
nezavislej etickej
komisii (NEK),
pripadne zastupcom
prislusného
regulacného organu.

Ancillary Clinical Services Agreement (GDPR) / Zmluva o doplnkovych klinickych sluzbach (GDPR)
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6.5  Disclosure Required by Law. If 6.5  Zverejnenie informacii na
disclosure of Confidential zaklade poziadaviek pravnych
Information beyond that predpisov. Ak zakon vyzaduje
expressly authorized in this zverejnenie dovernych
Agreement is required by law, informacii vo va¢Som rozsahu
that disclosure does not ako povol'uje zmluva, takéto
constitute a breach of this zverejnenie informacii sa
Agreement so long as nepovazuje za porusenie tejto
Contractor: zmluvy, pokial’ dodavatel’

a. notifies CRO in writing a. pisomne upozorni
as far as possible in zmluvna vyskumna
advance of the organizaciu s ¢o
disclosure so as to najvacsim predstihom
allow CRO or Pfizer to 0 zverejneni informacii
take legal action to tak, aby zmluvna
protect its Confidential vyskumna organizacia
Information, alebo spolo¢nost’ Pfizer
mohli podniknuat
pravne kroky na
ochranu svojich
dévernych informaécii,
b. discloses only that b. poskytne iba tie
Confidential doverné informacie,
Information required to ktoré st potrebné na
comply with the legal splnenie zakonnej
requirement, and poziadavky, a
C. continues to maintain C. nad’alej uchova tieto
the confidentiality of doverné informéacie
this Confidential V tajnosti pred vSetkymi
Information with ostatnymi tretimi
respect to all other third subjektmi.
parties.
Ancillary Clinical Services Agreement (GDPR) / Zmluva o doplnkovych klinickych sluzbach (GDPR)
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6.6  Survival of Obligations. For 6.6  Trvanie povinnosti. Povinnost’
Confidential Information other nepouzivat’ a nezverejiiovat’
than Personal Data (as defined doverné informacie
in Attachment E) and Study s vynimkou osobnych tdajov
Data (as defined in Section 7, (definovanych v Prilohe E)
Study Data and Study a udajov skusania
Records), these obligations of (definovanych v &asti 7, Udaje
nonuse and nondisclosure skusania a zdznamy zo
survive termination of this skuSania) trva aj po ukonéeni
Agreement and continue for a tejto zmluvy pocas piatich
period of five years after rokov po jej ukonéeni.
termination. Confidentiality Povinnosti zachovat’
obligations for Personal Data mlc¢anlivost’ o osobnych
and Study Data survive for as udajoch a o udajoch skusania
long as Contractor retains this trvaju, kym dodavatel
information. uchovava dané informacie.

6.7 Return of Confidential 6.7  Vratenie dovernych informacii.
Information. If requested by V pripade pisomnej Ziadosti
CRO or Pfizer in writing, zmluvnej vyskumne;j
Contractor will return all organizacie alebo spolo¢nosti
Confidential Information Pfizer dodavatel’ vrati vSetky
except that required to be doverné informacie okrem
retained at the Study site by informacii, ktoré je potrebné
Applicable Law. However, uchovavat’ na pracovisku
Contractor may retain a single klinického skusania podl'a
archival copy of the prislusného zakona. Dodavatel
Confidential Information to si vS§ak moze ponechat’ jeden
determine the scope of rovnopis dovernych informacii
obligations incurred under this na archivaciu, aby mohol
Agreement. stanovit’ rozsah povinnosti

vyplyvajtcich z tejto zmluvy.
7. Study Data and Study Records 7. Udaje skusania a ziznamy zo ski$ania
7.1  Study Data. As a result of 7.1 Udaje skasania. V désledku

performance of the Services,
Contractor will generate
certain data (e.g. test results or
evaluations) and submit it to
CRO or to Principal

poskytovania sluzieb bude
dodavatel’ generovat’ urcCité
udaje Specifikované

Vv protokole (napr. vysledky
testov alebo hodnotenia)

254848
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Investigator for subsequent
submission to CRO (“Study
Data”) as specified in the
Protocol. Study Data may
include Personal Data of Study
Subjects. Contractor will
ensure accurate and timely
collection, recording, and
submission of such Study Data,
including adhering to any
timelines for data submission
provided by CRO or Principal
Investigator.

a bude ich odosielat’ zmluvne;j
vyskumnej organizacii alebo
zodpovednému skuSajucemu,
ktory ich nésledne posle
zmluvnej vyskumne;j
organizacii (dalej len ,,udaje
skusania“). Udaje skiSania
mozu zahtiat’ osobné udaje
ucastnikov skuSania.
Dodévatel’ zabezpeci presné

a véasné ziskavanie,
zaznamenavanie

a predkladanie idajov sktsania
vratane dodrziavania vsetkych
terminov na predkladanie
udajov podl'a podmienok
zmluvnej vyskumne;j
organizacie alebo
zodpovedného skusajuceho.

7.2 Ownership of Study Data. 7.2 Vlastnictvo udajov skiiSania.
Subject to Principal Vzhl'adom na pravo
Investigator’s right to use zodpovedného skusajiceho
Study Data to publish the pouzivat udaje skuSania na
results of the Study in publikovanie vysledkov
accordance with the terms of sktiSania v sulade
the CSA, Pfizer is the s podmienkami zmluvy
exclusive owner of all Study 0 klinickom skusani je
Data. vyhradnym vlastnikom

vSetkych udajov skasania
spolo¢nost’ Pfizer.

7.3  Study Records. Study Subject- 7.3  Zaznamy zo skuSania.

related medical records or
other source documents that
are not submitted to CRO may
include some of the same
information as is included in
Study Data; however, neither
CRO nor Pfizer makes any
claim of ownership to those
documents or the information
they contain. Contractor will
provide Principal Investigator

Zdravotné zadznamy ucastnikov
skusania alebo iné zdrojové
dokumenty, ktor¢ sa
nepredlozia zmluvnej
vyskumnej organizacii, mézu
obsahovat’ isté informacie,
ktoré sa zhoduju

s informéaciami zahrnutymi

Vv udajoch skusania. Zmluvna
vyskumna organizécia ani
spolo¢nost’ Pfizer si vSak
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with any such source
documents relating to the
Services that Principal
Investigator requests for
inclusion in the investigator
Study file. The investigator
Study file maintained by the
Principal Investigator will
include copies of Study Data,
relevant source documents, and
certain other Study-related
documentation (collectively,
“Study Records”).

napriek tomu nerobia Ziaden
narok na vlastnictvo tychto
dokumentov ani informacii,
ktoré obsahuju. Dodéavatel
poskytne zodpovednému
skusajucemu vsetky zdrojové
dokumenty tykajuce sa sluzieb,
ktoré si zodpovedny skusajtici
zela zahrnut’ do spisu skiSania
skusajuceho. Spis skusania
skusajuceho, ktory zodpovedny
skusajuci uchovava, bude
obsahovat’ kopie udajov
skuSania, prislusné zdrojové
dokumenty a ini dokumentaciu
suvisiacu so skusanim (d’alej
spolocne len ,,zaznamy zo
skuisania”).

7.4 Contractor will retain all 7.4 Dodavatel’ si ponecha vsetky
relevant source documents not prislusné zdrojové dokumenty,
provided to the Principal ktoré sa podla Gasti 7.3
Investigator pursuant to clause (Zaznamy zo skuSania)

7.3 (Study Records) neposkytuju zodpovednému
(collectively, “Source skusajuacemu (d’alej spolocne
Documents™), under storage len ,,zdrojové dokumenty*),
conditions conducive to their za takych podmienok
stability and protection, for a uchovavania, ktoré vedu
period of 25 years after k stabilite a ochrane udajov,
termination of the Study. pocas 25 rokov po skonceni
skuSania.

7.5  Biological Samples. If so 7.5  Biologické vzorky. V sulade s
specified in the Protocol and protokolom a formularom
the informed consent informovaného stihlasu smie
document, the Contractor may dodavatel’ ziskavat’ a
collect and provide to CRO, poskytovat’ zmluvnej
Pfizer or their designee vyskumnej organizécii,
biological samples obtained spolo¢nosti Pfizer alebo nimi
from Study Subjects (e.g., poverenym osobdm biologické
blood, urine, tissue, saliva, etc) vzorky (napr. krv, moc¢,
for testing that is not directly tkanivo, sliny atd’.) ziskané od
related to Study Subject care or ucastnikov sktsania s cielom
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safety monitoring, such as
pharmacokinetic,
pharmacogenomic, or
biomarker testing (“Biological
Samples”). Biological Samples
may include Personal Data of
Study Subjects.

ich testovania, ktoré sa priamo
netyka starostlivosti o
ucastnika sktiSania ani
monitorovania bezpecnosti,
ako su napriklad
farmakokinetické,
farmakogenomické alebo
biomarkerové testy (d’alej len
,biologické vzorky”).
Biologické vzorky mozu
zahtiat’ osobn¢ udaje
ucastnikov skusania.

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

a. Pouzivanie. Dodavatel
nebude pouzivat’
biologické vzorky
ziskané v stlade
S protokolom Ziadnym
inym spdsobom ani na
ziadny iny ucel, aky
uvadza protokol.
Zmluvna vyskumna
organizacia
a spoloc¢nost’ Pfizer
pouziju biologické
vzorky iba spdsobmi
povolenymi
v dokumente
informovaného sthlasu,
na ktorého zédklade sa
ziskali.

b. Analysis Data. CRO,
Pfizer, or their

designees will test
Biological Samples as
described in the
Protocol. Unless
otherwise specified in
the Protocol, neither
CRO nor Pfizer plan to
provide the results of
these tests (“Biological

I3

b. Udaje z analyz.
Zmluvna vyskumna

organizacia, spolo¢nost’
Pfizer alebo nimi
poverené osoby budu
testovat’ biologické
vzorky v sulade

s protokolom. Pokial sa
V protokole neuvadza
inak, zmluvna
vyskumna organizacia

Ancillaj
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Sample Analysis
Data”) to the
Contractor or Study
Subject. If CRO or
Pfizer does provide
Biological Sample
Analysis Data to the
Contractor, that data
will be subject to the
provisions of Section 7
(Study Data and Study
Records) of this
Agreement.

ani spolo¢nost’ Pfizer
nezamysla poskytnut
vysledky tychto testov
(d’alej len ,,udaje

z analyz biologickych
vzoriek®) dodavatel'ovi
ani ucastnikovi
skusania. Ak zmluvna
vyskumna organizacia
alebo spolo¢nost’ Pfizer
poskytne udaje z analyz
biologickych vzoriek
dodavatel'ovi, tieto
udaje budu podliehat
ustanoveniam casti 7
(Udaje skusania

a zdznamy zo sktSania)
tejto zmluvy.

C. Ownership. Pfizer is the C. Vlastnictvo. Spolo¢nost’
exclusive owner of all Pfizer je vyhradnym
Biological Samples and vlastnikom vsetkych
Biological Sample biologickych vzoriek
Analysis Data. a udajov z analyz
biologickych vzoriek.
8. Monitoring, Inspections, and Audits 8. Monitorovanie, inSpekcie a audity
8.1 Monitoring. CRO intends to 8.1 Monitorovanie. Zmluvna
monitor Study conduct. Pfizer vyskumna organizacia ma
has the right, but not the vV umysle monitorovat’ vedenie
obligation, to co-monitor the skusania. Spolo¢nost’ Pfizer
Study. Upon reasonable notice ma pravo, nie je vSak povinna,
and during regular business stibezne monitorovat’ skuisanie.
hours, Contractor will permit Na zaklade patri¢éného
CRO or Pfizer representatives oznamenia a v beznom
access to the premises, pracovnom ¢ase umozni
facilities, Study Records (to the dodavatel’ zdstupcom zmluvnej
extent they are under the vyskumnej organizacie alebo
control of the Contractor), spolo¢nosti Pfizer pristup
Source Documents and Kk priestorom, zariadeniam,
Contractor staff as required to zdznamom zo sktSania (v
Ancillary Clinical Services Agreement (GDPR) / Zmluva o doplnkovych klinickych sluzbach (GDPR)
254848ﬁSIOvakia_Site 1224 Bone Scan_Intitat nukledmej a molekuldrnej mediciny 20220615 1.0

23




monitor the performance of the
Services. CRO will promptly
notify Principal Investigator of
any monitoring findings that
could affect the safety of Study
Subjects or influence the
conduct of the Study. Principal
Investigator will inform Study
Subjects of such findings as
appropriate.

rozsahu, v akom st pod
kontrolou dodavatel’a),
zdrojovym dokumentom

a personalu dodéavatela, aby
bolo mozné monitorovat’
dodavanie sluzieb. Zmluvna
vyskumna organizacia
bezodkladne ozndmi
zodpovednému skusajuicemu
vsetky zistené vysledky
monitorovania, ktoré by mohli
ovplyvnit’ bezpecnost’
ucastnikov skusania alebo
vykonévanie skusania.
Zodpovedny sktsajtci bude
podl’a potreby o takychto
zisteniach informovat’
ucastnikov skusania.

Pfizer Representative Personal

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

Osobné udaje zastupcov

spolo¢nosti Pfizer. Ak sa na
podporu klinického skusania
od zastupcov spoloc¢nosti
Pfizer pozaduje, aby predlozili
dodévatel'ovi akékol'vek
osobn¢ identifikacné tidaje
(osobné¢ udaje), okrem iného aj
vratane mena, adresy,
telefonneho Cisla, Statneho
identifika¢ného cisla alebo
datumu narodenia (d’alej len
,0s0bné udaje zastupcu
spolo¢nosti Pfizer®),
dodavatel je povinny:

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

a. chranit’ dovernost’
osobnych udajov
zéastupcu spolo¢nosti
Pfizer pouzitim
rovnakych alebo
podobnych Standardov,
aké dodavatel pouziva

254848

Ancillary Clinical Services Agreement (GDPR) / Zmluva o doplnkovych klinickych sluzbach (GDPR)
ﬁSIovakia_Site 1224 Bone Scan_Intitat nukledmej a molekuldrnej mediciny 20220615 1.0

24




pre svojich
zamestnancov;

b. not sell or disclose b. nebude predavat’ ani
Pfizer Representative zverejiiovat’ osobné
Personal Data to any udaje zastupcov
third party except as spolo¢nosti Pfizer
required by law; ktorémukol'vek

tretiemu subjektu,
pokial si to nevyzaduje
zakon;

C. impose similar C. zmluvne zaviazat’
confidentiality and podobnymi
security obligations, by povinnostami
contract, on any zachovavat’ dovernost’
contracted service a bezpe¢nost’ vSetkych
providers with whom zmluvnych
Contractor may share poskytovatel'ov sluzieb,
Pfizer Representative ktorym méze dodavatel
Personal Data; poskytovat’ osobné

udaje zastupcu
spolocnosti Pfizer;

d. take appropriate d. prijat’ vhodné opatrenia

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

na ochranu pred
akymkol'vek
neopravnenym
pouzitim alebo
zverejnenim osobnych
udajov zastupcu
spolo¢nosti Pfizer

a bezodkladne oznédmit’
spolocnosti Pfizer
akékol'vek porusenie
tohto ustanovenia.

