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CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT
(the “Agreement”) is effective as of the date of
publishing in the Central Contract Registry of the
Slovak Republic (the “Effective Date”), by and
between

Narodny Ustav detskych chorbb located at
Limbova 1, 833 40, Bratislava, Slovak Republic

(the “Institution”)

Pharmaceutical Research Associates SK s.r.o
located at Karadzi¢ova 2, Bratislava — mestska
Cast’ (city district) Staré Mesto, Zip code: 811 09,
Slovak Republic, Company ID no. (ICO):
36718963, represented by

I PRA”), acting as an independent
contractor for SK Life Science, Inc. with its
registered office in the State of Delaware,
Corporation Service Company, 251 Little Falls
Drive, Wilmington, Delaware, 19809, USA, with
office at 461 From Road 5th Floor, Paramus, NJ
07652 (the “Sponsor”), and

B o the Institution, located at

Limbova 1, 883 40, Bratislava, Slovak Republic
who shall serve as the principal investigator
(“Investigator”) for the Study as defined below.

The Institution and the Investigator may be
collectively referred to as the “Site.”

1. STATEMENT OF WORK.

(@) The Investigator will conduct the clinical
research study entitled “A Multicenter
Open-label  Extension  Study to
Evaluate the Long-term Safety of
Cenobamate Adjunctive Therapy in
Subjects with Primary Generalized
Tonic-Clonic Seizures” (the “Study”),
bearing protocol number YKP3089C033,
as may be amended from time to time (the
“Protocol”), the provisions of which are

ZMLUVA O KLINICKOM SKUSANI

Tato ZMLUVA O KLINICKOM
SKUSANI (,,Zmluva“) nadobudne uginnost dia
zverejnenia v Centralnom  registri  zmlav
Slovenskej republiky (,,Dent G¢innosti*), uzavretd
medzi

Narodnym Gstavom detskych chordb so sidlom
Limbovd 1, 833 40, Bratislava, Slovenska
republika (,,Zdravotnicke zariadenie*)

Pharmaceutical Reasearch Associates SK s.r.o.,
so sidlom KaradziGova 2, Bratislava — mestska
Cast’ Staré Mesto, 811 09, Slovenska republika,
ICO: 36718963, zastupena

B (PRAY), konajucou ako nezavisly
dodavatel’ pre spolo¢nost SK Life Science, Inc.
sregistrovanym  sidlom v state  Delaware,
korporac¢na servisna spolocnost, 251 Little Falls
Drive, Wilmington, Delaware, 19809, USA,
s kancelariou na adrese 461 From Road 5th Floor,
Paramus, NJ 07652 (,,Zadavatel*), a

B ' Zdravotnickom zariadeni, sidliacej na
adrese Limbova 1, 833 40 Bratislava, Slovenska
republika, ktora bude pracovat ako hlavna
skiisajuca (,,Skusajuci) pre studiu tak, ako je
uvedené nizsie.

Zdravotnicke zariadenie a SkuSajaci mozu
byt’ sthrnne oznac¢ovani ako ,,Pracovisko®.

1. SPECIFIKACIA CINNOSTI.

(a) Skuasajuci  bude vykonavat'  klinicku
vyskumnu stadiu ] nazvom
»Multicentricka otvorena prediiené
Stadia s ciePom zhodnotit’ dlhodobu
bezpec¢nost’ pridavnej lieCby
cenobamatom u ucastnikov
S primarnymi generalizovanymi
tonicko-klonickymi zachvatmi“
(,.Stadia*), s ¢islom protokolu

YKP3089CO033, ktory sa moze priebezne
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incorporated herein by reference. The
Investigator shall perform the Study in
conformance with: (i) generally accepted
standards of good clinical practice, (ii) an
ethical manner and in a manner that
appropriately protects the safety, security,
and well-being of the Study subjects and
any data arising from the Study (iii) the
Protocol, (iv) any other sponsor
requirements, and (v) all applicable laws,
rules and regulations including local laws,
rules and regulations, but not limited to,
those governing the conduct of the Study.
The Institution shall not reassign the
conduct of the Study to another
investigator without PRA’s express
written consent. If the Investigator is
unable to perform the duties required by
this Agreement, the Institution shall
promptly notify PRA in writing. If a
mutually acceptable replacement is not
available, this Agreement may be
terminated as provided herein.

