CLINICAL STUDY SERVICES
AGREEMENT
between

Pfizer Inc.
and
Institat nuklearnej a molekularnej
mediciny

Pfizer Protocol # |||

This Clinical Study Services Agreement
(“Agreement”) between

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

and

InStitat nuklearnej a molekularnej
mediciny,

with a place of business at
Rastislavova 43,

042 53 Kosice,

Slovakia

ID: 35562340

VAT ID: SK2021871808
Represented by: MUDr. Viliam Cislak, MPH,
MBA, director

(“Contractor”),

Becomes valid when signed by all parties,
and, since the Agreement falls under the
scope of the provision of Section 5a(1) of Act
No. 211/2000 Coll., Freedom of Information
Act, and, as such, must be disclosed publicly,
is effective as of the day following the date of
its disclosure in the public Central Registry of
Contracts (https://www.crz.gov.sk) (the
“Effective Date”).

Pfizer is sponsoring a clinical study entitled
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ZMLUVA O SLUZBACH KLINICKEJ
STUDIE
medzi

spolo¢nost’ou Pfizer Inc.
a
Instititom nuklearnej a molekularnej
mediciny

C. protokolu Pfizer _

Tato zmluva o sluzbéch klinickej stadie
(,,zmluva”) medzi

spolo¢nost’ou Pfizer Inc. so sidlom na
adrese 235 East 42nd Street, New York,
NY 10017 (,,Pfizer<)

a

InStitat nuklearnej a molekularnej
mediciny,

so sidlom na adrese

Rastislavova 43,

042 53 Kosice,

Slovensko

IC: 35562340

DIC DPH: SK2021871808
zastapena: MUDr. Viliamom Cislakom,
MPH, MBA, riaditel'om
(,,dodavatel”),

nadobuda po podpisani vSetkymi zmluvnymi
stranami platnost. U¢innost’ zmluva
nadobuda diiom nasledujicim po dni jej
zverejnenia v Centralnom registri zmluv
(https://www.crz.qgov.sk), nakol’ko ide o
povinne zverejiiovanti zmluvu v zmysle
ustanovenia § 5a ods. 1 zdkona ¢. 211/2000 Z.
z. 0 slobodnom pristupe k informaciam
(,,datum ucinnosti®).

Spolo¢nost’ Pfizer zaddva klinicku Stadiu s
nazvom
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“PHASE 1/2 STUDY TO EVALUATE
PALBOCICLIB (IBRANCE®) IN
COMBINATION WITH IRINOTECAN
AND TEMOZOLOMIDE AND/OR IN
COMBINATION WITH TOPOTECAN
AND CYCLOPHOSPHAMIDE IN
PEDIATRIC PATIENTS WITH
RECURRENT OR REFRACTORY
SOLID TUMORS”

(“Study™)

to be conducted at

Detska fakultna nemocnica s poliklinikou
Banska Bystrica, Namestie Ludvika Svobodu
4, 974 09 Banska Bystrica (“Institution”) by
MUDr. Ivana Fedorakova (“Principal
Investigator”)

under the Pfizer protocol identified above
(“Protocol”).

Pfizer has entered into a Clinical Study
Agreement with Institution and Principal
Investigator that governs the conduct of the
Study (“CSA”).

Pfizer 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.

The parties agree as follows:

1. Services to be Provided

1.1  Services. Contractor will provide
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. Pfizer
will provide Contractor with a copy of the
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,STUDIA FAZY 1/2 NA
VYHODNOTENIE PALBOCIKLIBU
(IBRANCE®) V KOMBINACII S
IRINOTECANOM A
TEMOZOLOMIDOM A/ALEBO V
KOMBINACII S TOPOTECANOM A
CYKLOFOSFAMIDOM U DETSKYCH
PACIENTOV S OPAKUJUCIMI SA
ALEBO REFRAKTORNYMI TUHYMI
NADORMI”

(,.$tidia®)

ktort ma vykonat’ v inStitacii

Detské fakultna nemocnica s poliklinikou
Banska Bystrica, Namestie Ludvika Svobodu
4, 974 09 Banska Bystrica, (,,inStitdcia“)
MUDr. Ivana Fedordkova (,,hlavny
skusajuci)

na zaklade vyssie uvedeného protokolu
spolo¢nosti Pfizer (,,protokol*).

Spolo¢nost’ Pfizer uzatvorila zmluvu o
klinickej $tudii s institiciou a hlavnym
skasajacim, ktorou sa riadi vykondvanie
stadie (,,zmluva o klinickej stadii [CSA]®).

Spolo¢nost’ Pfizer ma zaujem o dodavatel’a
na poskytovanie urcitych zobrazovacich
sluZieb spojenych s vykonavanim Studie
podla poZiadaviek a pokynov hlavného
skusajuceho a ako je uvedené v protokole
Studie.

Zmluvné strany sa dohodli takto:

1. Poskytované sluzby

1.1 Sluzby. Dodavatel poskytne
spolo¢nosti Pfizer ur€ité zobrazovacie sluzby
(,,sluzby*) potrebné na vykonéavanie stadie
tak, ako je uvedené v prilohe A (,,rozsah
sluzieb*) a v protokole stadie. Spolo¢nost’
Pfizer poskytne dodavatel'ovi schvalent
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final approved Protocol and any subsequent
amendments that have any impact on
Services.

Services will consist of

Whole body bone scan imaging of
participants in the Study (“Study Subjects”)
as specified in the Study Protocol, along with
associated activities including reporting the
results as directed by the Principal
Investigator.

1.2 Scope of Services. The Scope of
Services specifies the nature and extent of
Services, including timelines, budget, and
payment schedules. This Agreement
establishes the terms under which Services
will be provided. If the terms of the Scope of
Services conflict with any other terms of this
Agreement, the other terms of this Agreement
will control.

1.3 Access to the Institution. If the
Contractor requires access to the Institution’s
premises in order to carry out the Services, it
shall first obtain consent from the Institution
to do so.

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

a. The parties confirm that none of the
activities under this Agreement will (i)
take place in a Restricted Market; (ii)
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konec¢nt verziu protokolu a nasledné zmeny,
ktoré budu mat’ vplyv na sluzby.

Sluzby bude tvorit

celotelova scintigrafia skeletu tcastnikov
stadie (,,ucastnici Studie*) tak, ako je
uvedené v protokole stadie, spolu so
stivisiacimi ¢innost’ami vratane vykazovania
vysledkov podl’a pokynov hlavného
skusajuceho.

1.2 Rozsah sluzieb. Rozsah sluzieb
Specifikuje povahu a rozsah sluzieb vratane
¢asovych harmonogramov, rozpoctu

a terminov platieb. V tejto zmluve su
stanovené podmienky, podl'a ktorych sa buda
sluzby poskytovat. Ak sl podmienky
rozsahu sluzieb v rozpore s akymikol'vek
inymi podmienkami v tejto zmluve, prednost’
budi mat’ iné podmienky tejto zmluvy.

1.3 Pristup do institucie. Ak dodavatel
vyzaduje pristup do priestorov institdcie na to,
aby mohol vykonavat sluzby, musi na to
najprv ziskat stihlas institacie.

1.4 Dodrziavanie globalnych pravidiel

0 kontrole obchodu (Global Trade Controls).
Zmluvné strany sthlasia, Ze ¢innosti
vyplyvajlce z tejto zmluvy mozu podliehat’
platnym pravnym predpisom a nariadeniam o
dovoze, vyvoze a ekonomickych sankciach
(,,pravne predpisy o globalnej kontrole
obchodu®). Dodavatel’ a spolo¢nost’ Pfizer
dodrzia vSetky platné pravne predpisy

0 globalnej kontrole obchodu.

a. Zmluvné strany potvrdzujt, ze ziadna
z ¢innosti podl'a tejto zmluvy 1) sa
neuskuto¢ni na obmedzenom trhu, ii) sa

Version Date: May 2018 [adapted to FSP Model 19 July 2021]
Verzia zo dia: maj 2018 [prisposobené FSP vzoru 19. jula 2021]



2.

involve individuals from or ordinarily
resident in a Restricted Market; and (iii)
involve companies, organizations, or
governmental entities from a Restricted
Market. “Restricted Market” shall mean
the Crimean Peninsula, Cuba, the
Donbass Region, Iran, North Korea, and
Syria.

. Each party states that (i) it is not on any

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

. With respect to this Agreement,

Restricted Party Lists include the
Consolidated Screening List
(https://www.export.gov/consolidated_sc
reening_list); the Excluded Parties List
System (https://www.sam.gov); and the
Consolidated List of Persons, Groups,
and Entities Subject to E.U. Financial
Sanctions
https://eeas.europa.eu/headquarters/head
quarters-homepage/8442/consolidated-
list-sanctions_en

Licensure, Registration, and

2.

nebude tykat’ 0sob s obvyklym pobytom
V oblasti obmedzeného trhu a iii) sa
nebude tykat’ spolo¢nosti, organizacii
alebo statnych subjektov z oblasti
obmedzeného trhu. Pod pojmom
»obmedzeny trh* sa rozumie Krymsky
polostrov, region Donbas, Irdn, Severna
Korea a Syria.

. Kazda zo stran vyhlasuje, Ze 1) nie je na

ziadnych sank¢énych zoznamoch
(opisanych niZsie), ii) nie je vo
vlastnictve ani nie je kontrolovana
ziadnou osobou alebo subjektom, ktoré
su na akychkol'vek sankénych
zoznamoch, a iii) Ze nezapoji ziadnu
osobu ani subjekt, ktoré su na
akychkol'vek sankénych zoznamoch, do
¢innosti podla tejto zmluvy. V pripade,
Ze osoba alebo subjekt na sankénom
zozname subjektov je zapojena do
¢innosti podla tejto zmluvy, zmluvna
strana spojena s takouto osobou alebo
subjektom ihned’ upovedomi druhu
zmluvnu stranu a prerusi prislusné
dotknuté ¢innosti vratane vsetkych
dotknutych platieb, az kym sa zmluvné
strany nedohodnu na pokracovani.

. Vo vztahu k tejto zmluve medzi sankéné

zoznamy subjektov patri Konsolidovany
kontrolny zoznam
(https://www.export.gov/consolidated_sc
reening_list), Zoznam systému
vylucenych subjektov
(https://www.sam.gov) a Konsolidovany
zoznam 0s0b, skupin a subjektov
podliehajucich finanénym sankciam
Eurdpskej tinie
https://eeas.europa.eu/headquarters/head
quarters-homepage/8442/consolidated-
list-sanctions_en

Licencie, registracia a akreditacia.

Accreditation. Contractor warrants that it is
licensed, registered, or otherwise qualified

Dodavatel’ garantuje, Ze ma licencie,
registraciu alebo inu kvalifikéciu podla
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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
any licenses, registrations, accreditations,
certifications, permits, or authorizations
required to provide the Services that are the
subject of this Agreement.

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

3. Performance of Services

3.1  General Standards. In providing
Services, Contractor will follow Standard
Operating Procedures (“SOPSs”) 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 Pfizer. 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 Pfizer and will also:

a. use reasonable care,

b. adhere to current professional standards,
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miestnych zakonov, nariadeni, politik

a spravnych poziadaviek (sthrnne ,,platné
pravne predpisy*) na vykonavanie
obchodnej ¢innosti. Dodavatel’ d’ale;j
zarucuje, ze v rozsahu vyzadovanom platnymi
pravnymi predpismi ziskal vSetky licencie,
registracie, akreditacie, osvedCenia, povolenia
alebo schvélenia potrebné na poskytovanie
sluzieb podl’a tejto zmluvy.

2.1 Strata licencie, registracie alebo
akreditacie. Ak dodavatel pride

0 kvalifikaciu od akéhokol'vek licenéného,
registraéného alebo regulaéného uradu pocas
trvania tejto zmluvy, dodavatel’ o tom ihned’
upovedomi spolo¢nost’ Pfizer. Dodavatel’
takisto bezodkladne oznami spolo¢nosti
Pfizer, ak pride o aktukol'vek existujucu
akreditaciu, certifikaciu, povolenie alebo
schvalenie alebo neobstoji v akomkol'vek
odbornom teste v stvislosti s poskytovanymi
sluzbami.

3. Vykondvanie sluzieb

3.1  VsSeobecné standardy. Pri poskytovani
sluZieb bude dodéavatel’ dodrZiavat’ Standardné
pracovné postupy (,,SPP*), ktoré zodpovedaji
podmienkam tejto zmluvy a poziadavkam
protokolu a ktoré boli vopred schvalené
hlavnym skusajucim a spolo¢nost’ou Pfizer.
Ak sa tieto SPP upravia po¢as obdobia trvania
tejto zmluvy, vSetky prisluSné Gpravy musia
byt’ vopred pisomne schvalené hlavnym
skusajicim. Dodavatel’ bude poskytovat’
sluzby v sulade s podmienkami tejto zmluvy
vratane jej priloh, protokolu a pisomnych
pokynov hlavného skusajuceho alebo
spoloc¢nosti Pfizer, a takisto:

a. bude vynakladat’ primerant starostlivost’,
b. bude dodrziavat’ su¢asné odborné

Standardy,
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c. comply with all Applicable Law and, to

the extent relevant to the Services being
provided, with the International Congress
on Harmonization Good Clinical
Practices (ICH GCP), and to any other
standards applicable to the Services that
Contractor is required to comply with.

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

. 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.

. dodrzi vSetky platné pravne predpisy

a postupy Medzinarodnej konferencie o
harmonizacii spravnej klinickej praxe
(ICH GCP) v rozsahu relevantnom pre
poskytovanie sluzieb, a akékol'vek iné
Standardy vztahujuce sa na sluzby, ktoré
musi dodéavatel’ dodrziavat.

. vedome nezneuzije ani neporusi ziadny

platny patent, obchodné tajomstvo,
autorské prava alebo iné prava
dusevného vlastnictva tretej strany, a

. zabezpeci, aby bolo pocas trvania tejto

zmluvy dostupné a udrziavalo sa vSetko
potrebné vybavenie, personal, odbornost’
a zdroje potrebné na uspokojivé
vykonanie sluzieb.

3.2 Additional Performance 3.2 Dodato¢né poziadavky na vykonanie.
Requirements. Contractor will also Dodavatel takisto

For Imaging services: Pre zobrazovacie sluzby:

a. make no changes in imaging a. nebude robit’ Ziadne zmeny v

methodology that will affect the Services
performed under this Agreement without
prior written approval by Pfizer, such
approval to be within Pfizer’s absolute
discretion,

. appropriately document any approved
change in methodology, and

. maintain the methodology in place at the
time of initiation of Services for the
duration of this Agreement if Pfizer does
not approve proposed changes.
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zobrazovacej metodike, ktoré by
ovplyvnili vykonavanie sluZieb podl'a
tejto zmluvy, bez predchadzajiceho
pisomného stihlasu spolocnosti Pfizer,
ktory sa poskytuje na zaklade
vyhradného rozhodnutia spolo¢nosti
Pfizer,

. riadne zdokumentuje vSetky schvéalené

zmeny v metodike, a

. bude dodrziavat’ metodiku zavedenu

Vv Case zaciatku poskytovania sluzieb po
celé obdobie trvania tejto zmluvy

Vv pripade, Ze spolo¢nost’ Pfizer neschvali
navrhnuté zmeny.