8.3 Inspections and Audits.

Contractor acknowledges that
the Study, including the
performance of the Services, is

8.3

InSpekcie a audity. Dodavatel’

berie na vedomie, Ze skiSanie
vratane realizacie sluzieb
podlieha inspekcii zo strany

Ancillas
254848&
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subject to inspection by
regulatory authorities
worldwide, including the
United States FDA, and that
such inspections may occur
after completion of the Study
and may include auditing of
Study Records. CRO or Pfizer
may also audit Study Records
during or after the Study as
part of its monitoring of Study
conduct.

regula¢nych organov na celom
svete vratane amerického
uradu FDA a ze sa takéto
inSpekcie mozu konat’ aj po
dokonceni skusania a ich
stucastou moze byt audit
zédznamov zo skusania.
Zmluvna vyskumna
organizacia alebo spolo¢nost’
Pfizer m6Zze vykonat’ aj audit
zédznamov zo skusania pocas
skusania alebo po iom v rdmci
monitorovania vykonavania
skusania.

a. Notification. Unless
Contractor has
confirmed that
Principal Investigator
or Institution has
already done so,
Contractor will notify
CRO as soon as
reasonably possible if
the site is inspected or
scheduled to be
inspected by a
regulatory authority in
relation to the Study.

a. Oznémenie. Dodévatel’
podl'a moznosti ¢o
najskor oboznami
zmluvnu vyskumnu
organizéciu o inSpekcii
alebo o planovanej
inSpekcii pracoviska
regulacnym orgéanom
Vv stvislosti so
skuSanim, pokial
nepotvrdi, Ze to
zodpovedny skusajuci
alebo institiicia uz
urobila.

b. Right to be Present.
Pfizer or CRO will
have the right to be
present during, and
participate in, any such
inspection, audit,
investigation, or
regulatory action.

b. Pravo ucasti.
Spolo¢nost’ Pfizer
alebo zmluvna
vyskumna organizacia
maju pravo byt
pritomni alebo
zicCastnit’ sa na
uvedenej inSpekcii,
audite, vySetrovani
alebo regula¢nom
zasahu.

254848
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Cooperation.
Contractor will

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

Spolupraca. Dodéavatel
poskytne regula¢nym
organom a zastupcom
zmluvnej vyskumne;j
organizacie alebo
spolo¢nosti Pfizer
sucinnost’ pri
in$pekciach a auditoch
a zabezpeci, aby sa
dodéavatelom
udrziavané zaznamy zo
skuSania uchovavali
sposobom, ktory takéto
¢innosti umoziuje.

Resolution of
Discrepancies.
Contractor will assist
Principal Investigator
as needed in resolving
any discrepancies that
are identified between
the Study Data and any
Study Records
generated or
maintained by
Contractor.

RieSenie nezrovnalosti.
Dodéavatel’ podl'a
potreby pomdze
zodpovednému
skasajucemu pri rieSeni
vSetkych nezrovnalosti
medzi idajmi skasania
a zdznamov zo sktiSania
vytvorenych alebo
udrziavanych
dodévatel'om.

Inspection Findings and

Responses. Unless
Contractor has

confirmed that
Principal Investigator
or Institution has
already done so,
Contractor will
promptly forward to
CRO and Pfizer copies
of any inspection
findings that Contractor
receives from a
regulatory authority in
relation to the Study.

Zavery inSpekcie

a odpovede. Dodavatel’
bezodkladne odosle
zmluvnej vyskumne;j
organizacii

a spoloc¢nosti Pfizer
kopie vSetkych zisteni
inSpekcie, ktoré
dodavatel’ dostane od
regula¢ného organu

V suvislosti so
skuSanim, pokial
nepotvrdi, ze to uz
zodpovedny skusajuci
alebo institcia urobila.
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Whenever feasible and
permitted by law,
Contractor will also
provide CRO and
Pfizer with an
opportunity to
prospectively review
and comment on any
Contractor responses to
regulatory authority
inspections in regard to
the Study.

Vzdy, ked’ je to mozné
a ked’ to zdkon
povoluje, dodavatel’
poskytne zmluvnej
vyskumnej organizacii
a spolo¢nosti Pfizer aj
prilezitost’ prospektivne
upravit’ a okomentovat’
vSetky reakcie
dodévatela na
inSpekcie regulacného
organu v suvislosti so
skasanim.

8.4

Study Conduct Evaluations.
CRO, Pfizer or Pfizer’s
external service providers may
document and evaluate the
performance of Contractor in
the performance of the
Services. CRO and Pfizer will
use these evaluations solely for
internal purposes.

8.4

Hodnotenie vykondvania
skasania. Zmluvna vyskumna
organizacia, spolo¢nost’ Pfizer
alebo externi dodavatelia
sluzieb spolo¢nosti Pfizer
modzu zdokumentovat’

a vyhodnotit’ vykon dodéavatel'a
pri realizacii sluzieb. Zmluvna
vyskumna organizécia

a spolocnost’ Pfizer pouziju
vSetky tieto hodnotenia len na
interné potreby.

Ancillaj
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Remedies for Breach of Certain
Obligations. If Contractor fails to
comply with any of its obligations set
out in Sections 2 (Licensure,
Registration, and Accreditation),

3 (Performance of Services), 7 (Study
Data and Study Records), and 8
(Monitoring, Inspections, and Audits)
of this Agreement, or the requirements
of the Protocol relevant to the
performance of the Services, in
addition to its right to terminate this
Agreement immediately under
Section 13 (Termination), CRO will
have recourse to either or both of the
following alternative remedies:

Népravné opatrenia pri poruseni
niektorych zévizkov. Ak dodavatel’
nedodrzi niektory zo zavéizkov
uvedenych v Casti 2 (Licencia,
registracia a akreditacia), 3
(Poskytovanie sluzieb), 7 (Udaje
sktiSania a zdznamy zo sktiSania), a 8
(Monitorovanie, inSpekcie a audity)
tejto zmluvy alebo ak nedodrzi
poziadavky protokolu v stvislosti

s realizaciou sluzieb, okrem prava
okamzite vypovedat’ tato zmluvu
podra casti 13 (Ukoncenie zmluvy)
zmluvna vyskumna organizacia bude
mat’ moznost’ vyuzit’ jedno alebo obe
Z tychto napravnych opatreni:

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

a. pozastavenie
zarad’ovania ucastnikov
sktiSania zo strany
in§titacie, ak do

and sku$ania eSte nebol
zaradeny plny pocet
ucastnikov a
b. Suspension of payment b. pozastavenie platieb
to Contractor dodévatelovi.

Any suspension of enrolment or
payment will continue until Contractor
returns to compliance with its
obligations under this Agreement, as
determined by CRO. Use of either or
both of the above remedies does not
preclude CRO or Pfizer from
exercising its right to immediately
terminate this Agreement or the Study
if Contractor does not become
compliant.

Akékol'vek pozastavenie zarad’ovania
alebo platieb bude pretrvavat’, az kym
dodavatel’ znova neza¢ne dodrziavat’
svoje zavdzky na zaklade zmluvy tak,
ako to ur¢uje zmluvna vyskumna
organizacia. Uplatnenie jedného alebo
obidvoch napravnych opatreni nebrani
zmluvnej vyskumnej organizacii ani
spolo¢nosti Pfizer, aby si uplatnili
pravo okamzite vypovedat’ tuto
zmluvu alebo ukoncit’ skiiSanie, ak
dodavatel’ nebude konat’ v stilade so
zmluvou.
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10. Inventions 10.  Vynalezy
10.1 Pre-existing Rights. All pre- 10.1  Existujuce prava. Vsetky

existing inventions,
technologies, methodologies,
patents, or trade secrets of
Contractor remain Contractor
property and are not affected
by this Agreement.

existujuce vynalezy,
technologie, metodiky, patenty
alebo obchodné tajomstva
dodavatel’a zostavaja
vlastnictvom dodavatela. Tato
zmluva nema na ne ziaden

vplyv.

10.2  Notification. If performance of 10.2 Oznémenie. Ak je vysledkom
the Services results in any poskytovania sluzieb
invention or discovery whether akykol'vek patentovatel'ny
patentable or not alebo nepatentovatelny
(“Invention”), Contractor will vynalez alebo objav (d’alej len
promptly inform CRO. ,vynalez®), dodavatel’ musi

0 nom bezodkladne
informovat’ zmluvnu
vyskumnt organizaciu.

10.3  Assignment. Contractor will 10.3  Postipenie. Dodavatel’ postapi
assign, or ensure that inventors vsetky prava na takyto vynalez
assign, all interest in any such spolo¢nosti Pfizer bez
Invention to Pfizer, free of any akéhokol'vek zavizku ¢i
obligation or consideration uhrady, ktoré nie st
beyond that provided for in this ustanovené touto zmluvou,
Agreement. alebo zaisti, aby autori

vynalezu postapili spolocnosti
Pfizer vsetky takéto prava.
10.4  Assistance. Contractor will 10.4 Pomoc. Dodavatel’ poskytne

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

spolo¢nosti Pfizer primerant
pomoc pri vypliiani a podavani
prihlasky o udelenie patentu na
vynalez, pricom vydavky hradi
spoloc¢nost’ Pfizer.
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11. Assignment and Delegation

11.

Postipenie a delegovanie

11.1 By Contractor. Contractor may 11.1  Dodéavatelom. Dodavatel

not assign its rights or delegate nesmie postapit’ ziadne prava

or subcontract any duties under ani delegovat’ ziadne zavazky

this Agreement without written podla tejto zmluvy ani ich

permission from CRO. If CRO zadavat’ subdodavatel'om bez

authorizes delegation or pisomného suhlasu zmluvne;j

subcontracting, Contractor vyskumnej organizacie. Ak

remains responsible to CRO zmluvna vyskumna

for the performance of all organizacia povoli delegovanie

delegated or subcontracted zavizkov na iny subjekt alebo

duties. uzavretie zmluvy so
subdodavatel'om, dodavatel’
bude nad’alej zodpovedny voci
zmluvnej vyskumne;j
organizacii za vykon vSetkych
delegovanych zavizkov alebo
zavdzkov, na plnenie ktorych
sa uzavrela zmluva so
subdodavatel'om.

11.2 By CRO. CRO may freely 11.2  Zmluvnou vyskumnou

assign any or all of its rights
and delegate any or all of its
duties under this Agreement to
Pfizer.

CRO is not authorized to
assign any receivables as
defined by section 524 and
following of Act No. 40/1964
Coll. of Civil Code (,,Civil
Code*), which CRO owes to
Contractor based on this
Agreement without prior
approval given by Contractor.
The breach of this duty would
make such assignment invalid
in compliance with section 39
Civil Code. Consent of
Contractor is valid only if it
was approved in writing
beforehand by the Minister of

organizdciou. Zmluvna
vyskumna organizacia moze
slobodne postupit’ ktorékol'vek
70 svojich prav a delegovat’
ktorykol'vek zo svojich
zaviazkov vyplyvajucich z tejto
zmluvy na spolo¢nost’ Pfizer.
Zmluvna vyskumna
organizacia vSak nie je
opravnena postupit’
pohladavky podl'a § 524 a
nasl. zakona ¢. 40/1964 Zb.
Obciansky zakonnik (d’alej len
“Obciansky zakonnik™), ktoré
ma vo vztahu k dodavatel'ovi z
tejto zmluvy bez
predchadzajtiiceho sthlasu
dodavatel’a, pricom porusenie
tejto povinnosti ma za
nasledok neplatnost’ takéhoto
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Health of Slovak Republic. If
CRO assigns all rights and
delegates all duties to Pfizer,
CRO or Pfizer will notify
Contractor in writing. CRO (or
Pfizer, following assignment
and delegation by CRO) may
also freely delegate and assign
Study-related duties and rights
to an external provider upon
advance notice to Contractor,
and may freely delegate or
assign its Study-related duties
or rights to any Pfizer affiliate.
CRO may not otherwise assign
its rights or delegate its duties
under this Agreement without
written permission from
Contractor. If CRO or Pfizer
delegates or subcontracts any
duties, CRO or Pfizer remains
responsible to Contractor for
the performance of those
duties. If CRO assigns all of
CRO’s rights and duties under
this Agreement, in accordance
with the terms herein to
another service provider, that
service provider will become
responsible for performance of
all duties. For the avoidance of
doubt, the rights and duties
discussed in this subsection are
only those arising out of this
Agreement

postupenia pohl'adavky v
zmysle § 39 Obcianskeho
zakonnika. Suhlas dodéavatel’a
je zaroven platny len za
podmienky, ze bol na takyto
ukon udeleny predchéadzajtci
pisomny sthlas Ministerstva
zdravotnictva Slovenske;j
republiky. Ak zmluvna
vyskumnd organizécia postipi
vSetky prava a deleguje vsetky
zavézky na spolo¢nost’ Pfizer,
zmluvna vyskumna
organizacia alebo spolo¢nost’
Pfizer to pisomne oznadmi
dodévatelovi. Zmluvna
vyskumna organizacia (alebo
spolo¢nost’ Pfizer po postupeni
a delegovani zmluvnou
vyskumnou organizaciou)
moze slobodne, po
predchadzajicom oznameni
dodavatel'ovi, delegovat alebo
postupit’ zavidzky a prava
suvisiace so skisanim na
extern¢ho dodavatel'a a moze
slobodne delegovat alebo
postupit’ svoje zadvizky a prava
tykajlice sa skuSania na
ktorykol'vek spriazneny
subjekt spolo¢nosti Pfizer.
Zmluvna vyskumna
organizicia nesmie postapit’
ziadne préva ani delegovat’
ziadne zavézky na zaklade
tejto zmluvy bez pisomného
sthlasu dodéavatela. Ak
zmluvna vyskumna
organizacia alebo spolo¢nost’
Pfizer deleguje akékol'vek
zé&vazky alebo uzavrie na ich
plnenie zmluvu so
subdodavatel'om, zmluvna
vyskumna organizécia alebo
spolo¢nost’ Pfizer bude nad’alej
zodpovedna voci dodavatel'ovi
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za plnenie tychto zavazkov. Ak
zmluvna vyskumna
organizacia prevedie vSetky
svoje prava a zavézky
vyplyvajuce z tejto zmluvy a v
stilade s jej podmienkami na
iného dodavatela sluzieb,
prevezme tento dodavatel’
sluzieb zodpovednost’ za
plnenie vsetkych zavizkov.
Aby sa predislo
pochybnostiam, tato Cast’ sa
zaobera iba tymi pravami

a zavazkami, ktoré vyplyvaju
z tejto zmluvy.