The Institution shall provide appropriate
resources and facilities so the Investigator
can conduct the Study in a timely and
professional manner and according to the
terms of this Agreement. The Site shall
ensure that only individuals who are
appropriately trained and qualified will
assist in conducting the Study. The Site is
responsible for ensuring that all personnel
participating in the Study (“Study Team”)
comply with the terms of this Agreement,
excluding personnel supplied by PRA or
Sponsor. Institution and Investigator
agree to promptly notify PRA in the event
any Study Team member is reported to or
comes under investigation by any
licensing board, independent ethics
committee or institutional review board,
and further agrees to promptly
discontinue the use of any such personnel
in connection with the Study unless PRA
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menit’ a ktorého ustanovenia st do tejto
zmluvy  zahrnuté  formou  odkazu
(,,Protokol). Skusajuci bude vykonavat’
Stadiu v stilade s: (i) veobecne prijatymi
normami spravnej Klinickej praxe, (ii)
etickym spdsobom a takym sp6sobom,
ktory nalezite chrani bezpecnost, istoty
a zdravie ucastnikov Studie a vSetky udaje
vyplyvajice zo Stadie (iii) Protokolom,
(iv) akymikol'vek inymi poziadavkami
Zadéavatela a (v) vSetkymi prislusSnymi
pravnymi predpismi, pravidlami
a nariadeniami vratane miestnych
predpisov, pravidiel a nariadeni, okrem
iného aj vratane pravidiel upravujlcich
vykonavanie  Studie.  Zdravotnicke
zariadenie nie je oprévnené presunat’
vykonanie Stidie na iného Skusajuceho
bez predchéadzajliceho vyslovného
pisomného stihlasu PRA. Ak Skusajici nie
je schopny plnit svoje povinnosti
vyZzadované touto Zmluvou, Zdravotnicke
zariadenie to okamzite pisomne oznami
PRA. Ak nie je kdispozicii vzajomne
prijatel'na nahrada, tato Zmluvu moéze
PRA ukongit’ v stlade s jej ustanoveniami.

Zdravotnicke zariadenie poskytne potrebné
zdroje a vybavenie, aby Skusajuci mohol
vykonat’ Studiu véasnym a profesionalnym
spébsobom apodla podmienok tejto
Zmluvy. Pracovisko zabezpeci, Ze iba
osoby, ktoré su primerane vySkolené
a kvalifikované sa budd podielat na
vykonavani Stidie. Pracovisko zabezpedi,
7e vietok personal zG&astiujuci sa Stldie
(, Tim Studie®) bude dodrziavat’
podmienky tejto Zmluvy, s vynimkou
personalu, ktory poskytol PRA alebo
Zadavatel. Zdravotnicke zariadenie a
Skusajuci  sa  zavdzuju  neodkladne
informovat PRA v pripade, Ze niektory
¢len Timu stadie je nahlaseny alebo spada
do vySetrovania akéhokol'vek licencného
vyboru, nezavislej etickej komisie alebo
revizneho vyboru zdravotnickeho
zariadenia a dalej suhlasia s tym, Ze
okamzite prerusia vyuZzivanie akychkol'vek
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consents in writing to the continued use of
such personnel, which such consent shall
not be unreasonable delayed, conditioned,
or withheld. Unless otherwise agreed to in
writing by the parties, the Site shall
conduct the Study only at the facilities
indicated in this Agreement.

The Sponsor declares that he is aware of
all his obligations arising from the
relevant legal regulations, particularly, but
not exclusively, the obligations under to
the provision of Section 43 Letter h) of
Act no. 362/2011 Coll. on medicines and
medical devices and on the amendment of
certain laws as amended.

2. PAYMENT.

(@)

(b)

PRA will pay the Institution according to
the Payment Terms attached hereto as
Exhibit A (“Payment Terms”) and the
Budget attached hereto as Exhibit B
(“Budget™), upon receipt of invoices and
other appropriate documentation as
specified therein. Payments due hereunder
are pass-through payments from Sponsor
that will be sent after such payments are
received by PRA from Sponsor. PRA
shall exercise reasonable efforts to ensure
timely receipt of pass-through payments
from Sponsor.

