CLINICAL TRIAL AGREEMENT

concluded pursuant to Section 269 (2) of Act no. 513/1991
of Coll., the Commercial Code, as amended
(hereinafter Agreement)

(1) PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay
Dublin 2
Ireland
Company number 541507
(hereinafter CRO)

and

(2) Fakultna nemocnica s poliklinikou
Nové Zamky
Statna prispevkova organizacia
Slovenska 11 A
940 34 Nové Zamky
Slovakia
Company Registration No: 17336112
VAT No: 2021068324
VAT Registration No: SK2021068324
Represented by: MUDr. Mgr. Daniel Zingor,
PhD., Director

(hereinafter Institution)

regarding

Protocol No:
(hereinafter Protocol)

“Growth and safety of two partially-hydrolyzed feeding
systems for preterm infants: a multi-centered, open-
label clinical trial”

(hereinafter Study)

]

(hereinafter Study Food Product)
of

Société des Produits Nestlé S.A ,
Avenue Nestlé 55, CH-1800 Vevey
Switzerland
(hereinafter SPONSOR)

ZMLUVA O KLINICKOM SKUSANI

uzatvorena podla § 269 ods. 2 a nasl. zakona ¢. 513/1991 Zb.
Obchodny zakonnik v platnom zneni
(d’alej len ,,Zmluva®)

(1) PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay
Dublin 2
frsko
1CO 541507
(d’alej len ,,CRO*)

d

(2) Fakultna nemocnica s poliklinikou
Nové Zamky
Statna prispevkova organizacia
Slovenska 11 A
940 34 Nové Zamky
Slovensko
ICO: 17336112
DIC: 2021068324
IC DPH: SK2021068324
v mene ktorej podpisuju:
MUDr. Mgr. Daniel Zingor, PhD., riaditel’
(d’alej len ,,zdravotnicke zariadenie®)

v stvislosti s

Protokolom ¢&.:
(d’alej len ,,protokol*)

..Rast a bezpe¢nost’ pri dvoch Ciastoéne hydrolyzovanych
systémoch kimenia pre pred¢asne narodené deti:
multicentrické otvorené klinické skuSanie* (d’alej len
,.skuSanie®)

(d’alej len ,,skusany produkt®)
spolo¢nosti

Société des Produits Nestlé S.A ,
Avenue Nestlé 55, CH-1800 Vevey
Switzerland
(dalej len ,,ZADAVATEL *)
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WHEREAS, SPONSOR is the sponsor of the multi-
center Study to clinically evaluate the Study Food
Product and CRO (or its Affiliate) has been retained by
SPONSOR (under a separate written agreement) to act as
SPONSOR’s contractor and designee in managing the
Study for SPONSOR; and

WHEREAS Institution shall fully cooperate with CRO
and shall permit CRO to perform any and all of the
SPONSOR’s Study obligations and to exercise any and
all of SPONSOR’s Study rights that lie with SPONSOR
on the basis of Applicable Law and GCP regulations as
though such rights were CRO’s own rights, as has been
delegated by SPONSOR to CRO; and

WHEREAS, Institution desires to participate in the Study
as described in this Agreement. This Study is biomedical
research and activities during this biomedical research
meet characteristic features of providing healthcare; and

WHEREAS, Institution has the Resources and space
sufficient to properly conduct the Study; and

WHEREAS MUDr. || i conduct

the Study in the Institution at the location at Fakultna
nemocnica s poliklinikou Nové Zamky, Neonatologicka
klinika, Slovenska 11 A, 940 34 Nové Zamky, Slovakia
(hereinafier Investigator) and all Study Personnel will
conduct the Study under the supervision of Investigator;
and

WHEREAS, this Agreement explains the respective
obligations of Institution and CRO; and

WHEREAS, under this Agreement CRO does not act, or
purport to act, as SPONSOR's contractual agent, but
rather as SPONSOR's appointed designee for managing
the Study.

KEDZE ZADAVATEL je zad4vatelom multicentrického
sktiSania na hodnotenie skuSaného produktu a CRO (alebo
jej pridruzena spolo¢nost’) bola zapojena
ZADAVATELOM (na zaklade samostatnej pisomnej
zmluvy), aby konala ako dodavatel’ a poverend osoba
ZADAVATELA pri riadeni skusania pre
ZADAVATELA; a

KEDZE zdravotnicke zariadenic bude v plnej miere
spolupracovat s CRO, pricom CRO vykonava vsetky
povinnosti ZADAVATEL'A vyplyvajiice zo skidania
a vykonava akékol'vek prava ZADAVATELA
vyplyvajuce Z0 sktisania, ktoré prinalezia
ZADAVATELOVI na zaklade platnych a uéinnych
pravnych predpisov a nariadeni GCP (spravnej klinickej
praxe), ako by to boli vlastné¢ prava CRO tak, ako
ZADAVATEL poveril CRO; a

KEDZE zdravotnicke zariadenic ma zdujem sa zéastnit
skusania opisan¢ho v tejto zmluve. Uvedené skusanie je
biomedicinskym vyskumom, pri¢om ¢innosti pocas tohto

biomedicinskeho ~ vyskumu  zodpovedaju  svojimi
charakteristickymi  znakmi poskytovaniu zdravotnej
starostlivosti; a

KEDZE zdravotnicke zariadenie ma prostriedky

a dostato¢ny priestor na riadne vykonavanie skusSania; a

KEDZE skuganic_bude prebichat pod vedenim MUDr.
_ (dalej len ,skiSajuci) v
zdravotnickom zariedeni na pracovisku na adrese Fakultna
nemocnica s poliklinikou Nové Zamky, Neonatologicka
klinika, Slovenska 11 A, 940 34 Nové Zamky, Slovensko
a zamestnanci zdravotnickeho zariadenia, ktori sa
podicel’aju na tomto skisani budu vykonavat’ skuSanie pod
dohl'adom skusajiceho; a

KEDZE tato zmluva vysvetluje prislusné povinnosti
zdravotnickeho zariadenia a CRO; a

KEDZE podra tejto zmluvy CRO nekona ani neoCakava
konanie ako zmluvny zastupca ZADAVATELA, no ako
povereny zastupca na riadenie tohto skusania.

1. DEFINITIONS

Definitions for terms used in this Agreement are in
Exhibit C.

1. VYMEDZENIE POJMOV

Vymedzenia pojmov pouzitych v tejto zmluve st uvedené
v prilohe C.
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2. PROVISION OF RESOURCES AND SPACE
TO CONDUCT THE STUDY AND STUDY

2. POSKYTNUTIE PROSTRIEDKOV
A PRIESTOROV NA VYKONAVANIE SKUSANIA

CONDUCT

2.1 Institution agrees, and commits itself to CRO, to
provide and create all necessary conditions allowing the
Investigator to use the Resources and premises to conduct
the Study.

2.2 Institution agrees, and commits itself to CRO, to
allow Investigator and other Study Personnel to conduct
the Study at Institution.

2.3 Institution acknowledges and agrees that CRO will
conclude separate agreements with Investigator and with
Sub-Investigators in relation to the Study and that the
Investigator and the Sub-Investigators will be reimbursed
for the performace of the Study directly upon these
separate agreements. Institution further confirms that it
has received copy of these agreements or has been
otherwise satisfactorily informed as to its terms
concerning the obligations of the Investigator and Sub-
Investigators.

2.4 Institution acknowledges that SPONSOR is the
sponsor of the Study, and as such is an intended third-
party beneficiary of this Agreement, whereas SPONSOR
transfers any or all of the SPONSOR's Study-related
functions to CRO in compliance with ICH-GCP, sec.
5.2.1. In addition to the foregoing, Institution agrees that
CRO may disclose any and all Information and/or
documents relating to this Agreement, and/or relating to
Investigator’s and Institution’s participation in the Study
(including without limitation any Reports or other
documents or materials provided by Investigator or
Institution to CRO hereunder), to SPONSOR. All
references to SPONSOR herein (whether in the context
of delivery of Information, submission of applications,
financial terms, or anything else) derive from
SPONSOR’s status as such, and Institution agrees to all
such instances Institution will Fully Cooperate with
CRO’s requests relating to SPONSOR.

2.5 Institution acknowledges that CRO is the recipient
of Services described in this Agreement and, for the
avoidance of any doubt, that SPONSOR is not the
recipient of Services described in this Agreement.

A SAMOTNE VYKONAVANIE SKUSANIA

2.1 Zdravotnicke zariadenie suhlasi a zavidzuje sa CRO,
Zze poskytne avytvori vSetky potrebné podmienky
umoznujiuce skusajucemu pouzit' prostriedky a priestory
na vykonavanie skusania.

2.2 Zdravotnicke zariadenie suhlasi a zavdazuje sa CRO,
ze umozni skiiSajuicemu a d’alS§im zamestnancom
zdravotnickeho zariadenia, ktori sa podiel'aji na tomto
skuisani, aby v zdravotnickom zariadeni vykonavali toto
skusanie.

2.3 Zdravotnicke zariadenie berie na vedomie a suhlasi,
ze CRO uzatvori samostatné zmluvy so skuSajucim a
spoluskuSajucimi v suvislosti so skuSanim, a Ze
skusajucemu a spoluskti$ajucim budu vyplacané odmeny v
suvislosti so skusanim priamo na zaklade tychto
samostatnych zmlav. Zdravotnicke zariadenie dalej
potvrdzuje, ze prijalo kopie tychto zmlav alebo bolo inak
uspokojivo informované o podmienkach tykajicich sa
povinnosti skisajuceho a spoluskusajicich.

2.4 Zdravotnicke zariadenie berie na vedomie, ze
ZADAVATEL je zadavatelom ski$ania a ako taky je
ur¢enym prijimatelom tretej strany tejto zmluvy, pricom
ZADAVATEL  prenaSa  vSetky  svoje  funkcic
ZADAVATELA suvisiace so skuganim na CRO v sulade
s ICH-GCP (Spravna klinickd prax — Medzinarodna
konferencia pre harmonizaciu), ¢ast 5.2.1. Okrem
predchadzajiuceho zdravotnicke zariadenie suhlasi, Ze
CRO mbze poskytnut® vsetky informacie a/alebo
dokumenty tykajuce sa tejto zmluvy a/alebo tucasti
skusajuceho a zdravotnickeho zariadenia na tomto skasani
(okrem iného aj vratane akychkol'vek sprav alebo inych
dokumentov ¢ materialov, ktoré skuSajuci alebo
zdravotnicke zariadenie poskytni CRO podla tejto
zmluvy) ZADAVATELOVI. Vietky odvolania sa na
ZADAVATELA v tejto zmluve (bez ohl'adu na to, ¢i su
uveden¢ v suvislosti s doru¢enim informacii, podanim
ziadosti, platobnymi podmienkami alebo ¢imkol'vek inym)
vychadzaju zo stavu ZADAVATELIA ako takého
a zdravotnicke zariadenie sthlasi so vSetkymi takymito
pripadmi. Zdravotnicke zariadenie bude v plnej miere
spolupracovat’ pri plneni poziadaviek CRO s ohl'adom na
ZADAVATELA.