12.

Insurance and Limitation of Liability.

12. Poistenie a obmedzenie

zodpovednosti.

121

Commencing as of the
Effective Date and thereafter
during the term of this
Agreement, Contractor will
carry and maintain, at its own
expense, insurance coverage of
the kind and with liability
limits appropriate to the
circumstances to protect itself,
CRO and Pfizer against any
claims or liabilities that may
arise from the provision of the
Services and all other rights
and obligations. Any
deductibles/retentions for such
insurance policies will be
assumed solely by Contractor.
Such insurance policies of
Contractor will be primary and
non-contributing with respect
to any other similar insurance
policies available to CRO,
Pfizer or their Affiliates. Prior
to the Effective Date, and

12.1

Pocntic ddtumom
nadobudnutia u¢innosti

a nasledne pocas trvania
platnosti tejto zmluvy bude
dodavatel’ na vlastné néklady
viest’ a udrziavat’ poistné krytie
takého druhu a s takymi
hrani¢nymi limitmi, ktoré su
primerané okolnostiam

s ciel'om ochranit’ dodavatel’a,
zmluvnu vyskumnu
organizéaciu a spolo¢nost’
Pfizer proti narokom

a zaviazkom, ktoré mozu nastat’
v dosledku poskytovania
sluzieb a vSetkych ostatnych
prav a zavazkov podla tejto
zmluvy. VSetky odpocitatel'né
polozky/zadrzané sumy za
takéto poistné zmluvy
prevezme na seba vyhradne
dodavatel’. Takéto poistné
zmluvy dodavatel’a budu
primarne a neprispevkové
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annually, at each anniversary
of the Effective Date (unless,
during such year, expiration of
the applicable policy occurs
first, in which case, on such
expiration date), Contractor
will provide CRO based on a
written request from CRO with
documentation of such
insurance coverage via original
certificates of insurance
(electronic is acceptable).
Contractor will provide a
minimum of 30 days prior
written notice to CRO if it is
unable to obtain the required
insurance coverage or if its
coverage is cancelled, unable
to be renewed or materially
changed. For clarity,
maintenance of (or failure to
maintain) adequate insurance
coverage does not relieve or
reduce Contractor’s liability
under this Agreement.
Contractor will ensure that no
subcontractor will perform any
work unless such subcontractor
is insured appropriately and
adequately. CRO, Pfizer and
their Affiliates shall be an
additional insured or
indemnified as principal and
provided a waiver of
subrogation on general liability
coverages.

V porovnani s inymi
podobnymi poistnymi
zmluvami dostupnymi
zmluvnej vyskumne;j
organizacii, spolo¢nosti Pfizer
alebo ich spriaznenym
subjektom. Pred datumom
nadobudnutia ti¢innosti a pri
kazdom vyroc¢i datumu
nadobudnutia u¢innosti (pokial
pocas tohto roka nedojde

k zaniku prislusného poistenia;
Vv takom pripade k datumu
uplynutia platnosti) dodavatel
poskytne zmluvnej vyskumne;j
organizacii na zaklade
pisomnej Ziadosti zmluvnej
vyskumnej organizacie
doklady o takomto poisteni
prostrednictvom originalnych
osvedCeni o uzavreti poisteni
(elektronicka forma je
prijate'nd). Dodavatel’
miniméalne 30 dni vopred
pisomne oznami zmluvnej
vyskumnej organizacii, ak nie
je schopny ziskat’ pozadované
poistné krytie alebo ak sa jeho
krytie zrusi, ak sa neda
obnovit’ alebo sa podstatne
zmeni. Z dévodu vyjasnenia
plati, Ze udrziavanie (alebo
neschopnost’ udrziavat)
primeraného poistného krytia
nezbavuje ani neobmedzuje
zaviazky dodavatela podrla tejto
zmluvy. Dodévatel’ zabezpeci,
ze Ziadny subdodavatel’ nebude
dodavat’ Ziadne prace, pokial
nie je primerane poisteny.
Zmluvna vyskumna
organizacia, spolo¢nost’ Pfizer
a ich spriaznené subjekty su
dodato¢ni poistenci alebo
poisteni ako hlavni rucitelia

a za predpokladu zrieknutia sa
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subrogacie na vSeobecné krytie
zodpovednosti.

12.1.1 The parties
acknowledge and agree that,
without prejudice to the
generality of clause 12.1, the
Contractor will hold as a
minimum insurance coverage
to the following levels:

12.1.1 Zmluvné strany
vyhlasuju a suhlasia, ze bez
dosahu na vSeobecné tvrdenia
casti 12.1 dodavatel’ bude mat’
minimalne poistné krytie na
nasledujuce urovne:

@) Equivalent of US
16 600,- EUR per
occurrence of general
liability coverage; and

@) ekvivalent 16 600,-
EUR za pripad
vSeobecnej
zodpovednosti za Skodu
a

(b) Equivalent of 150 000,-
EUR per occurrence of
Professional Liability
or Errors & Omissions
coverage if Contractor
is performing work of a
professional nature or
design work.

(b) ekvivalent 150 000,-
EUR za pripad
zodpovednosti pri
vykone povolania alebo
pokrytia omylov, ak
dodavatel’ vykonava
odbornu alebo
projektovl pracu.

12.2

Neither party has any liability
to the other party for special,
incidental, indirect, or
consequential damages.
However, this limitation will
not apply to personal injury
caused by negligence or willful
misconduct. For the avoidance
of doubt, the cost of repeating,
or paying a third party to
repeat, part or all of the
Services rendered invalid
because of (1) Contractor error
or (2) early termination of this

12.2

Ziadna zmluvna strana nie je
voci druhej zmluvnej strane
zodpovedna za mimoriadne,
nahodné, nepriame ani
nasledné Skody. Toto
obmedzenie sa v§ak nevzt'ahuje
na zranenie osob sposobené
nedbanlivost'ou alebo
umyselnym konanim. Aby sa
predislo pochybnostiam,
naklady na opakované dodanie
sluzieb alebo zaplatenie
tretiemu subjektu za opakované
dodanie Casti alebo vSetkych
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Agreement by Contractor for
any reason other than breach
by Pfizer or CRO, will be
considered a direct damage and
not subject to this limitation.

neplatnych sluzieb z dovodu
(1) chyby dodavatela alebo (2)
pred¢asného ukoncenia tejto
zmluvy zo strany dodavatela

Z in¢ho dovodu, nez je
porusenie zo strany spolo¢nosti
Pfizer alebo zmluvnej
vyskumnej organizacie, Sa
bude povazovat’ za priamu
Skodu a nebude podliehat’
tomuto obmedzeniu.

13. Termination

13. Ukondenie zmluvy

131

Termination Events.

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

13.1

Pripady ukoncenia. Tato
zmluva sa ukonci
ktoroukol'vek z nasledujucich
udalosti podl'a toho, ktora

Z nich nastane skor.

a. Disapproval by
IRB/IEC. If the Study
cannot be initiated
because of IRB/IEC
disapproval, this

a. Zamietnutie zo strany
EK alebo NEK. Ak
klinické skasanie
nemozno zacat’

Z dovodu nestthlasného

Agreement will stanoviska EK/NEK,
terminate. platnost’ tejto zmluvy
sa skonci.
b. Termination by, CRO b. Ukoncenie na zaklade

or Pfizer upon Notice.
CRO or Pfizer may
terminate this
Agreement for any
reason upon 30 days
written notice starting
the day of the notice
delivery.

ozndmenia zmluvnej
vyskumnej organizacie
alebo spolo¢nosti
Pfizer. Zmluvna
vyskumna organizacia
alebo spoloc¢nost’ Pfizer
moze ukoncit’ tito
zmluvu bez udania
dévodu pisomnym
oznamenim

S vypovednou lehotou
30 dni, ktora zacina

254848
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plynat’ odo dina
dorudenia oznamenia.

Immediate Termination
by CRO or Pfizer. CRO
or Pfizer may terminate
this Agreement
immediately upon
written notice to
Contractor for causes
that include material
unauthorized deviations
from the Protocol or
reporting requirements
by Contractor;
circumstances that in
CRO’s or Pfizer’s
opinion pose risks to
the health or well-being
of Study Subjects; early
termination of the
Study as permitted
under the CSA between
CRO and the Institution
and Principal
Investigator; or any
non-compliance by the
Contractor with
Applicable Law, ICH
GCP, or the terms of
Section 15 of this
Agreement, (Anti-
Corruption).

Okamzité ukoncenie
zmluvy zmluvnou
vyskumnou
organizéciou alebo
spolo¢nost'ou Pfizer.
Zmluvna vyskumna
organizacia alebo
spolo¢nost’ Pfizer mézu
okamzite ukonc¢it’
zmluvu na zéklade
pisomného oznamenia
dodavatel'ovi, a to

Z dovodov, medzi ktoré
patri zavazné
nepovolené odklonenie
sa od protokolu alebo
poziadaviek na
podavanie hlaseni zo
strany dodévatela,
d’alej pre okolnosti,
ktoré podl'a zmluvne;j
vyskumnej organizacie
alebo spolocnosti Pfizer
ohrozuju zdravotny
stav alebo pohodu
ucastnikov skuiSania,
predcasné ukoncenie
skusSania, ak to zmluva
0 klinickom skusani
uzavreta medzi
zmluvnou vyskumnou
organizaciou

a inStiticiou a
zodpovednym
skusajucim povoluje,
alebo ak dodavatel’
nedodrzi platny zakon,
ICH GCP alebo
podmienky casti 15
tejto zmluvy
(Protikorup¢éné
opatrenia).

Ancillas
254848&
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d. Study Completion. This
Agreement will
terminate when the
Study is complete,
which means the
conclusion of all
Protocol-required
activities for all
enrolled Study

d. Dokongenie klinického
skuSania. Tato zmluva
sa ukon¢i dokoncenim
skuiSania, ¢o znamena
dokoncenie vsetkych
¢innosti pozadovanych
na zaklade protokolu
Vv pripade vSetkych
ucastnikov zaradenych

Subjects. do skusania.
13.2  Effective Date of Agreement 13.2 Datum nadobudnutia platnosti

Termination. If termination of ukonc¢enia zmluvy. AK je

the Agreement is triggered by pri¢inou ukoncenia platnosti

any of the events described in zmluvy niektora z udalosti

Section 13.1, above, the uvedenych v ¢asti 13.1, bude

termination will be effective ukoncenie platné od okamihu,

after receipt by CRO or Pfizer ked’ zmluvna vyskumna

of all Protocol-required Study organizacia alebo spolo¢nost’

Data generated by Contractor Pfizer dostane vSetky udaje

up until termination; receipt of skuSania pozadované na

all payments due to either zaklade protokolu a vytvorené

party; and completion by both dodavatel'om do okamihu

parties of any remaining ukonc¢enia zmluvy, po doruceni

applicable Agreement vsetkych platieb splatnych

obligations. ktorejkol'vek zo zmluvnych
stran a po tom, ako obidve
zmluvné strany splnia vSetky
svoje zostavajlice zavazky
vyplyvajice zo zmluvy.

13.3  Cooperation with Transition. If 13.3  Spolupraca pri zmene

this Agreement is terminated
early under Section 13.1 but
Study conduct will continue,
Contractor will cooperate with
CRO, Principal Investigator,
and any new service provider
engaged by CRO in the smooth
transition of responsibility for
the Services to the new

dodavatela. Ak sa zmluva
predcasne ukonci podla Casti
13.1, ale skusanie bude nad’alej
prebiehat’, dodavatel’ bude
spolupracovat’ so zmluvnou
vyskumnou organizéciou,
zodpovednym skuSajucim

a novym dodavatel'om sluZieb,
ktorého si zmluvné vyskumna
organizcia pripadne najme, na
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provider.

hladkom prechode
zodpovednosti za sluzby na
nového dodavatel’a.

13.4

Payment upon Early
Termination of Agreement. If
the Agreement is terminated
early, CRO will, except as
otherwise indicated in this
subsection, pay for Services
already performed, in
accordance with Attachment B,
less payments already made for
such Services. CRO will also
cover any non-cancelable
expenses, other than future
personnel costs, so long as they
were properly incurred and
prospectively approved by
CRO and only to the extent
they cannot reasonably be
mitigated.

134

Platba pri predéasnom
ukonceni zmluvy. Pokial nie je
inak uvedené v tejto Casti, pri
pred¢asnom ukonceni zmluvy
zmluvna vyskumna
organizacia zaplati za sluzby
dodané do tohto momentu

v sulade Prilohou B po
odpocitani platieb, ktoré uz
boli za sluzby uhradené.
Zmluvna vyskumna
organizécia tiez uhradi vSetky
nezrusitelné vydavky

s vynimkou buducich nakladov
na pracovnikov, za
predpokladu, ze tieto vydavky
boli riadne vynalozené

a vopred schvalené zmluvnou
vyskumnou organizaciou, len
v takom rozsahu, v ktorom im
nie je mozné primerane
zabranit’.