The Institution as payee (‘“Payee”) shall
provide full payment instructions and
bank details, in writing to PRA in the
Payment Information Checklist (“PIC”),
before any payment can be made. The
Payee is obliged to inform PRA, in
writing, of any changes or required
updates of payment instructions and/or
bank details. The parties agree that any
change of or update to the Payee’s bank
details contained in the PIC may be
effected through a written notice and shall

Slovak Republic /Institution/Investigator Clinical Trial Agreement
Narodny Ustav detskych chordb, [ N GG

(©)

YKP3089C033

takychto pracovnikov v slvislosti so
Stadiou s vynimkou, ak PRA sthlasi
pisomne s dalsim vyuzivanim tychto
zamestnancov, pricom takyto suhlas
nesmie byt neprimerané oneskoreny,
podmienecny, alebo zadrzany. Pokial’ sa
zmluvné strany nedohodn( pisomne inak,
Pracovisko bude vykonavat Studiu len
v zariadeniach urcenych v tejto Zmluve.

Zadéavatel' vyhlasuje, ze si je vedomy,
vsetkych svojich povinnosti vyplyvajacich
z prislusnych pravnych predpisov, ato
najmaé, nie vSak vylucne, povinnosti podla
ustanovenia & 43 pismeno h) Zakona ¢&.
362/2011 Z. z. o liekoch a zdravotnickych
pomdckach a o zmene a doplneni
niektorych zakonov Vv zneni neskorSich
predpisov.

2. PLATBA.

(a)

(b)

PRA zaplati Zdravotnickemu zariadeniu
podl'a Platobnych podmienok, ktoré su
pripojené ako Priloha A (,,Platobné
podmienky*), a Rozpo¢tu v Prilohe B
(,,Rozpocet) po prijati faktdr ainej
prislusnej dokumentacie uvedenej v
Zmluve. Platby splatné podl'a tejto Zmluvy
su zasielanymi platbami od Zadavatela,
ktoré budd zaslané nasledne, len ¢o tieto
platoy PRA dostane od Zadavatela. PRA
vyvinie primerané usilie na zabezpecenie
v¢asného prijatia zasielanych platieb od
Zadavatela.

Zdravotnicke zariadenie ako prijemca
(,,Prijemca‘) poskytne pisomne
spolo¢nosti PRA skor, ako sa bude dat’
vykonat’ platba, upIné pokyny k platbam
a bankové (daje v kontrolnom zozname
informacii o platbach (,,PIC*). Prijemca je
povinny pisomne informovat PRA
okazdej zmene alebo  potrebnych
aktualizaciach pokynov k platbam a/alebo
bankovych udajov. Zmluvné strany sa
dohodli, ze vSetky zmeny alebo
aktualizacie bankovych udajov prijemcu
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not of itself require a formal Amendment
to this Agreement.

Slovak Republic /Institution/Investigator Clinical Trial Agreement
Narodny Ustav detskych chordb, [ N GG

YKP3089C033

platieb v PIC mozno vykonavat pomocou
pisomného oznamenia a nebude potrebné,
aby boli vykonané formou formélneho
Dodatku k tejto Zmluve.

(c) The Site is an independent contractor, and (c) Pracovisko je nezavislou zmluvnou
neither PRA nor Sponsor is responsible stranou aani PRA ani Zadavatel
for any employee benefits, pensions, nezodpovedajt za akékol'vek
workers’ compensation, withholding, or zamestnanecké  vyhody, ddéchodky,
employment-related taxes as to the Site or nahrady pre zamestnancov, dane zrazené
its personnel. z0 mzdy alebo iné dane slvisiace

S pracovhym pomerom, vo vztahu k
Pracovisku alebo jeho zamestnancom.

(d) The Investigator and any  sub- (d) Skusajuci akazdy spoluskusajuci vyplni
investigators will complete and sign a apodpise na poziadanie PRA alebo
financial disclosure form when reasonably Zadavatel'a $tadie formular finanéného
requested to do so by PRA or Sponsor. vyhlasenia. Tieto formulare sa buda ihned’
These forms shall be promptly updated as podla potreby aktualizovat, aby boli
needed to maintain their accuracy and presné a uplné pocas trvania Stldie a jeden
completeness during the Study and for rok po ukonceni Stddie. Zdravotnicke
one Yyear after its completion. The zariadenie a Skusajici bert na vedomie
Institution and Investigator acknowledge asuhlasia stym, Ze vSetky platby
and agree that any payments made under vykonané podla tejto Zmluvy o0znami
this Agreement will be disclosed to the Zadavatel  alebo PRA  miestnym
local regulatory authorities by Sponsor or regulaénym organom tak, ako to vyzaduje
PRA as required under the EFPIA Kodex zverejiiovania EFPIA (Eurdpska
(European Federation of Pharmaceutical federacia  farmaceutického  priemyslu
Industries and Associations) Disclosure a asociacii) alebo rovnocenné miestne
Code or equivalent local legislation. pravne predpisy.