2.5 Zdravotnicke zariadenie potvrdzuje, Zze CRO je
prijemcom sluzieb opisanych v tejto zmluve a, s cielom
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2.6  Institution agrees, and commits itself to CRO, that
the Study shall be conducted in a diligent, efficient, and
skilful manner, in strict compliance with the terms and
conditions of this Agreement, the Protocol including
subsequent amendments, any specific Study Instructions,
Applicable Law and any other professional standards
applicable to their professional industries and fields.
Institution shall not commit any negligent acts or any
willful misconduct in connection with the Study.
Institution shall not make any unauthorized warranties to
any person (including Subjects) concerning the product
being tested in the Study.

2.7 If required by Applicable Law, CRO shall, or
procure that SPONSOR, make(s) the necessary
submissions or notifications to the regulatory authorities.
The Study may not commence until the Investigator has
been informed by CRO that such authorization has been
granted.

2.8 Institution understands that Investigator, shall
agree or has agreed to enroll the number of duly qualified
(according to the Protocol) Subjects for the Study as set
forth in Exhibit A and shall do so according to the
timetable set forth in Exhibit A. Notwithstanding the
foregoing, Institution also understands that Investigator
shall agree or has agreed that SPONSOR or CRO may
unilaterally revise the number of Subjects that
Investigator shall enroll, and/or the timeframe for such
enrollment, via Study Instructions at any time.

2.9 Institution shall retain all necessary Subject
records, including the list of Subject’s identification
codes, and/or documents whether electronic, paper, or in
any other form relating to the Study for fifteen (15) years
after the end or the premature termination of the Study.

CRO, SPONSOR or the SPONSOR’s designee shall
ensure appropriate and timely supply of the
Investigational Product(s) necessary for the performance
of the Study.

The Investigational Product(s) shall be supplied free of
charge to Institution and the Institution hereby undertakes
to ensure that usage therewith shall adhere to conditions
set out in the Protocol and Applicable Law.

vyhniit’ sa akymkol'vek pochybnostiam, ze ZADAVATEL
nie je prijemcom sluzieb opisanych v tejto zmluve.

2.6 Zdravotnicke zariadenie tymto suhlasi a zavdzuje sa
CRO, Ze skusanie sa bude vykonavat’ pozornym, u¢innym
a skisenym spdsobom v prisnom stlade s podmienkami
tejto zmluvy, protokolu vratane akychkol'vek jeho
naslednych dodatkov, osobitnych pokynov tykajucich sa
skusania, platnych, u¢innych a uplatiiovanych pravnych
predpisov a akychkol'vek inych profesionalnych noriem
platnych na ich odborné odvetvie a polia. Zdravotnicke
zariadenie sa nedopusti ziadnych krokov z nedbalosti ¢i
umyselného pochybenia v suvislosti s tymto skaSanim.
Zdravotnicke zariadenie nevyda v tomto skusani ziadne
neopravnené zaruky Zziadnej osobe (vratane ucastnikov)
tykajuce sa ski$aného produktu.

2.7 Ak to vyzaduju platné, G¢inné a uplatiiované pravne
predpisy, CRO predlozi alebo zabezpeci, aby
ZADAVATEL predlozil potrebné dokumenty alebo
oznamy regulacnym uradom. SkuSajiici nesmie zacat
sktsanie, kym CRO nebude informovat’ skasajuceho, Ze
bolo takéto opravnenie udelené.

2.8 Zdravotnicke =zariadenie beriec na vedomie, Ze
skasajuci suhlasi alebo suhlasil, ze zaradi pocet nalezite
kvalifikovanych ucastnikov skusania (podl'a protokolu),
ako sa uvadza v prilohe A a urobi to v sulade s ¢asovym
harmonogramom uvedenym v prilohe A. Bez ohl'adu na
predchadzajuce zdravotnicke zariadenie tiez berie na
vedomie, Ze skuSajuci suhlasi alebo suhlasil, Ze
ZADAVATEL alebo CRO mdzu kedykol'vek napokon
jednostranne upravit' pocet ucastnikov, ktori maji byt
skusajucim zaradeni, a/alebo cCasovy ramec takéhoto
zarad’ovania prostrednictvom pokynov k skiiSaniu.

2.9 Zdravotnicke zariadenie si uchova vsetky potrebné
zaznamy ucéastnika vratane zoznamu identifikaénych
kodov ucastnika a/alebo dokumenty v elektronicke;j,
tlacenej alebo akejkol'vek inej forme tykajice sa skusania
pocas obdobia pétnastich (15) rokov po skonceni alebo
pred¢asnom ukonceni skusania.

CRO alebo ZADAVATEL zabezpedi riadne a véasné
dodanie sktiSané¢ho produktu potrebného na vykonavanie
skisania.

Skasany produkt bude dodavany bezplatne do
zdravotnickeho zariadenia a zdravotnicke zariadenie sa
tymto zavizuje zaistit, aby bolo jeho pouzivanie v siilade
s podmienkami  uvedenymi v protokole a platnymi
pravnymi predpismi.

Page 4 of 39




2.10 Institution is not presently under any agreement or
obligation which conflicts with the duties and obligations
owed to SPONSOR or CRO under this Agreement, and
further agree not to undertake any such obligation or
agreement during the course of the Study.

2.11 Institution hereby acknowledges and agrees that it
has received sufficient Information regarding the
provision of its Services.

2.12 [Institution shall, throughout the duration of the
Study, provide, keep available to the Investigator and
Study Personnel and maintain all necessary Resources for
the adequate performance of the Study. Institution shall
inform CRO promptly in writing (including by email)
about all changes impacting the Resources.

2.13 The Protocol, including any amendments thereto,
constitutes an integral part of this Agreement by reference.
In case of any inconsistency between this Agreement and
the Protocol, the Protocol shall take precedence on matters
of medicine, science and conduct of the Study; otherwise
the terms of this Agreement shall prevail.

2.14 Institution agrees to compensate CRO and
SPONSOR as applicable, for all costs arising out of
Institution’s breach of this Agreement.

2.15 Institution agrees that if Investigator or any Study
Personnel is a government employee, official and/or
performing a governmental function, such relationship may
be disclosed to the SPONSOR.

2.16 Institution warrants that neither it, nor any Study
Personnel are officials, agents, or representatives of any
government or political party or international
organization where they may be in positions of authority
to be able to improperly help CRO or SPONSOR obtain
a business advantage. Institution further warrants that
neither it nor any Study Personnel shall make any
payment, either directly or indirectly, of any money or
other consideration (hereinafter Payment), to government
or political party officials, officials of international
organizations, candidates for public office, or
representatives of other businesses or persons acting on
behalf of any of the foregoing (hereinafter collectively
Officials) where such Payment would constitute violation
of any law, including the U.S. Foreign Corrupt Practices
Act. In no event shall Institution or any Study Personnel
make any Payment either directly or indirectly to

2.10 Zdravotnicke zariadenie nie je v sicasnosti viazané
ziadnou zmluvou ani povinnostou, ktora modze byt
V rozpore z povinnost'ami a zavazkami voci
ZADAVATELOVI alebo CRO podla tejto zmluvy,
a d’alej suhlasi, ze nebude plnit’ Ziadnu takato povinnost’
ani zmluvy v priebehu tohto skii$ania.

2.11 Zdravotnicke zariadenie tymto potvrdzuje a suhlasi,
ze dostalo dostatoéné mnozstvo informacii tykajacich sa
poskytovania jeho sluzieb.

2.12 Zdravotnicke zariadenie pocas celého trvania
skusania poskytne a bude udrziavat k dispozicii
skuSajucemu a zamestnancom zdravotnickeho zariadenia,
ktori sa podielaji na tomto skuSani a uchovavat vsetky
potrebné prostriedky na nalezité vykonavanie skuSania.
Zdravotnicke zariadenie bude okamzite informovat CRO
pisomne (vratane e-mailu) o vSetkych zmenach, ktoré
maju vplyv na dostupnost’ prostriedkov.

2.13 Protokol vratane akychkol'vek dodatkov knemu
predstavuje neoddelitel'na sacast’ tejto zmluvy formou
odkazu. V pripade nestladu medzi touto zmluvou
a protokolom bude mat’ prednost’ protokol v zdravotnych,
vedeckych otazkach aotazkach vykonavania skuaSania,
v ostatnych otazkach su rozhodujiice podmienky zmluvy.

2.14 Zdravotnicke zariadenie suhlasi, ze uhradi CRO
a ZADAVATELCOVI podla potreby vietky naklady
vyplyvajice zporuSenia tejto zmluvy zdravotnickym
zariadenim

2.15 Zdravotnicke zariadenie suhlasi, Ze ak skusajici alebo
akykol'vek personal je Statnym zamestnancom, uradnikom
a/alebo vykonava Statnu funkciu, takyto vztah moéze byt
oznameny ZADAVATELOVI.

2.16 Zdravotnicke zariadenie sa zarucuje, Ze ani ono
samo, ani zamestnanci zdravotnickeho zariadenia, ktori sa
podiel'aju na tomto skusani nie su ¢initel'mi, konatel'mi ani
zastupcami ziadnej vladnej ¢&i politickej strany ani
medzinarodnej organizacie, kde by mali poziciu uradu
s moznostou  nevhodne  pomdct CRO  alebo
ZADAVATELOVI ziskat’ obchodnu vyhodu.
Zdravotnicke zariadenic sa dalej zaruCuje, Ze ani ono
samo, ani skuSajuci personal nevykonaju ziadne priame ¢i
nepriame platby, ani neposkytni Ziadne financné
prostriedky ¢i in¢ nahrady (d’alej len ,,platby*) Cinitel'om
vladnej ¢i politickej strany, €initelom medzinarodnej
organizacie, kandidatom na verejny urad ani zastupcom
iného podniku & osobam  konajucim v mene
ktoréhokol'vek zuvedenych subjektov (d’alej len spolu
Cinitelia®), kedy by takato platba predstavovala porusenie
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Officials if such Payment is for the purpose of
influencing decisions or actions with respect to the
subject matter of this Agreement or any other aspect of
CRO’s or SPONSOR’s business. Institution shall report
any violation of this warranty promptly to CRO and agree
to respond to any CRO inquiries about any potential
violations and make appropriate records available to
CRO or SPONSOR upon request. At any time upon the
request of CRO, Institution agrees to promptly certify in
writing their ongoing compliance (and the compliance of
all other Study Personnel) with the warranties contained
in this Section 2.16.

2.17 Institution hereby agrees that it shall arrange for a
place within its premises, where consultations concerning
the Study shall be provided by the Investigator to
Subjects in accordance with Applicable Law.

akychkol'vek platnych, u¢innych a uplatiiovanych
pravnych predpisov vratane zakona o korupénych
praktikach medzi USA a zahrani¢énymi krajinami.
Zdravotnicke zariadenie ani Zziaden skuSajici personal
v ziadnom pripade nevykonaju platby priamo ani nepriamo
Cinitelom, ak sa takdto platba vykonidva na acely
ovplyvnenia rozhodnuti alebo krokov sohl'adom na
predmet tejto zmluvy ani s oh'adom na podnikanie CRO
alebo ZADAVATELDA. Zdravotnicke zariadenie okamzZite
nahlasi akékol'vek poruSenie tejto zaruky CRO a sihlasi,
7ze bude reagovat na akékolvek otizky CRO
o potencialnych poruSeniach aurobi nalezité zaznamy
dostupné pre CRO alebo ZADAVATELA na ich
poziadanie. Kedykol'vek na poziadanie CRO, zdravotnicke
zariadenie suhlasi, Ze okamzite pisomne potvrdi ich
neustale dodrziavanie (aj vSetkymi ostatnymi skusajicimi
zamestnancami) so zarukami uvedenymi v tejto Casti 2.16.