If the Agreement is terminated
early pursuant to Section
13.1.c. for non-compliance
with the terms of Section 15 of
this Agreement, Contractor
will be liable for damages or
remedies as provided by law
and will not be entitled to any
further payment, regardless of
any activities undertaken by
the Contractor or agreements
with third parties entered into
prior to termination which
concern the Study. In those
circumstances, Contractor is
responsible for any obligations

Pri pred¢asnom ukonceni
zmluvy v stlade s ¢astou
13.1.c pre nedodrzanie
podmienok casti 15 tejto
zmluvy bude dodavatel
zodpovedny za vSetky Skody
alebo napravné opatrenia

Vv stlade s pravnymi predpismi
a nebude mat’ pravo ziadat’
dal$ie platby, bez ohl'adu na
vSetky ¢innosti, ktoré vykona,
a na zmluvy s tretimi subjektmi
uzavreté pred ukon¢enim

Vv stvislosti s klinickym
sktiSanim. Za tychto okolnosti
je dodavatel’ zodpovedny za
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under such agreements with
third parties.

vSetky zavézky vyplyvajuce zo
zmluv s tretimi subjektmi.

13.5  Equipment or Materials. CRO 13.5  Vybavenie alebo materialy.
or Pfizer may provide, or Zmluvna vyskumna
arrange for a vendor to organizacia alebo spolo¢nost’
provide, certain equipment Pfizer m6ze poskytnut’ alebo
(“Equipment”) or proprietary zabezpecit', aby subdodavatel’
materials for use by Contractor poskytol urcité vybavenie
during the conduct of Study. (d’alej len ,,vybavenie*) alebo
Such proprietary materials may vlastny material na pouzitie
include computer software, dodavatel'om pocas
methodologies, rating scales vykonavania skusania. K
and other instruments that are danému stkromnému
owned or licensed for use by materialu patri poc¢itatovy
CRO or Pfizer (collectively, softvér, metodiky, stupnice
“Materials”). Equipment or hodnotenia a iné nastroje, ktoré
Materials to be provided for st vlastnictvom zmluvne;j
use in the Services and any vyskumnej organizacie alebo
requirements relating to them spolo¢nosti Pfizer alebo na
are described in Attachment D, ktoré vlastni zmluvna
Equipment and Materials vyskumna organizacia alebo
which is incorporated into this spolo¢nost’ Pfizer licenciu na
Agreement by reference. . pouzivanie (d’alej spolo¢ne len
»~materialy”). Vybavenie alebo
materidly poskytnuté na
pouzitie v ramci sluzieb
a vSetky s nimi sivisiace
poZziadavky st opisané
Vv Prilohe D, Vybavenie
a materialy, zahrnutej do tejto
zmluvy odkazom.
13.6  Survival of Obligations. 13.6  Trvanie povinnosti. Povinnosti

Obligations relating to
Funding, Confidential
Information, Study Records,
Inventions, Suitability, and
Anti-Bribery and Anti-
Corruption survive termination
of this Agreement, as does any
other provision in this
Agreement, including

tykajuce sa financovania,
dovernych informacii,
zaznamov zo skuSania,
vynalezov, sposobilosti

a protikorup¢nych opatreni,
ako aj vSetky d’alSie
podmienky tejto zmluvy a jej
Priloh, ktoré¢ svojim
charakterom a u¢elom
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Attachments, that by its nature
and intent remains valid after
the term of the Agreement.

zostavaju platné aj po skonceni
zmluvy, zostant v platnosti aj
po skonceni platnosti tejto
zmluvy.

14. Other Terms

14.  Dalsie podmienky

141

Suitability. Contractor certifies
that it is suitable, as may be
defined by Applicable Law, to
provide Services for the Study.
Contractor also certifies that
there are no Applicable Laws
or other obligations that
prohibit it from providing the
Services and/or entering in to
this Agreement, and that it is
not debarred under subsections
306(a) or (b) of the United
States Federal Food, Drug, and
Cosmetic Act or any Applicable
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,
Contractor will notify CRO
promptly if any of these
certifications needs to be
amended in light of new
information.

141

Sposobilost’. Dodavatel’
potvrdzuje, ze je podla
pripadného prislusného zakona
spdsobily na poskytovanie
sluzieb v rdmci skasania.
Dodévatel tiez potvrdzuje, Ze
neexistuju ziadne platné
zakony ani iné zavazky, ktoré
by mu zakazovali poskytovat’
sluzby alebo uzavriet’ tato
zmluvu a Ze nie je vyltceny

Z ¢innosti podl'a pododdielov
306(a) alebo (b) federalneho
zakona Spojenych Statov
americkych o potravinach,
lie¢ivach a kozmetickych
vyrobkoch ani podl'a iného
platného zdkona. Dodéavatel
d’alej stihlasi, Ze v suvislosti so
sluzbami, ktoré sa maju
dodavat’ podl'a tejto zmluvy,
nikdy nevyuZije sluzby ziadnej
osoby, ktora je vylucena

Z ¢innosti na zaklade
uvedenych zékonov. Po¢as
trvania tejto zmluvy a pocas
troch rokov od jej ukoncenia
dodavatel’ bude bezodkladne
informovat’ zmluvni
vyskumnu organizaciu, ak tieto
osvedcenia bude potrebné
doplnit’ alebo upravit’ na
zaklade novych informacii.
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14.2  Investigations, Inquiries, 14.2  VySetrovania, zistovania,
Warnings, or Enforcement varovné vyzvy alebo
Actions Related to Conduct of donucovacie opatrenia
Clinical Research. Contractor V suvislosti s vykondvanim
certifies that it is not the klinického vyskumu.
subject of any past or pending Dodavatel’ potvrdzuje, ze nie je
governmental or regulatory a ani v minulosti nebol
investigation, inquiry, warning, predmetom vySetrovania,
or enforcement action zistovania, varovnej vyzvy ¢i
(collectively, “Agency donucovacieho opatrenia
Action”) related to providing Statneho ani regulacného
services for the conduct of organu (d’alej spolocne len
clinical research or the practice ,uradné konanie*)
of medicine that has not been Vv suvislosti s poskytovanim
disclosed to CRO. Contractor sluzieb v ramci vykonavania
will notify CRO promptly if it klinického vyskumu alebo
receives notice of or becomes medicinskej praxe, o ktorom
the subject of any Agency nebola zmluvna vyskumna
Action regarding its organizacia informovana.
compliance with ethical, Dodavatel’ okamzite oznami
scientific, or regulatory zmluvnej vyskumne;j
standards for participation in organizacii, ze dostal
clinical research or the practice oznamenie o iradnom konani
of medicine if the Agency alebo sa stal subjektom
Action relates to events or uradného konania v suvislosti
activities that occurred prior to s dodrziavanim etickych,
or during the period in which vedeckych alebo regulacnych
the Study was conducted. noriem platnych pri t¢asti na
klinickom vyskume alebo
Vv lekarskej praxi, ak sa toto
uradné konanie tyka udalosti
alebo ¢innosti, ku ktorym doslo
pocas obdobia vykonavania
skuSania alebo pred nim.
14.3  Use of Name. Neither CRO 14.3  Pouzivanie nazvu a mena.

nor Pfizer will use the name of
Contractor or any of
Contractor’s employees or
contractors, and Contractor
will not use the name of CRO,
Pfizer, or any of their
respective employees or
contractors, for promotional or
advertising purposes without

Zmluvna vyskumna
organizécia ani spolo¢nost’
Pfizer nebude inak pouZzivat’
nazov dodédvatel'a ani mena
zamestnancov ¢i zmluvnych
stran dodavatel’a, a ani
dodavatel’ nebude pouZzivat’
nazov zmluvnej vyskumnej
organizacie, spolo¢nosti Pfizer
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written permission from the
party whose name will be used.

ani mena ich vlastnych
zamestnancov ¢i dodavatel'ov
na propagaciu alebo reklamu
bez pisomného stihlasu
zmluvnej strany, ktorej meno
alebo nazov sa ma pouzit’.

14.4  Relationship of the Parties. The 14.4  Vztah zmluvnych stran.
relationship of Contractor to Dodavatel je vo vztahu
CRO and Pfizer is one of k zmluvnej vyskumnej
independent contractor and not organizacii a spolo¢nosti Pfizer
one of partnership, agent and nezavislym dodavatel'om. Ich
principal, employee and vzt'ah nie je partnerskym
employer, joint venture, or vztahom, vztahom medzi
otherwise. zastupcom a veducim,
vztahom medzi zamestnancom
a zamestnavatel'om,
spolocnym podnikom, ani
inym podobnym vzt'ahom.
145 Modification. Any 14.5 Uprava. Vietky zmeny tejto
modification to this Agreement zmluvy musia byt’ pisomné,
must be in writing, signed by podpisané zmluvnymi stranami
the parties, and identified as an a vyhotovené formou dodatku.
Amendment, except for certain Vynimku tvoria niektoré
mutually agreeable changes in vzajomne dohodnuté zmeny
the Study budget as identified rozpoctu skusania uvedené
in Attachment B. Vv Prilohe B.
14.6  No Waiver. Failure to exert a 14.6  Nepripustnost’ zrieknutia sa
right under this Agreement prav. Neuplatnenie prava
does not constitute a waiver of podra tejto zmluvy neznamena
that right in the future. No zrieknutie sa tohto prava
waiver of any right is effective V budutcnosti. Zrieknutie sa
unless in writing and signed by prava nie je platné, pokial’ sa
the party who waives the right. neuskutocni pisomne
a nepodpise zmluvnou stranou,
ktora sa zrieka svojho prava.
14.7  Conflict with Attachments. If 14.7 Rozpor medzi zmluvou

there is any conflict between
this Agreement and any

a dodatkami. V pripade
rozporu medzi touto zmluvou
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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 the
Services requirements, and the
Agreement will control as to
all other issues.

a niektorou z jej priloh su
rozhodujice zmluvné
podmienky tejto zmluvy. V
pripade rozporu medzi touto
zmluvou a protokolom sa
zalezitosti tykajuce
poziadaviek na sluzby riadia
protokolom. Vsetky ostatné
zélezitosti sa riadia zmluvou.

14.8  Affiliates. As used in this 14.8  Spriaznené subjekty. Pojem
Agreement, the term “affiliate” »Spriazneny subjekt, ktory sa
means any entity that directly pouziva v tejto zmluve,
or indirectly controls, is oznacuje subjekt, ktory priamo
controlled by, or is under alebo nepriamo riadi uvedenti
common control with the zmluvnu stranu, alebo je touto
named party. zmluvnou stranou riadeny, ¢i

podlieha spolo¢nému riadeniu.

14.9  Successors and Assigns. This 14.9  Pravni nastupcovia
Agreement will bind and inure a nadobudatelia. Tato zmluva
to the benefit of the successors bude zavidzna a platna pre
and permitted assigns of each nastupcov a pripustnych
party. nadobudatel'ov obidvoch

zmluvnych stran.

14.10 Third Party Beneficiary. Pfizer 14.10 Oprévneny treti subjekt.

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

Spolo¢nost’ Pfizer je ur¢enou
opravnenou tret'ou stranou
tejto zmluvy a ma narok
priamo uplatiovat’ ktorékol'vek
zo svojich prav uvedenych

v zmluve. Ak treti subjekt
nadobudne prava na produkt
spolocnosti Pfizer a spolo¢nost’
Pfizer prevedie zadavanie
sktiSania na treti subjekt, moze
na nového zadavatel’a slobodne
preniest’ niektoré alebo vsetky
svoje prava a povinnosti podla
tejto zmluvy.
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1411

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

14.11 Zrieknutie sa zaruk zmluvnou

vyskumnou organiziciou.
ZMLUVNE STRANY
POTVRDZUJU, ZE
SPOLOCNOST PFIZER
POVERILA ZMLUVNU
VYSKUMNU
ORGANIZACIU
POSKYTOVANIM SLUZIEB
V SUVISLOSTI S TYMTO
KLINICKYM SKUSANIM,
KTOREHO
ZADAVATELOM JE
SPOLOCNOST PFIZER.
ZMLUVNA VYSKUMNA
ORGANIZACIA
NEVYKONALA ZIADEN
NEZAVISLY VYSKUM ANI
ANALYZU TYKAJUCU SA
BEZPECNOSTI ALEBO
UCINNOSTI SKUSANEHO
LIEKU ANI INYCH
MATERIALOV (I
LIECEBNYCH PROCEDUR,
KTORE SA MAJU POUZIT
V TOMTO SKUSANI,

A PRETO NEPOSKYTUJE
ZIADNE VYSLOVNE ANI
PREDPOKLADANE
ZARUKY TYKAJUCE SA
TYCHTO PRODUKTOV,
MATERIALOV ALEBO
LIECEBNYCH PROCEDUR,
VYSLEDKOV, KTORE SA
MAJU DOSIAHNUT ICH
PODAVANIM V SULADE
S PROTOKOLOM, ANI ICH
VHODNOSTI NA
AKYKOLVEK
KONKRETNY UCEL, CI
INYCH POVINNOSTI
SPOLOCNOSTI PFIZER
VYPLYVAJUCICH

Z PROTOKOLU ALEBO
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TEJTO ZMLUVY.

14.12 Entire Agreement. This

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

14.12

Celd zmluva. Tato zmluva
vratane jej dodatkov
predstavuje uplné znenie
dohody medzi zmluvnymi
stranami v stvislosti

s predmetom zmluvy. Tato
zmluva nahradza vsetky
predchadzajtce dohody
zmluvnych strén (Gstne aj
pisomné) tykajuce sa sluzieb
s vynimkou zavézkov, ktoré
podl'a ich podmienok
pretrvavaju nezavisle od tejto
zmluvy.

14.13 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 English version
will prevail.

14.13

Jazyk. Tato dohoda je
vyhotovena v slovenskom

a anglickom jazyku, pricom
obidve jazykové verzie maju
rovnaku platnost’. V pripade
nejasnosti alebo rozporov vo
vyklade pojmov medzi tymito
dvomi verziami bude
rozhodujtca anglicka verzia.