(e) The Institution hereby agrees that no third (e) Zdravotnicke zariadenie tymto suhlasi, Ze
party will be charged for any aspect of tretej strane nebude uctovana lie¢ba ani
treatment or subject care for which the starostlivost’ o tiGastnika , ktor( Prijemca
Payee has invoiced or been paid under platby fakturoval, alebo ktord bola
this Agreement. The Institution hereby zaplatena podla tejto Zmluvy.
agrees that neither participants in the Zdravotnicke zariadenie tymto suhlasi, Ze
Study nor any third party will be charged ani ucastnikom Stadie ani tretej strane sa
for Cenobamate (the “Study drug”) or any nebude  Gcétovat  lick  Cenobamate
comparator drugs provided for this Study, (,.Studijny liek*) alebo porovnavaci liek
nor shall Payee include such cost in any poskytnuty v stvislosti  so  Stddiou
cost report to third-party payers. a Prijemca ani nezahrnie tieto naklady do

ziadneho vykazu nakladov pre platcov
tretich stran.

(f) Unless otherwise agreed herein, payments (f) Pokial’ nie je v Zmluve dohodnuté inak,
will be made for evaluable, eligible platby  budd  vykonané len za
subjects only. An eligible subject is one hodnotitelnych  vhodnych  ucastnikov.
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who meets all of the inclusion
requirements and does not meet any of the
exclusion criteria of the Protocol, who
was enrolled by Investigator, and from
whom informed consent has been
obtained. An evaluable subject is one for
whom case report forms (“CRFs”) have
been properly completed in accordance
with the Protocol, and who has completed
the appropriate Study procedures as set
forth in the Protocol, and undergone the
evaluations required by the Protocol.

The parties acknowledge and agree that
the compensation provided for Site’s
performance under the Agreement
represents the fair market value for the
services conducted by Site and has been
agreed independently from any business
the Institution or the Investigator has
made or may make in relation to the
ordering of products or services of the
Sponsor.

RECORDKEEPING; REPORTING;
ACCESS.
Authorized representatives of Sponsor

and/or PRA have the right, upon
reasonable advance notice, and during
regular business hours, to: (i) audit and
examine the Site’s facilities required for
performance of the Study; and (ii) review
all data, records and work products
relating to the Study, and if necessary,
make copies of such data, records and
work products, provided such copies do
not include any unauthorized
individually-identifiable information of a
Study subject. The Site shall maintain
complete and accurate records related to
the Study, and shall retain all such records
resulting from the Study in accordance
with ICH GCP for the time required by
applicable laws and regulations.

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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Vhodny téastnik je taky, ktory spiia
vietky zaradovacie kritéria a nesplia
ziadne vyluCovacie  kritéria  Protokolu,
ktory bol zaradeny SkusSajucim a od
ktorého bol ziskany informovany suhlas.
Ucastnik, ktorého je mozné hodnotit, je
taky ucastnik, pre ktorého boli v stlade
s Protokolom uspokojivo vyplnené vietky
zaznamové formulére ucastnika klinického
skasania  (,,CRF*), ktory absolvoval
potrebné vysetrenia Studie tak, ako boli
uvedené v Protokole, a ktory podstupil
hodnotenia pozadované Protokolom.

(9) Zmluvné strany potvrdzuju a sthlasia, ze

ndhrada poskytnutd za vykonavanie
¢innosti Pracoviska podla tejto Zmluvy
predstavuje spravodlivd trhova hodnotu za
sluzby vykonané Pracoviskom abola
dohodnuta nezavisle od akychkol'vek
obchodnych ¢innosti, ktoré Zdravotnicke
zariadenie alebo Skusajuci vykonali alebo
mozu vykonat’ v stvislosti s objednavanim
vyrobkov alebo sluzieb Zadavatela.

SPRAVY,

PRISTUP.