2.17 Zdravotnicke zariadenie tymto suhlasi, Ze vo svojich
priestoroch zabezpe¢i miesto, kde bude skusajuci
poskytovat’ ucastnikom skuSania konzultacie tykajuce sa
skuSania v stulade s platnymi, u¢innymi a uplatnenymi
pravnymi predpismi.

3. MONITORING AND COOPERATION

3.1 Institution shall reasonably Cooperate with CRO
and will grant CRO access for monitoring visits and allow
direct inspection of all Study related records, including
Subject medical files, as requested by CRO and for any
other purposes relating to the Study as deemed necessary
by CRO.

3.  MONITOROVANIE A SPOLUPRACA

3.1 Zdravotnicke zariadenie bude v opodstatnenej miere
spolupracovat’ s CRO a umozni CRO pristup k navstevam
na ucely monitorovania a umozni priamy pristup k vSetkym
zaznamom tykajucim sa skuSania aich kontrolu, podla
poziadavieck CRO ana vSetky dalSie ucely tykajice sa
skus$ania podl'a uvazenia CRO.

4. AUDITS AND REGULATORY INSPECTIONS

4.1 Institution shall Fully Cooperate with audits or
inspections, applicable to the Study, performed by
SPONSOR or CRO during or after completion of the
Study. Institution shall allow SPONSOR, CRO and
governmental or regulatory authorities, including but not
limited to the U.S. Food and Drug Administration, access
to Resources used to perform tasks related to the Study,
shall make all requested documents available to them and
shall provide them with any further Information as may
be requested.

4.2 In the event the audit or regulatory inspection
identifies a lack of compliance with this Agreement on

4. AUDITY A REGULACNE KONTROLY

4.1 Zdravotnicke zariadenic bude vplnej miere
spolupracovat’ pri auditoch a kontrolach vztahujicich sa
na skuSanie, ktoré vykona ZADAVATEL alebo CRO
poc¢as skuSania alebo po jeho ukonéeni. Zdravotnicke
zariadenie umozni ZADAVATELOVI, CRO a vladnym
alebo regula¢nym uradom, okrem iné¢ho aj vratane US
Food and Drug Administration (Urad pre kontrolu potravin
alie¢iv USA) pristup k prostriedkom pouzivanym na
vykonavanie Uloh suvisiacich so skuSanim, spristupni
vSetky pozadované dokumenty k nim a poskytne
ak¢kol'vek d’alSie informacie, ktoré mézu byt’ vyzadované.

4.2 Ak audit alebo regulaéné kontroly odhalia
nedodrziavanie ustanoveni tejto zmluvy zdravotnickym
zariadenim, CRO moze tito zmluvu ukoncit’ podl'a Casti
14.1 (a).
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the part of Institution, CRO may terminate this
Agreement in accordance with Section 14.1 (a).

4.3 Institution shall immediately notify CRO by
telephone, email or fax if a governmental or regulatory
authority, including but not limited to the State Institute
for Drug Control (SUKL), requests to carry out an
inspection of Institution’s facilities, or does so. Institution
shall allow SPONSOR and CRO to be present during
such inspection, and shall provide to SPONSOR and
CRO copies of all materials, correspondence, statements,
forms and records that Institution receives, obtains or
generates pursuant to or in connection with any such
inspection.

4.3 Zdravotnicke zariadenie bezodkladne oznami CRO
telefonicky, e-mailom alebo faxom, ak vladny alebo
regulacny organ, okrem in¢ho aj vratane Statncho ustavu
pre kontrolu lie¢iv (SUKL), poziada o vykonanie kontroly
zariadeni zdravotnickeho zariadenia alebo ju vykona.
Zdravotnicke zariadenie umozni ZADAVATELOVI a
CRO zi&astnit’ sa kontroly a poskytne ZADAVATELOVI
a CRO kopie vsetkych materidlov, korespondencie,
vykazov, formuldrov a zaznamov, ktoré zdravotnicke
zariadenie dostane, =ziska alebo wvytvori v suvislosti
s takouto kontrolou.

5. CONFIDENTIAL INFORMATION

5.1 Institution agrees that any and all Confidential
Information that is received from CRO, SPONSOR or
otherwise in connection with this Agreement shall be
received and maintained by them in strict confidence and
not disclosed to any third party (other than SPONSOR)
during the conduct of the Study and after the expiration
or termination of this Agreement.  Furthermore,
Institution agrees to use the Confidential Information
only for the purposes of this Agreement except as
otherwise specifically provided for herein.

5.2 Institution may disclose Confidential Information
only to (a) Investigator and Study Personnel, or other
employees or staff who require access thereto for the
purposes of this Agreement. provided, however, that
prior to making any such disclosures Institution binds
such Investigator and Study Personnel, employees or
staff in writing to the same obligations as are contained
herein to maintain Confidential Information in
confidence and not to use such Confidential Information
for any purpose other than in accordance with the terms
of this Agreement, (b) to the appropriate EC having
jurisdiction over the performance of the Study at
Institution and c) to State Institute for Drug Control.

5.3 The terms of this Agreement, including but not
limited to the financial terms, are the Confidential
Information of SPONSOR and CRO, and shall be
maintained in confidence by Institution in accordance
with Section 5.1 above. If, however, Institution is
required by Applicable Law to disclose such Confidential
Information, it may do so without breaching its
obligations under this Section provided, in advance of
disclosure, it notifies CRO of the Confidential

5. DOVERNE INFORMACIE

5.1 Zdravotnicke zariadenie suhlasi, ze vSetky doverné
informacie, ktoré dostane od CRO, ZADAVATELA alebo
inak v suvislosti s touto zmluvou, prijme a bude udrziavat’
ako prisne doverné¢ a neposkytne ich ziadnej tretej strane
(okrem ZADAVATELA) pocas vykondvania skuSania
apo skonceni platnosti alebo ukonéeni tejto zmluvy.
Okrem toho zdravotnicke zariadenie suhlasi, Ze bude
pouzivat’ doverné informéacie len na uéely tejto zmluvy, ak
nie je inak osobitne uvedené v tejto zmluve.

5.2 Zdravotnicke zariadenie moze poskytnit” doverné
informacie iba (a) skisajicemu a skusajucemu personalu
alebo ostatnym zamestnancom alebo personalu, ktori
pozaduju pristup k nim na ucely tejto zmluvy, avsak za
predpokladu, Ze pred vykonanim akéhokol'vek takéhoto
zverejnenia, zdravotnicke zariadenie zabezpedi, aby sa
takyto skasajici, skaSajuci personal, zamestnanci alebo
iny personal pisomne zaviazali dodrziavat rovnaké
povinnosti, ako st uvedené v tejto zmluve s ohl'adom na
zachovanie dévernosti informacii a nepouzivanie takychto
dovernych informacii na iny ucel, nez v sulade s
podmienkami tejto zmluvy, (b) prislusnej EK, ktora
dohliada nad vykonom skuSania v zdravotnickom
zariadeni a (c) Statnemu ustavu pre kontrolu lieciv.

5.3 Podmienky tejto zmluvy, okrem iné¢ho aj vratane
finan¢nych  podmienok, su dovern¢ informdacic
ZADAVATEL'A aCRO a zdravotnicke zariadenie ich
musi udrziavat’ ako doverné podl'a casti 5.1 vyssie. Ak je
vSak zdravotnicke zariadenie povinné podla platnych,
uc¢innych a uplathovanych pravnych predpisov zverejnit’
takéto déverné informacie, moze to urobit’ bez porusenia
svojich zavizkov podla tejto €asti pod podmienkou, ze
eSte pred zverejnenim nahlasi CRO ddverné informacie,
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Information to be disclosed, the reason for disclosure,
and the date of disclosure.

5.4 Nothing contained herein will in any way restrict
or impair any party’s right to use, disclose, or otherwise
deal with any Confidential Information which at the time
of its receipt:

(a) is generally available in the public domain
or becomes available to the public through
no act of the party receiving said
Confidential Information; or

(b) is independently known by the party
receiving the Confidential Information,
prior to receipt thereof, which said party can
demonstrate by documented proof; or

(c) islawfully given to the receiving party by a
third party who is not bound by any
obligation to preserve it as confidential.

ktoré maju byt zverejnené, dovod na ich zverejnenie a
datum zverejnenia.

5.4 Nig, ¢o je uvedené v tejto zmluve, nebude Ziadnym
spésobom  obmedzovat alebo naruSovat  pravo
ktorejkol'vek zo stran pouzivat, zverejnit' alebo inak
pouzivat' akékol'vek doverné informacie, ktoré v case
prijatia:

(a) boli vSeobecne k dispozicii na verejnej
doméne alebo pristupné verejnosti inak ako
prostrednictvom konania strany prijimajicej
uvedené doverné informacie; alebo

(b) su nezavisle zname strane prijimajice]
doverné informécie pred ich prijatim, ¢o moze
uvedena strana preukazat’ zdokumentovanym
dbékazom; alebo

(c) so zakonne poskytnuté prijimajucej strane
tretou stranou, ktora nie je viazana ziadnou
povinnost'ou zachovat’ ich ako ddverné.

6. RIGHTS TO INFORMATION AND
INVESTIGATIONAL PRODUCT

6.1 All Information provided to Institution for
purposes of the performance of the Services and
Investigational Product(s) are and will remain
SPONSOR's property. Institution shall not acquire any
rights of any kind whatsoever with respect to the
Investigational Product(s) or such Information as a result
of performance under this Agreement or otherwise.

6.2 Institution shall deliver all Information to
SPONSOR, CRO or their respective designee(s) in a
timely manner throughout the performance of the Study,
as provided in the Protocol or Study Instructions, and in
no event later than ten (10) business days after (i) the date
of termination of this Agreement or (ii) the date on which
SPONSOR or CRO otherwise requests delivery of
Information, unused Investigational Product(s) and
clinical specimens.

6.3 The Information and Study Results (including
publication) may be used by SPONSOR in any manner it
deems appropriate to comply with its business interests,
both during, and following termination of, this
Agreement.

6. PRAVA NA INFORMACIE A SKUSANY

PRODUKT

6.1 Vsetky informacie poskytnuté zdravotnickemu
zariadeniu na ucely vykonavania sluzieb ako aj skusany
produkt si azostani majetkom ZADAVATELA.
Zdravotnicke zariadenie neziskava v stvislosti
s vykonavanim prac podla tejto zmluvy ¢i inak Zziadne
prava akéhokol'vek druhu s ohl'adom na skuSany produkt
alebo takéto informacie.