Version Date: May 2018 [adapted to FSP Model 19 July 2021]
Verzia zo dia: maj 2018 [prisposobené FSP vzoru 19. jula 2021]



3.3 Unusual or Unforeseen Events.
Contractor will promptly notify Principal
Investigator and Pfizer of any unforeseen or
unusual events that occur during performance
of Services that may affect the quality,
integrity, or timeliness of the Services.

3.4 Urgent Safety Measures or 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
conduct, Contractor will notify Pfizer
immediately unless Contractor has confirmed
that Principal Investigator or Institution has
already provided such notification.

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
Pfizer, who will work with Contractor and
Principal Investigator to resolve the conflict.
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3.3  Neobvyklé alebo nepredvidané
udalosti. Dodavatel’ neodkladne upovedomi
hlavného skusajiceho a spolocnost’ Pfizer

0 akychkol'vek nepredvidanych alebo
neobvyklych udalostiach, ktoré¢ sa vyskytn
pri vykonévani sluzieb a ktoré moézu mat’
vplyv na kvalitu, integritu alebo vC€asnost’
sluzieb.

3.4  Naliehavé bezpecnostné opatrenia
alebo zavazné poruSenia protokolu alebo
postupov Medzindrodnej konferencie o
harmonizdcii spravnej klinickej praxe (ICH
GCP). Ak pocas vykonavania §tadie
dodavatel’ ziska vedomost’ 1) o akomkol'vek
nalichavom bezpecnostnom opatreni prijatom
hlavnym sktSajicim s cielom ochranit’
ucastnikov Stadie pred bezprostrednym
nebezpecenstvom alebo 2) 0 akomkol'vek
zavaznom poruseni protokolu alebo
usmerneni Medzindrodnej konferencie

0 harmonizacii spravnej klinickej praxe (ICH
GCP) zo strany kohokol'vek, kto sa zcastiuje
na vykonavani §tidie, dodavatel’ bezodkladne
upovedomi spolo¢nost’ Pfizer okrem
pripadov, kedy dodéavatel’ potvrdi, Ze hlavny
skasajuci alebo institlicia uz takéto oznamenie
uskutocnili.

3.5  Funkcia hlavného skusajuceho.
Hlavny skusajuci je celkovo zodpovedny za
vykonavanie Studie. Dodavatel bude pri
vykonavani sluZieb podl'a potreby tzko
spolupracovat’ s hlavnym skusajicim

a d’alSimi pracovnikmi Studie. V pripade
akéhokol'vek rozporu medzi pokynmi
hlavného skusajuceho a protokolom, ma
prednost’ protokol. V pripade akéhokol'vek
rozporu medzi pokynmi hlavného
skusajiceho a podmienkami v tejto zmluve
dodavatel’ bezodkladne upovedomi
spolo¢nost’ Pfizer, ktora bude pracovat’

s dodavatel'om a hlavnym skusajucim na
vyrieSeni rozporu.
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4. Funding. Pfizer 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.

4.1  Payees. Attachment B will identify
the Contractor payee or payees. Any
designated Contractor payee must be located
in the country in which Services are
performed.

4.2  No Charging Third Parties.

Contractor will not charge Principal
Investigator, Institution, a Study Subject, or
any third-party payer for any Services paid for
by Pfizer under this Agreement.

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

4.4 Disclosure by Pfizer. In the interest of
transparency relating to its relationships with
investigators and study sites or to ensure
compliance with Applicable Law, Pfizer may
publicly disclose the support it provides under
this Agreement. Such a disclosure by Pfizer
may identify the Institution and the Principal
Investigator carrying out the Study and the
Contractor, but will clearly differentiate
between payments or other transfers of value
to institutions and those made to individuals.
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4. Financovanie. Spolo¢nost’ Pfizer
poskytne financovanie sluzieb tak, ako je
uvedené v prilohe B, Rozpocet a platobné
podmienky a podPa podmienok uvedenych
V uvedenej prilohe. Dodavatel’ potvrdzuje,
Ze platby dodavatel’ovi su v stlade

S platnymi pravnymi predpismi a s
platnymi zasadami a postupmi dodavatela.

4.1 Prijimatelia platieb. V prilohe B sa
ustanovuje prijimatel’ alebo prijimatelia
platieb dodavatel'a. Akykol'vek urceny
prijimatel” platieb dodavatel’a musi mat’ sidlo
v krajine, v ktorej sa sluzby vykonavaju.

4.2 Neuctovanie tretim Stranam.
Dodéavatel’ nebude uctovat’ hlavnému
skasajacemu, institlcii, ucastnikovi Stadie ani
tret'ostrannému platcovi ziadne sluzby
zaplatené spolocnost’ou Pfizer podla tejto
zmluvy.

4.3  Stretnutia so sktsajucim. AK je
potrebné, aby sa ktorykol'vek pracovnik
dodévatel’a zi¢astnil na stretnuti so
skasajacim pre tato stadiu, spolo¢nost’ Pfizer
zabezpeci a priamo preplati cestovné a
ubytovanie a uhradi primerané vydaje za
stravu v spojeni s tymito stretnutiami, ale za
takuto ucast’ nebude poskytovat’
kompenzaciu.

4.4 Zverejnenie informdcii spolocnost'ou
Pfizer. V zaujme transparentnosti ohl'adom
svojich vztahov so skusajicimi

a pracoviskami $tudie alebo na zabezpecenie
suladu s platnymi pravnymi predpismi
spolo¢nost’ Pfizer m6Ze zverejnit’ informacie
0 pomoci, ktort poskytuje podla tejto
zmluvy. Takéto zverejnenie informacii
spolo¢nostou Pfizer moze identifikovat’
institiciu a hlavného sktisajiceho
vykonavajucich Studiu a dodévatel’a, ale
uvedie jednoznacny rozdiel medzi platbami
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4.5  Charging for Repeated Services. For
the avoidance of doubt, the Contractor shall
not be entitled to payment (and Pfizer 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.

5. Data Protection

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

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

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

a. the Protocol,

the Investigator Brochure,

c. Study Data (as defined in Section 7,
Study Data and Study Records),

d. Attachment B (Budget and Payment
Terms) to this Agreement, and

e. any other information related to the
Study, the Services, Pfizer Drug, or
Pfizer, or Pfizer affiliate technology,

=
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alebo inymi prevodmi hodnoty institiciam a
jednotlivcom.

45  Uttovanie za opakované sluzby. Aby
sa predislo pochybnostiam, dodévatel’ nema
narok na platbu (a spolo¢nost’ Pfizer nie je
povinna zaplatit’) za: a) akékol'vek sluzby,
ktoré sa nevykonali, b) Ziadne sluzby, ktoré sa
vykonali, ale neboli v sulade s podmienkami
tejto zmluvy, c) prepracovanie alebo opétovné
vykonanie akychkol'vek sluzieb v rozsahu,

Vv ktorom je ich potrebné prepracovat’ alebo
opétovne vykonat’ v désledku chyb
dodavatel’a alebo jeho porusenia podmienok
tejto zmluvy, a d) akékol'vek sluzby,

s ktorymi sa dodavatel’ oneskori.

5. Ochrana udajov

Osobné udaje. Spoloc¢nost’ Pfizer a dodavatel’
budu dodrziavat’ podmienky a povinnosti
stvisiace s ochranou osobnych udajov, ktoré
st stanovené v prilohe E.

5 Déverné informdcie. Pocas trvania
Studie mdze dodavatel’ prijat’ alebo generovat’
informacie, ktoré st pre spolo¢nost’ Pfizer
alebo pre jej pridruZent spolo¢nost’ doverné.

5.1 Vymedzenie pojmov. Okrem toho, ¢o
je uvedené v cCasti 6.2 — Vynimky, sa pod
pojmom ,,doverné informacie* rozumie:

a. protokol,

b. prirucka pre skusajuceho,

Cc. udaje Studie (definované v Casti 7 —
Udaje a zaznamy §tidie),

d. priloha B (Rozpocet a platobné
podmienky) k tejto zmluve

e. a akékol'vek iné udaje suvisiace
s Stadiou, sluzbami, lieckom spolo¢nosti
Pfizer, technoldgiou spolo¢nosti Pfizer
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research, or business plans that Principal
Investigator, 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.

alebo jej pridruzenej spolo¢nosti,
vyskumom ¢i obchodnymi planmi, ktoré
hlavny skusajuci, spolo¢nost’ Pfizer alebo
pridruzena spolo¢nost’ spolo¢nosti Pfizer
pisomne alebo v inej hmotnej forme
poskytne dodavatel'ovi s oznacenim
DOVERNE alebo najprv poskytne ustne
a neskOr zosumarizuje a pisomne potvrdi
ako DOVERNE do 30 dni odo dia
ustneho zverejnenia. Informacie typu
opisan¢ho v tejto Casti 6.1.e., ktoré sa
poskytnu ustne, budu tiez povazované za
doverné informaécie, a to aj v pripade, Ze
neskor nebude pisomne potvrdena
doverna povaha zverejnenia, ak je
doverné povaha informacii pre druht
stranu primerane zrejma.

5.2 Exclusions. Confidential Information
does not include information that:

5.2 Vynimky. Medzi doverné informécie
nepatria informacie, ktoré:

a. is in the public domain at the time of a. su verejné v Case poskytnutia alebo pocas

disclosure or during the term of this
confidentiality obligation by means other
than breach of this Agreement by
Contractor,

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

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

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

b.

trvania tejto povinnosti zachovéavat’
doévernost’ inym spdsobom ako
poruSenim tejto zmluvy doddvatel'om,

dodavatel’ v ¢ase poskytnutia uz poznal
a na ktor¢ sa neviaze povinnost’
zachovavat’ dovernost’,

ziskal dodavatel’ od tretej strany, ktora
ma zdkonné pravo na ich poskytovanie
a na ktor¢ sa neviaze povinnost’
zachovavania dovernosti, alebo

ktoré boli samostatne vytvorené podl'a
dokumentacie v pisomnych zdznamoch
osobami na strane dodavatel’a, ktoré
nemali pristup k dovernym informacidm.
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5.3  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.

5.4  Obligations of Confidentiality. Unless
Pfizer 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.

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

b. Pfizer further authorizes any required
disclosure of Confidential Information to
IRB/IEC or regulatory authority
representatives and 8.2 (Pfizer
Representative Personal Data).

55  Disclosure Required by Law. If
disclosure of Confidential Information

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

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

(definované v prilohe E), ktoré dodéavatel
zhromazd'uje, spractiva, uchovava, prenasa
alebo pouziva v stvislosti s vykonavanim
a vykazovanim sluzieb st na tcely tejto
zmluvy takisto identifikované ako doverné
informacie a ako s dovernymi sa s nimi
zaobchadza.

5.4  Povinnost zachovavat dévernost. Ak
spolo¢nost’ Pfizer na to vopred neposkytne
pisomny sthlas, dodavatel’ nesmie pouzivat’
doverné informécie na Ziadny iny ucel nez na
ucel povoleny v tejto zmluve, a ani nesmie
poskytnut’ doverné informacie ziadnej tretej
strane, okrem pripadov povolenych v tejto
zmluve alebo tak, ako to vyZaduju platné
pravne predpisy.

a. Spolo¢nost’ Pfizer osobitne povoluje
vSetky potrebné poskytnutia dovernych
informécii pre hlavného sktisajuceho
alebo inych pracovnikov studie.

b. Spoloénost’ Pfizer d’alej povoluje vsetky
potrebné poskytnutia dovernych
informécii zastupcom rady
IRB/nezavislej etickej komisie (IEC),
zastupcom regula¢nych organov
a zastupcom spoloc¢nosti Pfizer pre
ochranu osobnych udajov, opisanym
V Casti 8.2.

5.5 Poskytnutie dovernych informacii
vyzadované pravnymi predpismi. Pokial
pravne predpisy vyzaduju poskytnutie
dovernych informécii nad ramec toho, ¢o je
vyslovne povolené v tejto zmluve, takéto
poskytnutie dovernych informacii
nepredstavuje porusenie tejto zmluvy, ak
plati, ze dodavatel

a. ak to bolo mozné, vopred pisomne
upovedomi spolo¢nost’ Pfizer
0 poskytnuti informadcii s cielom
umoznit’ spolo¢nosti Pfizer podnikntt’
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b. discloses only that Confidential
Information required to comply with the
legal requirement, and

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

5.6 Survival of Obligations. For
Confidential Information other than Personal
Data (as defined in Attachment E) and Study
Data (as defined in Section 7, Study Data and
Study Records), these obligations of nonuse
and nondisclosure survive termination of this
Agreement and continue for a period of five
years after termination. Confidentiality
obligations for Personal Data and Study Data
survive for as long as Contractor retains this
information.

5.7 Return of Confidential Information. If
requested by Pfizer in writing, Contractor will
return all Confidential Information except that
required to be retained at the Study site by
Applicable Law. However, Contractor may
retain a single archival copy of the
Confidential Information to determine the
scope of obligations incurred under this
Agreement.

6 Study Data and Study Records

6.1  Study Data. As a result of
performance of the Services, Contractor will
generate certain data as specified in the
Protocol, (e.g. test results or evaluations) and
submit it to Pfizer or to Principal Investigator
for subsequent submission to Pfizer (“Study
Data”). Study Data may include Personal
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pravne kroky na ochranu svojich
dovernych informacii,

b. poskytne iba také doverné informacie,
ktoré su potrebné na dosiahnutie stladu s
pravnou poziadavkou, a

C. pokracuje v zachovéavani dévernosti
tychto dovernych informacii vo vzt'ahu
Kk vSetkym ostatnym tretim stranam.

5.6 Pretrvavanie zavdzkov. Pre iné
doverné informéacie ako osobné udaje
(definované v prilohe E) a udaje studie
(definované v Casti 7 — Udaje a zaznamy
studie) tieto povinnosti nepouzivania a
nezverejnenia zostavaju v platnosti aj po
ukoncenti tejto zmluvy, a to po dobu piatich
rokov po skoncenti jej platnosti. Zavizky
tykajuce sa dovernosti vo vzt'ahu k osobnym
udajom a udajom $tadie zostant nad’alej

Vv platnosti po dobu, po ktoru si dodavatel
uchova tieto udaje.

5.7  Vratenie dovernych informacii. Ak 0
to spolo¢nost’ Pfizer pisomne poZiada,
dodavatel’ musi vratit’ vSetky doverné
informacie okrem tych, ktoré musia byt’ podl'a
platnych pravnych predpisov uchované na
pracovisku Studie. Dodavatel si v§ak mdze
ponechat’ jednu archivnu képiu dovernych
informacii na urcenie rozsahu povinnosti,
vyplyvajucich z tejto zmluvy.

6 Udaje a zdznamy $tadie

6.1  Udaje skusania. Dodéavatel

v dosledku vykondvania sluzieb vygeneruje
urcité udaje tak, ako je to uvedené v protokole
(napr. vysledky testov ¢i hodnotenia) a odosle
ich spoloc¢nosti Pfizer alebo hlavnému
skuSajliicu na nasledné zaslanie spoloc¢nosti
Pfizer (,,adaje $tadie”). Udaje $tudie mozu

Version Date: May 2018 [adapted to FSP Model 19 July 2021]
Verzia zo dia: maj 2018 [prisposobené FSP vzoru 19. jula 2021]



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 Pfizer or
Principal Investigator.

6.2  Ownership of Study Data. Subject to
Principal Investigator’s right to use Study
Data to publish the results of the Study in
accordance with the terms of the CSA, Pfizer
is the exclusive owner of all Study Data.