Opravneni zastupcovia Zadavatel'a a/alebo
PRA maju pravo, po zaslani opodstatneného
oznamenia Vv primeranej lehote vopred

apocas riadnej pracovnej doby: (i)
preskimat’  a skontrolovat  zariadenia
Pracoviska, ktoré su pozadované pre

vykonavanie Stadie a (ii) preskumat’ vetky
Udaje, zdznamy a produkty prace slvisiace
so Stidiou a v pripade potreby vyhotovit
képie  vSetkych  Gdajov,  zaznamov
a produktov prace, ktoré sa tykaju Stddie
pod podmienkou, ze tieto kopie nezahinaju

Ziadne nepovolené samostatne
identifikovatel'né informéacie o Ucastnikovi
Stadie. Pracovisko  musi  udrziavat

kompletné a presné zdznamy tykajlce sa
stadie, a musi uchovavat’ vsetky zaznamy,
vyplyvajlce zo Studie v stlade s ICH GCP
po dobu pozadovanu prislusnymi zdkonmi a
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The Investigator will enter date in EDC
in a maximum of ten (10) business days
after subject visit has occurred and in a
maximum of five (5) business days in
case of data cleaning for DMC, safety or
locks. The Investigator shall be available
at reasonable times during normal
business hours to meet with Study
monitors and answer questions regarding
the conduct of the Study provided that
this meeting will not put the provision of
health care in the Institution at risk. If
PRA must use or access the Site’s
computer systems, it will do so in
accordance with the Site’s instructions
and will only use acquired information
for the purpose of the Study and in
accordance  with  applicable  laws.
Institution and Investigator will comply
with Investigator obligations under ICH
GCP 4.1.4. and 4.9.7. to ensure Study
monitors are granted direct access to
Study Subject original medical records
for verification purposes, including
periodic access to allow comparison of
certified copies of medical records
against the original records to verify their
authenticity If used at the Site, Site shall
provide Study monitors access to its
electronic medical records system. Site
shall ensure that only Study Subject
medical records shall be disclosed to
Study monitor and shall ensure that no
access to non-Study Subject records is
possible. Where this is not possible,
Institution and Investigator shall ensure
certified paper copies are made available
for inspection. The Site shall ensure
sufficient access is granted to the monitor
to enable source data verification of the
Study Subjects.

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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predpismi.

(b) Skusajuci zadd datum do EDC maximalne

do desiatich (10) pracovnych dni od
navstevy ucastnika a maximalne do piatich
(5) pracovnych dni v pripade Upravy dat
pre DMC, bezpecnost’ alebo uzavierky dat.
Skusajici musi byt k dispozicii v rozumnu
dobu pocas beznej pracovnej doby, aby sa
stretol s monitormi Stddie a odpovedal na
otazky tykajlce sa vykonavania Stldie, za
predpokladu, ze toto stretnutie neohrozi
poskytovanie  zdravotnej  starostlivosti
v Zdravotnickom zariadeni. Ak PRA musi
pouzivat pocitatové systémy Pracoviska
alebo vstupovat’ do nich, urobi tak v stlade
s pokynmi Pracoviska a  ziskané
informécie bude pouzivat len na ucely
tejto Stldie av sulade s prislusnymi
pravnymi predpismi. Zdravotnicke
zariadenie a Skusajuci budt dodrziavat
povinnosti Sktsajuceho podla ¢lankov
414 a4.9.7 ICH GCP, aby zabezpecili,
7e monitorom Stddie sa na uéely overenia
umozni priamy pristup k pdvodnym
lekarskym zéznamom tcastnikov Studie,
ako aj pravidelny pristup umoznujuci
porovnanie osvedéenych képii lekarskych
zaznamov s pdvodnymi lekarskymi
zaznamami s cielom overit’ ich pravost.
Ak sa pouzivaji na Pracovisku, Pracovisko
poskytne  monitorom  StGdie  pristup
k svojmu systému elektronickych
lekarskych zaznamov. Pracovisko
zabezpedi, aby monitori Stldie ziskali
pristup  len Kk lekdrskym  z&znamom
ucastnikov Studie a neziskali Ziaden
pristup k lekarskym zdznamom pacientov,
ktori sa neziéastiuju Stadie. Ak toto nie je
mozné, Zdravotnicke zariadenie
a Skusajuci  zabezpecia  vyhotovenie
osvedCenych papierovych kopii, ktoré
budd k dispozicii na kontrolu. Pracovisko
zabezpeci, aby monitori ziskali dostatocny
pristup, ktory im umozni overit' zdrojové
déta Geastnikov Studie.
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(©) The Site will promptly notify Sponsor and
PRA if any regulatory authority notifies
the Institution or Investigator of a pending
inspection relating to the Study, and will
promptly forward to Sponsor and PRA
copies of any written communication
received as a result of such inspection
which are related to the Study. The Site
shall also provide to Sponsor and PRA
copies of any documents provided to any
inspector that relate to the Study.