6.2 Zdravotnicke zariadenie v€as odovzda vsetky
informacie ZADAVATELOVI, CRO alebo ich prisluinym
poverenym osobam pocas vykonavania skuSania podla
protokolu alebo pokynov pre skiiSanie a v ziadnom pripade
nic neskoér ako do desiatich (10) pracovnych dni po (i)
datume ukonéenia platnosti tejto zmluvy, alebo (ii)
datume, ku ktorému ZADAVATEL alebo CRO inak
pozaduju vydanie informacii, nepouzitého skiasané¢ho
produktu a klinickych vzoriek.

6.3 ZADAVATEL mbze pouzit' informacie a vysledky
skfiSania (vratane zverejnenia) akymkol'vek spdsobom,
ktory povazuje za vhodny pre svoje obchodné zaujmy
pocas a po ukonceni tejto zmluvy.
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7. PUBLICITY

Neither party to this Agreement shall use the name,
symbols, trademarks or image of the other party hereto,
or SPONSOR’s name, symbols, trademarks or image, in
connection with any advertising or promotion of any
product or service without the prior written consent of
such party or SPONSOR, as appropriate.

7. ZVEREJNOVANIE

Ziadna zo stran tejto zmluvy nesmie pouZivat nazov,
symboly, ochranné nazvy alebo obrazky druhej zmluvnej
strany alebo ZADAVATELA v stvislosti s reklamou
alebo propagaciou akychkol'vek vyrobkov alebo sluzieb
bez predchadzajiceho pisomného sthlasu tejto strany
alebo ZADAVATELA.

8. INTELLECTUAL PROPERTY

8.1 Any and all Study Results and Information,
material or assets relating to the Study Food Product, the
Protocol or the Study, including any and all existing or
future rights therein (hereinafter collectively referred to
as Assets), whether patentable or not, conceived by
Institution under this Agreement, shall be, and remain, at
all times the sole and exclusive property of SPONSOR
and SPONSOR shall own, to the widest extent possible
under Applicable Law, any and all Intellectual Property
Rights thereto (subject to the rights expressly reserved for
CRO under Section 8.3). To the extent required for
SPONSOR to obtain, secure and perfect said rights and
legal positions under Applicable Law, the Assets shall
automatically vest in SPONSOR and to the extent
required, Institution hereby assigns all rights, title and
interests in any and all Assets to SPONSOR, and shall
perform any and all other acts necessary to assist
SPONSOR in obtaining, securing and perfecting the
rights to said Assets. In the event that SPONSOR,
according to Applicable Law, cannot obtain or secure
ownership of any of said Assets, Institution hereby grants
SPONSOR worldwide, exclusive, unlimited and royalty-
free rights of use, exploitation and utilization and/or
licenses regarding said Assets. Institution warrants by the
execution of this Agreement, that ithas not entered into,
and will not enter, into any contractual agreement or
relationship which would in any way conflict with or
compromise SPONSOR’s proprietary interest in, or
rights to, any Assets existing at the time of the execution
of this Agreement or arising out of or related to its
performance thereunder.

8.2 Institution shall disclose to CRO (who will
disclose to SPONSOR) all Study Results, Information
and in particular all inventions, findings, discoveries and
other creative ideas and developments (hereinafter
referred to as Inventions) conceived or reduced to
practice as a direct result of the Study. Such disclosure
shall/must be made fully and promptly in writing to an

8. DUSEVNE VLASTNICTVO

8.1 Vsetky vysledky a informacie tykajice sa skusania,
materidly a aktiva tykajuce sa ska8aného produktu,
protokolu alebo  skGsania  vratane  akychkol'vek
existujucich alebo buducich prav na ne (spolu dalej
oznacované ako aktiva), ¢i uz mézu byt patentované alebo
nie, ktor¢ vynajde zdravotnicke zariadenie na zaklade tejto
zmluvy budl a zostani vzdy vyluénym a exkluzivnym
majetkom ZADAVATED'A a ZADAVATEL bude vlastnit’
v najsirSom moznom rozsahu na zdaklade platnych,
uc¢innych a uplatiiovanych pravnych predpisov vsetky
prava duSevného vlastnictva na ne (s vyhradou prav
vyslovne vyhradenych pre CRO na zaklade casti 8.3).
V rozsahu, vakom je to potrebné, aby ZADAVATEL
ziskal, zabezpecil a upravil uvedené prava a pravny status
na zaklade platnych, u¢innych a uplathovanych pravnych
predpisov, aktiva  budd  automaticky = zverené
ZADAVATELOVI v potrebnom rozsahu, zdravotnicke
zariadenie tymto postupuje vSetky prava, naroky a podiely
tykajuce sa vietkych aktiv ZADAVATELOVI a vykona
vSetky opodstatnene vyzadovatelné d’alsie kroky potrebné
na to, aby mu pomohol ziskat’, zabezpecit’ a upravit’ prava
na uvedené aktiva. V pripade, ¢ ZADAVATEL neméze
podla platnych, ucinnych a uplatiiovanych pravnych
predpisov ziskat’ ani zabezpecit' vlastnictvo uvedenych
aktiv, udeluje tymto  zdravotnicke  zariadenie
ZADAVATELOVI celosvetové, exkluzivne,
neobmedzené a bezplatné prava pouzivat, vyuzivat' a
zuzitkovat’ uvedené aktiva a/alebo mu udeli licencie na ne.
Podpisanim tejto zmluvy sa zdravotnicke zariadenie
zaruCuje, Ze neuzatvorilo a ani neuzatvori zmluvu ani
zmluvny vzt'ah, ktory by mohol byt’ v rozpore s du§evnym
vlastnictvom ZADAVATEDLA alebo ktoré by mohli
ohrozit’ vlastnicke zaujmy alebo by mohli byt’ v rozpore s
vlastnickym zaujmom ZADAVATELA alebo s tym
suvisiacimi pravami na akékol'vek aktiva existujuce v Case
podpisu tejto zmluvy, vyplyvajuce z plnenia tejto zmluvy
alebo stvisiace s plnenim tejto zmluvy.

8.2 Zdravotnicke zariadenie poskytne CRO (ktora ich
poskytne ZADAVATELOVI) vSetky vysledky skusania,
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authorized/authorised representative of CRO (who will
disclose to SPONSOR).

8.3  All partics to this Agreement and SPONSOR shall
retain all right, title and interest in any Intellectual
Property that was owned by such party or SPONSOR
prior to or apart from the commencement of this
Agreement. No license grant or assignment, express or
implied, by estoppel or otherwise, is intended by, or shall
be inferred from, this Agreement except to the extent
necessary for each party to fulfill its obligations under
this Agreement or otherwise give effect to this
Agreement.

informacie, a najmé vietky vynalezy, zistenia, objavy a iné
kreativne napady a vyvoj (spolu d’alej ako vynalezy), ktoré
si vynajdené alebo zavedené¢ do praxe v priamom
dosledku tohto skusania. Takéto oznamenia sa musia
vykonavat pisomne vplnegj miere a promptne
splnomocnenému zastupcovi CRO (ktory ich oznami
ZADAVATELOVI).

8.3 Vsetky strany tejto zmluvy a ZADAVATEL si
ponechavaju vietky prava, naroky a zaujmy s ohl'adom na
akékol'vek duSevné vlastnictvo, ktoré bolo vo vlastnictve
takejto strany alebo ZADAVATELA pred zacatim tejto
zmluvy alebo mimo nej. Na zaklade tejto zmluvy
nedochadza priamo alebo nepriamo k Ziadnemu
udel'ovaniu licencie ani sa tato skuto¢nost’ neméze odvodit’
z tejto zmluvy s vynimkou udelenia licencie v rozsahu
potrebnom na to, aby kazda strana splnila svoje povinnosti
podrla tejto zmluvy, alebo aby inak plnila tito zmluvu.

9. DATA PROTECTION & PRIVACY

9.1 “Personal Data” has the meaning in the General Data
Protection Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016 on the
protection of natural persons, which has repealed the
General Regulation 95/46/ES with regard to the
processing of personal data and on the free movement of
such data (GDPR) as amended or replaced from time to
time, and includes all coded clinical or health related
personal data and other information pertaining to a
human donor collected and/or used and/or generated in
the context of this Agreement.

9.2  The Institution will process Personal Data under
this Agreement (a) in accordance with the prior
documented instructions from CRO and (b) only to the
extent necessary to perform its obligations under this
Agreement except where required to process any
Personal Data by the laws of the EU or an EU Member
State, in which case the Institution will inform CRO in
advance of such processing, to the maximum extent
permitted by applicable law.

9.3 The Institution and/or Investigator will (a) comply
with all applicable data protection laws and (b)
implement and maintain appropriate technical and
organisational measures against the unauthorised or
unlawful acquisition, access to and/or processing of
Personal Data and against the accidental loss, disclosure
or destruction of, or damage to Personal Data, including
but not limited to the security measures set out in Exhibit
D. The Institution shall notify CRO if it becomes aware

9. OCHRANA UDAJOV A OSOBNYCH UDAJOV

9.1 ,,0sobné udaje* maju vyznam uvedeny vo vSeobecnom
nariadeni Eurdpskeho parlamentu a Rady o ochrane udajov
(EU) 2016/679 z 27. aprila 2016 o ochrane fyzickych o0séb
pri spractivani osobnych idajov a o vol'nom pohybe takychto
udajov, ktorym sa zruSuje smernica 95/46/ES (vSeobecné
nariadenie o ochrane udajov) (U.v. EU L 119, 4.5.2016)
(dalej len ,,GDPR*). Osobnymi udajmi su aj vSetky
kodované alebo zdravotné osobné tdaje a iné informacie,
ktor¢ patria Tudskému darcovi ziskané a/alebo pouzité
a/alebo generované v stvislosti s touto zmluvou.

9.2 Zdravotnicke zariadenie bude spracovavat osobné
udaje podla tejto zmluvy (a (b) len v rozsahu potrebnom
na vykonavanic svojich povinnosti podla tejto zmluvy,
pokial’ nie je potrebné spracovavat akékolvek osobné
udaje podla pravnych, aéinnych a uplatiovanych
predpisov EU alebo &lenského $tatu EU. V takom pripade
bude zdravotnicke zariadenie informovat’ CRO vopred o
takomto spracovani v maximalnom rozsahu, aky
umoznuju platné pravne predpisy.

9.3 Zdravotnicke zariadenie a/alebo skisajici (a) budu
dodrziavat’ vsetky platné, uc¢inné a uplathované pravne
predpisy o ochrane Udajov a (b) zavedu a budu udrziavat’
primerané technické a organizané opatrenia na ochranu
proti neopravnenému alebo nezakonnému ziskaniu,
spracovaniu, nahodnej strate, zverejneniu, znieniu
a poskodeniu osobnych udajov a pristupu k nim, okrem
iného aj vratane bezpecnostnych opatreni uvedenych
v prilohe D. Zdravotnicke zariadenie bude informovat’
CRO, ak sa dozvie o akomkol'vek pokroku techniky alebo
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of any advance in technology and methods of working
which mean that the security measures set out in this
Article 11.4 should be revised. In such circumstances, the
Parties shall acting reasonably agree upon such revisions.

9.4  All employees, workers and students involved in
the processing of Personal Data have undergone adequate
training in the care, protection and handling of such
information and have committed themselves to
confidentiality or are under an appropriate statutory
obligation of confidentiality. The Institution shall be
responsible for any breach of this Agreement caused by
the acts or omissions of its employees, workers and
students.