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

6.4  Contractor will retain all relevant
source documents not provided to the
Principal Investigator pursuant to clause 7.3
(Study Records) (collectively, “Source
Documents”), under storage conditions
conducive to their stability and protection, for
a period of 15 years after termination of the
Study.

6.5 Biological Samples. If so specified in
the Protocol and the informed consent
document, the Contractor may collect and
provide to Pfizer or their designee biological
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obsahovat’ osobn¢ udaje ucastnikov Studie.
Dodéavatel’ zabezpeci presné a véasné
ziskanie, zaznamenanie a odoslanie takychto
udajov Stadie vratane dodrzania vSetkych
¢asovych harmonogramov pre zaslanie
udajov, poskytnutych spolo¢nost'ou Pfizer
alebo hlavnym sktsajucim.

6.2 Vlastnictvo udajov Studie. S vyhradou
prava hlavného sktisajiceho na pouzitie
udajov Studie na zverejnenie vysledkov Studie
v sulade s podmienkami zmluvy o klinickej
Studii je spolo¢nost’ Pfizer vylucnym
vlastnikom vSetkych udajov studie.

6.3  Zéznamy Stidie. Medzi zdravotné
zaznamy tykajlce sa ucastnikov studie alebo
iné zdrojové dokumenty, ktoré nie st
odosielané spolocnosti Pfizer, mozu patrit’
niektoré z tych istych informacii, ktoré su
obsiahnuté v udajoch $tadie, no spolocnost’
Pfizer si nenarokuje vlastnicke prava k tymto
dokumentom alebo informaciam, ktoré su

V nich obsiahnuté. Dodavatel’ poskytne
hlavnému skusajacemu vsetky takéto
zdrojové dokumenty tykajice sa sluzieb,
ktorych zaradenie do suboru Stidie si hlavny
sktiSajuci vyziada. Subor Stadie skuSajuceho
vedeny hlavnym sktSajucim bude obsahovat
kopie udajov Stadie, relevantné zdrojové
dokumenty a ur¢ita dokumentacia stivisiaca
so Studiou (stihrnne ,,zaznamy $tudie*).

6.4  Dodavatel’ bude uchovavat’ vsetky
relevantné zdrojové dokumenty, ktoré
neposkytol hlavnému skuSajicemu podla
ustanovenia 7.3 (Zaznamy Studie) (sthrnne
»zdrojové dokumenty*) pri podmienkach
uchovavania, ktoré vedu k ich stabilite

a ochrane, poc¢as obdobia 15 rokov od
ukoncenia Studie.

6.5  Biologické vzorky. Ak je to uvedené
v protokole a dokumente informovaného
suhlasu, dodavatel’ m6ze zhromazd’ovat’

a poskytovat’ spolo¢nosti Pfizer alebo tomu,
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samples obtained from Study Subjects (e.g.,
blood, urine, tissue, saliva, etc) for testing that
is not directly related to Study Subject care or
safety monitoring, such as pharmacokinetic,
pharmacogenomic, or biomarker testing
(“Biological Samples”). Biological Samples
may include Personal Data of Study Subjects.

6.5.1 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.
Pfizer will use Biological Samples only in
ways permitted by the informed consent
under which they were obtained.

6.5.2  Analysis Data. Pfizer, or their
designees will test Biological Samples as
described in the Protocol. Unless otherwise
specified in the Protocol, Pfizer does not plan
to provide the results of these tests
(“Biological Sample Analysis Data”) to the
Contractor or Study Subject. If 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.

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

koho spolo¢nost’ Pfizer poveri, biologické
vzorky ziskané od ucastnikov $tadie (napr.
krv, moc¢, tkanivo, sliny atd’.) na testovanie,
ktoré nie je priamo spojené so starostlivost'ou
0 ucastnika Studie alebo s monitorovanim
bezpecnosti, napr. farmakokinetické alebo
farmakogenomické testovanie alebo
testovanie biomarkerov (,,biologické
vzorky*). Biologické vzorky mozu zahfiat’
osobné udaje ucastnikov Studie.

6.5.1 Pouzitie. Dodavatel’ nebude
pouzivat’ biologické vzorky odobrané podl'a
protokolu na ziadne iné ucely okrem tych,
ktoré su uvedené v protokole. Spolo¢nost’
Pfizer pouzije biologické vzorky iba
spésobmi, ktoré su povolené v informovanom
suhlase, na zaklade ktorého boli ziskané.

6.5.2  Udaje z analyzy. Spolo¢nost’ Pfizer
alebo nou poverené osoby budu testovat’
biologické vzorky tak, ako je to uvedené

v protokole. AK nie je v protokole uvedené
inak, spolo¢nost’ Pfizer nezamysla
poskytovat’ vysledky tychto testov (,,udaje z
analyzy biologickych vzoriek*)
dodavatelovi alebo Gcastnikom Studie. Ak
spolo¢nost’ Pfizer neposkytne doddvatel'ovi
udaje z analyzy biologickych vzoriek, tieto
udaje budu podliehat’ ustanoveniam casti 7
(Udaje a zaznamy $tidie) tejto zmluvy.

6.5.3  Vlastnictvo. Pfizer je vyhradnym
vlastnikom biologickych vzoriek a idajov z
analyzy biologickych vzoriek.
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7 Monitoring, Inspections, and Audits

7.1  Monitoring. Pfizer or an external
service provider acting on its behalf intends to
monitor Study conduct. Upon reasonable
notice and during regular business hours,
Contractor will permit Pfizer representatives
access to the premises, facilities, Study
Records (to the extent they are under the
control of the Contractor), Source Documents
and Contractor staff as required to monitor the
performance of the Services. Upon request
from Pfizer, Contractor will permit remote
electronic access to Study Records when
available and permitted under applicable law.
Pfizer will promptly notify Principal
Investigator of any monitoring findings that
could affect the safety of Study Subjects or
influence the conduct of the Study. Principal
Investigator will inform Study Subjects of
such findings as appropriate.

7.2 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:

7.2.1  protect the confidentiality of Pfizer
Representative Personal Data using the same
or similar standards Contractor uses for its
own employees;
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7 Monitorovanie, kontroly a audity

7.1  Monitorovanie. Spolo¢nost’ Pfizer
alebo externy poskytovatel’ sluzieb, konajici
V jej mene, planuje monitorovat’ vykonavanie
Stidie. Po primeranom oznameni a pocas
riadnej pracovnej doby dodavatel’ povoli
zastupcom spolocnosti Pfizer pristup do
priestorov, zariadeni, k zaznamom S§tadie (v
rozsahu, v akom su pod kontrolou
dodavatel’a), zdrojovym dokumentom

a pracovnikom dodavatel’a, ako sa to vyzaduje
na monitorovanie vykonavania sluzieb. Na
poziadanie spolocnosti Pfizer dodavatel
povoli vzdialeny elektronicky pristup

k zaznamom S§ttdie, ak je k dispozicii a ak to
povol'uju platné pravne predpisy. Spolo¢nost’
Pfizer bezodkladne ozndmi hlavnému
skasajucemu vsetky zistenia monitorovania,
ktoré by mohli mat’ vplyv na bezpecnost’
ucastnikov Stadie alebo na vykonévanie
studie. Hlavny skusajuci bude o tychto
zisteniach vhodne informovat’ ucastnikov
studie.

7.2 Osobné udaje zéstupcov spolocnosti
Pfizer. Ak bude na podporu klinického
skuSania potrebné, aby zastupcovia
spolo¢nosti Pfizer poskytli dodavatel'ovi
akékol'vek osobne identifikujuce udaje
(osobné¢ udaje), okrem iného vratane mena,
adresy, telefonneho ¢isla, rodného ¢isla alebo
datumu narodenia (,,osobné uidaje zastupcov
spolo¢nosti Pfizer®), dodavatel:

7.2.1  bude chranit’ dovernost’ osobnych
udajov zastupcov spolo¢nosti Pfizer pomocou
tych istych alebo podobnych Standardov, aké
dodavatel’ pouZziva pre svojich vlastnych
zamestnancov,
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7.2.2  not sell or disclose Pfizer
Representative Personal Data to any third
party except as required by law;

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

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

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

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

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

Ancillary Clinical Services Agreement (GDPR) [FSP]
Zmluva o pomocnych klinickych sluzbach (GDPR) [FSP]

16

7.2.2  nebude predavat’ ani poskytovat’
osobné udaje zastupcov spolo¢nosti Pfizer
ziadnej tretej strane, okrem vynimiek
vyzadovanych pravnymi predpismi,

7.2.3  zmluvne ustanovi také isté
povinnosti zachovavat’ dovernost’

a bezpecnost’ pre akychkol'vek zmluvnych
poskytovatel'ov sluzieb, s ktorymi dodavatel’
mdze zdiel'at’ osobné udaje zastupcov
spolo¢nosti Pfizer,

7.2.4  prijme primerané opatrenia na
ochranu pred akymkol'vek neopravnenym
pristupom, pouzitim alebo poskytnutim
osobnych udajov zastupcov spolo¢nosti Pfizer
a neodkladne oznami spolo¢nosti Pfizer kazdé
porusenie tohto ustanovenia.

7.3 Kontroly a audity. Dodéavatel berie na
vedomie, ze Stidia vratane vykonévania
sluzieb podlieha kontrole regulacnych
organov na celom svete vratane Uradu USA
pre potraviny a lie¢iva (FDA) a ze k takym
kontroldm moéze dojst’ po dokonceni stidie

a mozu zahfilat’ audit zdznamov Studie.
Spolo¢nost’ Pfizer mdze takisto vykonat’ audit
zdznamov Studie pocas Stadie alebo po nej

V rdmci monitorovania vykondavania Studie.

a. Oznamenie. Pokial’ dodavatel nepotvrdi,
ze to uz vykonal hlavny skuSajuci alebo
institucia, dodavatel’ ¢o najskor
upovedomi spolo¢nost’ Pfizer v pripade,
ked’ na pracovisku prebieha kontrola
regula¢ného organu vo vzt'ahu k Stadii
alebo ak je takato kontrola planovana.

Pravo byt pritomny. Spolo¢nost’ Pfizer
ma pravo byt pritomnd pri akejkol'vek
takejto kontrole, audite, vySetrovani
alebo regulacnom opatreni a zucastnit’ sa
na nich.
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c. Cooperation. Contractor will cooperate
with regulatory authority and 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.

d. 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.

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

8 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), 5
(Data Protection) 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 12 (Termination), Pfizer will
have recourse to either or both of the
following alternative remedies:
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C. Spolupraca. Dodavatel’ bude
spolupracovat’ s regulaénym organom
a zastupcami spolo¢nosti Pfizer pri
vykonavani kontrol a auditov
a zabezpeci, ze zdznamy Stadie vedené
dodavatel'om budu vedené spdsobom,
ktory takéto ¢innosti ul'ah¢i.

d. RieSenie nezrovnalosti. Dodavatel’ bude
podl’a potreby pomahat’ hlavnému
sktiSajucemu pri rieSeni zistenych
nezrovnalosti medzi udajmi Stadie
a zaznamami $tadie, ktoré vytvoril alebo
ktoré vedie dodavatel.

e. Zistenia kontrol a reakcie na ne. Pokial
dodavatel’ nepotvrdi, ze to uz vykonal
hlavny skasajuci alebo institucia,
dodavatel’ ¢o najskor postipi spolocnosti
Pfizer kopie akychkol'vek zisteni
kontroly, ktoré dodavatel’ dostane od
regula¢ného organu v stvislosti so
Studiou. Ak je to uskutocnitel'né
a povol'uju to pravne predpisy, dodavatel
takisto poskytne spolo¢nosti Pfizer
prilezitost’ vopred posudit’ a vyjadrit’ sa
k akymkol'vek odpovediam dodavatel’a
na kontroly regulacnych organov
stivisiace so Studiou.

8 Opravné prostriedky za porusenie
niektorych povinnosti. Ak dodavatel’
nedodrZi nejaku zo svojich povinnosti
uvedent v Casti 2 (Licencie, registracia a
akreditacia), Casti 3 (Vykonavanie sluzieb),
gasti 5 (Ochrana udajov), ¢asti 7 (Udaje

a zaznamy S§tudie) a Casti 8 (Monitorovanie,
kontroly a audity) tejto zmluvy alebo

S poziadavkami protokolu vzt'ahujicimi sa na
vykonavanie sluzieb, spolo¢nost’ Pfizer,
okrem svojho prava okamzite ukoncit’ tuto
zmluvu na zéklade ¢asti 12 (Ukoncenie), bude
moct’ vyuzit' jednu alebo obe nasledujtice
alternativne opravné prostriedky:
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a. Suspension of Study Subject
enrollment by Institution, if the Study is not
yet fully enrolled, and

b. Suspension of payment to Contractor

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

9 Inventions

9.1 Pre-existing Rights. All pre-existing
inventions, technologies, methodologies,
patents, or trade secrets of Contractor remain
Contractor property and are not affected by
this Agreement.

9.2 Notification. If performance of the
Services results in any invention or discovery
whether patentable or not (“Invention”),
Contractor will promptly inform Pfizer.

9.3  Assignment. Contractor will assign,
or ensure that inventors assign, all interest in
any such Invention to Pfizer, free of any
obligation or consideration beyond that
provided for in this Agreement.

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

a. pozastavenie zarad’ovania ucastnikov
Studie zo strany institucie, ak Stidia nie je eSte
plne zaradena a

b. pozastavenie platieb dodéavatel'ovi.

Akékol'vek pozastavenie zarad’ovania alebo
platieb bude trvat’, az kym dodavatel’ nesplni
svoje povinnosti vyplyvajuce z tejto zmluvy,
ako ich urcila spolo¢nost’ Pfizer. Po splneni
povinnosti sa platby obnovia. Vyuzitie
jedného alebo oboch vyssie uvedenych
opravnych prostriedkov nebrani tomu, aby si
spolo¢nost’ Pfizer mohla uplatnit’ svoje prave
okamzite ukoncit’ tuto zmluvu alebo §tadiu
Vv pripade, ze si dodéavatel nesplni svoje
povinnosti.

9 Vynélezy

9.1 Predtym existujiice prava. Vsetky
predtym existujice vynalezy, technologie,
metodiky, patenty alebo obchodné tajomstva
dodavatel’a zostavaji majetkom dodavatela a
nie st touto zmluvou dotknuté.

9.2 Oznamenie. Ak vykonavanie sluzieb
povedie k patentovatelnému ¢i
nepatentovateI'nému vynalezu alebo objavu
(,,vynalez*), dodavatel to bezodkladne
ozndmi spolocnosti Pfizer.

9.3 Postupenie. Dodévatel’ postipi alebo
zabezpeci, aby vynalezcovia postipili vSetky
podiely na takomto vynaleze spolo¢nosti
Pfizer bez akéhokol'vek zavéazku ¢i odmeny
nad ramec tej, ktora je uvedend v tejto
zmluve.

94 Pomoc. Dodavatel’ poskytne
spolo¢nosti Pfizer primerani pomoc na
naklady spolo¢nosti Pfizer pri podavani
akychkol'vek patentovych prihlaSok

a konaniach tykajucich sa vynalezov.