14.14 Notices. The parties will

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

14.14

Oznamenia. Zmluvné strany
doruc¢ia oznamy a int
komunikaciu tykajicu sa tejto
zmluvy osobne,
prostrednictvom kuriéra alebo
doporucenej posty na nizsie
uvedenu adresu alebo int1
adresu, ktort neskor niektora
zo zmluvnych stran oznami
druhej strane v sulade s touto
Cast’ou.
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CRO:

Zmluvna vyskumna organizécia:

Email: notices@parexel.com

E-mail: notices@parexel.com

Contractor:

Dodavatel’:

Attention: MUDr. Viliam Cislak, MPH, MBA

Do riikk: MUDr. Viliam Cislak, MPH, MBA

Telephone: 0556118300

Telefonne ¢islo: 0556118300

Email: inmm@inmm.sk

E-mail: inmm@inmm.sk

14.16 Counterparts and Signature.
This Agreement may be
executed in two or more
counterparts, each of which
will be deemed to be an
original, and all of which will
together constitute one and the
same agreement. The
Agreement will be deemed to
be fully executed when signed
by each of the parties through
written signature, Portable
Document Format (PDF),
validated digital signature, or
other reliable electronic means,
and delivered to the other

party.

14.16 Rovnopisy a podpis.Tato
zmluva moze byt podpisana
Vv dvoch ¢i viacerych
rovnopisoch, z ktorych kazdy
sa bude povazovat’ za original
a vsetky sa budu povazovat za
jednu a tt ista dohodu..
Zmluva sa bude povazovat’ za
uvedent do platnosti v plnom
rozsahu, ak ju podpiSe kazda
zo stran vlastnoruénym
podpisom, vo formate PDF,
pomocou overeného
digitalneho podpisu alebo inym
spol'ahlivym elektronickym
prostriedkom a doruci druhe;j
strane.

15. Anti-Corruption

15. Protikorup¢éné ustanovenia

15.1 Definitions 15.1 Definicie
a. Government. As used a. Organy S$tatnej spravy.
in this Agreement, Pojem ,,organy Statnej
“Government” spravy®, ktory sa v
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includes all levels and
subdivisions of
governments (i.e.,
local, regional, and
national;
administrative,
legislative, and
executive).

tejto zmluve pouziva,
zahina vSetky urovne a
zlozky orgénov Statnej
spravy (t. J. miestne,
regionalne alebo
celostatne,
administrativne,
zakonodarné ¢i
vykonné).

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

Statny tradnik. ,Stétny
uradnik® je podl'a tejto
zmluvy (1) zvoleny
alebo vymenovany
uradnik Statnej spravy
mimo USA (napr.
zakonodarca alebo Clen
ministerstva vlady
mimo USA), (2) kazdy
zamestnanec alebo
fyzicka osoba konajuca
V zastupeni Statneho
uradnika mimo USA,
Statnej agentiry mimo
USA alebo podniku
vykonévajiuceho
funkciu vlady mimo
USA, alebo ktory
vlastni alebo riadi vlada
mimo USA (napr.
zdravotnicky pracovnik
zamestnany Statnou
nemocnicou mimo
USA alebo vyskumny
pracovnik zamestnany
Statnou univerzitou
mimo USA), (3)
predstavitel’ politickej
strany mimo USA,
kandidét na verejnii
funkciu mimo USA
alebo zamestnanec
alebo fyzicka osoba
konajuca v zastupeni
politickej strany mimo
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office, (4) any
employee or individual
acting for or on behalf
of a public international
organization, and (5)
any member of a royal
family or member of a
non-US military.

USA alebo kandidata
na verejnu funkciu, (4)
zamestnanec alebo
fyzicka osoba konajuca
V zastupeni verejnej
medzinarodne;j
organizacie a (5) kazdy
¢len kralovskej rodiny
alebo ¢len armady

mimo USA.

15.2  Anti-Bribery and Anti- 15.2  Principy boja proti tiplatkom
Corruption Principles. a korupcii. Dodavatel’ dostal
Contractor has received a copy kopiu Medzinarodnych
of Pfizer’s International Anti- principov spolo¢nosti Pfizer
Bribery and Anti-Corruption 0 boji proti tplatkom
Principles as Attachment C to a korupcii ako Prilohu C k tejto
this Agreement. Contractor zmluve. Dodavatel’ zabezpeci,
will ensure that it and any of its 7e on a vSetci jeho zastupcovia
agents or subcontractors alebo subdodavatelia buda
conducting Pfizer work will vykonévat’ pracu zadanu
comply with the Anti-Bribery spolo¢nost'ou Pfizer v stlade
and Anti-Corruption S principmi boja proti
Principles. uplatkom a korupcii.

15.3 Warranties. Contractor 15.3 Zaruky. Dodavatel’ zarucuje

warrants to CRO and Pfizer the
following:

zmluvnej vyskumnej
organizacii a spolo¢nosti Pfizer
nasledovné:

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

a. Vsetky informaécie,
ktoré dodavatel
poskytol zmluvnej
vyskumnej organizcii
alebo spolocnosti Pfizer
V procese povinnej
protikorupénej
zodpovednosti
zmluvnej vyskumne;j
organizacie alebo
spolocnosti Pfizer,
budu tplné a presné.

254848
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If any response that
Contractor provided on
the CRO or Pfizer due-
diligence questionnaire
in regard to Contractor,
any individuals
identified in the
questionnaire, or the
Family Relatives (as
defined in the
questionnaire) of those
individuals changes
during the term of this
Agreement, Contractor
will notify CRO.

Ak sa akadkol'vek
odpoved’, ktoru
dodavatel’ poskytol

Vv dotazniku povinnej
zodpovednosti
zmluvnej vyskumne;j
organizacii alebo
spolo¢nosti Pfizer

V stvislosti

s dodavatel'om,
osobami
identifikovanymi

Vv dotazniku alebo
rodinnymi pribuznymi
(definovani

Vv dotazniku) tychto
0s0b pocas trvania
platnosti tejto zmluvy
zmeni, bude dodavatel’
zmluvnu vyskumnu
organizaciu
informovat’.

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

Finan¢na podpora
poskytovana zmluvnou
vyskumnou
organizaciou alebo
spolo¢nostou Pfizer
podla zmluvy
nespdsobi konanie
dodavatel’a, ktoré by
viedlo k nepatri¢nému
ziskaniu alebo udrzaniu
zakazky alebo ziskaniu
nepatri¢nej obchodnej
vyhody zmluvnou
vyskumnou
organizaciou alebo
spolo¢nost’ou Pfizer.

Contractor has not and
will not accept any
payment or anything of
value that would result

Dodavatel’ neprijal ani
neprijme Ziadne platby
ani Ziadne hodnotné

predmety, €o by viedlo
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in CRO or Pfizer
improperly obtaining or
retaining business or
gaining any improper
business advantage.

K nepatricnému
ziskaniu alebo udrzaniu
zékazky alebo ziskaniu
nepatricnej obchodne;j
vyhody zmluvnou
vyskumnou
organizaciou alebo
spolo¢nost’ou Pfizer.

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

e. Dodavatel’ neponukne
ani neponukol priamu
ani nepriamu platbu,
ani neschvalil ponuku
alebo vyplatenie
finan¢nej sumy alebo
hodnotného predmetu
v snahe ovplyvnit
Statneho uradnika alebo
inu osobu.

154

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

154

Poziadavky financovania.
Zmluvna vyskumna
organizécia nezaplati navyse
ziadne dodato¢né platby

Vv suvislosti so zmluvou, okrem
finan¢nych prostriedkov
uvedenych v Prilohe B
(Rozpocet skuSania a platobné
podmienky), ak ich zmluvna
vyskumna organizacia vopred
pisomne neschvali. Vsetky
faktury a pripadné dopliujuce
dokumenty predloZené
zmluvnej vyskumnej
organizacii alebo spolo¢nosti
Pfizer dodavatel'om v ramci
tejto zmluvy musia byt
pravdivé a uvadzat’ primerané
podrobnosti 0 predmete, za
ktory sa poZaduje platba.
Dodavatel’ uchovava pravdivé,
presné a Uplné zaznamy (napr.
faktary, spravy, vypisy a
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uctovné knihy) tykajuce sa
financovania a vydavkov za
sluzby vykonané podl'a tejto
zmluvy.

15,5 Right to Audit. Pfizer has the 15,5 Pravo na audit. Spolo¢nost’
right to take all reasonable Pfizer ma pravo podniknat’
steps and actions to ensure that vsetky prislusné kroky
each payment made by CRO a opatrenia, aby sa vSetky
on behalf of Pfizer is properly platby, ktoré uskuto¢ni
and legitimately used. To this zmluvna vyskumna
end, Contractor will permit, organizacia v mene spolo¢nosti
during the term of the Pfizer, vyuzivali spravne
Agreement and for three years a opravnene. Na tento ucel
after the final payment has dodavatel spristupni vSetky
been made under the relevantné knihy, doklady,
Agreement, Pfizer’s internal dokumenty a zaznamy
and external auditors access to dodavatela vratane transakcii
any relevant books, documents, stivisiacich so zmluvou
papers, and records of the internym a externym
Contractor involving auditorom spolo¢nosti Pfizer
transactions related to the pocas platnosti zmluvy a tri
Agreement. Because this roky po koneénej platbe na
Agreement relates to a clinical zaklade zmluvy. Ked’ze tato
study, there will be acceptable zmluva je spojena s klinickym
safeguards employed in such skusanim, bude do takéhoto
an audit to ensure auditu zapojena prijatel'na
confidentiality and protect the ochrana na zarucenie
privacy of the Study Subjects. dovernosti a ochrany sukromia

ucastnikov skusania.

15.6  Failure to Comply. If CRO or 15.6  PoruSenie povinnosti. AK

Pfizer terminates the Study or
this Agreement because of
Contractor’s breach of any of
the provisions in this Anti-
Corruption section, Contractor
will be liable to Pfizer for
damages or remedies as
provided by law. Further,
Contractor will indemnify
CRO and Pfizer against any
third-party claim, fine, or

zmluvna vyskumna
organizécia alebo spolo¢nost’
Pfizer ukoncia skuSanie alebo
tuto zmluvu pre poruSenie
ustanoveni Casti

0 protikorup¢nych opatreniach
zo strany dodévatel’a,
dodavatel’ bude zodpovedny
voci spoloc¢nosti Pfizer za
Skody alebo népravné
opatrenia v sulade so zakonom.
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penalty against CRO or Pfizer Okrem toho dodavatel’

that results from such a breach odskodni zmluvnt vyskumnu
by Contractor. organizaciu a spolo¢nost’
Pfizer za vsetky néaroky tretej
strany, pokuty alebo postihy
voci zmluvnej vyskumne;j
organizacii alebo spolo¢nosti
Pfizer, ktoré si vysledkom
porusenia povinnosti
dodévatela.
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Agreed to and Accepted by:

Prijal/-a a odsuhlasil/-a:

PAREXEL International (IRL) Limited

Institat nuklearnej a molekularnej
mediciny

Printed Name / Meno velkymi pismenami

Printed Name / Meno vel'kymi pismenami

Title / Funkcia

Title / Funkcia

Date / Datum

Date / Datum

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

Precital/a som si tito zmluvu, porozumel/a
som jej a prijimam podmienky, ktoré sa

vzt'ahuji na moje ¢innosti ako zodpovedného

skusajuceho.

MUDr. Juraj Beniak

Date / Datum
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Attachments Prilohy

Attachment A Scope of Services Priloha A Rozsah sluzieb

Attachment B Budget and Payment Priloha B Rozpocet a platobné

Terms podmienky

Attachment C Pfizer International Priloha C Medzinarodné zasady
Anti-Bribery and Anti- spolo¢nosti Pfizer
Corruption Principles 0 boji proti platkom

a korupcii

Attachment D Equipment and Priloha D Vybavenie a materialy
Materials

Attachment E Protection of Personal | Priloha E Ochrana osobnych

Data

udajov
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Attachment A

Priloha A

SCOPE OF SERVICES

ROZSAH SLUZIEB

Protocol Number ||

Cislo protokolu [ |

Contractor will perform the following
Services fully in line with the Protocol:

1) Whole body bone scan
2) FDG PET/CT

Dodavatel’ bude poskytovat’ nasledujuce
sluzby v plnom sulade s protokolom:

1) celotelova scintigrafia skeletu
2) FDG PET/CT

To perform the imaging required, following
the procedures, according to the Protocol,
appropriate guidelines, SOPs, and any specific
Study instructions issued by CRO or Pfizer;

Vykonat’ pozadované zobrazovacie vysetrenia
podl’a postupov definovanych v protokole,
prislusnych smernic, SOPs, a akychkol'vek
Specifickych pokynov ku skiiSaniu vydanych
zmluvnou vyskumnou organizaciou alebo
spolo¢nost’ou Pfizer;

To provide appropriate training to any new
Contractor staff joining the Study and to
document existing Contractor study staff on
the appropriate forms and training records;

Poskytnut’ vhodné skolenie kazdému novému
¢lenovi personalu dodavatel’a, ktory sa zapoji
do skusSania, a zdokumentovat’ existujlci
personal dodavatel'a na vhodnych
formularoch a zaznamoch o Skoleni;

To forward the results to the CRO or Pfizer or
their respective designees upon request;

Na poziadanie posttpit’ vysledky zmluvnej
vyskumnej organizacii alebo spolo¢nosti
Pfizer alebo ich prislusnym osobam;

To allow a monitor to visit Contractor’s
premises throughout the Study in a previously
agreed working time, in order to review
Service Provider’s equipment used in this
Study, working processes and quality
assurance system;

Umoznit’ monitorovi navstivit’ priestory
dodavatel’a pocas skusania Vo vopred
dohodnutom pracovnom ¢ase, aby
skontroloval vybavenie dodavatel'a pouzivané
v tomto skuSani, pracovné procesy a systém
zabezpecenia kvality;

To complete and return any ‘data queries’
which are generated in a timely manner.

Dokonéit’ a vratit’ vSetky ,,dopyty k
datam,* ktoré st vytvorené vcas.
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Attachment B

Priloha B

BUDGET AND PAYMENT TERMS

ROZPOCET A PLATOBNE PODMIENKY

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

1. Nazov a adresa prijemcu platby: Vyplatenie
sumy uvedenej v tejto zmluve sa vykona na
ucet.

Pl Name:
Meno hlavného skusajuceho:

MUDr. Juraj Beniak

Pfizer assigned Site ID:
Pfizer ID ¢islo centra:

1224

Payee:
Prijemca:

Institat nuklearnej a molekularnej mediciny,
Rastislavova 43, 042 53 KoSice

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

Prijemca platby musi pisomne poskytnut’ tplné
platobné pokyny pre zmluvni vyskumni
organizéciu, aby bolo mozZné akukol'vek platbu
vykonat’. Prijemca platby je povinny pisomne
informovat’ Pfizer / zmluvni vyskumnua
organizdciu, 0 akychkol'vek zmenach alebo
povinnych aktualizaciach platobnych pokynov
a/alebo bankovych udajov.