9.5 CRO and SPONSOR are entitled to inspect or
appoint representatives to inspect all facilities,
equipment, documents and electronic data relating to the
processing of Personal Data by the Institution upon
giving at least seven (7) days' notice to the Institution.
The requirement to give notice will not apply if CRO or
SPONSOR reasonably believe that the Institution is in
breach of any of its obligations under this Agreement.
After conducting an inspection, CRO or SPONSOR may
notify the Institution of any security, confidentiality or
data protection non-compliance by the Institution under
this Agreement Upon such notice, the Institution shall use
commercially reasonable efforts to make any changes to
ensure compliance with such obligations within the
timeframe agreed upon by the Parties at its own expense.

9.6 The Institution shall promptly notify CRO in
writing of any act or omission or other matter of which
the Institution becomes aware that is likely to have an
adverse effect on the security of the information
technology systems used by the Institution.

9.7 The Institution shall notify the SPONSOR
Security Operations Centre either on_
*, within twenty-four (24) hours of any
actual or suspected data breach, including any
unauthorized or unlawful processing or any accidental
loss, destruction, damage, alteration or disclosure of
Personal Data. The Institution undertakes to take any
required measure to restore such Personal Data at its own
costs.

9.8  Where the Institution receives any request,
complaint, notice or communication which relates
directly or indirectly to the processing of the Personal
Data, or to either party’s compliance with the applicable
data protection laws, it shall promptly notify CRO, unless
legally prohibited to do so, and shall provide CRO and

metodiky prace, ¢o znamena, Ze bezpec¢nostné opatrenia
uvedené v ¢lanku 11.4 bude potrebné revidovat’. Za takych
okolnosti budi zmluvné strany konat’ primerane, aby sa
dohodli na takychto reviziach.

9.4  Visetci zamestnanci, pracovnici a Studenti zapojeni
do spracovania osobnych udajov podstupia primerané
Skolenie o starostlivosti, ochrane a manipulécii s takymito
informaciami a zaviazu sa zachovavat’ dovernost’ alebo st
viazani prisluSnou zakonnou povinnostou zachovavat
dévernost’. Zdravotnicke zariadenie bude zodpovedné za
akékol'vek porusenie tejto zmluvy spdsobené konanim
alebo opomenutim jeho zamestnancov, pracovnikov
a Studentov.

9.5 CRO aZADAVATEL st opravneni skontrolovat’
alebo vymenovat zastupcov na kontrolu vsetkych
zariadeni, vybavenia, dokumentov a elektronickych
udajov v savislosti so spracovanim osobnych udajov
zdravotnickym zariadenim po pisomnom ozndmeni
zdravotnickemu zariadeniu doru¢enom minimalne sedem
(7) dni vopred. Poziadavka na doruenic oznamenia
nebude platit, ak sa CRO alebo ZADAVATEL
odovodnene domnievaju, Ze zdravotnicke zariadenie
porusuje akékol'vek zo svojich povinnosti na zaklade tejto
zmluvy. Po vykonani kontroly CRO alebo ZADAVATEL
mézu oznamit zdravotnickemu zariadeniu akékol'vek
nedodrziavanie v pripade bezpecnosti, dovernosti alebo
ochrany idajov zdravotnickym zariadenim na zaklade tejto
zmluvy; po takomto ozndmeni zdravotnicke zariadenie
vynalozi komeréne primerané usilie, aby vykonalo
ak¢kol'vek zmeny na zaistenie dodrziavania povinnosti
vramci Casového ramca dohodnut¢ho zmluvnymi
stranami na svoje vlastné naklady.

9.6 Zdravotnicke zariadenie v¢as pisomne oznami CRO
akykol'vek tkon alebo opomenutie ¢i int zalezitost,
o ktorej sa dozvie a ktora by pravdepodobne mohla mat’

neziaduci  U¢inok na  bezpefnost  informacénych
technologickych syst¢émov pouzitych zdravotnickym
zariadenim.

9.7 Zdravotnicke zariadenie o0znami centru

bezpecnostnych operacii spolo¢nosti SPONSOR na Cisle
I - . ocrcc [N o
dvadsiatich Styroch (24) hodin akékol'vek skutocné
porusenie povinnosti tykajice sa udajov alebo podozrenie
naii  vratane  ak¢hokol'vek  neopravneného  alebo
nezakonného spracovania, nahodnej straty, znicenia,
poskodenia, upravy alebo zverejnenia osobnych udajov.
Zdravotnicke zariadenie sa zavizuje prijat’ akékol'vek
potrebné opatrenie na obnovenie takychto osobnych
udajov na vlastné naklady.
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SPONSOR with the necessary co-operation and
assistance in relation to any such request, complaint,
notice or communication.

9.9  Upon termination or expiration of this Agreement,
the Institution shall immediately cease use and destroy all
Personal Data, unless instructed otherwise in writing by
CRO except to the extent that the laws of the EU or an
EU Member State require the Institution not to do so. The
Institution will confirm in writing to CRO the compliance
with this Article 9.9, and will provide CRO with details
of any Personal Data that it is required to retain under the
laws of the EU or an EU Member State.

9.10 Institution will, promptly upon request, provide
CRO with all information and reasonable assistance
necessary to enable CRO and SPONSOR to comply with,
and demonstrate compliance with, applicable data
protection laws, in particular with respect to (a) giving
effect to the rights of data subjects, (b) conducting data
protection impact assessments, (c) obtaining any
necessary authorizations from any relevant governmental
authorities; and (d) notifying governmental authorities
and/or data subjects of an data breaches affecting
Personal Data processed under this Agreement.

9.11 The Institution shall not appoint any third party to
process Personal Data on its behalf without CRO’s or
SPONSOR’s prior, express written authorization, such
authorization not to be unreasonably withheld.

9.12 Institution will not transfer any Personal Data to
any recipient located outside of Slovakia without the
prior written consent of CRO or SPONSOR.

9.13 Institution shall notify CRO immediately in
writing (but in no event later than five (5) days from the
date) of any Data Security Breach related to the Study.

9.14 If requested by CRO in order to enable CRO to
comply with any Applicable Law and to Process any
Personal Data, Institution will work with CRO in good
faith to address any issue relating to the Processing of
Personal Data.

9.8 Ak zdravotnicke =zariadenie dostane akukol'vek
ziadost’, st'aznost’, oznamenie alebo komunikaciu, ktoré sa
tykaja priamo alebo nepriamo spracovania osobnych
udajov alebo dodrZiavania platnych pravnych predpisov
o ochrane tdajov druhou stranou, okamzite oznami CRO,
pokial' to nezakazuju pravne predpisy a poskytne CRO
a ZADAVATELCOVI  potrebni  spolupracu  a pomoc
v suvislosti s takouto Ziadost'ou, st’aznost’ou, oznamenim
alebo komunikaciou.

9.9 Po skonceni platnosti alebo ukonceni tejto zmluvy
zdravotnicke zariadenie okamzite prestane pouzivat
a zni¢i vSetky osobné udaje, pokial’ nedostane iné pokyny
pisomne od CRO, okrem rozsahu, v akom pravne predpisy
EU alebo ¢lenského $tatu EU  vyzaduju, aby to
zdravotnicke  zariadenie  neurobilo.  Zdravotnicke
zariadenie pisomne potvrdi CRO dodrziavanie tohto
C¢lanku 9.9 aposkytne CRO udaje o akomkolvek
uchovavani osobnych udajov, ktor¢ je potrebné na neustale
dodrziavanie pravnych predpisov EU alebo ¢lenského
Statu.

9.10 Zdravotnicke zariadenie okamzite na ziadost
poskytne CRO vSetky informéacie a primerani pomoc
potrebné na to, aby umoznilo CRO a ZADAVATELOVI
dodrzat’ a preukazat dodrziavanie platnych pravnych
predpisov na ochranu udajov, najmi s ohl'adom na (a)
vykonanie prav dotknutych oséb, (b) vykonanie hodnoteni
vplyvu ochrany udajov, (c) ziskanie vSetkych potrebnych
opravneni od prislusnych Statnych turadov a(d)
informovanie S$tatnych uradov a/alebo dotknutych osob
o poruseniach povinnosti tykajucich sa udajov, ktoré sa
tykaju osobnych udajov spracovavanych na zaklade tejto
zmluvy.

9.11 Zdravotnicke zariadenie nevymenuje ziadnu tretiu
stranu na spracovanie osobnych tdajov v jeho mene bez
predchadzajuceho vyslovného pisomného opravnenia
CRO alebo ZADAVATELA, pricom takéto opravnenie
nebude bezdovodne odmietnuté.

9.12 Zdravotnicke zariadenie neprenesie Ziadne osobné
udaje prijemcovi nachadzajucemu sa mimo Slovenska bez
predchadzajuceho pisomného stihlasu CRO alebo
ZADAVATELA.

9.13 Zdravotnicke zariadenie bude informovat CRO
okamzite pisomne (no najneskor do piatich (5) dni od
daného datumu) o akomkol'vek poruseni bezpecnosti
udajov tykajicich sa tohto skisania.
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9.14 Ak to bude pozadovat CRO, aby mohla dodrzat
vietky platné prave predpisy a spracovavat’ akékol'vek
osobné udaje, zdravotnicke zariadenie bude s CRO
spolupracovat’ v dobrej voli na rieSeni problémov
tykajucich sa spracovania osobnych udajov.

10. INDEMNIFICATION

10.1 Institution shall immediately notify CRO in
writing of any claim of illness or injury that is claimed to
be due to an adverse reaction to the Study Food Product
or any of the clinical intervention or procedures that are
provided for or required by the Protocol to which the
Subjects would not have been exposed but for their
participation in the Study. Institution shall allow
SPONSOR to handle such claim (including, if applicable,
settlement negotiations), and shall cooperate fully with
SPONSOR in its handling of the claim.

10.2 Subject to Section 10.3 below, any indemnification
of the Institution by SPONSOR shall be through a
separate written agreement (or letter) between
Institutionr and SPONSOR directly. CRO shall act as the
intermediary to coordinate the provision of any such
agreement or letter of indemnity by SPONSOR, and shall
have no other obligation in connection therewith.
Requests for such letters should be made in writing to the
address below:

Investigator Contracts

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Such requests must include the full legal names and
addresses of all parties who are requested to be
indemnified by SPONSOR.

10.3 Institution acknowledges that SPONSOR has no
obligation to indemnify or be responsible for any loss,
claim, cost (including reasonable attorney fees) or
demand if and to the extent such losses, claims or
demands arise from any injuries or damages resulting
from Institution’s, Investigator’s or the Study
Personnel’s negligence, breach of this Agreement, failure
to adhere to the Protocol, failure to obtain signed
informed consent forms, failure to follow Applicable

10. NAHRADA SKODY

10.1 Zdravotnicke zariadenic bude okamzite pisomne
informovat’t CRO o akomkol'vek naroku vyplyvajicom
z choroby alebo urazu, ktory sa uplatiuje z dévodu
neziaducich reakcii na skuSany produkt alebo vySetreni
a postupov, ktoré boli poskytnuté alebo vyzadované na
zaklade protokolu, ktoré by ti¢astnik nemusel absolvovat,
keby sa neztcastnil skuSania. Zdravotnicke zariadenie
umozni ZADAVATELOVI vybavit takéto naroky (v
prislu$nom pripade aj vratane rokovani o urovnani) a bude
v plnej miere spolupracovat so ZADAVATELOM pri
vybavovani tohto naroku.