Ancillary Clinical Services Agreement (GDPR) [FSP]
Zmluva o pomocnych klinickych sluzbach (GDPR) [FSP]

Version Date: May 2018 [adapted to FSP Model 19 July 2021]
Verzia zo dia: maj 2018 [prisposobené FSP vzoru 19. jula 2021]

18



10. Assignment and Delegation

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

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

Pfizer may not, however, freely delegate and
assign claims that it has raised towards the
Contractor as per Section 524 et seq. of Act
No. 40/1964 Coll., Civil Code (hereinafter as
“Civil Code”), without prior consent of the
Contractor. Any such Contractor’s consent is
only valid if similar consent was granted
previously by the Slovak Ministry of Health.
Breach of the above obligation to obtain prior
consent(s) shall, in accordance with Section
39 of the Civil Code, result in invalidity of the
claim delegation or assignment.
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10. Postapenie a delegovanie

10.1 Zo strany dodéavatela. Dodavatel’
nesmie postupit’ svoje prava alebo delegovat’
¢1 zmluvne pridelovat’ akékol'vek svoje
povinnosti vyplyvajuce z tejto zmluvy bez
pisomného suhlasu spolo¢nosti Pfizer. Ak
spoloc¢nost’ Pfizer povoli delegovanie alebo
zmluvné pridelenie povinnosti, dodavatel’
bude nad’alej zodpovedny voci spolo¢nosti
Pfizer za vykonavanie vsetkych delegovanych
¢i zmluvne pridelenych povinnosti.

10.2  Zo strany spolocnosti Pfizer.
Spolo¢nost’ Pfizer moZze po predchadzajicom
upozorneni dodavatela voI'ne delegovat’ a
postupovat’ prava a povinnosti suvisiace so
studiou externému poskytovatel'ovi a moze
vol'ne delegovat’ alebo postupovat’ svoje
prava a povinnosti suvisiace so Stadiou
akejkol'vek pridruzenej spolo¢nosti Pfizer.
Ak spolocnost’ Pfizer deleguje alebo zmluvne
prideli akékol'vek povinnosti, spolo¢nost’
Pfizer bude nad’alej zodpovedna voci
dodavatel'ovi za vykonavanie tychto
povinnosti. Aby sa predislo pochybnostiam,
prava a povinnosti uvedené v tejto podcasti st
len tie, ktoré vyplyvaju z tejto zmluvy.

Spoloc¢nost’ Pfizer vSak nie je opravnena
postupit’ pohl'adédvky podla § 524 a nasl.
zakona €. 40/1964 Zb. Obciansky zadkonnik
(d’alej len “Obciansky zadkonnik™), ktoré ma
vo vzt'ahu k dodavatel'ovi z tejto zmluvy bez
predchédzajiceho suhlasu dodavatela, pricom
porusSenie tejto povinnosti ma za nasledok
neplatnost’ takéhoto postiipenia pohl'adavky v
zmysle § 39 Obcianskeho zakonnika. Stihlas
dodévatel’a je zaroven platny len za
podmienky, Ze bol na takyto tikon udeleny
predchadzajtci pisomny sthlas Ministerstva
zdravotnictva Slovenskej republiky.
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11. Insurance and Limitation of Liability.

11.1 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, and Pfizer against any claims or
liabilities that may arise from the provision of
the Services and all other rights and
obligations hereunder. 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 Pfizer
or their Affiliates. Prior to the Effective Date,
and 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 — upon Pfizer’s written
request — provide Pfizer 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
Pfizer 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. Pfizer and their Affiliates
shall be an additional insured or indemnified
as principal and provided a waiver of
subrogation on general liability coverages.

11. Poistenie a obmedzenie
zodpovednosti.

11.1  Poc¢nuc ddtumom ucinnosti a potom
pocas doby platnosti tejto zmluvy bude
dodavatel’ vykondvat’ a udrziavat’ na vlastné
naklady poistné krytie takého druhu a

S takymi obmedzeniami zodpovednosti, ktoré
su primerané okolnostiam na vlastni ochranu
a ochranu spolocnosti Pfizer pred narokmi ¢i
zodpovednost'ou, ktorda méze vyplynat

z poskytovania sluzieb a inych prav

a povinnosti podl'a tejto zmluvy. VSetky
odpocitatelné polozky/zrazky za tieto poistné
zmluvy bude znaSat’ vyluc¢ne

dodévatel. Takéto poistné zmluvy
dodavatel’a budu primarne a nebudt
prispievat’ k akymkol'vek inym podobnym
poistnym zmluvam, ktoré ma k dispozicii
spolo¢nost’ Pfizer alebo jej pridruzené
spolo¢nosti. Pred ddtumom ucinnosti a
kazdoro¢ne pri kazdom vyroc¢i datumu
ucinnosti (ak pocas daného roka najskor
neddjde k uplynutiu platnosti prislusnej
poistnej zmluvy — v takom pripade v tento
datum uplynutia platnosti) poskytne na
zaklade pisomnej Ziadosti spolo¢nosti Pfizer
dodavatel’ spoloc¢nosti Pfizer dokumentaciu k
tomuto poistnému krytiu prostrednictvom
povodnych poistnych certifikatov
(elektronickéa podoba je akceptovatel'nd).
Dodéavatel’ nayjmenej 30 dni vopred poskytne
spoloc¢nosti Pfizer pisomné ozndmenie v
pripade, ak nie je schopny ziskat’ potrebné
poistné krytie alebo ak je jeho krytie zrusené
alebo ho nie je mozné obnovit alebo
podstatne zmenit'. Pre jednoznacnost’ —
udrzanie (alebo neudrzanie) primeraného
poistného krytia nezbavuje dodavatel’a
zodpovednosti podl’a tejto zmluvy a ani ju
neznizuje. Dodévatel’ zabezpeci, aby ziadny
subdodavatel’ nevykonaval Ziadnu pracu,
pokial’ nie je tento subdodévatel riadne a
primerane poisteny. Spolo¢nost’ Pfizer a jej
pridruZené spolo¢nosti budu dodato¢ne
poistené alebo odSkodnené ako hlavni
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11.1.1 The parties acknowledge and
agree that, without prejudice to the generality
of clause 11.1, the Contractor will hold as a
minimum insurance coverage to the following
levels:

@) Equivalent of € 16.600,- per occurrence
of general liability coverage; and

(b) Equivalent of € 150.000,- per
occurrence of Professional Liability or Errors
& Omissions coverage if Contractor is
performing work of a professional nature or
design work.

11.2  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 Agreement by Contractor
for any reason other than breach by Pfizer,
will be considered a direct damage and not
subject to this limitation.

12. Termination

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

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

Ancillary Clinical Services Agreement (GDPR) [FSP]
Zmluva o pomocnych klinickych sluzbach (GDPR) [FSP]

21

ucastnici a bude im poskytnuté zrieknutie sa
subrogacie ohl'adom krytia v§eobecne;j
zodpovednosti.

11.1.1 Zmluvné strany beru na
vedomie a suhlasia, Ze bez toho, aby bola
dotknuta vSeobecna povaha ustanovenia 11.1,
dodévatel’ bude udrziavat’ poistné krytie
minimalne v tychto urovniach:

@ ekvivalent 16 600,00 EUR za vyskyt
vSeobecného krytia zodpovednosti, a

(b)  ekvivalent 150 000,00 EUR za vyskyt
profesiondlnej zodpovednosti alebo krytia
chyb a omylov, ak dodavatel’ vykonéava prace
profesionalnej povahy alebo dizajnové prace.

11.2  Ziadna zo zmluvnych stran nenesie
voci druhej zmluvnej strane ziadnu
zodpovednost’ za Specialne, nahodné,
nepriame alebo nésledné Skody. Toto
obmedzenie sa v§ak nebude vztahovat’ na
zranenie 0sOb sposobené nedbanlivostou
alebo umyselnym konanim. Aby sa prediSlo
pochybnostiam, naklady na opakovanie alebo
zaplatenie tretej strane za opakovanie Casti
sluzieb alebo vSetkych sluzieb, ktoré sa stali
neplatnymi z dovodu 1) chyby dodévatel’a
alebo 2) pred¢asného ukoncenia tejto zmluvy
zo strany dodavatel’a z akéhokol'vek iného
dovodu ako z dovodu porusenia zmluvy zo
strany spolo¢nosti Pfizer, budti povazované za
priamu Skodu a nebude podliehat’ tomuto
obmedzeniu.

12. Ukoncenie zmluvy

12.1  Udalosti na ukoncenie zmluvy.
Ukoncenie tejto zmluvy bude spustené
skorSou z akychkol'vek nasledujticich
udalosti.

a. Neschvalenim radou IRB / nezavislou
etickou komisiou (IEC). Ako nie je
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disapproval, this Agreement will mozné zacat’ §tadiu z dovodu

terminate. neschvalenia radou IRB / nezavislou
etickou komisiou (IEC), platnost’ tejto
zmluvy sa skon¢i.

b. Termination by Pfizer upon Notice. b. Vypovedanie zmluvy zo strany
Pfizer may terminate this Agreement for spoloé¢nosti Pfizer na zaklade oznamenia.
any reason upon 30 days written notice. Spolo¢nost’ Pfizer moéze ukondit’ tato

zmluvu z akéhokol'vek dévodu po
uplynuti 30 dni od pisomného
ozndmenia.

¢. Immediate Termination by Pfizer. Pfizer ¢. Okamzité vypovedanie zmluvy zo strany

may terminate this Agreement spolo¢nosti Pfizer. Spolo¢nost’ Pfizer
immediately upon written notice to moze pisomnym oznamenim

Contractor for causes that include dodavatel'ovi vypovedat’ tato zmluvu s
material unauthorized deviations from okamzitou platnostou z dévodov, medzi
the Protocol or reporting requirements by ktor¢é patria zavazné neopravnené
Contractor; circumstances that in odchylky od protokolu alebo poziadaviek
Pfizer’s opinion pose risks to the health na vykazovanie zo strany dodavatela,

or well-being of Study Subjects; early okolnosti, ktoré podl'a ndzoru spolo¢nosti
termination of the Study as permitted Pfizer predstavuju riziko pre zdravie
under the CSA between Pfizer and the alebo pohodu ucastnikov $tadie,
Institution [and Principal Investigator]; pred¢asné ukoncenie Studie podla

or any non-compliance by the Contractor zmluvy o klinickej $tudii uzatvorene;j
with Applicable Law, ICH GCP, or the medzi spolocnost’ou Pfizer a instituciou
terms of Section 15 of this Agreement, [a hlavnym skt$ajucim] alebo akykol'vek
(Anti-Corruption). nesulad dodavatela s platnymi pravnymi

predpismi, usmerneniami Medzinarodne;j
konferencie o harmonizacii spravne;j
klinickej praxe alebo podmienkami Casti
15 tejto zmluvy (Protikorupéné
ustanovenia).

d. Study Completion. This Agreement will d. Dokonéenie §tadie. Platnost’ tejto
terminate when the Study is complete, zmluvy sa skonc¢i po dokonceni tejto
which means the conclusion of all Studie, ¢im sa rozumie dokoncenie
Protocol-required activities for all vsetkych protokolom vyzadovanych
enrolled Study Subjects. ¢innosti pre vsetkych zaradenych

ucastnikov Studie.

12.2  Effective Date of Agreement 12.2  U¢inny datum ukonéenia zmluvy.
Termination. If termination of the Agreement Ak do6jde k ukonceniu zmluvy z akychkol'vek
is triggered by any of the events described in  dévodov opisanych vo vyssie uvedenej Casti
Section 12.1, above, the termination will be 12.1, ukoncenie zmluvy nadobudne u¢innost’

effective after receipt by Pfizer of all po prijati vSetkych protokolom vyzadovanych
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Protocol-required Study Data generated by
Contractor up until termination; receipt of all
payments due to either party; and completion
by both parties of any remaining applicable
Agreement obligations.

12.3 Cooperation with Transition. If this
Agreement is terminated early under

Section 12.1 but Study conduct will continue,
Contractor will cooperate with Pfizer
Principal Investigator, and any new service
provider engaged by Pfizer in the smooth
transition of responsibility for the Services to
the new provider.

12.4 Payment upon Early Termination of
Agreement. If the Agreement is terminated
early, Pfizer will, except as otherwise
indicated in Section 15 (Anti-Corruption), pay
for Services already performed, in accordance
with Attachment B, less payments already
made for such Services. Pfizer will also cover
any non-cancelable expenses, other than
future personnel costs, so long as they were
properly incurred and prospectively approved
by Pfizer and only to the extent they cannot
reasonably be mitigated.

If the Agreement is terminated early pursuant
to Section 12.1.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 under such
agreements with third parties.

12,5  Equipment or Materials. Pfizer may
provide, or arrange for a vendor to provide,
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udajov Studie generovanych dodavatel'om do
ukoncenia zmluvy spolo¢nost'ou Pfizer, prijati
vSetkych splatnych platieb kazdou zo
zmluvnych stran a dokoncenim vsetkych
prislusnych zostavajucich povinnosti podla
zmluvy oboma stranami.

12.3 Spolupraca s prechodom. Ak ddjde
k pred¢asnému ukonceniu tejto zmluvy podla
Casti 12.1, ale vykonavanie stadie bude
pokracovat’, dodavatel’ bude spolupracovat’ s
hlavnym skusajucim spolo¢nosti Pfizer a s
akymkol'vek novym poskytovatel'om sluzieb,
ktorého spolocnost’ Pfizer zapoji, na plynulom
prechode zodpovednosti za sluzby na nového
poskytovatel’a.

12.4 Platby pri pred¢asnom ukonceni
zmluvy. Ak doéjde k predéasnému ukonceniu
tejto zmluvy, spolo¢nost’ Pfizer, ak nie je
uvedené inak v casti 15 (Protikorupcéné
ustanovenia), zaplati za uz vykonané sluzby
v stilade s prilohou B a odpocitaju sa platby
uz zaplatené za takéto sluzby. Spolo¢nost’
Pfizer takisto uhradi vSetky nezrusitel'né
vydaje okrem buducich nakladov na
pracovnikov, ak vznikli riadnym sp6sobom
a boli vopred odsuhlasené spolo¢nostou
Pfizer, a to iba v rozsahu, v ktorom nemdzu
byt primerane znizene.

Ak dojde k predcasnému ukonceniu zmluvy
podl’a €asti 12.1.c. kvoli nedodrzaniu
ustanoveni Casti 15 tejto zmluvy, dodavatel’
bude zodpovedny za Skody alebo opravné
prostriedky stanovené zakonom a nebude mat’
narok na d’alSie platby bez ohl'adu na ¢innosti,
ktoré dodéavatel’ vykonal, alebo na zmluvy

S tretimi stranami, ktoré boli uzavreté pred
ukoncenim a ktoré sa tykaju Studie. Za tychto
okolnosti bude dodavatel’ zodpovedny za
vSetky povinnosti vyplyvajtce z takychto
zmlav s tretimi stranami.

125  Vybavenie alebo materidly.
Spolo¢nost’ Pfizer moze poskytnut’, alebo
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certain equipment (“Equipment”) or
proprietary materials for use by Contractor
during the conduct of Study. Such
proprietary materials may include computer
software, methodologies, rating scales and
other instruments that are owned or licensed
for use by Pfizer (collectively, “Materials”).
Equipment or Materials to be provided for use
in the Services and any requirements relating
to them are described in Attachment D,
Equipment and Materials which is
incorporated into this Agreement by
reference. .

12.6  Survival of Obligations. 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
Attachments, that by its nature and intent
remains valid after the term of the Agreement.