No payments will be made to the Payee until
the following are completed: (1) execution of
the Agreement, (2) submission of all
regulatory documents to Pfizer / CRO, and (3)
IRB approval

Ziadna platba nebude prijemcovi platieb
uhradend do okamziku splnenia nasledujticich
podmienok: (1) zmluva bude platne
uzatvorena, (2) vSetky administrativne pravne
dokumenty budu riadne predané spoloc¢nosti
Pfizer / zmluvnej vyskumnej organizacii a (3)
bude vydané schvélenie nezévislej etickej
komisie.
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If the Agreement is terminated before all
payments are earned, the remainder must be
returned to CRO immediately in accordance
with Section 5 (Refunds) below. If Contractor
fails to do so, Pfizer, in its sole discretion, may
apply such unearned sums to payments
otherwise due in connection with Contractor‘s
participation in another Pfizer study or may
pursue other available remedies.

Ak je zmluva ukoncena skor nez si zarobené
vSetky platby, musi byt zvySok okamzite
vrateny zmluvnej vyskumnej organizacii Vv
stlade s €lankom 5 (Vratenie platieb). Ak tak
dodavatel’neurobi, spolo¢nost’ Pfizer mdze na
zaklade vlastného uvéazenia odcitat’ tieto
nezarobené¢ sumy od platieb, ktoré treba
vykonat’ v suvislosti s ucastou dodavatela v
inom sktSani spolo¢nosti Pfizer, alebo moze
vyhladat’ iné dostupné napravné prostriedky

2. General Conditions of Payment:
Payments will be made as long as the
Contractor is in compliance with the Protocol
and the terms of the Agreement including the
submission of an invoice where required.
CRO will make payments on a quarterly basis
within forty-five (45) days of completion of
each activity period based upon the services
completed during the previous three (3)
months. The initial activity period will begin
on the first day of the month in which the first
patient is screened.

2. Vseobecné platobné podmienky:

Platby sa budd uskutocnovat, pokial
dodavatel’ bude konat' v sulade s protokolom a
podmienkami zmluvy vratane predlozenia
faktury, ak sa to vyzaduje. Zmluvna vyskumna
organizdciabude vykonavat’ platby Stvrtrocne
do Styridsiatich piatich (45) dni od ukonc¢enia
kazdého obdobia ¢innosti na zdklade sluzieb
vykonanych pocas predchadzajucich troch (3)
mesiacov. Pociatocné obdobie aktivity sa
zacne v prvy den mesiaca, v ktorom je prvy
pacient vySetreny.

3. Invoices & Payments: CRO will make
payments within forty-five (45) days of
receipt and approval of invoice.

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

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

Invoices must be in the name of PAREXEL
International (IRL) Limited and submitted
in English. Where hard copy invoices are

3. Faktury a Platby. Zmluvna vyskumna
platby  do
Styridsiatich piatich (45) dni od prijatia

organizdcia  vykona

a schvalenia faktary.

Dodavatel’ nesmie posielat’ faktiry na
naklady, ktoré nie st uvedené v Dolozke
¢. 1, kym nebol plne vypracovany
potrebny dodatok k tejto zmluve alebo
nebol doruceny list upravujici rozpocet.

Pre urychlenie platieb, takéto faktiry
mozu byt doplnené kopiou dodatku.

Faktary musia byt
spolocnost PAREXEL International
(IRL) Limited a musia byt v anglitine.
V pripadoch, kedy

vystavené na

su  vyzadované
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required they should be submitted and
addressed to:

PAREXEL International (IRL)
Limited,

70 Sir John Rogerson's Quay

Dublin 2

Ireland

Company number 541507

VAT Number: IE 3249971HH

email for submitting invoices:
GP-IPO@PAREXEL.com

The following information shall be provided
when submitting an invoice

e Invoice number

e Invoice date

e Invoice amount

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

e Principal Investigator
Name

e Contractor Name and
Address

e Pfizer assigned Site Id (as
listed above)

e Protocol Identifier or
Number

e VAT Registration Number

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

e CRO Project Number

e CRO Address (listed above)

faktury v papierovej podobe, tieto musia
byt’ zaslané na adresu

PAREXEL International (IRL)
Limited,

70 Sir John Rogerson's Quay

Dublin 2

Ireland

Company number 541507

VAT Number: IE 3249971HH

email na zasielanie faktur:
GP-IPO@PAREXEL.com

Nasledujuce informacie musia byt
uvedené na faktare

o C(islo faktiry

e Détum faktary

o Ciastka faktary

e Datum a popis sluzieb
poskytnutych v sulade s
Dolozkou ¢. 1

e Meno hlavného
skusajuceho

e Naézov a adresa dodavatel’a

e ID cislo centra pridelené
spolo¢nostou Pfizer

e (Cislo protokolu

e VAT

e DPH v pripade, zZe je
aplikovatelna (%) alebo
informacia o  spatnom
zapocitani

e CROscislo projektu

¢ CRO adresa uvedena vyssie

e DalSie informacie
vyzadované narodnym
pravom
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e Any other items required by
local custom, regulation or
law in your jurisdiction.

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

Ak pozadované informacie nebudu uvedené na
vsetkych faktirach, spdsobi to omeSkanie
platby

Refunds: To confirm process for return of
refunds, Contractor shall contact the
company Pfizer at

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

4. Vratenie platieb: Pre potvrdenie vratenia
platieb, dodavatel kontaktuje spolo¢nost’
Pfizer na adrese
investigatorpayments@pfizer.com alebo
iny kontakt, ktory mu méze byt’ pripadne
oznameny.

. Amendments: The following Study budget
changes may Dbe documented by a
modification letter signed by Pfizer or its
authorized agent: (1) increases in the total
Study budget, with or without modification
of the payment schedule, or (2) modification
of the payment schedule with no change in
total Study budget.

5. Zmeny: Nasledujuce zmeny rozpoctu
Studie budt uskutocnené zaslanim listu
upravujuceho  rozpocet  podpisaného
spolo¢nostou Pfizer: (1) zvySenie rozpoctu
Stadie s alebo bez vplyvu na zmenu
platobného kalendéara, alebo (2) zmena
platobného kalendara bez vplyvu na
celkovll vysku rozpoctu Studie

. Inquiries:  All inquiries regarding the
reasons for any denial of, or failure to
approve, a  request for payment or
reimbursement or invoice must be directed
to the CRO at
InvestigatorPaymentHelpDesk@parexel.co
m, or such other contact as may be
communicated to Contractor from time to
time.

6. Zistovanie. Vsetky zistenia tykajuce sa
dovodov alebo neschvalenia poziadavky na
platbu musia byt adresované zmluvnej
vyskumnej  organizacii na  adresu
InvestigatorPaymentHelpDesk@parexel.c
om, alebo na ini adresu oznamenu
dodavatelovi.
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Exhibit 1 to the Attachment B/ Dolozka €. 1 k Prilohe B

COMPOUND : [AMENDMENT : INVESTIGATOR:
SKUSANY LIEK : Encorafenib (IMP), Binimetinib (IMP), Pembrolizumab (IMP) |DODATOK : PAL SKUSAJUCH: MUDr. Juraj Beniak
STUDY NUMBER : [ARM/COHORT : INSTITUTION:
CiSLO STUDIE : C4221016 RAMENO/KOHORTA: |INSTITUCIA: Instituit nuklearnej a molekularnej medicin
A PHASE 3, RANDOMIZED, DOUBLE-BLIND STUDY OF ENCORAFENIB AND BINIMETINIB PLUS PEMBROLIZUMAB VERSUS PLACEBO PLUS PEMBROLIZUMAB IN PARTICIPANTS WITH BRAF cciD: '—J—J—y—
V600E/K MUTATION-POSITIVE METASTATIC OR UNRESECTABLE LOCALLY ADVANCED MELANOMA
TITLE : RANDOMIZOVANE, DVOJITO ZASLEPENE KLINICKE SKUSANIE FAZY 3 HODNOTIACE LIECBU ENKORAFENIBOM A BINIMETINIBOM S PETROLIZUMABOM OPROTI PLACEBU S PETROLIZUMABOM
MENO : U UCASTNIKOV S METASTATICKYM MELANOMOM ALEBO S TOVATELNYM LOKALNE POKROCILYM MELANOMOM POZITIVNYM NA MUTACIU V600E/K GENU BRAF
COUNTRY/Currency :
KRAJINA / Mena : Slovakia - EUR
OV_ERH'EAD
REZIJNA SADZBA 25.00%
Additional Procedures Not included in the Per Subject Cost (Procedures not tied to a specific visit)
- All Fees Inclusive of Overhead
Dodato¢né vykony, ktoré nie st zahrnuté v cene za subjekt (vykony nie st viazané na konkrétnu navstevu)
- VSetky poplatky zahriiaju rezijna sadzbu
Procedure Comments Cost
VVykon Pripomienky Cena
To be inwiced as incurred. As clinically indicated. Unit
Cost includes Interpretation and Report.
Bone Scan ) o -
. Fakturovat, ak nastane. Pokial bude klinicky 480.00
Kostny sken o i . N -~
indikované. Jednotkova cena zahffia interpretaciu a
popis.
To be inwiced as incurred. As clinically indicated. Unit
Cost includes Interpretation and Report.
FDG PET/CT Fakturovat, ak nastane. Pokial bude klinicky 2,000.00
indikované. Jednotkova cena zahfia interpretaciu a
popis.
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Attachment C Priloha C

PFIZER INTERNATIONAL ANTI- MEDZINARODNE ZASADY
BRIBERY AND ANTI-CORRUPTION SPOLOCNOSTI PFIZER O BOJI PROTI
BUSINESS PRINCIPLES UPLATKOM A KORUPCII

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

Spoloc¢nost’ Pfizer vedie dlhodobu politiku
boja proti uplatkom a korupcii v suvislosti

S jej ¢innostou v Spojenych Statoch
americkych aj v zahraniéi. Spolo¢nost’ Pfizer
sa zavdzuje podnikat’ bezthonne a konat’
eticky a legalne v stlade so vSetkymi
platnymi pravnymi predpismi a nariadeniami.
Rovnaky zavédzok o¢akdvame od poradcov,
sprostredkovatel’'ov, zastupcov alebo inych
spolocnosti a jednotlivcov konajucich

v nasom mene (d’alej len ,,obchodni
spoloc¢nici®), ako aj od subjektov konajicich
v mene obchodnych spolo¢nikov (napr.
subdodavatelia) v stvislosti s pracou pre
spolo¢nost’ Pfizer.

Bribery of Government Officials

Podplacanie Statnych uradnikov

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

Vicsina Statov ma zékony, ktoré zakazuji
uskutocnenie, ponuku alebo prisl'ub platieb
alebo akychkol'vek hodnotnych predmetov
(priamo alebo nepriamo) Statnym uradnikom,
ak je cielom platby ovplyvnit uradny akt
alebo rozhodnutie o prideleni ¢i udrzani
zékazky.

“Government Official” shall be broadly
interpreted and means:

Pod pojmom ,,Statny tradnik* sa vo
vSeobecnosti rozumie:
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Q) any elected or appointed Government | (i) zvoleny alebo vymenovany tradnik
official (e.g., a legislator or a member Statnej spravy (napr. zakonodarca
of a Government ministry); alebo ¢len ministerstva),

(i) any employee or individual acting for | (i)  zamestnanec alebo fyzicka osoba
or on behalf of a Government Official, konajiica v mene $tatneho tradnika,
agency, or enterprise performing a Statneho organu alebo podniku
governmental function, or owned or vykonavajuceho $tatnu funkciu, alebo
controlled by, a Government (e.g., a ktory vlastni alebo riadi §tat (napr.
healthcare professional employed by a zdravotnicky pracovnik zamestnany
Government hospital or researcher Statnou nemocnicou alebo vyskumny
employed by a Government pracovnik zamestnany Statnou
university); univerzitou),

(iii)  any political party officer, candidate (ili)  predstavitel’ politickej strany, kandidat
for public office, officer, or employee na verejnu funkciu, alebo zamestnanec
or individual acting for or on behalf of alebo fyzicka osoba konajica
a political party or candidate for public Vv zastpeni politickej strany alebo
office; kandidata na verejnu funkciu,

(iv)  any employee or individual acting for | (iv)  zamestnanec alebo fyzicka osoba
or on behalf of a public international konajlica v mene verejnej
organization; medzindrodnej organizacie,

(V) any member of a royal family or (V) kazdy c¢len kralovskej rodiny alebo
member of the military; and ¢len armady a

(vi) any individual otherwise categorized | (vi)  kazda fyzicka osoba, ktora patri do

as a Government Official under law.

kategorie Statneho uradnika podl'a
zakona.

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

Pojem ,,organy Statnej spravy* zahiiia vSetky
urovne a zlozky organov §tatnej spravy (t. j.
miestne, regiondlne alebo Statne

a administrativne, zakonodarné ¢i vykonné).

Because this definition of “Government
Official” is so broad, it is likely that Business
Associates will interact with a Government
Official in the ordinary course of their

KedZe je tato definicia Statneho tradnika
Sirokd, je pravdepodobné, ze obchodni
spolo¢nici pridu do styku so §tatnym
uradnikom pri svojej beznej €innosti, ktori
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business on behalf of Pfizer. For example,
doctors employed by Government-owned

hospitals would be considered “Government
Officials.”

vykonavaju v mene spolo¢nosti Pfizer. Za
Statnych uradnikov budt povazovani
napriklad aj lekari zamestnani v Statnych
nemocniciach.