(d) Adaptive Monitoring: If the Study is
designed to comply with Risk Based
Monitoring (RBM) or  Adaptive
Monitoring (AM) principles, in addition
to or alternatively in lieu of on-site
monitoring activities, the significant
portion of the Study may be
monitored/managed remotely. In this
circumstance, the Investigator and
Institution undertake to facilitate the
remote evaluation carried out by
Sponsor/PRA personnel or representatives
(e.g., clinical monitors, Data Management
personnel, or statisticians) in a timely
manner to ensure quality data collection
and the safety of study subjects. RBM an
AM monitoring activities might include
and are not limited to: communication
with the Study Site Team member, review
of Site’s processes, procedures, records
and corroboration. For clarity, remote
evaluation refers to evaluation activities
that are performed in a location other than
where the study is being conducted.

4. CONFIDENTIALITY.

The Protocol, Study Drug(s), CRFs, and
any and all information, data, reports or
documents, disclosed to or generated by the Site or
any Study Team members regarding the work
performed under this Agreement (other than
subject medical records) or which otherwise relates
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(©) Pracovisko okamzite upozorni Zadavatela
aPRA  vpripade, ak  ktorykol'vek
regulaény organ oznami Zdravotnickemu
zariadeniu alebo Skusajicemu planovanu
indpekciu  vsavislosti so  Stadiou
a bezodkladne zasle Zadavatelovi a PRA
kopie akéhokol'vek pisomného stanoviska,
ktoré dostane ako vysledok inspekcie
savisiacej so Stadiou. Pracovisko poskytne
Zadéavatel'ovi a PRA aj kopie akychkol'vek
dokumentov, tykajlcich sa Stadie, ktoré
boli poskytnuté inSpektorovi.

(d) Adaptivne monitorovanie: Ak je Stadia
navrhnutd tak, aby bola vslilade so
zasadami monitorovania podl'a rizik (Risk
Based Monitoring, RBM) alebo zasadami
adaptivneho  monitorovania  (Adaptive
Monitoring, AM), popri cinnostiach
monitorovania na mieste alebo ako ich
alternativa moze byt vyznamna Cast’
Stidie  monitorovana/spravovana  na
dialku. V takychto pripadoch sa Skusajuci
a Zdravotnicke zariadenie zavizuju véasne
ulah¢it’” posudenia na dialku vykonané
zamestnancami  Zadavatel'a/PRA  alebo
zastupcami (napr. klinickymi monitormi,
personalom pre riadenie (dajov alebo
Statistikmi) s cielom zabezpecit' kvalitny
zber Udajov a bezpecnost’ ucastnikov
Studie. Monitorovacie ¢&innosti RBM a
AM moézu zahinat okrem iného aj:
komunikéaciu s ¢lenom Timu skusajuceho
Pracoviska; kontrolu procesov, procedr,
zdznamov a potvrdenie Pracoviska. Pre
zrozumitelnost’ sa posudenie na dial’ku
vzt'ahuje na hodnotiace Cinnosti, ktoré sa
vykonavaju na inom mieste, ako je miesto,
kde sa vykonava Stadia.

4. DOVERNOST.

Protokol, Skuasany(¢) liek(y), CRF a
akékol'vek a vsetky informacie, Udaje, spravy
alebo dokumenty poskytnuté Pracoviskom alebo
vytvorené Pracoviskom alebo ktorymkol'vek
¢lenom Timu S$tadie, ktoré sa tykaju prace
vykonavanej podla tejto Zmluvy (odlisné od
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to this Study (“Confidential Information™) belong
to Sponsor and shall not be disclosed by the Site to
any third party or be used for any purpose other
than the performance of the Study without the prior
written consent of Sponsor, during a period of
seven (7) years after the termination of the
performance of the Agreement. The above
obligations of confidentiality shall not apply to the
extent Confidential Information:

is or becomes, through no fault of the
Site, part of the public knowledge;

(@)

(b) the Site can demonstrate was already
lawfully in the Site’s possession on the
date of disclosure to the Site and not
subject to prior confidentiality

obligations;

is acquired by the Site from any third
party without restrictions on disclosure; or

(©)

(d) is developed by the Site independently,
without the use or benefit of Confidential
Information, and as evidenced by

competent written records.