10.2 Podla casti 10.3  akékol'vek odskodnenie
zdravotnickeho  zariadenia ZADAVATELOM bude
realizované prostrednictvom samostatnej pisomnej zmluvy
(alebo zaruky) priamo medzi zdravotnickym zariadenim a
ZADAVATELOM. CRO  bude posobit  ako
sprostredkovatel’ na koordinaciu poskytovania takychto
zmluv  alebo  zaruky o pripadnom  odSkodneni
ZADAVATELOM, a nema Ziadnu povinnost’ v stvislosti
s nimi. Ziadosti o takéto zaruky je potrebné zaslat’ pisomne
na adresu uvedenu d’alej

Investigator Contracts

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

frsko

Takéto ziadosti musia obsahovat’ celé mena a adresy
vSetkych stran, ktoré¢ ma ZADAVATEL odskodnit’.

10.3 Zdravotnicke =zariadenie berie na vedomie, Ze
ZADAVATEL nie je povinny odskodnit ani niest
zodpovednost za ziadne straty, naroky, naklady (vratane
primeranych poplatkov za pravnika) alebo poziadavku
avtakom rozsahu, v akom takéto straty, naroky
a poziadavky vyplyvaju z akejkol'vek telesnej ujmy alebo
Skody wvyplyvajucej z nedbanlivosti, porusenia tejto
zmluvy, nedodrzania protokolu, neschopnosti ziskat
podpisany informovany suhlas, nedodrzania pravnych
predpisov, nespravneho pouzitia ski$aného produktu,
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Law, misuse of the Study Food Product, unauthorized
warranties, or willful misconduct.

10.4 Institution shall be liable under this Agreement for
damages resulting from negligence or wilful misconduct
in the execution of its Services.

10.5 CRO shall be liable under this Agreement for
damages resulting from its negligence or wilful
misconduct in the execution of its obligations hereunder.

neopravnenych zaruk alebo umyselné¢ho pochybenia
zdravotnickeho zariadenia, skuiSajuceho alebo skasajuceho
personalu.

10.4 Zdravotnicke zariadenie bude podla tejto zmluvy
niest’ zodpovednost’ za Skody vyplyvajlice znedbalosti
alebo umyselného nespravneho konania pri vykone svojich
sluzieb.

10.5 CRO bude podla tejto zmluvy niest’ zodpovednost’
za Skody vyplyvajlce z jej nedbalosti pri plneni svojich
povinnosti podl'a tejto zmluvy.

11. INSURANCE

11.1 Institution warrants that Liability Insurance is in
place, and shall be maintained in full force and effect
throughout the duration of the Study, to cover its liability
for any damage which may be caused as a result of fault
or negligence of Institution in the performance of the
Services. Institution shall promptly provide evidence of
such insurance upon request by CRO.

11.2 CRO ensures that SPONSOR shall, to the extent
required by applicable law, maintain in full force and
effect throughout the performance of the Study clinical
trials liability insurance in accordance with local
regulations.

11. POISTENIE

11.1 Zdravotnicke zariadenie sa zarucuje, Ze ma uzavreta
platnu poistku zodpovednosti pri vykone povolania v sume
vhodnej na krytie jeho zodpovednosti za Skody, ktoré
mozu byt spésobené v dosledku zlyhania alebo nedbalosti
zdravotnickeho zariadenia pri vykonavani sluzieb, a bude
ju udrziavat’ v plnej platnosti aucinnosti na obdobie
trvania skuSania. Na ziadost CRO zdravotnicke zariadenie
poskytne potvrdenie o poisteni.

11.2 CRO sa zarucuje, Ze ZADAVATEL v rozsahu,
v akom to pozaduju platné zakony, bude mat’ uzatvoren¢ a
bude vplnej platnosti aucinnosti udrziavat pocas
vykonavania skusania poistenie zodpovednosti pri vykone
skiSani pre dan¢ skoSanie vsulade s miestnymi
nariadeniami.

12. DEBARMENT

12.1 Institution hereby certifies that neither Institution
nor any person employed by Institution to perform the
Services (including any subcontractor permitted pursuant
to Section 15.2) has been:

(a) debarred by any relevant authorities,
pursuant to any Applicable Law, including
but not limited to Section 306(a) and (b) of
the US Federal Food, Drug and Cosmetic
Act, or disqualified as a clinical investigator
under Applicable Law;

(b) threatened to be debarred or indicted for a
crime or otherwise engaged in conduct for
which a person can be debarred under
Applicable Law;

12. ZAKAZ CINNOSTI

12.1 Zdravotnicke zariadenic tymto potvrdzuje, Ze ani
ono samo, ani ziaden personal, ktory zamestnava na pracu
na skusani (vratane akéhokol'vek subdodavatela, ako to
pripusta Cast’ 15.2):

(a) nemaju zdkaz Cinnosti od prislusnych uradov na
zaklade platnych pravnych predpisov, okrem
iného aj vratane paragrafu 306 pism. a) ab)
federalneho zakona USA o potravinach, lickoch a
kozmetike (US Federal Food, Drug and Cosmetic
Act), ani neboli vyliéeni ako skusajuici na zdklade
platnych pravnych predpisov;

(b) nie su vystaveni hrozbe zakazu ¢innosti ani nie st
obzalovani z trestného ¢inu ani inak zapojeni do
konania, za ktoré by osobe hrozil zakaz ¢innosti na
zaklade platnych pravnych predpisov;
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(c) disciplined by and/or banned by a relevant
authority from carrying out clinical trials.

For purposes of this Section, any of the foregoing shall
be deemed to constitute being “debarred”.

In addition, Institution agrees that no debarred person
will in the future be employed or otherwise engaged
(including on a contract basis) by Institution to perform
the Services. If during the course of the Study, Institution
or any person employed by Institution to perform the
Services becomes debarred or learns that any person
connected with the Study is debarred, or that there is a
threat of debarment of any such person, then Institution
must immediately notify SPONSOR and CRO. CRO
may immediately terminate this Agreement in the event
any of the foregoing occurs.

(c) nie su potrestani ani nemaju zakaz od prislusného
uradu na vykonavanie klinickych skusani.

Na ucely tejto casti sa budu predchadzajice stavy
povazovat za ,,zakaz ¢innosti®.

Okrem toho zdravotnicke zariadenie suhlasi, Zze Ziadna
osoba so zakazom <dinnosti nebude v budicnosti
zamestnana ani inak zapojena (a to ani na zaklade zmluvy)
zdravotnickym zariadenim do vykonavania sluzieb. Ak sa
pocas priebehu sktSania zdravotnicke zariadenie alebo
akakol'vek osoba nim zamestnana na vykonavanie sluzieb
dozvie, ze akakol'vek osoba zapojena do skuSania bude
mat’ zakazanu ¢innost’, pripadne Ze hrozi zékaz Cinnosti
takejto osobe, potom musi zdravotnicke zariadenie
okamzite informovat’ ZADAVATEL'A a CRO, pripadne
hrozi zdkaz ¢innosti takejto osobe, potom musi
zdravotnicke zariadenie okamzite informovat’
ZADAVATELA a CRO. CRO méZe okamZite ukongit

rendered in compliance with this Agreement, CRO agrees
to pay the fees and expenses set forth in Exhibit A. Such
fees and expenses will be paid solely to the Institution,
except as otherwise expressly set forth in Exhibit A. The
parties agree that Exhibit A — Payment Schedule is part
of this Agreement clarifying the schedule of payments
associated with this Agreement and that the fees and
expenses set forth in Exhibit A represent the fair market
value for the Services provided by Institution. Payments
shall be made in accordance with the provisions set forth
in Exhibit A, with the last payment being made after
Institution completes all of its obligations under this
Agreement and any Exhibits thereto. Payments include
the fee for Investigational Product(s) disposal according to
Sec. 2.9 above. Institution shall not seek reimbursement
for any medical services or Investigational Product from
any third party payers if such costs are already covered by
payments made under this Agreement.

13.2 Institution shall comply with all obligations with
respect to taxes and social security contributions, if
applicable, which relate to the subject matter of this
Agreement.

13.3 Institution acknowledges and agrees that its
judgment with respect to its advice to and care of each

tato zmluvu vpripade, Ze nastane ktorakol'vek
z uvedenych udalosti.

13. PAYMENT TERMS AND CONDITIONS 13. PLATOBNE PODMIENKY

13.1 In full consideration for the Services of Institution 13.1 CRO suhlasi, ze za vykonavanie sluzieb

zdravotnickeho zariadenia v sulade s touto zmluvou zaplati
poplatky a vydavky uvedené v prilohe A. Tieto poplatky
avydavky budu zaplatené vyluéne zdravotnickemu
zariadeniu, pokial’ nie je vyslovne uveden¢ inak v prilohe A.
Zmluvné strany suhlasia, Zze priloha A — Harmonogram
platieb je sucastou tejto zmluvy a objasiiuje harmonogram
platieb suvisiacich stouto zmluvou aze poplatky
a vydavky uvedené v prilohe A predstavuji spravodlivi
trhovii hodnotu za sluzby, ktoré poskytne zdravotnicke
zariadenie. Platby buda  vykonané v stlade
s ustanoveniami tejto prilohy A, pricom posledna platba
bude vykonana po splneni vietkych povinnosti na zaklade
tejto zmluvy a jej priloh zdravotnickym zariadenim. Platby
zahimaju poplatok za vydaj skiSané¢ho produktu podla ods.
2.9 wvyS8ie.  Zdravotnicke =zariadenie nebude Ziadat
onahradu za lekarske sluzby alebo skuSany produkt od
akychkol'vek externych platcov, ak sa tieto naklady uz
zahrnuté v platbach v ramci tejto zmluvy.

13.2 Zdravotnicke zariadeniec bude dodrziavat vSetky
povinnosti s ohl'adom na dane a socialne prispevky podla
potreby, ktoré sa tykaju predmetu tejto zmluvy.

13.3 Zdravotnicke zariadenie potvrdzuje a sthlasi, Ze jeho
tsudok s ohl'adom na ich radu a starostlivost’ poskytované
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Subject is not and shall not be affected by the
compensation Institution receives in accordance with the
Study.

13.4 Institution agrees that SPONSOR and CRO may
disclose the fees and expenses payable or paid under this
Agreement to any governmental authorities according to
Applicable Law.

kazdému ucastnikovi nie je anebude ovplyvneny
odmenou, ktoru dostane v sulade so ska$anim.

13.4 Zdravotnicke zariadenic sthlasi, ze ZADAVATEL a
CRO moézu zverejnit’ poplatky a vydavky splatné alebo
zaplatené podla tejto zmluvy akymkolvek Statnym
uradom podl'a platnych pravnych predpisov.