The U.S. Foreign Corrupt Practices Act (the
“FCPA”) prohibits making, promising, or
authorizing a payment or providing anything
of value to a non-U.S. Government Official to
improperly or corruptly influence that official
to perform any governmental act or make a
decision to assist a company in obtaining or
retaining business, or to otherwise gain an
improper advantage. The FCPA also prohibits
a company or person from using another
company or individual to engage in any such
activities. As a U.S. company, Pfizer must
comply with the FCPA and could be held
liable as a result of acts committed anywhere
in the world by a Business Associate.

Americky zédkon o zahrani¢nych korup¢nych
praktikach (d’alej len ,,FCPA*) zakazuje
uskutocnenie, prisl'ub alebo schvalenie platby
¢i poskytnutie akéhokol'vek hodnotného
predmetu Statnym uradnikom z inych krajin
ako USA s cielom nepatri¢ne alebo
uplatkarsky presvedc¢it’ tiradnika, aby vykonal
akykol'vek uradny akt alebo rozhodnutie,
ktoré urcitej spolocnosti pomoze ziskat alebo
udrzat si zakazku alebo inak ziskat’
nepatri¢nt vyhodu. Zakon FCPA tieZ
zakazuje spolo¢nostiam a fyzickym osobam,
aby vyuzili inl1 spolo¢nost’ alebo fyzickl
osobu na aktukol'vek z uvedenych ¢innosti.
Ako spolo¢nost’ so sidlom v USA musi
spolo¢nost’ Pfizer dodrziavat’ zdkon FCPA

a za Ciny spachané¢ kdekol'vek na svete
obchodnym spolo¢nikom by mohla byt’
uznana zodpovednou.

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

Zasady boja proti uplatkom a korupcii pri
styku so Statnymi uradmi a iradnikmi

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

Obchodni spolo¢nici musia §irit’ a dodrziavat’
nasledujtce zasady pri styku so Statnymi
uradmi a uradnikmi:

. Business Associates, and those acting
on their behalf in connection with
work for Pfizer, may not directly or
indirectly make, promise, or authorize
the making of a corrupt payment or

. Obchodni spolo¢nici a osoby konajice
v ich mene v suvislosti s pracou pre
spolo¢nost’ Pfizer nesmu priamo ani
nepriamo uskutocnit’, s'ibit” ani
schvalit’ korupcnu platbu alebo
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provide anything of value to any
Government Official to induce that
Government Official to perform any
governmental act or make a decision
to help Pfizer obtain or retain business.
Business Associates, and those acting
on their behalf in connection with
work for Pfizer, may never make a
payment or offer any item or benefit to
a Government Official, regardless of
value, as an improper incentive for
such Government Official to approve,
reimburse, prescribe, or purchase a
Pfizer product, to influence the
outcome of a clinical trial, or to
otherwise benefit Pfizer’s business
activities improperly.

poskytnutie akejkol'vek hodnoty
ziadnemu $tatnemu uradnikovi

s cielom presvedc¢it’ tohto Statneho
uradnika, aby vykonal tradny akt
alebo rozhodnutie a tym pomohol
spolo¢nosti Pfizer udrzat’ si alebo
ziskat’ zdkazku. Obchodni spolo¢nici
a osoby konajuce v ich mene

V suvislosti s pracou pre spolo¢nost’
Pfizer nesmu nikdy uskutoc¢nit’ platbu
Statnemu uradnikovi ani mu ponuknut’
ziadnu vec ani vyhodu, bez ohl'adu na
jej hodnotu, s ciel'om nepatri¢ne
presvedcit’ daného Statneho uradnika,
aby schvalil, uhradil, predpisal alebo
zakupil produkt spolo¢nosti Pfizer,

a tak ovplyvnit’ vysledok klinického
skuSania alebo inak nepatric¢ne
zvyhodnit’ podnikatel'ské aktivity
spolo¢nosti Pfizer.

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

Obchodni spolo¢nici a osoby konajlice
v ich mene v suvislosti s pracou pre
spolo¢nost’ Pfizer sa musia oboznamit’
a dodrziavat’ platné miestne pravne
predpisy, nariadenia alebo
prevadzkové postupy (vratane
poziadaviek kladenych Statnymi
uradmi, ako su Statne nemocnice alebo
vyskumné ustavy), ktoré stanovuji pre
nahrady, finan¢n podporu, alebo dary
Statnym Uradnikom urc¢ité limity,
obmedzenia alebo poziadavky na
zverejnenie. Ak si obchodny spolo¢nik
nie je isty vyznamom alebo platnostou
akychkol'vek limitov, obmedzeni
alebo poziadaviek na zverejnenie

V stvislosti so stykom so $tatnymi
uradnikmi, musi sa tento obchodny
spolo¢nik pred vykonanim
akychkol'vek krokov poradit’ so svojou
hlavnou kontaktnou osobou

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

. Obchodni spoloc¢nici a osoby konajice
v ich mene v suvislosti S pracou pre
spolo¢nost’ Pfizer nemaju opravnenie
pontikat’ tplatky. ,,Uplatok* je
nomindlna platba Statnemu uradnikovi
s ciel'om zabezpecit’ alebo urychlit
vykon inak bezného predpisaného
uradného aktu. Prikladom uplatkov su
platby za rychlejSie spracovanie
licencii, ziadosti o povolenie alebo viz,
pri ktorych st v poriadku vsetky
doklady. V pripade, Ze obchodny
spolo¢nik alebo osoba konajuca v jeho
mene V suvislosti s pracou pre
spoloc¢nost’ Pfizer prijme tplatok
Vv suvislosti s pracou pre spolo¢nost’
Pfizer alebo sa dozvie o ziadosti
0 takyto uplatok, obchodny spolo¢nik
pred vykonanim akychkol'vek d’alSich
krokov bezodkladne oznami takuto
ziadost’ svojej hlavnej kontaktne;j
0sobe v spolocnosti Pfizer.

Commercial Bribery

Komercné uplatky

Bribery and corruption can also occur in non-
Government, business to business
relationships. Most countries have laws which
prohibit offering, promising, giving,
requesting, receiving, accepting, or agreeing
to accept money or anything of value in
exchange for an improper business advantage.
Examples of prohibited conduct could
include, but are not limited to, providing
expensive gifts, lavish hospitality, kickbacks,
or investment opportunities in order to
improperly induce the purchase of goods or
services. Pfizer colleagues are not permitted

Poskytovanie tplatkov a korupcia sa moze
vyskytovat’ nielen vo vzt'ahu k §tatnym
uradom, ale aj vo vzt'ahoch medzi firmami.
Vicsina krajin ma zakony, ktoré zakazuju
ponukat’, sl'ubovat’, davat’, pozadovat’,
prijimat’ alebo schvalovat prijatie penazi
alebo akéhokol'vek hodnotného predmetu
vymenou za poskytnutie nepatri¢nej
podnikatel'skej vyhody. K prikladom
zakdzaného spravania patri okrem iného aj
poskytovanie drahych darov alebo
pohostinnosti, provizii alebo investi¢nych
prileZitosti ponukanych s ciel'om nepatri¢ne
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to offer, give, solicit or accept bribes, and we
expect our Business Associates, and those
acting on their behalf in connection with work
for Pfizer, to abide by the same principles.

ovplyvnit nakup tovaru alebo sluzieb.
Spolupracovnici spolo¢nosti Pfizer nemaju
opravnenie ponukat’, davat, pozadovat’ ani
prijimat’ uplatky a od obchodnych
spolo¢nikov a 0s6b konajucich v ich mene
Vv suvislosti s pracou pre spolo¢nost’ Pfizer
oc¢akavame, ze budu dodrziavat’ rovnaké
zasady.

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

Zasady boja proti uplatkom a korupcii pri
styku so sukromnymi subjektmi
a spolupracovnikmi spolo¢nosti Pfizer

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

Obchodni spolo¢nici musia §irit’ a dodrziavat’
nasledujuce zasady pri styku so sukromnymi
subjektmi a spolupracovnikmi spolo¢nosti
Pfizer:

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

. Obchodni spolo¢nici a osoby konajice
v ich mene v savislosti s pracou pre
spolo¢nost’ Pfizer nesmu priamo ani
nepriamo uskutocnit’, s'ibit’ ani
schvalit’ korupénu platbu alebo
poskytnat’ hodnotny predmet Ziadnej
osobe s ciel'om presvedcit’ tito osobu,
aby poskytla spolo¢nosti Pfizer
nezakonnu podnikatel'skil vyhodu.

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

. Obchodni spolo¢nici a osoby konajtce
v ich mene v stvislosti s pracou pre
spoloc¢nost’ Pfizer nesmu priamo ani
nepriamo poZadovat’ platbu ani ni¢
hodnotné s cielom nepatricne
presadzovat’ vyhody v stvislosti s ich
podnikatel'skou ¢innost'ou
vykonéavanou pre spolo¢nost’ Pfizer
a nesmu ani suhlasit’ s prijatim takejto
platby ¢i hodnoty ani ju prijat’.
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. Pfizer colleagues are not permitted to
receive gifts, services, perks,
entertainment, or other items of more
than token or nominal monetary value
from Business Associates, and those
acting on their behalf in connection
with work for Pfizer. Moreover, gifts
of nominal value are only permitted if
they are received on an infrequent
basis and only at appropriate gift-
giving occasions.

. Spolupracovnici spolo¢nosti Pfizer
nemaju opravnenie prijimat’ od
obchodnych spolo¢nikov a 0s6b
konajucich v ich mene v stvislosti
S pracou pre spolo¢nost’ Pfizer
darceky, sluzby, vyhody, pohostenie
ani iné polozky s vysSou ako
symbolickou ¢i minimalnou pefiaznou
hodnotou. Okrem toho su povolené iba
dar¢eky minimalnej hodnoty prijaté
zriedkavo a iba pri vhodnych
prilezitostiach.

Reporting Suspected or Actual Violations

Hldsenie podozreni alebo skutocénych
priestupkov

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

Od obchodnych spolo¢nikov a 0s6b
konajucich v ich mene v stvislosti s pracou
pre spolo¢nost’ Pfizer sa oCakava, ze ohlasia
pripadné potencialne priestupky proti tymto
medzinarodnym zdsadam boja proti iplatkom
a korupcii alebo proti zakonu. Priestupok
mdze obchodny spolo¢nik ohlasit’ svojej
hlavnej kontaktnej osobe v spolo¢nosti Pfizer,
pripadne oddeleniu dodrZiavania predpisov
spolo¢nosti Pfizer e-mailom na adresu
corporate.compliance@pfizer.com alebo
telefonicky na Cisle 1-212-733-3026.
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Attachment D

Priloha D

EQUIPMENT AND MATERIALS

VYBAVENIE A MATERIALY

No Equipment or Materials are being

provided by Pfizer or CRO for Contractor’s

use.

Spoloc¢nost’ Pfizer ani zmluvnd vyskumna
organizacia neposkytuje dodavatel'ovi Ziadne
vybavenie ani materidly na pouzitie.
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Attachment E Priloha E

PROTECTION OF PERSONAL DATA OCHRANA OSOBNYCH UDAJOV

1. Definitions. Capitalized terms used in this 1. Vymedzenie pojmov. Pojmy vymedzené v tejto
Attachment E will have the meaning assigned Prilohe E budi mat’ vyznam, ktory im je
to them in this Section 1 of Attachment E. All priradeny v Casti 1 Prilohy E. Vsetky
capitalized terms not otherwise defined in vymedzené pojmy, ktoré nie su inak
Attachment E will have the meaning assigned definované v Prilohe E, budu mat’ vyznam,
to them in the Agreement. ktory im je priradeny v zmluve.

(@) “Applicable Law” means any applicable (@) ,,Platné pravne predpisy* znamena
law, regulation, or other legal requirement akykol'vek platny pravny predpis,
applicable to the services provided under nariadenie alebo inu pravnu poziadavku
the Agreement. vzt'ahujuce sa na sluzby poskytované

podra tejto zmluvy.

(b) “Controller” will mean the entity that (b) ,,Prevadzkovatel* znamena subjekt,
alone or jointly with others determines the ktory samostatne alebo spolu s inymi
purposes and means of the Processing of subjektmi urcuje ucely a prostriedky
Personal Data. spractivania osobnych tidajov.

(c) “Data Security Breach” means a breach (c) ,,Porusenie bezpectnosti osobnych
of security leading to the accidental or udajov* je porusenie bezpeénosti, ktoré
unlawful destruction, loss, alteration, vedie k ndhodnému alebo nezdkonnému
unauthorised disclosure of, or access to, znideniu, strate, zmene alebo
Personal Data that has been transmitted, neopravnenému poskytnutiu osobnych
stored, or otherwise processed. udajov, ktoré sa prenasaju, uchovavaja

alebo inak spracuvaju, alebo
k neopravnenému pristupu k tymto

udajom.
(d) “Security Incident” will mean (i) Data (d) ,,Bezpecnostny incident* znamena: (i)
Security Breach; (ii) a security porusenie bezpecnosti osobnych udajov;,
vulnerability that carries a material risk of (i1) slabé miesta z hl'adiska bezpe€nosti,
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compromising the confidentiality,
integrity, or security of Personal Data;

(iii) a violation of Applicable Law relating
to the Processing of Personal Data under
this Agreement, or (iv) or any
unauthorized acquisition, access or use of
Personal Data that triggers a breach
notification obligation under Applicable
Law. A Security Incident will exclude the
following:

ktoré predstavuju vyznamné riziko
ohrozenia dovernosti, neporusenosti alebo
bezpecnosti osobnych tidajov; (iii)
porusenie platnych pravnych predpisov
tykajtcich sa spracuvania osobnych
udajov podra tejto zmluvy alebo (iv)
akékol'vek neopravnené nadobudnutie,
pouzitie osobnych udajov alebo pristup
k nim, ktoré ma za nasledok povinnost’
oznamit’ porusenie podl’a platnych
pravnych predpisov. K bezpecnostnému
incidentu nepatria tieto pripady:

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

0) akékol'vek netimyselné
nadobudnutie, pouzitie osobnych
udajov alebo pristup k nim
zamestnancom alebo zastupcom
dodavatel’a, ktoré¢ boli vykonané
v dobrej viere a nevedi
k d’alsiemu neopravnenému alebo
nevhodnému spracivaniu
osobnych tdajov;

(i) any inadvertent disclosure by a
person who is authorized to
access Personal Data on behalf of
Contractor to another person who
is authorized to access Personal
Data on behalf of Contractor,
provided the information received
as a result of such disclosure is
not further used or disclosed in an
unauthorized or inappropriate
manner; or

(i) akykol'vek pripad, ked’ osoba,
ktora mé opravnenie na pristup
k osobnym udajom v mene
dodavatel’a, netimyselne poskytne
osobné daje inej osobe, ktora ma
opravnenie na pristup k osobnym
udajom v mene dodavaterl’a, a to
za predpokladu, Ze sa informacie
ziskané v dosledku takéhoto
zverejnenia d’alej nepouzivaji
alebo nezverejnuji neopravnenym
alebo nevhodnym spo6sobom;
alebo

(iii) any loss or unauthorized
acquisition of or access to
encrypted Personal Data,
provided the confidential process
or key that is capable of
compromising the security,
confidentiality, or integrity of the

(iii) akakol'vek strata alebo
neopravnené nadobudnutie
Sifrovanych osobnych udajov
alebo pristup k Sifrovanym
osobnym udajom za predpokladu,
ze nedoslo aj k strate alebo
neopravnenému nadobudnutiu
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encrypted Personal Data is not
also subject to loss or
unauthorized acquisition or
access.

alebo pristupu k procesu
zachovania dovernosti alebo
bezpecnostnému kl'acu, ktoré
mozu ohrozit’ bezpecnost,
dovernost’ alebo neporusenost’
Sifrovanych osobnych udajov.