Permitted Disclosures. The Site’s obligations of
non-disclosure and non-use of Confidential
Information shall not apply to the extent the Site is
required by law to disclose Confidential
Information, provided the Site promptly notifies
Sponsor of such a requirement prior to disclosure
to allow Sponsor the reasonable opportunity to
oppose the requirement or seek an appropriate
protective order. This Section 4 does not limit the
Site’s rights or obligations under Section 6
Publication.

5. PRIVACY AND DATA PROTECTION.

The parties agree that each will comply
with their respective obligations as required under
under the European Union General Data Protection

Narodny Ustav detskych choréb,

YKP3089C033

lekarskych zdznamov ucastnikov), alebo ktoré sa
inak tykaju Stadie (,,Doverné informacie), su
majetkom Zadavatela a Pracovisko nie je
opravnené poskytnut’ ich tretej strane a ani sa
nesmt pouzit' na akykol'vek iny tcel odlisny od
vykonu Stadie bez predchadzajuceho pisomného
suhlasu Zadavatela, pocas obdobia siedmich (7)
rokov po wukonceni plnenia tejto Zmluvy.
Predmetny zavazok zachovania dévernosti nebude
platit’ pre Doverné informacie:

(@) ktoré su alebo sa stan( verejne zname bez
zavinenia Pracoviska;

(b) o ktorych moze Pracovisko preukazat, ze
uz boli v stlade so zadkonom vo vlastnictve
alebo drzbe Pracoviska Vvden ich
poskytnutia  Pracovisku  a nepodliehali
zavazku zachovania dévernosti;

ktoré ziskalo Pracovisko od tretej strany
bez obmedzenia ich poskytovania, alebo

(©)

ktoré Pracovisko vyvinulo nezavisle bez
vyuzitia vyhody Dévernych informacii,
ako to preukazuju prislusné pisomné
zaznamy.

(d)

Pripustné _poskytnutie _informacii. Povinnost’
Pracoviska neposkytnit’® anepouzit Ddverné
informacie sa nebude vztahovat na pripad, ak je
Pracovisko povinné podla vSeobecne zavidznych
pravnych predpisov poskytnit’ Doverné informacie
pod podmienkou, ze Pracovisko bezodkladne
upozorni Zadavatel'a na takato poziadavku pred
samotnym poskytnutim informécii, aby poskytlo
Zadavatel'ovi moznost’ namietat’ proti uvedenej
poziadavke alebo zabezpecCit vhodné ochranné
opatrenie. Tento ¢lanok 4 neobmedzuje prava ani
povinnosti ~ Pracoviska  podla  ¢lanku 6
Publikovanie.

5. OCHRANA SUKROMIA A UDAJOV.

Zmluvné strany sa dohodli, ze kazda z nich
dodrziavat’  povinnosti  vyzadované
Nariadenim  Eurdpskej  Unie

bude
vseobecnym

Revised January 2016
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Regulation (“GDPR”) and any applicable privacy
and data protection laws. PRA will provide a
personal information consent form to obtain the
Study Team members’ consent with regard to their
own personal information use, processing, holding
and transfer of their information to countries other
than their own, that may not have the same level of
data protection as their own country. Site will
process the personal data of Study subjects and
Study Team members under the sphere of its
responsibilities laid out in detail in this Agreement.
Site shall ensure that the Information Notices of
the Sponsor is made available to the Study subject
at the time and in the manner required by the
GDPR, and that the Study subjects are informed of
their rights in accordance with articles 13 and 14 of
the GDPR. For any personal information received
from either the Study subjects or the Study Team,
the Sponsor will be the data controller where the
Study is within the European Union, and Sponsor
will process the personal data as outlined in the
Protocol..