14. TERMINATION

14.1 This Agreement will become effective upon the
date it is fully executed by all parties and shall continue
in effect for the full duration of the Study according to
the Protocol unless sooner terminated in accordance with
the provisions of this Section. CRO may terminate this
Agreement immediately upon written notice to
Institution for any reasons, including without limitation
upon any of the following occurrences:

(a) Institution has failed to cure a breach to this
Agreement within thirty (30) days of receipt
of written notice, given by CRO, specifying
such breach; or

(b) Investigator becomes personally
unavailable to conduct the Study and a
CRO- approved replacement has not been
identified by Institution or Investigator; or

(c) two months after shipment of the
Investigational Product, Investigator has
failed to meet the enrolment target for
Subjects set forth in Exhibit A, or has
recruited such a low number of Subjects that
it can be reasonably assumed by CRO that
the agreed number of Subjects will not be
reached in accordance with the schedule set
forth in Exhibit A; or

(d) the authorization/authorisation and approval
to perform the Study is withdrawn by the
regulatory authority governing Institution;
or

(e) the audit or regulatory inspection identifies
a serious breach or lack of compliance with
this Agreement on the side of the Institution;
or

14. UKONCENIE ZMLUVY

14.1 Tato zmluva nadobudne platnost’ ditom jej riadneho
podpisania v§etkymi stranami a bude nad’alej platna pocas
celého trvania skuSania podla protokolu, pokial nie je
ukoncena skor v silade s ustanoveniami tejto ¢asti. CRO
mdze ukondit’ tuto zmluvu okamzite na zaklade pisomného
oznamenia zdravotnickemu zariadeniu z akychkol'vek
dévodov vratane ukoncenia zdévodu nasledujicich
udalosti:

(a) zdravotnicke zariadenie nenapravi porusenie
tejto zmluvy do ftridsiatich (30) dni od
prijatia pisomného oznamenia od CRO,
v ktorom sa uvadza takéto porusenie,

(b) skusajuci nebude osobne k dispozicii na
vykonavanie skuSania a zdravotnickému
zariadeniu ani skuSajicemu sa nepodarilo
najst nahradnika, ktorého by akceptovala
CRO,

(c) dva mesiace po dodani skasan¢ho produktu
skasajici nesplnil ciel' zarad'ovania pre
ucastnikov stanoveny v prilohe A alebo
zaradil taky nizky pocet G€astnikov, ze CRO
méze oddvodnene predpokladat, Zze sa
nedosiahne dohodnuty pocet ucastnikov
vsilade s harmonogramom  uvedenym
v prilohe A, alebo

(d) bude stiahnuté opravnenie asihlas na
vykonavanie skusania regulacnym turadom,
ktory ma na starosti zdravotnicke zariadenie,
alebo

(e) audit alebo regulacnad kontrola odhalia
zavazné porusenie alebo nedodrziavanie
tejto zmluvy na strane zdravotnickeho
zariadenia,

(H) ak dojde k okolnostiam, ktoré umoziiuji
ukonéenie zmluvy v stlade s ¢ast'ou 12.1.
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() if any of the circumstances permitting
termination pursuant to Section 12.1 occur.

14.2 This Agreement may be terminated by Institution
upon sixty (60) days’ prior written notice to CRO, for
breach of the Agreement by CRO if the breach is not
cured within thirty (30) days of notification given by
Institution.

14.3 If this Agreement is terminated prematurely in
accordance with Section 14.1 or 14.2, Institution
shall/must use its best efforts to minimize further costs
while maintaining good medical care of the Subjects

14.4 Termination of this Agreement by any party shall
not affect the rights and obligations of the parties accrued
prior to the effective date of termination of this Agreement.
Any provision of this Agreement that should survive
expiration or termination of this Agreement in order to give
proper effect to its intent, shall survive expiration or
termination of this Agreement.

14.5 Whenever the Institution or SPONSOR become
aware that the Institution will not be able to successfully
complete the Study as indicated in the Exhibit A, the
Institution or SPONSOR (also by means of CRO), as the
case may be, shall promptly notify the other in writing.
The Institution shall then propose, and the Parties shall
endeavor to agree upon, a mutually acceptable solution
to bring the Study back into the timeline. The Institution
shall then take whatever action is necessary to remedy
the problem. If the delay results from factors within the
sole control of the Institution, the Institution shall be
responsible for any costs or expenses incurred in
undertaking remedial action.

If either Party identifies that a delay is inevitable and that
such delay will materially affect critical timing or critical
quality of the Study, the Parties shall endeavor to agree
upon a new timeline and upon the necessary additional
means that need to be contributed in order to reasonably
meet the new timeline. If the Parties are unable to agree
on a new timeline and/or on additional means within a
period of four (4) weeks from their first discussions
regarding the delay, and the delay is caused by a factor
within the sole control of the Institution then CRO shall
be entitled to immediately terminate the Agreement.

14.6 In the event that a delay arises which is not caused
by the Institution, SPONSOR (also by menas of CRO)
shall have the right to request the Investigator to keep its
Key Study Personnel in charge of the delayed Study for
the duration of such delay, in order for said Key Study

14.2 Zdravotnicke zariadenie méze tato zmluvu ukonéit’
po pisomnom oznameni doru¢enom CRO Sest'desiat (60)
dni vopred, ak CRO porusi tito zmluvu, ak sa toto
poruSenic nenapravi do tridsiatich (30) dni od prijatia
takéhoto oznamenia od zdravotnickeho zariadenia.

14.3 V pripade predcasného ukoncenia tejto zmluvy
v sulade s c¢astou 14.1 alebo 14.2 musi zdravotnicke
zariadenie vynalozit’ maximéalne tsilie na minimalizovanie
d’alS§ich nakladov asucasné udrzanic dobrej urovne
zdravotne;j starostlivosti poskytovanej Gi¢astnikom.

14.4 Ukoncenie tejto zmluvy ktoroukol'vek zo zmluvnych
stran nebude mat’ vplyv na prava a povinnosti zmluvnych
stran, ktoré vznikli pred datumom ukonéenia tejto zmluvy.
Akékol'vek ustanovenie tejto zmluvy, ktoré ma pretrvat’ aj
po ukonceni platnosti alebo ukonéeni tejto zmluvy, s ciel'om
riadne vyhoviet’ jeho zameru pretrva aj po ukonceni platnosti
alebo ukonceni tejto zmluvy.

14.5 Ak zdravotnicke zariadenic alebo ZADAVATEL
zisti, ze zdravotnicke zariadenie nebude schopné uspesne
dokonc¢it' Stadiu podla harmonogramu v prilohe A,
zdravotnicke zariadenie alebo ZADAVATEL, podla
okolnosti, to bezodkladne pisomne oznamia (tieZ
prostrednictvom CRO) druhej strane. Zdravotnicke
zariadenie v takom pripade navrhne obojstranne prijatel'né
ricSenie, aby bolo moZné dodrzat planovany
harmonogram, a strany sa budu usilovat’ o vzijomnua
dohodu. Zdravotnicke zariadenie potom podnikne vSetky
kroky potrebné na odstranenie problému. Ak je omeskanie
sposobené faktormi, ktoré st pod vylu¢nou kontrolou
zdravotnickeho zariadenia, bude zdravotnicke zariadenie
zodpovedné za vSetky naklady alebo vydavky, ktoré
vzniknu pri vykonavani napravnych opatreni.

Ak niektora zo stran zisti, Ze oneskorenie je nevyhnutné a
Ze toto oneskorenie bude mat® vyznamny vplyv na
rozhodujuci casovy harmonogram alebo rozhodujicu
kvalitu $tidie, strany sa budu usilovat’ o vzajomnu dohodu
na novom harmonograme a na dalSich potrebnych
prostriedkoch, ktoré bude potrebné prijat, aby sa
primerane dodrzal novy harmonogram. Ak sa strany
nedohodni na novom harmonograme a/alebo na
dodatoénych prostriedkoch do Styroch (4) tyzdiiov od ich
prvého rokovania o oneskoreni, a oneskorenie je
sposobené faktorom, ktory je pod vyluénou kontrolou
zdravotnickeho zariadenia, CRO je opravnena okamzite
vypovedat’ tito zmluvu.

14.6 V pripade, ze dojde k omeSkaniu, ktoré nie je
sposobené zdravotnickym zariadenim, ZADAVATELDL
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Personnel and their team to be able to start working on
the Study as soon as the delay or postponement ceases.
The Parties shall discuss in good faith any additional
amounts to be paid by SPONSOR (thorugh CRO) in
consideration of the Institution keeping its Key Study
Personnel on the account.

(tiez  prostrednictvom CRO) ma pravo poziadat
skusajuceho, aby po dobu tohto omeskania ponechal
kl'icovych ¢lenov Studijného timu odpovednych za
vykonavanie skuSania aj po dobu jeho oneskorenia alebo
odloZenia, aby tito kl'i¢ovi ¢lenovia Studijného timu mohli
zacat’ pracovat’ na skasani ihned’ po skonéeni oneskorenia
alebo odlozenia. Strany budu v dobrej viere jednat o
akychkol'vek dalSich finan¢nych C¢iastkach, ktor¢ ma
ZADAVATEL zaplatit (prostrednictvom CRO) v
suvislosti s tym, ze klG¢ovi ¢lenovia Studijného timu
zostani zodpoveni za vykonavanie skii$ania aj po dobu
jeho oneskorenia alebo odlozenia.

15. INDEPENDENT CONTRACTOR

15.1 The relationship of Institution to CRO is that of
independent contractor. Institution commits itself to
perform the Services only as independent contractor and
nothing contained herein shall be construed to be
inconsistent with that relationship or status. Institution
shall not be considered as an employee or agent of CRO
and, as such, shall not be entitled to any benefits available
to employees of CRO.

15.2 Institution shall not retain any subcontractor to
perform any of its obligations under this Agreement
without the prior written consent of CRO. Any such
consent shall not relieve Institution of its obligations
hereunder, and Institution shall remain fully liable for all
acts and omissions of any such subcontractor. CRO shall
be permitted to assign in whole or in part the discharge of
obligations it assumed under this Agreement to any of its
Affiliates (or adequately qualified third party
subcontractors), without releasing CRO from its
responsibility for the appropriate performance of such
assigned obligations towards Institution.

15.3 This Agreement shall not constitute, create or in
any way be interpreted as, a joint venture, partnership, or
business organization of any kind.

15.4 The Institution acknowledges that SPONSOR has
established the Nestlé Supplier Code (available at
www.nestle.com/suppliers) in order to set minimum
standards for its suppliers and research partners in the
fields of human rights, safety and health, environmental
sustainability and business integrity. The Institution
confirms that it has in place its own ethics and
compliance policies and procedures related to these
topics, setting generally accepted standards. In the
performance of this Agreement and its dealings with

15. NEZAVISLY DODAVATEL

15.1 Vztah zdravotnickeho zariadenia k CRO je vztahom
nezavislého dodavatela. Zdravotnicke zariadenie sa
zavizuje vykonavat sluzby len ako nezavisly dodavatel
a ziadne zustanoveni tejto zmluvy sa nema vykladat’
v rozpore s takymto vzt'ahom ¢i stavom. Zdravotnicke
zariadenie sa nebude povazovat za zamestnanca ani
zastupcu CRO a ako také nebude mat’ narok na Ziadne
azitky dostupné zamestnancom CRO.