13. Other Terms

13.1  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 Pfizer
promptly if any of these certifications needs
to be amended in light of new information.
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zabezpecit’ predajcu, ktory poskytne urcité
vybavenie (,,vybavenie®) alebo chranené
materidly pre dodévatel’a na pouzitie pocas
vykondvania Studie. Medzi takéto chranené
materidly méze patrit’ pocitaCovy softvér,
metodiky, hodnotiace stupnice a iné nastroje,
ktoré st vlastnictvom spoloc¢nosti Pfizer alebo
Vo vztahu ku ktorym ma spolo¢nost’ Pfizer
licencie (suhrnne ,,materialy*). Vybavenie
alebo materidly, ktoré sa poskytna na
pouzivanie pri sluzbach, a akékol'vek
poziadavky, ktoré s nimi suvisia, st opisané
v prilohe D, Vybavenie a materialy, ktora je
sucast’'ou tejto zmluvy prostrednictvom
odkazu.

12.6  Pretrvavanie zavézkov. Povinnosti
tykajuce sa financovania, dovernych
informécii, zaznamov §tidie, vynalezov,
vhodnosti a protikorupénych ustanoveni
zostanu v platnosti aj po ukonceni tejto
zmluvy, rovnako ako vsetky ostatné
ustanovenia tejto zmluvy vratane priloh, ktoré
zostavaju v platnosti na zéklade svojej povahy
a zameru po obdobi platnosti zmluvy.

13. Dalsie podmienky

13.1 Vhodnost. Dodévatel’ potvrdzuje, ze
poskytovanie sluZieb pre Studiu je podla
platnych pravnych predpisov vhodné.
Dodavatel tiez potvrdzuje, Ze neexistuju
Ziadne platné pravne predpisy alebo iné
povinnosti, ktoré mu brania v poskytovani
sluZieb a/alebo v uzatvoreni tejto zmluvy, a ze
nie je vyluceny v zmysle podcasti 306 pism.
a) alebo b) federalneho zdkona Spojenych
Statov o potravinach, lie¢ivach a kozmetike
(FFDCA) alebo akéhokol'vek iného platného
pravneho predpisu, a Ze ziadnym spdsobom
nevyuzije sluzby ktorejkol'vek osoby, ktora je
podrla takéhoto zdkona vylicend v stvislosti
so sluzbami, ktoré sa maju vykonat’ podla
tejto zmluvy. Pocas obdobia platnosti tejto
zmluvy a pocas obdobia troch rokov po jej
ukonceni dodavatel’ bezodkladne oboznadmi
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13.2

Investigations, Inquiries, Warnings, or

Enforcement Actions Related to Conduct of

spoloc¢nosti Pfizer, ak bude oh'adom novych
informécii potrebné zmenit ktorukol'vek
z tychto certifikacii:

13.2  VySetrovania, skimania, upozornenia
alebo donucovacie opatrenia v suvislosti s

Clinical Research. Contractor certifies that it
Is not the subject of any past or pending
governmental or regulatory investigation,
inquiry, warning, or enforcement action
(collectively, “Agency Action”) related to
providing services for the conduct of clinical
research or the practice of medicine that has
not been disclosed to Pfizer. Contractor will
notify Pfizer promptly if it receives notice of
or becomes the subject of any Agency Action
regarding its compliance with ethical,
scientific, or regulatory standards for
participation in clinical research or the
practice of medicine if the Agency Action
relates to events or activities that occurred
prior to or during the period in which the
Study was conducted.

13.3  Use of Name. Pfizer will not use the
name of Contractor or any of Contractor’s
employees or contractors, and Contractor will
not use the name of Pfizer, or any of its
respective employees or contractors, for
promotional or advertising purposes without
written permission from the party whose
name will be used.

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

vyskumu. Dodévatel’ potvrdzuje, ze
nepodlieha Ziadnym minulym alebo
prebiehajucim Statnym alebo regulacnym
vySetrovaniam, skimaniam, upozorneniam
alebo donucovacim opatreniam (sthrnne
,,konania aradov*) v suvislosti

s poskytovanim sluzieb na vykonévanie
klinického vyskumu alebo praktizovanim
mediciny, o ktorych spolo¢nost’ Pfizer nebola
obozndmend. Dodavatel bezodkladne
oboznami spolo¢nost’ Pfizer, ak prijme
oznamenie alebo za¢ne podliehat’
akémukol'vek konaniu tradov ohl'adom
dodrziavania etickych, vedeckych alebo
regulacnych Standardov na tcast’ na
klinickom vyskume alebo na praktizovanie
mediciny, ak sa konanie uradov tyka udalosti
alebo ¢innosti, ktoré vznikli pred obdobim
alebo pocas obdobia, kedy sa vykonavala
Stadia.

13.3 Pouzitie mena. Spolo¢nost’ Pfizer
nebude pouzivat’ meno dodédvatel’a ani
ziadneho zo zamestnancov alebo dodévatel'ov
dodavatel’a a dodavatel’ nebude pouzivat’
meno spolocnosti Pfizer ani Ziadnych jej
zamestnancov alebo dodavatel'ov na
propagacné alebo reklamné ucely bez
pisomného suhlasu strany, ktorej meno bude
pouzité.

13.4  Vztah zmluvnych strdn. Vztah
dodavatel’a so spolocnost'ou Pfizer je
vzt'ahom nezévislého dodavatela a nie
vzt'ahom medzi partnermi, medzi zastupcom a
prikazcom, zamestnancom a
zamestnavatel'om, vztahom spolocného
podniku alebo inym vzt'ahom.

Version Date: May 2018 [adapted to FSP Model 19 July 2021]
Verzia zo dia: maj 2018 [prisposobené FSP vzoru 19. jula 2021]



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

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

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

13.8  Affiliates. As used in this Agreement,
the term “affiliate” means any entity that
directly or indirectly controls, is controlled
by, or is under common control with the
named party.

13.9  Successors and Assigns. This
Agreement will bind and inure to the benefit
of the successors and permitted assigns of
each party.

13.10 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
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13.5 Upravy. Akékol'vek tpravy tejto
zmluvy musia byt pisomné a podpisané
oboma zmluvnymi stranami a musia byt
identifikované ako dodatok, okrem pripadov
niektorych obojstranne odstihlasenych zmien
v rozpocte stadie, ako je uréené v prilohe B.

13.6  Nezrieknutel'nost. Neuplatnenie
prava podla tejto zmluvy neznamena vzdanie
sa tohto prava v budtcnosti. Zrieknutie sa
akéhokol'vek prava nie je u¢inné, pokial’ nie
je pisomné a podpisané stranou, ktora sa
prava vzdava.

13.7 Rozpor s prilohami. Ak existuje
akykol'vek rozpor medzi touto zmluvou

a akoukol'vek jej prilohou, prednost’ ma tato
zmluva. Ak existuje akykol'vek rozpor medzi
touto zmluvou a protokolom, prednost’ bude
mat protokol ohl'adom akejkol'vek veci
tykajucej sa poziadaviek na sluzby a zmluva
bude mat’ prednost’ pre vSetky ostatné veci.

13.8  Pridruzené spolocnosti. Termin
,pridruzena spolocnost™ tak, ako sa pouziva
V tejto zmluve, znamena akykol'vek subjekt,
ktory priamo alebo nepriamo riadi, je riadeny
alebo je pod spolo¢nym riadenim menovane;j

zmluvnej strany.

13.9 Nastupcovia a poverené osoby. Téato
zmluva bude viazat’ a bude mat’ u¢innost’ v
prospech nastupcov a povolenych poverenych
0s0b kazdej zo zmluvnych stran.

13.10 Uplna zmluva. Tato zmluva vratane
priloh predstavuje uplné porozumenie medzi
zmluvnymi stranami sivisiace s tymto
predmetom. Tato zmluva nahradza vSetky
predchédzajice zmluvy (istne aj pisomné)
medzi zmluvnymi stranami, ktoré sa tykaji
sluzieb, s vynimkou akychkol'vek zavizkov,
ktoré podla ich podmienok pretrvavaja

Version Date: May 2018 [adapted to FSP Model 19 July 2021]
Verzia zo dia: maj 2018 [prisposobené FSP vzoru 19. jula 2021]



Agreement.

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

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

Pfizer for Contract Issues:

Pfizer Inc.

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

235 E. 42" Street

New York, New York 10017
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nezavisle od tejto zmluvy.

13.11 Jazyk. Tato zmluva existuje

v slovenskom jazyku a v anglickom jazyku,
pricom obe verzie majui rovnaky ucinok. V
pripade akychkol'vek nejasnosti alebo sporov
vo vyklade podmienok medzi tymito dvoma
verziami bude mat’ prednost’ verzia v
slovenskom jazyku.

13.12 Oznamenia. Akékol'vek oznamenie,
ktoré je potrebné poskytnut’ podla tejto
zmluvy, musi byt pisomné a povazuje sa za
dostato¢ne poskytnuté i) pri osobnom
doruceni, ii) pri doruceni prostrednictvom
kuriérskej sluzby s doru¢enim v nasledujici
pracovny den po odoslani zasielky alebo, ak
dorucenie v nasledujtci den prostrednictvom
kuriérskej sluzby nie je dostupné, tak pri inom
expresnom doruceni prostrednictvom
uznavaného expresného kuriéra, alebo iii) pri
doruceni e-mailom za predpokladu, ze
original je doruceny jednym z
predchéadzajucich spdsobov do piateho
pracovného dia po odoslani e-mailu, na nizsie
uvedenu adresu. V kazdom ozndmeni musi
byt uvedené meno, datum a zmluvné strany
tejto zmluvy.

Spolo¢nost’ Pfizer pre zaleZitosti tykajuce sa
zmlav:

Pfizer Inc.

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

235 E. 42" Street

New York, New York 10017
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Contractor:

Institut nukledrnej a molekularnej mediciny
Rastislavova 43,

042 53 Kosice

Attention: MUDr. Viliam Cislak, MPH, MBA
, director

Telephone: +421 55 611 8300

Email: inmm@inmm.sk

13.16 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. Anti-Corruption

14.1  Definitions

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

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

Dodavatel’:

Institat nukledrnej a molekularnej mediciny
Rastislavova 43,

042 53 Kosice

Do pozornosti: MUDr. Viliam Cisldk, MPH,
MBA, riaditel’

Telefon: +421 55 611 8300

E-mail: inmm@inmm.sk

13.16 Rovnopisy a podpis. Téato zmluva
moze byt podpisana v dvoch ¢i viacerych
vyhotovenych rovnopisoch, z ktorych sa
kazdy bude povazovat’ za original a vSetky
budu spolo¢ne predstavovat jednu a th ist
zmluvu. Zmluva sa bude povazovat’ za uplne
podpisanu, ak bude podpisana kazdou zo
zmluvnych stran pisomnym podpisom,
formatom prenosného dokumentu (PDF),
overenym digitdlnym podpisom alebo inymi
spolahlivymi elektronickymi prostriedkami,
a ak bude dorucena druhej strane.

14. Protikorupéné ustanovenia

14.1 Vymedzenie pojmov

a. Statna sprava. Termin ,,Statna sprava“
tak, ako sa pouziva v tejto zmluve,
zahfna vSetky Grovne a podrozdelenia
Statnej spravy (t. j. miestna, regionalna
a narodna, spravna, zakonodarna
a vykonna).

Verejny ¢Cinitel. Termin ,,verejny €initel™
tak, ako sa pouziva v tejto zmluve, zahfna 1)
vSetkych volenych alebo vymenovanych
verejnych Cinitel'ov mimo Spojenych Statov
(napr. zadkonodarcov alebo ¢lenov
ministerstva mimo Spojenych Statov), 2)
akychkol'vek zamestnancov alebo
jednotlivcov konajacich za alebo v mene
verejného Cinitel'a mimo Spojenych $tatov,
verejného tradu alebo podniku mimo
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healthcare professional employed by a non-
US Government hospital or researcher
employed by a non-US Government
university), (3) any non-US political party
officer, candidate for non-US public office, or
employee or individual acting for or on behalf
of a non-US political party or candidate for
public office, (4) any employee or individual
acting for or on behalf of a public
international organization, and (5) any
member of a royal family or member of a
non-US military.

14.2  Anti-Bribery and Anti-Corruption

Spojenych Statov, ktory vykonava verejna
funkciu alebo je vlastneny alebo riadeny
Statnou spravou mimo Spojenych Statov
(napr. zdravotnicki pracovnici zamestnani

V §tatnej nemocnici mimo Spojenych Statov
alebo vyskumnici zamestnani v $tatnej
univerzite mimo Spojenych Statov), 3)
akychkol'vek funkcionarov politickych stran
mimo Spojenych Statov, uchddzacov

0 verejny urad mimo Spojenych Statov alebo
zamestnancov ¢i jednotlivcov konajucich za
alebo v mene politickej strany alebo
uchadzaca o verejny urad mimo Spojenych
Statov, 4) akychkol'vek zamestnancov alebo
jednotlivcov konajucich za alebo v mene
verejnej medzinarodnej organizacie, a 5)
akychkol'vek ¢lenov kralovskej rodiny alebo
¢lenov ozbrojenych sil mimo Spojenych
Statov.

14.2 Zasady boja proti uplatkarstvu

Principles. Contractor has received a copy of
Pfizer’s International Anti-Bribery and Anti-
Corruption Principles as Attachment C to this
Agreement. Contractor will ensure that it and
any of its agents or subcontractors conducting
Pfizer work will comply with the Anti-
Bribery and Anti-Corruption Principles.

14.3  Warranties. Contractor warrants to
Pfizer the following:

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.

b. If any response that Contractor may have
been asked to provide on the Pfizer due-
diligence questionnaire in regard to
Contractor, any individuals identified in
the questionnaire, or the Family
Relatives (as defined in the
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a korupcii. Dodavatel’ dostal kopiu
Medzinarodnych zasad boja proti uplatkarstvu
a korupcii spolo¢nosti Pfizer ako prilohu C

K tejto zmluve. Dodavatel’ zabezpeéi, aby
dodrziaval Zasady boja proti uplatkarstvu

a korupcii a aby ho dodrziavali vSetci jeho
zastupcovia a subdodavatelia, ktori
vykonévaju pracu pre spolo¢nost’ Pfizer.

14.3  Zaruky. Dodavatel sa spolo¢nosti
Pfizer zarucuje, Ze:

a. vSetky informadcie, ktoré dodavatel
poskytol zmluvnej vyskumne;j
organizacii (CRO) alebo spolo¢nosti
Pfizer v ramci procesu nalezitej
starostlivosti ohl'adom boja proti
korupcii, st uplné a presné,

b. ak sa v priebehu obdobia platnosti tejto
zmluvy zmeni akédkol'vek odpoved’
dodévatel’a na otazku poloZenu
Vv dotazniku nalezitej starostlivosti
spolocnosti Pfizer vo vzt'ahu
k dodavatel'ovi, akdkol'vek osoba
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questionnaire) of those individuals
changes during the term of this
Agreement, Contractor will notify Pfizer.

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

Contractor has not and will not accept
any payment or anything of value that
would result in CRO or Pfizer
improperly obtaining or retaining
business or gaining any improper
business advantage.

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.