(€)

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

(€)

,»Osobné idaje maji vyznam
ustanoveny platnymi pravnymi predpismi
a okrem iného zahtnaju akékol'vek
informacie (bez ohl'adu na médium a na
to, 1 su samostatné alebo skombinované
S inymi dostupnymi informéciami), ktoré
identifikujt fyzick osobu alebo sa tykaju
identifikovanej alebo identifikovatel'nej
fyzickej osoby. Udaje zagifrované
Sifrovacim kI'i¢om sa povazuju za osobné
udaje aj vtedy, ak drzitel’ idajov nema
pristup ku kl'acu, ktory spaja udaje

S totoznost'ou konkrétneho jednotlivca.
Medzi osobné tdaje ziskané v suvislosti

S klinickym skasanim budu patrit’ osobné
udaje tykajuce sa zastupcu spolo¢nosti
Pfizer, zodpovedného skusajiceho,
spoluskusajucich, vyskumného personalu,
tretich subjektov a ucastnikov klinického
skusania.

()

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

()

»Spracuvat™ alebo ,,spractvanie” je
akakol'vek operacia alebo stibor operacii
S osobnymi udajmi, ¢i uz sa vykonavaji
automatizovanymi prostriedkami alebo
inak, napriklad ziskavanie,
zaznamenavanie, usporaduvanie,
uchovavanie, prepractvanie alebo zmena,
vyhl'adavanie, prehliadanie, vyuzivanie,
poskytovanie prenosom, Sirenie alebo iné
spristupnenie, preskupovanie alebo
kombinovanie, obmedzenie, vymazanie
alebo likvidacia.

(9)

“Transfer”, “Transferred” or
“Transferring” means, whether by
physical or electronic means, across

(9)

,Prenos”, ,,Prenasany* alebo
»~Prenasanie* znamena cezhrani¢ny
fyzicky ¢i elektronicky (a) presun
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national borders, both (a) the moving of
Personal Data from one location or person
to another, and (b) the granting of access
to Personal Data by one location or person
to another.

osobnych tdajov z jedného miesta na
druhé alebo od jednej osoby druhej osobe
aj (b) spristupnenie osobnych tidajov
jednym miestom inému miestu alebo
jednou osobou inej osobe.

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

Osobné udaje ucastnikov skusania. Spolo¢nost’
Pfizer bude nezavisly prevadzkovatel’ vo vztahu

k spractivaniu osobnych tidajov obsiahnutych

Vv udajoch sktiSania a v biologickych vzorkach,
ktoré dodavatel’ oznamuje spoloc¢nosti Pfizer alebo
ktoré spolo¢nost’ Pfizer vytvori inak. Dodavatel je
prevadzkovatel'om osobnych udajov, ktoré
spraciiva vzhl'adom na liecbu ucastnika skuSania.

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

Osobné udaje skusajuceho personalu. Dodavatel
potvrdzuje, ze dostal Prilohu E Oznamenie

0 ochrane osobnych tdajov spolo¢nosti Pfizer pre
skusajucich a skasajuci personal — v Eurépske;j
unii, Eurépskom hospodérskom priestore

a Svajéiarsku.

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

Stlad so zdkonom. Zmluvné strany a spolo¢nost’
Pfizer sa zavazuju dodrziavat platné pravne
predpisy Vv stvislosti so spraciivanim osobnych
udajov pocas celého obdobia platnosti tejto
zmluvy. Kazda zmluvna strana je povinna
vykonavat’ a udrziavat’ sipisy a registracie na
spracuvanie osobnych udajov, ako to vyzaduju
platné pravne predpisy. Zmluvné strany

a spolo¢nost’ Pfizer budi navzajom spolupracovat’
a pomahat’ si pri hodnoteniach vplyvu na ochranu
osobnych tdajov alebo predchadzajucich
konzultaciach so Statnymi organmi, ktoré sa mozu
vyzadovat’ v suvislosti so spracuvanim
vykondvanym podla zmluvy. Dodavatel’ bude tiez
okamzite informovat’ spolocnost’ Pfizer

0 vsetkych oznameniach prijatych od organu na
ochranu udajov, ktoré sa tykaju sktsania.

Privacy and Security Programs. During the term
of this Agreement, the Contractor and Pfizer will

Programy ochrany osobnych udajov a
bezpecnosti. Pocas trvania tejto zmluvy buda
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each maintain a comprehensive privacy and
security program designed to ensure that Personal
Data will only be Processed in accordance with
the Agreement, including the appointment of a
data protection officer as required by Applicable
Law. The Parties will implement appropriate
administrative, technical, and physical security
measures to protect Personal Data.

dodavatel’ aj spolocnost’ Pfizer udrziavat’
komplexny program ochrany osobnych tidajov

a bezpecnosti, ktory zabezpeci, Ze sa osobné udaje
budu spracuvat’ iba v stlade s touto zmluvou
vratane vymenovania zodpovednej osoby ochrany
osobnych udajov podl'a poziadaviek platnych
pravnych predpisov. Zmluvné strany prijmi
primerané administrativne, technické a fyzické
bezpecnostné opatrenia na ochranu osobnych
udajov.

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

Personal. Dodavatel’ a spolo¢nost’ Pfizer
zabezpecCia, Ze ich zamestnanci zaoberajlici sa
spracuvanim osobnych tdajov budi informovani
0 doévernom charaktere osobnych udajov,
absolvuju primerané $kolenie o svojich
povinnostiach a uzavra pisomné zmluvy

0 zachovani ml¢anlivosti alebo inym spdsobom
podliehaju profesionalnej povinnosti zachovavat’
mlcanlivost. Zmluvné strany zabezpecia, aby bol
pristup k osobnym udajom obmedzeny na tych
pracovnikov, ktori vykonavaju sluzby podla tejto
zmluvy.

Security Incident.

Bezpecénostny incident.

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

Do 24 hodin od zistenia bezpe¢nostného incidentu
suvisiaceho s osobnymi udajmi, ktoré dodavatel’
uchovava podl'a zmluvy, dodavatel’ informuje
spolo¢nosti Pfizer sposobom uvedenym v zmluve.

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

Ak to bude mozné, v ramci informovania
dodavatel’ poskytne spolocnosti Pfizer dostatocné
informacie na to, aby spolo¢nost’ posudila
bezpec¢nostny incident a poskytla dodavatel'ovi
spatnu vdzbu (vylucne ako zainteresovana strana,
nie ako pravne alebo regulacné poradenstvo)

0 tom, ¢i platné pravne predpisy vyzaduju
oznamenie incidentu akymkolI'vek organom Statnej
spravy.
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Contractor will determine on the basis of all
available information and Applicable Law, if the
Security Incident will be considered a Data
Security Breach and arrange for notification to
data subjects and/or government authorities if
required by law, and will be responsible for
providing such notification.

Na zaklade vSetkych dostupnych informacii

a platnych pravnych predpisov dodavatel’ urci, ¢i
sa bezpecnostny incident bude povazovat za
porusenie bezpecnosti osobnych tdajov,

a zabezpeci informovanie dotknutych osob alebo
Statnych organov, ak to vyzaduje zakon. Za takéto
informovanie bude zodpovedny.

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

Vyluéne vo vztahu k akymkol'vek ozndmeniam

0 poruseni bezpecnosti osobnych udajov, ktoré
zahinaji osobné Udaje zastupcu spolo¢nosti Pfizer
(podl’a definicie v Casti 12), bude mat’ spolo¢nost’
Pfizer pravo tieto ozndmenia preskimat’ a schvalit’
pred ich odoslanim jej zastupcom.

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

Dodavatel’ bude zodpovedny za vsetky naklady,
vydavky aj ndsledné postihy stvisiace

S poskytnutim takychto oznadmeni. Dodavatel’
vykona vSetky potrebné kroky na napravu

a zmiernenie bezpecnostného incidentu, a to
vyluéne na vlastné naklady.

Rights of Data Subjects Participating in the Study.

Prava dotknutych os0b zucastiujucich sa na

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

klinickom skt8ani. Dodavatel’ a spolo¢nost’ Pfizer
suhlasia s tym, Ze z nich je dodavatel’ najlepsie
schopny riesit’ poziadavky ucastnikov skusania na
pristup, zmenu, prenos, obmedzenie alebo
vymazanie osobnych udajov. Ak spolo¢nost’
Pfizer alebo zmluvna vyskumna organizicia
dostane ziadost’ od tcastnika skti$ania o takyto
pristup, zmenu, prenos, obmedzenie alebo
vymazanie, spoloc¢nost’ Pfizer alebo zmluvna
vyskumna organizécia postlpi tito ziadost’
dodavatel'ovi. Dodavatel’ bude reagovat’ na
poziadavky tcastnikov sktisania na pristup,
zmenu, prenos, obmedzenie alebo vymazanie
osobnych udajov v sulade s platnymi pravnymi
predpismi, zmluvou a inymi pokynmi, ktoré
poskytne spolo¢nost’ Pfizer. Dodavatel’ berie na
vedomie, Ze v zaujme zachovania integrity
vysledkov skisania méze byt moznost’ zmeny,
obmedzenia alebo vymazania osobnych tdajov
obmedzena v sulade s platnymi pravnymi
predpismi. Spolo¢nost’ Pfizer berie na vedomie, Ze

Ancillary Clinical Services Agreement (GDPR) / Zmluva o doplnkovych klinickych sluzbach (GDPR)
254848h5|ovakia_sne 1224 Bone Scan_Institat nuklearnej a molekularnej mediciny_20220615_1.0

75




ucastnici klinického skusSania mézu kedykol'vek
odvolat’ svoj informovany suhlas s u¢astou na
klinickom skusani a svoj sthlas so spractivanim
osobnych tdajov.

Rights of Data Subjects Participating in the Study

Prava dotknutych osob zucastiiujucich sa na

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

klinickom sku$ani po ukonceni klinického
skuSania. Dodévatel’ okamzite oznami spolo¢nosti
Pfizer akékol'vek odvolanie suhlasu, ktoré moze
mat’ vplyv na pouzivanie osobnych tidajov podla
zmluvy a akychkol'vek inych pokynov spolo¢nosti
Pfizer. Takéto ziadosti mézu byt adresované
spolocnosti Pfizer prostrednictvom adresy
Research_dataprivacy@pfizer.com.

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

Cezhrani¢né prenosy udajov. Dodavatel’ bude
prendsat’ osobné udaje mimo Eurdpskej tnie,
Europskeho hospodarskeho priestoru alebo
Svajéiarska len v siilade s dokumentmi s pokynmi
tykajucimi sa sktisania, ktoré poskytne spolo¢nost’
Pfizer. Na ziadost’ dodavatel’a alebo spolo¢nosti
Pfizer (alebo zmluvnej vyskumnej organizacie

v mene spolo¢nosti Pfizer) dodavatel’ a spolo¢nost’
Pfizer uzatvoria zmluvu upravujucu takyto prenos,
okrem iného aj vratane Standardnych zmluvnych
doloziek EU, pokial’ neexistuje iny primerany
mechanizmus prenosu tdajov.

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

Zaznamy. Dodavatel’ aj spoloc¢nost’ Pfizer budu
viest’ pisomné zaznamy o vsetkych
spracovatel’skych ¢innostiach vykonavanych
podl’a tejto zmluvy. Takyto zaznam bude
obsahovat’ minimalne (i) meno a kontaktné tidaje
kazdého sprostredkovatel’a; (ii) nazov a kontaktné
udaje zodpovednych osdb sprostredkovatel’a; (iii)
vykonavané kategorie spraciivania; (iv) prenosy
do tretich krajin alebo medzinarodnych
organizacii a zdokumentovanie pouZitych
vhodnych ochrannych opatreni a (v) v§eobecny
opis administrativnych, technickych a fyzickych
bezpec¢nostnych opatreni, ktoré boli prijaté na
ochranu osobnych udajov.
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Use of Processors. Pfizer and Contractor agree
that all processing agreements will be in writing
and that processors will be required to comply
with the terms of the Agreement. For purposes of
this Agreement, CRO is a processor of Pfizer.
Contractor and Pfizer will be responsible for any
noncompliance by a processor which it has
engaged, which noncompliance will constitute a
breach as if committed directly by that Party.

Vyuzivanie sprostredkovatel’'ov. Spolo¢nost’ Pfizer
a dodavatel sa dohodli, Ze vSetky zmluvy

0 spracuvani budu vyhotovené pisomne

a sprostredkovatelia budt povinni dodrziavat’
podmienky tejto zmluvy. Na ucely tejto zmluvy
zmluvna vyskumna organizacia je
sprostredkovatel'om spolo¢nosti Pfizer. Dodavatel’
a spoloc¢nost’ Pfizer budt zodpovedni za
akékol'vek nedodrzanie predpisov
sprostredkovatel'om, ktorého zapoja, pricom jeho
nedodrzanie bude predstavovat’ rovnaké
porusenie, ako keby sa ho priamo dopustila
prislusna zmluvna strana.
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