15.2 Zdravotnicke =zariadenic si nesmie ponechat
ziadneho subdodavatela na vykonavanie nicktorej zo
svojich  zavidzkov  podla  tejto  zmluvy  bez
predchadzajuceho pisomného sthlasu CRO. Ziaden takyto
stthlas nezbavuje zdravotnicke zariadenie jeho povinnosti
na zaklade tejto zmluvy a zdravotnicke zariadenie zostane
nad’alej] v plnej miere zodpovedné za vSetky kroky
aopomenutia takéhoto subdodavatela. CRO moze
postipit’ vietky alebo cast’ plnenia povinnosti, ktoré sa
zaviazala plnit' na zaklade tejto zmluvy, ktorejkol'vek zo
svojich pridruzenych spolo¢nosti (alebo primerane
kvalifikovanym externym subdodavatel'om) bez toho, aby
ju to zbavovalo povinnosti za spravne plnenie takychto
postipenych povinnosti vo¢i zdravotnickemu zariadeniu.

15.3 Tato zmluva nema predstavovat ani vytvarat
spolo¢ny podnik, partnerstvo ¢i obchodnu organizaciu
akéhokol'vek druhu, ani sa tak vysvetl'ovat'.

15.4 Zdravotnicke zariadenie berie na vedomie, Ze
ZADAVATEL zaviedol kodex spravania sa dodavatel'a
spolocnosti Nestlé (dostupny na stranke
www.nestle.com/suppliers) s cielom stanovit’ minimalne
normy pre svojich dodavatel'ov a vyskumnych partnerov
v oblastiach Tudskych prav, bezpecnosti a zdravia,
environmentalne;j udrzatel'nosti a bezuhonnosti
v podnikani. Zdravotnicke zariadenie potvrdzuje, Ze ma
zaveden¢ vlastné zasady etického spravania a dodrziavania
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SPONSOR, the Institution shall comply with its policies
and procedures, as well as with all applicable laws.

predpisov a postupy tykajuce sa tychto tém, ktoré
stanovuju vSeobecne prijatel'né normy. Pri plneni tejto
zmluvy arokovaniach so ZADAVATELOM bude
zdravotnicke zariadenie dodrziavat svoje zasady a postupy
a tiez vSetky platné pravne predpisy.

16. CONTRACTUAL

16.1 Titles to the Sections of this Agreement are solely
for convenience and do not constitute a substantive part
of this Agreement.

16.2 If any provision of this Agreement is held illegal,
invalid or unenforceable by a court of law, the remainder
of this Agreement shall not be affected thereby.

16.3 Failure to insist upon compliance with any of the
terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of any such
terms or conditions, and the same shall remain at all times
in full force and effect.

16.4 Institution understands and agrees that, as set forth
in Section 2.4, SPONSOR is an intended third-party
beneficiary of this Agreement

16.5 The respective signatories of the parties to this
Agreement represent and warrant that they have the
authority and ability to enter into the terms, provisions
and conditions of this Agreement on behalf of their
respective parties.

16.6 Neither party shall be responsible for a default
under this Agreement by reason of strikes, riots,
hostilities, wars, fire, acts of terrorism, pandemic, acts of
God, death of Investigator, or any other cause beyond its
reasonable control which prevents a party from
performing its contractual obligations, and only to the
extent of the specific contractual obligations affected by
such events.

16.7 This Agreement may not be assigned by Institution
without the prior written consent of CRO.

16.8 CRO may assign this Agreement to any of its
subsidiaries, Affiliates or to any third party.

16.9 This Agreement constitutes the entire agreement
and final understanding of the parties with respect to the
subject matter herecof and supersedes and terminates all
prior and/or contemporaneous understandings and/or
discussions between the parties, whether written or
verbal, express or implied, relating in any way to the

16. ZMLUVNE ZALEZITOSTI

16.1 Nazvy casti tejto zmluvy sluzia vyluéne pre
pohodInu orientaciu a nepredstavuju dolezitu cast’ tejto
zmluvy.

16.2 Ak akékol'vek ustanovenie tejto zmluvy vyhlasi sad
za nezakonné, neplatné alebo nevykonatel'né, zostavajiica
¢ast’ zmluvy tym nebude dotknuta.

16.3 V pripade, ze niektora zo stran nebude trvat’ na
dodrzani  akychkolvek podmienok tejto zmluvy,
neznamena to celkové zrieknutie sa ¢i odpustenie takychto
podmienok a tieto zostavaju v plnej miere platné a Gi¢inné.

16.4 Zdravotnicke zariadenic berie na vedomie a sthlasi,
ze v sulade s ¢ast'ou 2.4 je ZADAVATEL povazovany za
tretiu zmluvni stranu tejto zmluvy.

16.5 Prislusni signatari stran tejto zmluvy vyhlasuju
a zaruCuju sa, ze maji opravnenie a moznosti uzavriet
podmienky, ustanovenia a zavizky tejto zmluvy v mene
prislusnych stran.

16.6 Ziadna zo zmluvnych stran nebude zodpovedna za
neplnenie tejto zmluvy zdovodu Strajkov, nepokojov,
nepriatel'skych ¢inov, vojen, poziarov, teroristickych
¢inov, pandémie, vy$Sej moci, smrti skusajuceho alebo
z in¢ho dovodu, ktory nemozno odévodnene riadit’, a ktory
zmluvnej strane brani v plneni jej zmluvnych zavizkov, a
to iba v rozsahu konkrétnych zmluvnych zavizkov
ovplyvnenych tymto dovodom.

16.7 Tato zmluvu nemdze zdravotnicke zariadenie
postipit’ bez predchadzajiceho pisomného stthlasu CRO.

16.8 CRO moze postipit’ tato zmluvu na ktorikol'vek zo
svojich dcérskych spolocnosti, pridruzenych spolocnsti
alebo akukol'vek tretiu stranu.

16.9 Tato zmluva predstavuje celd zmluvu a konecnu
dohodu oboch stran tykajucu sa predmetu tejto zmluvy a
nahradza a ukoncuje vietky predchadzajuce alebo sucasné
dohody a/alebo rokovania medzi stranami, ¢i uz pisomné
alebo ustne, vyslovné alebo predpokladané, tykajice sa
akymkol'vek spdsobom predmetu tejto zmluvy. Tato
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subject matter hereof. This Agreement may not be
altered, amended, modified or otherwise changed in any
way except by a written agreement, signed by all parties.

16.10 All notices necessary or appropriate to be given
pursuant to this Agreement shall be effective when
delivered to the appropriate party at the address below:

To CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Attn: Site Contract Leader

To Institution:

Fakultna nemocnica s poliklinikou
Nové¢ Zamky

Slovenska 11 A

941 52 Nové Zamky

Slovak Republic
o I
16.11 Any party may change its address or number for

notice by giving notice in accordance with Section 16.10
and 16.12.

16.12 Any delivery that is called for under this
Agreement shall be complete when made by personal
delivery, fax, email, registered post, certified post or
courier, in each case with confirmation of
delivery/receipt.

16.13 The parties agree that this Agreement shall be
governed by the laws of Slovakia, without regard to the
conflicts of law provisions thereof. In case a dispute is
brought before a court of law, the courts of Bratislava will
have sole jurisdiction over the litigation.

16.14 This Agreement is executed in both English and
Slovak language. In case of any incoherence,
contradiction or discrepancy between the English and the
Slovak version of this Agreement, the terms of the Slovak
version will prevail.

16.15 This Agreement is executed in four (4)
counterparts, with two (2) counterparts for the Institution,
one (1) for SPONSOR and one (1) for the CRO. Each
counterpart shall be deemed to be an original, and all of
such counterparts shall together constitute one and the
same Agreement.

zmluva sa méZze menit, doplnat’ alebo upravovat’ ¢i inak
pozmeiovat v kazdom pripade len formou pisomnej
zmluvy podpisanej vietkymi zmluvnymi stranami.

16.10 VSetky oznamenia potrebné alebo vhodné podla
tejto zmluvy budi ué¢inné, ked” budi doruc¢ené prislusnej
strane na adresu uvedeni nizsie:

Pre CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

frsko

Do ruk: Site Contract Leader

Pre zdravotnicke zariadenie:
Fakultna nemocnica s poliklinikou
Nové Zamky

Slovenska 11 A

941 52 Nov¢é Zamky

Slovensko

Do ruk:

16.11 Ktorakol'vek zo stran mdze zmenit’ svoju adresu
alebo ¢islo na oznamovanie zaslanim ozndmenia v stlade
s ¢astami 16.10 a 16.12,

16.12 Kazdé dorucenie, ktoré sa vyzaduje na zaklade
tejto zmluvy, sa bude vykonavat osobnym doruenim,
zaslanim faxom, e-mailom, doru¢enou =zasielkou,
zasielkou do vlastnych ruk alebo kuriérom, pricom sa
v kazdom ztychto pripadov vyzaduje potvrdenie
o doruceni alebo prevzati.

16.13 Strany sa dohodli, ze tito zmluva sa riadi
slovenskymi pravnymi predpismi bez ohl'adu na rozpor
pravnych ustanoveni tejto zmluvy. V pripade predlozenia
sporu na sud budia mat’ vyhradnu jurisdikciu nad sidnym
sporom prislusné sudy v Slovenskej republike.

16.14 Tato zmluva sa vyhotovuje v anglickom a
slovenskom jazyku. V pripade nesuladu, rozporu alebo
rozdiclov medzi anglickou a slovenskou verziou tejto
zmluvy, budi rozhodujuce podmienky slovenskej verzie.

16.15 Tato zmluva sa vyhotovuje v Styroch (4)
rovnopisoch, pricom dva (2) rovnopisy st uréen¢ pre
zdravotnicke zariadenie, jeden (1) pre ZADAVATELA
ajeden (1) pre CRO. Kazdy rovnopis sa povazuje za
original a vietky takéto rovnopisy spolu predstavuji jednu
a ta ista zmluvu.
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16.16 This Agreement shall become effective on the day
following the date of its publication in the central register
of contracts on www.crz.gov.sk. CRO shall provide the
Institution with redacted version of the Agreement in pdf.
format which shall disguise data considered as
confidential.

16.16 Tato Zmluva nadobuda uc¢innost’  diom
nasledujucim po dni jej zverejnenia v centralnom registri
zmliv na www.crz.gov.sk. CRO poskytne zdravotnickemu
zariadeniu revidovani zmluvu na zverejnenie v registre v
pdf. formate, v ktorom budi zaslepené vSetky udaje
povazované za doverné.
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IN WITNESS WHEREQF, the parties hereto have set their hands in four counterparts with the intention that this is a
binding agreement as provided herein.

NA ZNAK UVEDENEHO zmluvné strany Stvormo podpisali tuto zmluvu na znak potvrdenia jej platnosti.

1) PAREXEL International (IRL) Limited:

Signature of Authorized Official/
Podpis opravnenej osoby

Name / Meno Date

(2) Institution / Zdravotnicke zariadenie:

Signature / Podpis

MUDr. Mgr. Daniel Zingor, PhD
Riaditel’ / Director

Name / Meno Date
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