Funding Requirements. Pfizer 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 Pfizer has prospectively approved that
expenditure in writing. All invoices and any
supplemental documents that Contractor
submits to Pfizer 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.
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identifikovand v dotazniku alebo rodinni
pribuzni (ako st definovani v dotazniku)
tychto osob, dodavatel’ o tom upovedomi
spolo¢nost’ Pfizer,
c. finan¢né prostriedky poskytnuté
spolo¢nostou Pfizer podl'a tejto zmluvy
nesposobia, ze dodéavatel’ urobi nieco, co
by malo za néasledok nenélezité ziskanie
alebo udrzanie obchodu spolo¢nosti
Pfizer alebo ziskanie akejkol'vek
nendlezitej obchodnej vyhody,
d. dodavatel’ neprijal a ani neprijme ziadnu
platbu ani ni¢ hodnotné, ¢o by spdsobilo,
ze by zmluvna vyskumna organizacia
(CRO) alebo spolocnost’ Pfizer
nenalezite ziskala alebo si udrzala
obchod alebo by ziskala akukol'vek
nenalezitu obchodnt vyhodu,
e. dodévatel’ priamo ani nepriamo
neponukal platbu, neschvalil ponuku
platby akejkol'vek finan¢nej sumy ani ni¢
hodnotné v snahe ovplyvnit
akéhokol'vek verejného Cinitel’a alebo
akukol'vek inti osobu a neurobi to ani
V buducnosti.

Poziadavky financovania. Spolo¢nost’ Pfizer
neposkytne ziadnu platbu okrem financovania
stanoveného v prilohe B (Rozpocet Studie

a platobné podmienky) v spojeni s touto
zmluvou, ak spolo¢nost’ Pfizer vopred
pisomne neschvalila takyto vydaj. Vsetky
faktury a vSetky dopliiujuce dokumenty, ktoré
dodavatel’ predlozi spolo¢nosti Pfizer na
zéaklade tejto zmluvy, musia byt’ pravdivé

a musi byt’ v nich podrobne uvedené, na ¢o sa
pozadovana platba vztahuje. Dodavatel’ bude
viest’ pravdivé, spravne a Uplné zaznamy
(napr. faktary, vykazy, vypisy a uctovné
zaznamy) tykajlce sa financovania a vydajov
na sluzby vykonavané podl’a tejto zmluvy.
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Right to Audit. Pfizer has the right to take all
reasonable steps and actions to ensure that
each payment made by Pfizer is properly and
legitimately used. To this end, Contractor
will permit, during the term of the Agreement
and for three years after the final payment has
been made under the Agreement, Pfizer’s
internal and external auditors access to any
relevant books, documents, papers, and
records of the Contractor involving
transactions related to the Agreement.
Because this Agreement relates to a clinical
study, there will be acceptable safeguards
employed in such an audit to ensure
confidentiality and protect the privacy of the
Study Subjects.

Failure to Comply. If 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 Pfizer against any
third-party claim, fine, or penalty against
Pfizer that results from such a breach by
Contractor.

Ancillary Clinical Services Agreement (GDPR) [FSP]
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Prévo na audit. Spolo¢nost’ Pfizer ma pravo
podniknut’ vSetky primerané kroky a ikony na
zabezpecenie toho, aby kazda platba
realizovana spoloc¢nost'ou Pfizer bola pouzita
spravne a legitimne. Za tymto uc¢elom
dodavatel’ pocas obdobia platnosti zmluvy

a v obdobi troch rokov od uskutoénenia
poslednej platby podl'a tejto zmluvy, povoli
internym a externym auditorom spolo¢nosti
Pfizer pristup k vSetkym relevantnym
uctovnym zaznamom, dokumentom, listinam
a zaznamom dodévatela, ktoré sa tykaju
transakecii suvisiacich S touto zmluvou. Ked’ze
sa tato zmluva tyka klinickej Studie, v rdmci
takéhoto auditu budu vyuzité prijatel'né
ochranné opatrenia na zabezpecenie
ddvernosti a ochrany osobnych udajov
ucastnikov Studie.

Nedodrzanie zmluvy. Ak spolo¢nost’ Pfizer
ukonci $tadiu alebo tito zmluvu z dévodu
porusenia ktorychkol'vek ustanoveni v tejto
¢asti zmluvy o boji proti korupcii zo strany
dodavatel'a, dodavatel’ bude voci spolo¢nosti
Pfizer zodpovedny za Skody a opravné
prostriedky tak, ako to stanovuju platné
pravne predpisy. Dodavatel’ d’alej odSkodni
spolo¢nost’ Pfizer voci akémukol'vek naroku,
pokute alebo penale tretej strany voci
spolo¢nosti Pfizer, ktoré bude sposobené
takymto poruSenim ustanoveni zo strany
dodavatela.

Version Date: May 2018 [adapted to FSP Model 19 July 2021]
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Agreed to and Accepted by: Suhlas a akceptacia:

PFIZER INC InStitat nuklearnej a molekularnej
mediciny
Printed Name / Meno tlaéenym pismom MUDr. Viliam Cislak, MPH, MBA
Title / Funkcia director / riaditel’
Ancillary Clinical Services Agreement (GDPR) [FSP] Version Date: May 2018 [adapted to FSP Model 19 July 2021]
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Attachments / Prilohy

Attachment A/ Priloha A Scope of Services / Rozsah sluZieb

Attachment B / Priloha B Budget and Payment Terms / Rozpocet a platobné
podmienky

Attachment C / Priloha C Pfizer International Anti-Bribery and Anti-Corruption

Principles / Medzinarodné zasady boja proti uplatkarstvu
a korupcii spoloc¢nosti Pfizer
Attachment D / Priloha D Equipment and Materials / Vybavenie a materialy
Attachment E / Priloha E Protection of Personal Data / Ochrana osobnych udajov
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Attachment A Priloha A
SCOPE OF SERVICES ROZSAH SLUZIEB

Protocol Number || Cislo protokolu [ |Gl

Imaging method-scan as per Study protocol requirement / zobrazovacie vysetrenie podla
poziadavky protokolu studie

Whole body bone scan / celotelova scintigrafia skeletu

Ancillary Clinical Services Agreement (GDPR) Version Date: May 2018
Zmluva o pomocnych klinickych sluzbach (GDPR) Verzia zo dina: maj 2018
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Attachment B

BUDGET AND PAYMENT TERMS

Priloha B

ROZPOCET A PLATOBNE
PODMIENKY

vySetrenie

Imaging method-scan / zobrazovacie

Compensation
EUR / platba €

Whole body bone scan / celotelova
scintigrafia skeletu

To be invoiced as incurred / bude
fakturované po vykonanom vysetreni

480,-

1. Payee Name and Address: Payment of

the sums due under th
be made payable to:

is Agreement will

1. Nazov a adresa prijemcu platby:

Sumy splatné podl'a tejto zmluvy budu
vyplatené tejto osobe:

Pfizer assigned Site 1107 ID pracoviska 1107

ID: priradené Pfizer:

Payee: InsStitat Prijemca platby: InStitat
nuklearnej a nuklearnej a
molekularnej molekularnej
mediciny mediciny

The Contractor must provide Pfizer, in Dodavatel musi pred vykonanim

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 Contractor is
obligated to inform Pfizer, in writing, of
any changes or required updates of
payment instructions and/or bank
details.

If the Agreement is terminated before all
payments are earned, the remainder must
be returned to Pfizer 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

akejkol'vek platby podla tejto zmluvy
pisomne poskytnit’ spolo¢nosti Pfizer
uplné pokyny na platbu pre prijemcu
platby uvedeného vySSie vratane
vyplnenia prislusnych formuldrov na
spracovanie platby.  Dodavatel ma
povinnost’ pisomne informovat’
spolo¢nost’ Pfizer o vSetkych zmenéach
alebo nutnych aktualizaciach pokynov
na platbu a/alebo bankovych tudajov.

Ak dojde k ukonceniu zmluvy pred
odpracovanim vsetkych platieb,
preplatok sa musi ihned  vratit’
spolo¢nosti Pfizer v sulade s ¢ast'ou 5
(Vratenie preplatkov) nizsie. Ak tak
Dodavatel’ neurobi, spolo¢nost’ Pfizer
mdze podla vlastného uvézenia tieto
neodpracované sumy strhnat’ z platieb,

Ancillary Clinical Services Agreement (GDPR)
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Contractor in another Pfizer study or may ktoré su inak splatné v suavislosti s

pursue other available remedies. ucastou dodavatela na inom skusani
spolo¢nosti Pfizer, alebo moéze vyuzit
iné dostupné opravné prostriedky.

2. FEinal Payment: The final payment will 2. Zaverecna platba: Zaverecna platba sa

be paid upon final review and acceptance uhradi po zavere¢nom preskiimani a
of all Study Data by Pfizer, completion of prijati vSetkych udajov zo skti$ania zo
all required administrative matters by the strany spolo¢nosti Pfizer, dokonceni
Contractor, including, but not limited to, vsetkych pozadovanych
resolution of all outstanding queries. administrativnych zalezitosti

dodévatelom, okrem iné¢ho aj vratane
vyrieSenia  vSetkych  zostavajucich
otazok.

3. Standard of Care: Compensationforall 3. Standardni starostlivost’: Nahrada za

Protocol-required  activities to be vsetky ¢innosti vyzadované protokolom,
performed by Contractor is included in ktoré ma vykonat’ Dodavatel’ je zahrnuta
the budget as documented herein this do rozpoc¢tu zdokumentovaného v tejto
Attachment B. prilohe B.

4. lnvoices & Payments: 4. Faktury a platby:
Pfizer will make payments within forty- Spolo¢nost’ Pfizer uhradi platby v
five (45) days of receipt and approval of priebehu Styridsiatich piatich (45) dni od
invoice. prijatia a schvalenia faktury.
For any costs not in Attachment B, V pripade akychkol'vek nakladov, ktoré
requests for payment or reimbursement nie st uvedené v tejto prilohe B,
or invoices must not be submitted by Dodavatel’ nesmie predlozit’ Ziadosti o
Contractor until a contract amendment or platbu alebo preplatenie ani faktary, kym
a budget modification letter has been sa neuzavrie dodatok zmluvy alebo nie je
executed. podpisany list o zmene rozpoctu.
To expedite payment, such invoices can V zaujme urychlenia platby mozno k
be accompanied by a copy of the takymto faktaram prilozit kopiu
amendment. dodatku.
Invoices must be in the name of Pfizer Faktury musia byt vystavené na
legal entity contracted with: pravny subjekt Pfizer, s ktorym bola

uzavreta zmluva:

Pfizer Inc. Pfizer Inc.

235 East 42nd Street 235 East 42nd Street
Ancillary Clinical Services Agreement (GDPR) / FSP Version Date: May 2018 [adapted to FSP Model 19 July 2021]
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New York
NY 10017
USA

and submitted in English.

The invoices shall be sent at:
payments@pfizer.com

The Contractor shall invoice Pfizer on a
monthly basis for services that were
performed during the preceding month.

The following information shall be
provided when submitting an invoice:

- Invoice number

- Invoice date

- Invoice amount

- Date and description of service
provided as described in Attachment B

- Principal Investigator Name

- Contractor/Center or Site Name and
Address

- Pfizer assigned Site Id (as listed above)

- Protocol Identifier or Number

- VAT Registration Number

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

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

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

Ancillary Clinical Services Agreement (GDPR) / FSP
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New York
NY 10017
USA

a musia byt’ predlozené v anglictine.

odosielat’
na.

Faktiary budu
elektronicky e-mailom
payments@pfizer.com.

Sa

Dodavatel bude spolocnosti Pfizer
mesacne vystavovat’ faktury za sluzby,
ktoré boli poskytnuté v priebehu
predchadzajiceho mesiaca.

Pri predkladani faktar je nutné
uviest’ tieto udaje:

¢islo faktuary,

datum vystavenia faktury,

suma faktury,

datum a opis poskytnutych sluzieb
podla opisu v tejto prilohe B,

meno hlavného sktsajuceho,

nazov a adresa Dodavatela/centra
alebo pracoviska,

ID pracoviska
spolo¢nostou Pfizer,
identifikator alebo ¢islo protokolu,
IC DPH,

podl’a potreby suma DPH, prislusné
percento DPH alebo informacia o
»prenesenej dafovej povinnosti®.

priradené

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

5. Vratenie preplatkov: Na potvrdenie
procesu vratenia preplatkov sa ma
Dodavatel’ obratit’ na spolo¢nost’ Pfizer
na adrese
PfizerSitePaymentSupport@pfizer.com
alebo s pouzitim inych kontaktnych

Version Date: May 2018 [adapted to FSP Model 19 July 2021]
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udajov, ktoré mozu byt obcas institucii

poskytnuté.

6. Amendments: The following Study 6. Zmeny: Nasledujuce zmeny rozpoctu
budget changes may be documented by a skuSania moézu byt zdokumentované
modification letter signed by Pfizer or its listom 0 zmene podpisanym
authorized agent: (1) increases in the spolo¢nostou  Pfizer  alebo  jej
total Study budget, with or without opravnenym zastupcom: 1) zvySenie
modification of the payment schedule, or celkového rozpoctu skisania so zmenou
(2) modification of the payment schedule harmonogramu platieb alebo bez nej
with no change in total Study budget. alebo 2) zmena harmonogramu platieb

bezo zmeny celkového rozpoctu.

7. Inquiries: All inquiries regarding the 7. Otazky: Vsetky otazky k dévodom

reasons for any denial of, or failure to akéhokol'vek zamietnutia alebo
approve, a request for payment or neschvalenia ziadosti o platbu alebo
reimbursement or invoice must be preplatenie alebo faktury sa musia
directed to: posielat’ na adresu:
PfizerSitePaymentSupport@pfizer.com, PfizerSitePaymentSupport@pfizer.com
or such other contact as may be alebo s pouzitim inych kontaktnych
communicated to Contractor from time to udajov, ktoré moézu byt obcas
time. dodavatel'ovi poskytnuté.

Ancillary Clinical Services Agreement (GDPR) / FSP Version Date: May 2018 [adapted to FSP Model 19 July 2021]
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Attachment C
PFIZER INTERNATIONAL ANTI-
BRIBERY AND ANTI-CORRUPTION
BUSINESS PRINCIPLES

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

Bribery of Government Officials

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

“Government Official” shall be broadly
interpreted and means:

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

(i)  any employee or individual acting for
or on behalf of a Government Official,
agency, or enterprise performing a
governmental function, or owned or
controlled by, a Government (e.g., a
healthcare professional employed by a

Ancillary Clinical Services Agreement (GDPR) / FSP
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Priloha C
MEDZINARODNE OBCHODNE ZASADY
BOJA PROTI UPLATKARSTVU A
KORUPCII SPOLOCNOSTI PFIZER

Spolo¢nost’ Pfizer ma dlhodobu politiku
zakazujucu uplatkarstvo a korupciu pri
vykonavani nasej obchodnej ¢innosti

V Spojenych Statoch a v zahranici.
Spolo¢nost’ Pfizer sa zavdzuje vykondvat
beztthonnu obchodnu ¢innost’ a konat’ eticky
a zékonne v stlade so vSetkymi platnymi
pravnymi predpismi a nariadeniami. Rovnaky
zavazok ocakavame od konzultantov,
sprostredkovatel’'ov, zastupcov alebo inych
spolocnosti a jednotlivcov konajtcich v
naSom mene (,,obchodni partneri*), ako aj od
tych, ktori konaju v mene obchodnych
partnerov (napr. subdodavatelia) v suvislosti s
pracou pre spolo¢nost’ Pfizer.

Uplacanie verejnych cinitel’ov

Vicsina krajin ma pravne predpisy, ktoré
zakazuju uskutociovat’, ponukat’ alebo
sl'ubovat’ akékol'vek platby alebo nieo
hodnotné (priamo alebo nepriamo) verejnému
Cinitelovi, ak mé platba ovplyvnit’ tradny
ukon alebo rozhodnutie o zadani alebo
udrzani obchodu.

Pojem ,,verejny €initel” moZno vSeobecne
chépat’ ako:

(1) akéhokol'vek voleného alebo
vymenovaného verejného Cinitel’a (napr.
zakonodarcu alebo ¢lena ministerstva vlady),

(i)  akéhokol'vek zamestnanca alebo
osobu konajlicu za alebo v mene verejného
Cinitela, uradu alebo podniku, ktory zastava
vladnu funkciu alebo ktorého vlastni alebo
riadi §tat (napr. zdravotnicky pracovnik
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Government hospital or researcher employed
by a Government university);

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

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

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

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

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

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

The U.S. Foreign Corrupt Practices Act (the
“FCPA”) prohibits making, promising, or
authorizing a payment or providing anything
of value to a non-U.S. Government Official to
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

zamestnany v Statnej nemocnici alebo
vyskumnik zamestnany v $tatnej univerzite),

(iii)  akéhokol'vek funkcionara politickej

strany, uchadzaca o verejny trad, uradnika,

zamestnanca alebo osobu konajucu za alebo
vV mene politickej strany alebo uchadzaca

0 verejny urad,

(iv)  akéhokol'vek zamestnanca alebo
osobu konajticu za alebo v mene verejnej
medzinarodnej organizécie,

(v) akéhokol'vek ¢lena kral'ovskej rodiny
alebo Clena ozbrojenych sil,

(vi)  aakukol'vek osobu, ktora je podl'a
zakona inak klasifikovana ako verejny
Cinitel’.

Pod pojmom ,,Statna sprava” sa rozumeju
vSetky Urovne a podrozdelenia Statnej spravy
(t. j. miestna, regionalna a narodna a spravna,
zakonodarna a vykonna).

Vzhl'adom na to, ze tato definicia pojmu
,verejny Cinitel™ je tak vSeobecna, je
pravdepodobné, Ze obchodni partneri budu
vV mene spoloc¢nosti Pfizer komunikovat’

s verejnym Cinitelom v priebehu svojej
beznej prace. Napriklad lekari zamestnani

Vv Statnych nemocniciach by boli povazovani
za ,,verejnych Cinitelov*.

Zékon Spojenych §tatov o korup¢nych
praktikach v zahranié¢i (,,FCPA*) zakazuje
uskutocnovanie, sl'ubovanie alebo
schval'ovanie platby alebo poskytovanie
nie¢oho hodnotného inému verejnému
¢initelovi ako verejnému Cinitel'ovi
Spojenych Statov s cielom nendlezite alebo
korup¢ne ovplyvnit’ tradny tkon alebo
prijatie rozhodnutia s cielom pomdct’
spoloc¢nosti ziskat’ alebo udrzat’ si obchod,
alebo inym spdsobom ziskat’ nenalezit
vyhodu. FCPA tiez zakazuje spolo¢nosti
alebo osobe vyuzit’ inu spolo¢nost’ alebo
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liable as a result of acts committed anywhere
in the world by a Business Associate.

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

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

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

. In conducting their Pfizer-related
activities, Business Associates, and those
acting on their behalf in connection with
work for Pfizer, must understand and comply

Ancillary Clinical Services Agreement (GDPR) / FSP
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osobu na zapojenie do takychto ¢innosti.
Spolo¢nost’ Pfizer, ako spolocnost’

v Spojenych $tatoch, musi dodrzat’ zakon
Spojenych statov o korupénych praktikach v
zahrani¢i (,,FCPA*) a mb6ze znasat’
zodpovednost’ v dosledku ¢inov obchodného
partnera, spachanych kdekol'vek na svete.

Zasady boja proti uplatkarstvu a korupcii
spolo¢nosti, upravujice komunikaciu

SO Statnymi spravami a verejnymi
Cinitel’'mi

Obchodni partneri musia oznamovat’

a dodrziavat’ nasledujtce principy v stvislosti
s ich komunikéciou so §tatnymi spravami

a verejnymi Cinitel'mi:

. Obchodni partneri a ti, ktori konajt

v ich mene v suvislosti s pracou pre
spolo¢nost’ Pfizer, nesmu priamo ¢i nepriamo
uskuto¢novat’, sl'ubovat’ alebo schval'ovat’
realizaciu korup¢énych platieb alebo
korup¢ného poskytovania nie¢oho
hodnotného ktorémukol'vek verejnému
¢initelovi s cielom motivovat’ tohto
verejného Cinitel’a, aby vykonal akykol'vek
uradny ukon alebo prijal rozhodnutie

s cielom pomoct’ spolo¢nosti Pfizer ziskat
alebo udrzat’ si obchod. Obchodni partneri

a ti, ktori konaju v ich mene v stvislosti

S pracou pre spolo¢nost’ Pfizer nikdy nesmu
poskytnut’ platbu alebo pontuknut’ akykol'vek
predmet alebo vyhodu verejnému Cinitelovi,
bez ohl'adu na hodnotu, ako nenalezity stimul
pre daného verejného Cinitel'a na schvalenie,
nahradu, predpisanie alebo zakupenie
produktu spolo¢nosti Pfizer, na ovplyvnenie
vysledku klinického skusania, alebo na iné
nenalezité zvyhodnenie obchodnych aktivit
spolocnosti Pfizer.

. Obchodni partneri a ti, ktori konajt
v ich mene v suvislosti S pracou pre
spolo¢nost’ Pfizer, pri vykonavani svojich
¢innosti suvisiacich so spolo¢nostou Pfizer
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with any local laws, regulations, or operating
procedures (including requirements of
Government entities such as Government-
owned hospitals or research institutions) that
impose limits, restrictions, or disclosure
obligations on compensation, financial
support, donations, or gifts that may be
provided to Government Officials. If a
Business Associate is uncertain as to the
meaning or applicability of any identified
limits, restrictions, or disclosure requirements
with respect to interactions with Government
Officials, that Business Associate should
consult with his or her primary Pfizer contact
before engaging in such interactions.

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

Commercial Bribery

Bribery and corruption can also occur in non-
Government, business to business
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musia chapat’ a dodrziavat’ vSetky miestne
pravne predpisy, nariadenia a prevadzkové
postupy (vratane poziadaviek Statnych
subjektov, ako napriklad Statnych nemocnic
¢1 vyskumnych ustavov), ktoré stanovuji
limity, obmedzenia alebo povinnost’
zverejiiovania oh'adom odmeny, financnej
pomoci, prispevkov alebo darov, ktoré mézu
byt’ poskytnuté verejnym Cinitelom. Ak si
obchodny partner nie je isty ohl'adom
vyznamu alebo uplatnitel'nosti akychkol'vek
urcenych limitov, obmedzeni alebo
povinnosti zverejnenia ohl'adom komunikacie
S verejnymi Cinitel'mi, tento obchodny partner
sa musi poradit’ so svojim primarnym
kontaktom pre spolo¢nost’ Pfizer predtym,
ako sa zapoji do takejto komunikacie.

. Obchodni partneri a ti, ktori konajt
v ich mene v spojeni s pracou pre spolo¢nost’
Pfizer, nesmu ponukat’ platby za ul’'ahcenie.
Pod pojmom ,,platba za ul'ahcenie” sa
rozumie mald platba verejnému Cinitel'ovi

s cielom zabezpecenia alebo urychlenia
vykonania bezného tiradného ukonu, ktory
nezavisi od voI'ného uvazenia verejného
¢initel'a. Medzi priklady platby za ul'ahcenie
patria platby na urychlenie spracovania
licencii, povoleni alebo viz, pre ktoré su
vSetky dokumenty v poriadku. V pripade, Ze
obchodny partner alebo niekto, kto kona

Vv jeho mene v stvislosti s pracou pre
spolo¢nost’ Pfizer, prijme alebo ziska
vedomost’ o vyZiadani alebo pozadovani
platby za ul'ahcenie alebo tplatku v stvislosti
S pracou pre spoloc¢nost’ Pfizer, obchodny
partner musi bezodkladne upovedomit’

0 tomto vyZziadani alebo pozadovani platby
svoj primarny kontakt v spolo¢nosti Pfizer
predtym, ako podnikne akékol'vek d’alSie
kroky.

Obchodné uplatky

K uplatkarstvu a korupcii moze dojst’
I V nestatnych vzt'ahoch medzi podnikmi.
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relationships. Most countries have laws
which prohibit offering, promising, giving,
requesting, receiving, accepting, or agreeing
to accept money or anything of value in
exchange for an improper business
advantage. Examples of prohibited conduct
could include, but are not limited to,
providing expensive gifts, lavish hospitality,
kickbacks, or investment opportunities in
order to improperly induce the purchase of
goods or services. Pfizer colleagues are not
permitted to offer, give, solicit or accept
bribes, and we expect our Business
Associates, and those acting on their behalf in
connection with work for Pfizer, to abide by
the same principles.

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

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

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

. 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.
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Vécsina krajin ma pravne predpisy, ktoré
zakazujui pontkat’, sl'ubovat, poskytovat,
vyzadovat, prijimat’, akceptovat alebo
suhlasit’ s akceptovanim penazi alebo nie¢oho
hodnotného vymenou za nenaleziti obchodnu
vyhodu. Medzi priklady nedovoleného
konania méze, okrem in¢ho, patrit’
poskytovanie drahych darov, luxusného
pohostenia, nezakonnych provizii alebo
investi¢nych prilezitosti s cielom nenélezite
motivovat nakup tovarov alebo sluzieb.
Pracovnici spoloc¢nosti Pfizer nesmu pontikat’,
davat’, vyzadovat alebo akceptovat uplatky,
a od nasich obchodnych partnerov a tych,
ktori konajt v ich mene v stvislosti s pracou
pre spolo¢nost’ Pfizer, ocakavame, ze budu
dodrziavat’ tie isté zasady.

Zasady boja proti uplatkarstvu a korupcii,
upravujuce komunikaciu so sukromnymi
stranami a pracovnikmi spolo¢nosti Pfizer

Obchodni partneri musia oznamovat’

a dodrziavat’ nasledujice zasady v suvislosti
s ich komunikaciou so sitkromnymi stranami
a pracovnikmi spolocnosti Pfizer:

. Obchodni partneri a ti, ktori konaju

v ich mene v stvislosti s pracou pre
spolo¢nost’ Pfizer, nesmu priamo alebo
nepriamo realizovat’, slubovat alebo
schval'ovat’ korup¢né platby alebo poskytovat
nieco hodnotné komukol'vek s cielom
ovplyvnit’ dant osobu, aby poskytla
spolocnosti Pfizer nezdkonntl obchodnu
vyhodu.

. Obchodni partneri a ti, ktori konajt
v ich mene v suvislosti s pracou pre
spolo¢nost’ Pfizer, nesmu priamo alebo
nepriamo vyzadovat, suhlasit’

s akceptovanim alebo prijat’ platbu alebo
niec¢o hodnotné ako nenalezity stimul v
stvislosti s ich obchodnymi ¢innostiam
vykonavanymi pre spolo¢nost’ Pfizer.
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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.

Reporting Suspected or Actual Violations

Business Associates, and those acting on their
behalf in connection with work for Pfizer, are
expected to raise concerns related to potential
violations of these International Anti-Bribery
and Anti-Corruption Principles or the law.
Such reports can be made to a Business
Associate’s primary point of contact at Pfizer,
or if a Business Associate prefers, to Pfizer’s
Compliance Group by e-mail at
corporate.compliance@pfizer.com or by
phone at 1-212-733-3026.
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. Pracovnici spolo¢nosti Pfizer nesmu
prijimat’ dary, sluzby, vyhody, zabavu alebo
iné predmety, ktoré su viac ako len
symbolickou alebo nizkou peniaznou
hodnotou, od obchodnych partnerov a tych,
ktori konajt v ich mene v stvislosti s pracou
pre spolo¢nost’ Pfizer. Okrem toho, dary

Vv nizkej hodnote su povolené iba vtedy, ak su
prijimané len zriedka a iba pri vhodnych
prilezitostiach na darovanie.

Nahlasovanie poruSeni zdasad a podozreni na
ne

Od obchodnych partnerov a tych, ktori konaju
v ich mene v suvislosti s pracou pre
spolo¢nost’ Pfizer, sa o¢akava, ze vznesu
obavy suvisiace s moznymi poruSeniami
tychto Medzindrodnych zasad boja proti
uplatkarstvu a korupcii alebo poruseniami
pravnych predpisov. Takéto hlasenia mozno
adresovat’ primarnemu kontaktnému bodu
obchodného partnera v spolo¢nosti Pfizer,
alebo ak to obchodny partner uprednostiiuje,
tak Skupine dodrziavania pravnych predpisov
spolo¢nosti Pfizer e-mailom na adresu
corporate.compliance@pfizer.com alebo
telefonicky na ¢isle +1-212-733-3026.
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Attachment D Priloha D
EQUIPMENT AND MATERIALS VYBAVENIE A MATERIALY

Pfizer-Provided Equipment and Materials Vybavenie a materialy poskytované
spolo¢nost’ou Pfizer

Pfizer-Provided Equipment Vybavenie poskytované spolo¢nost'ou Pfizer

Pfizer will provide the equipment identified Spolo¢nost’ Pfizer poskytne nizSie uvedené

below (“Pfizer Equipment”) for use by vybavenie (,,vybavenie spolo¢nosti Pfizer®)
Contractor in the conduct of the Services: na pouzivanie dodavatel'om pri vykonavani
sluzieb:
Estimated
Estimated Depreciated Value
# |Equipment / Vybavenie Serial # / (Asset Tag # Original at Study
Sériové / C. Value / Completion /
cislo oznacenia |Odhadovana Odhadovana
majetku povodna odpisova hodnota
hodnota pri dokonceni
stuadie
1 |NONE / ZIADNE
2
3
4
5

Pfizer-Provided Materials Materialy poskytnuté spolo¢nost'ou Pfizer

Pfizer will provide the proprietary materials Spolo¢nost’ Pfizer poskytne nizsie uvedené

owned or licensed by Pfizer and identified chranené materialy vlastnené alebo
below (“Pfizer Materials”) for use by licencované spolo¢nostou Pfizer (,,materidly
Contractor in the conduct of the Services. spolo¢nosti Pfizer) na pouzitie dodavatel'om

pri vykonavani sluZieb.

Materials Supplied: NONE Dodané materialy: ZIADNE
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Attachment E

PROTECTION OF PERSONAL DATA

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

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

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

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

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

0] any unintentional acquisition, access, or
use of Personal Data by an employee or agent of
Contractor if such acquisition, access, or use was
made in good faith and does not result in further
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Priloha E

OCHRANA OSOBNYCH UDAJOV

1. Vymedzenie pojmov. Pojmy uvedené
velkymi pismenami v tejto prilohe E budi mat’
vyznam, ktory im bol priradeny v tejto Casti 1
prilohy E. Vsetky pojmy wuvedené velkymi
pismenami, ktoré nie su v prilohe E definované
inak, budii mat’ vyznam, ktory im bol priradeny
v zmluve.

@ Pod pojmom ,,platné pravne predpisy*
sa rozumie akykol'vek platny pravny predpis,
nariadenie alebo ind zdkonnd poziadavka,
uplatnitel'na na sluzby poskytované podl'a zmluvy.

(b) Pod pojmom ,prevadzkovatel sa
rozumie subjekt, ktory samostatne alebo spoloc¢ne
sinymi urcuje Ucely a prostriedky spractvania
osobnych udajov.

(© Pod pojmom ,porusenie bezpecnosti
udajov‘ sa rozumie porusenie bezpecnosti, ktoré
vedie k nahodnému alebo nezakonnému zniceniu,
strate, zmene, neopravnenému zverejneniu alebo
pristupu k osobnym udajom, ktoré boli prenesené,
ulozené alebo inak spracované.

d) Pod pojmom ,,bezpe¢nostny incident sa
rozumie i) porusenie bezpecnosti Udajov, ii)
bezpecnostna zranitelnost’, ktora nesie podstatné
riziko naruSenia dovernosti, integrity alebo
bezpe€nosti osobnych udajov, iii) porusenie
platnych pravnych predpisov tykajicich sa
spractvania osobnych tdajov podla tejto zmluvy,
alebo iv) alebo akékol'vek neopravnené ziskanie,
pristup alebo pouzitie osobnych udajov, ktory
aktivuje povinnost oznamenia porusenia podla

platnych  pravnych  predpisov. Medzi
bezpecnostné incidenty nepatri:
0 akékol'vek netimyselné ziskanie, pristup

alebo pouzitie osobnych udajov zamestnancom
alebo zastupcom dodavatela, ak k takémuto
ziskaniu, pristupu alebo pouzitiu déjde v dobrej
viere a nebude mat za nasledok dalSie
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unauthorized or
Personal Data;

inappropriate  Processing of

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

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

) “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.
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neopravnené ¢i nenalezité spractivanie osobnych
udajov,

(i) akékol'vek  netimyselné  poskytnutie
osobou, ktora je opravnend pristupovat’ k osobnym
udajom v mene dodavatela, inej osobe, ktora je
opravnend pristupovat’ k osobnym udajom v mene
dodavatela, ak prijat¢é informécie v dosledku
takéhoto poskytnutia nebudu dalej pouzivané
alebo  poskytované  neopravnenym  alebo
nenalezitym spoésobom, alebo

(iii) akakol'vek strata alebo neopravnené
ziskanie alebo pristup k Sifrovanym osobnym
udajom, ak postup dévernosti alebo kIi¢, ktory je
schopny narusit’ bezpecnost, dovernost alebo
integritu Sifrovanych osobnych udajov, nie je tiez
predmetom straty, neopravneného ziskania alebo
pristupu.

(e Pojem ,bezpecnostny incident® ma
vyznam  definovany v platnych  pravnych
predpisoch arozumie sa pod nim, okrem iného,
akakol'vek informacia (bez ohladu na médium
ato, ¢i i1de o samostatni informaciu alebo
o0 informaciu v kombinacii s inou dostupnou
informéaciou), ktora identifikuje alebo sa vzt'ahuje
na identifikovanu alebo identifikovatelnt fyzicka
osobu. Klucom zakdédované tidaje st povaZzované
za osobné udaje, aj ked’ drzitel’ tychto idajov nema
pristup ku klicu, ktory udaje prepaja
S totoznost'ou osoby. Medzi osobné udaje ziskané
v stvislosti so Studiou patria osobné udaje

zastupcov  spolocnosti  Pfizer, osobné tudaje
tykajuce sa hlavného skusajuceho,
spoluskusajucich,  vyskumnych  pracovnikov,

tretich stran a uc¢astnikov Studie.

()] Pod pojmami ,spracovat™  alebo
LSpracuvanie® sa rozumeju operacie alebo stubor
operacii  vykonavanych s osobnymi udajmi,
s alebo bez pouzitia automatickych prostriedkov,
ako zhromazd’'ovanie, zaznamenavanie,
usporaduvanie, uchovavanie, prisposobenie alebo
pozmeinovanie, ziskavanie, konzultovanie,
pouzivanie,  zverejiiovanie  prostrednictvom
prenosu, Sirenie alebo spristupfiovanie inym
spdsobom, zostladenie alebo kombinovanie,
blokovanie, odstrariovanie alebo likvidacia.
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(0 “Transfer”, “Transferred” or
“Transferring” means, whether by physical or
electronic means, across national borders, both (a)
the moving of Personal Data from one location or
person to another, and (b) the granting of access to
Personal Data by one location or person to another.

2. Personal Data of Study Subjects. Pfizer
will be an independent Controller with respect to
its Processing of Personal Data contained in the
Study Data and Biological Samples that are
reported by 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.

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

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

5. Privacy and Security Programs. During
the term of this Agreement, the Contractor and
Pfizer will each maintain a comprehensive privacy
and security program designed to ensure that
Personal Data will only be Processed in
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(9) Pod pojmami ,prenasat™, ,prenasané‘
alebo ,,prenos“ sa rozumie fyzické alebo
elektronické cezhrani¢né a) presuvanie osobnych
udajov z jednej lokality na druht alebo od jednej
osoby na druhi, ab) poskytnutie pristupu
k osobnym tudajom zjednej lokality pre druhu
alebo od jednej osoby pre druhu.

2. Osobné  udaje  ucastnikov  Studie.
Spolocnost’ Pfizer bude nezavislym
prevadzkovatelom v suvislosti so  svojim
spracivanim osobnych udajov, obsiahnutych

v udajoch Studie a biologickych vzorkach, ktoré
oznamuje dodavatel’ spolocnosti Pfizer alebo ktoré
spolo¢nost’ Pfizer vytvori inak. Dodavatel’ je
prevadzkovatel'om osobnych udajov,
spracuvanych dodavatel'om v stvislosti
s lekarskou starostlivostou o ucastnika studie.

3. Osobné udaje  pracovnikov  Stidie.
Dodavatel potvrdzuje, Ze prijal ozndmenie
0 ochrane osobnych tidajov spolo¢nosti Pfizer pre
skusajucich a pracovnikov Studie — Eurdpska tnia,
Eur6psky hospodarsky priestor a Svajéiarsko.

4. Sulad s pravnymi predpismi. Zmluvné
strany a spolocnost’ Pfizer suhlasia, ze budl
dodrziavat’ platné pravne predpisy v suvislosti so
svojim spracivanim osobnych dajov pocas
celého obdobia trvania zmluvy. Je povinnostou
kazdej strany, aby =zabezpecila auchovavala
vSetky inventare a registracie pre spraclivanie
osobnych udajov tak, ako to vyzaduju platné
pravne predpisy. Zmluvné strany a spolo¢nost
Pfizer budu spolupracovat’ a vzajomne si pomahat’
v suvislosti s akymikol'vek postideniami vplyvu na
ochranu  udajov  a/alebo  predchadzajicimi
konzultaciami so Statnymi orgdnmi, ktoré mozu
byt vyZzadované vo vztahu k spractvaniu, ktoré sa
vykonava podla tejto zmluvy. Dodavatel takisto
bezodkladne informuje spolo¢nost  Pfizer
0 akychkol'vek prijatych oznameniach od tiradu na
ochranu osobnych udajov, ktoré sa vztahuji na
Stadiu.

5. Programy  bezpe¢nosti a  ochrany
osobnych udajov. Pocas obdobia trvania tejto
zmluvy bude dodavatel aj spoloc¢nost Pfizer
udrziavat’  rozsiahly = program  bezpecnosti
a ochrany osobnych tdajov, vytvoreny s cielom
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accordance with the Agreement, including the
appointment of a data protection officer as required
by Applicable Law. The Parties will implement
appropriate administrative, technical, and physical
security measures to protect Personal Data.

6. Personnel.  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.

7. Security 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.

(b) 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.

(c) 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.
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zabezpecit', aby boli osobné udaje spractivané iba
vsulade so zmluvou vratane vymenovania
pracovnika zodpovedného za ochranu udajov
podl'a poziadaviek platnych pravnych predpisov.
Zmluvné strany zavedil vhodné administrativne a
technické  opatrenia  aopatrenia  fyzickej
bezpecnosti na ochranu osobnych udajov.

6. Personal. Dodavatel’ a spolo¢nost’ Pfizer
zabezpecia, aby bol ich personal, zapojeny do
spracuvania osobnych udajov, informovany
0 dévernom charaktere osobnych udajov, aby
dostal primerané Skolenia ohladom svojich
povinnosti, aby podpisal pisomné zmluvy
0 dovernosti alebo aby mu boli inak ulozené
pracovné povinnosti tykajuce sa dovernosti.
Zmluvné strany zabezpecia, aby bol pristup
k osobnym tudajom obmedzeny na tych
pracovnikov, ktori vykonavaju sluzby podla tejto
zmluvy.

7. Bezpeénostny incident.

@) Dodavatel’ upovedomi spolo¢nost’ Pfizer
sposobom uvedenym v zmluve, 0 bezpe¢nostnom
incidente tykajucom sa osobnych udajov,
spracovanych dodavatel'om na zéklade zmluvy, do
24 (dvadsat’styri) hodin od zistenia
bezpecnostného incidentu.

(b) V ramci oznamenia dodavatel podla
moznosti poskytne spolocnosti Pfizer dostatocné

informacie na zhodnotenie bezpecnostného
incidentu  aspolo¢nost  Pfizer  poskytne
dodavatelovi spdtna  vizbu vyhradne ako

zainteresovana strana, ktora nebude predstavovat’
pravnu alebo regula¢nu radu, ohl'adom toho, ¢i si
platné pravne predpisy vyzadujii bezpecnostny
incident oznamit’ nejakému verejnému uradu.

© Dodavatel na  zaklade  vSetkych
dostupnych informacii aplatnych pravnych
predpisov rozhodne, ¢i bude bezpecnostny

incident povazovany za poruSenie bezpe€nosti
udajov, zariadi upovedomenie dotknutych osob
a/alebo $tatnych tradov v pripade, ak to vyZzaduju
pravne predpisy a bude zodpovedny za vykonanie
takéhoto oznamenia.
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(d) Solely with respect to any Data Security
Breach notifications involving Pfizer
Representative Personal Data (as defined in
Section 12), Pfizer will have the opportunity to
review and approve such notices before they are
sent to the Pfizer representatives.

(e) 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.

8. Rights of Data Subjects Participating in
the Study. 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 receives a
request from a Study Subject for such access,
amendment, Transfer, restriction, or deletion,
Pfizer 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.

9. Rights of Data Subjects Participating in
the Study 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.
10. Cross-Border Data Transfers. Contractor

will only Transfer Personal Data outside the
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(d) Vyhradne vo vztahu k ozndmeniam
0 poruseni bezpecnosti udajov tykajucich sa
osobnych udajov zastupcov spoloc¢nosti Pfizer
(ako je to definované v Casti 12), spolo¢nost’ Pfizer
bude mat’ prilezitost’ preskimat’ a schvalit’ takéto
oznamenia predtym, ako budi zaslané zastupcov
spoloc¢nosti Pfizer.

(e Dodavatel' bude zodpovedny za vsetky
naklady a vydaje a za akékol'vek nasledné pokuty
suvisiace s uskuto¢nenim takych oznameni.
Dodavatel' takisto na vlastné naklady vykona
vSetky potrebné kroky na napravu a zmiernenie
bezpecnostného incidentu.

8. Prava dotknutych o0s6b, zacastiujucich sa
na §tadii. Dodavatel” a spolo¢nost’ Pfizer suhlasia,
ze spomedzi nich dokdze dodavatel' lepsie
spravovat’ ziadosti ucastnikov S§tudie o pristup,
zmenu, prenos, obmedzenie alebo vymazanie
osobnych tidajov. V pripade, Ze spolocnost’ Pfizer
dostane od ucastnika Stadie ziadost' o takyto
pristup, prenos, obmedzenie alebo vymazanie,
spolocnost  Pfizer ju postapi dodévatelovi.
Dodéavatel' bude reagovat’ na ziadosti ucastnikov
Studie o pristup, zmenu, prenos, obmedzenie alebo
vymazanie osobnych tUdajov v sulade s platnymi
pravnymi predpismi, zmluvou a akymkol'vek
pokynmi, ktoré poskytne spolocnost’ Pfizer.
Dodavatel' potvrdzuje, Ze na to, aby uchoval
integritu vysledkov §tadie, m6ze byt moznost
zmeny, obmedzenia alebo vymazania osobnych
udajov v stlade s platnymi pravnymi predpismi
obmedzena. Spolo¢nost’ Pfizer potvrdzuje, Ze
ucastnici Stadie mézu kedykol'vek odvolat’ svoj
informovany suhlas s ucastou v studii a svoj
suhlas so spractivanim osobnych tudajov.

0. Prava dotknutych 0s6b, zi¢astiujucich sa
na Stadii po ukonceni S§tudie. Dodéavatel
bezodkladne upovedomi spolo¢nost  Pfizer
0 akomkol'vek takom odvolani sthlasu, ktoré
moze ovplyvnit' pouzivanie osobnych udajov na
zaklade zmluvy apodla inych pokynov,
poskytnutych spolocnostou Pfizer. Takéto
ziadosti mozu byt adresované spolo¢nosti Pfizer
na adresu Research_dataprivacy@pfizer.com.

10. Cezhrani¢ny prenos udajov. Dodéavatel
bude prenasat’ osobné tidaje mimo Europskej tnie,
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European Union, European Economic Area or
Switzerland in accordance with Study related
instructional documents provided by Pfizer. If
requested by either Contractor or 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.

11. 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.

12. 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.
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.
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Europskeho hospodarskeho priestoru
a Svaj¢iarska iba v sulade s pokynmi
v dokumentoch k s§ttdii, ktoré poskytla spolo¢nost’
Pfizer. Ak oto poziada bud’ dodavatel’, alebo
spolo¢nost’ Pfizer, dodavatel’ a spolo¢nost’ Pfizer
uzatvoria dohodu upravujucu takyto prenos, okrem
iného vratane Standardnych zmluvnych doloziek
EU, pokial’ neexistuje iny primerany mechanizmus
prenosu.

11. Zaznamy. Dodavatel aj spolo¢nost’ Pfizer
si budi osobitne viest pisomné zaznamy
0 vSetkych spracovatel'skych cinnostiach, ktoré sa
vykonavaju podla zmluvy. Tieto zaznamy budu
obsahovat’ minimalne i) ndzov a kontaktné udaje
kazdého sprostredkovatela, ii) mena a kontaktné
udaje pracovnikov ochrany udajov
sprostredkovatel'ov, iii) kategorie vykondvanych
spracovani, iv) prenosy do tretich krajin alebo
medzindrodnych  organizacii  a dokumentaciu
0 pouzitych vhodnych zarukach, a v) vSeobecny
opis administrativnych a technickych opatreni a
opatreni fyzickej bezpe¢nosti,, ktoré boli prijaté na
ochranu osobnych udajov.

12. Vyuzite sprostredkovatelov. Spolo¢nost
Pfizer a dodavatel’ suhlasia, ze vSetky dohody o
spracovani budu mat’ pisomnt formu a ze sa od
sprostredkovatelov  bude  vyzadovat, aby
dodrziavali podmienky tejto zmluvy. Dodavatel’ a
spolocnost’ Pfizer budu zodpovedni za akékol'vek
nedodrzanie povinnosti 70 strany
sprostredkovatel’a, ktorého zmluvna strana
pouzila, pricom nedodrzanie zmluvy zo strany
sprostredkovatela bude predstavovat’ porusenie
zmluvy tak, ako keby sa ho dopustila priamo dana
zmluvna strana.
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