6. PUBLICATION.

Where the Study is conducted in the EEA,
Sponsor is required by law to publicly disclose the
performance of the Study and publish the summary
results of the Study within 6 or 12 months
(depending on the type of trial) of its completion at
all sites and will do so without further notice to
Institution and Investigator. Institution and
Investigator hereby consent to allow Sponsor or
PRA to disclose or allow any competent authority
to disclose their name as well as the address of the
Institution and name of the Investigator where the
Protocol will be performed and its results,
following completion, in generally available trial
databases to the extent required by any applicable
laws and regulations.

The Study is part of a multi-site study, and
publication of the results of the Study conducted at
the Site shall not be made before the first multi-site

Narodny Ustav detskych choréb,
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0 ochrane osobnych udajov (d’alej len ,,GDPR* —
General Data Protection Regulation) a vsetkymi
vseobecne zaviznymi pravnymi predpismi v
oblasti ochrany sUkromia a udajov. PRA doda
formular  suhlasu s poskytnutim osobnych
informacii na ziskanie sthlasu od ¢lenov Timu
Studie s pouzitim, spracovanim  drzanim
a presunom ich vlastnych osobnych udajov do
inych krajin, ako je ich vlastnd, ktoré nemusia
poskytovat’ rovnaka troven ochrany Udajov ako
ich vlastna krajina. Pracovisko bude spracuvat
osobné tdaje Gcastnikov Stadie a &lenov Timu
Stadie vramci svojich zodpovednosti, ktoré su
podrobne uvedené v tejto Zmluve. Pracovisko
zabezpeci, aby boli informacné oznamenia
Zadavatel'a k dispozicii u¢astnikovi Stadie v ¢ase
asposobom, ktory sa pozaduje na zaklade
nariadenia GDPR, a tak, aby t&astnici Studie boli
informovani o svojich pravach v sulade s
¢lankami 13 a 14 nariadenia GDPR. Pre kazda
osobnu informaciu ziskan( od wcastnikov Stidie
alebo Timu S$tadie bude Zadavatel' spravcom
tdajov, ak sa Stadia bude vykonavat' v ramci
Europskej Unie, a Zadavatel' bude spracuvat
osobné Udaje tak, ako je uvedené v Protokole.

6. PUBLIKOVANIE.

Ak sa Stldia vykonava v EHP, Zadavatel je
zo0 z&kona povinny verejne oznamit® vykonavanie
Studie a zverejnit’ jej sthrnné vysledky do 6 alebo
12 mesiacov (v zavislosti od typu Stadie) po jej
ukonéeni na vSetkych pracoviskach avykona to
bez  dalsiecho  oznamenia  Zdravotnickemu
zariadeniu a Skasajucemu. Zdravotnicke
zariadenie a Skusajuci tymto povolujt
Zadavatel'ovi alebo PRA alebo akémukol'vek
prislusnému organu zverejnit' ich mend, ako aj
adresu Zdravotnickeho zariadenia, kde sa bude
Protokol  vykonavat, ajeho vysledky po
dokonceni, ato VvbeZzne dostupnych databazach
klinického skuSania  Vvrozsahu pozadovanom
akymikol'vek platnymi zdkonmi a predpismi.

Stadia je stcastou multicentrickej $tadie a
publikacia vysledkov Stadie realizovanej na
Pracovisku nie je dovolend pred prvou

Revised January 2016
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publication by Sponsor. Once the Sponsor’s multi-
site publication has taken place, the Site shall have
the right to publish its results from the Study,
subject to the notice requirements that follow. If
there is no multi-site publication within eighteen
(18) months after the Study has been completed or
terminated at all Study sites, and all data has been
received, the Site shall have the right to publish its
results from the Study, subject to the following
notice requirements. Prior to submitting or
presenting a manuscript or other materials relating
to the Study to a publisher, reviewer, or other
outside person, the Site shall provide to Sponsor a
copy of all such manuscripts and materials, and
Sponsor shall have sixty (60) days from receipt of
such manuscripts and materials_to review and
comment. At Sponsor’s request the Site shall
remove any Confidential Information (other than
Study results) prior to submitting or presenting the
materials. The Site shall, upon Sponsor’s request,
further delay publication or presentation for a
period of up to one hundred twenty (120) days to
allow Sponsor to protect its interests in any
Sponsor Inventions (as defined below) described in
any such materials.

7. OWNERSHIP.

All documents, protocols, data, know-how,
methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Investigator pursuant to this
Agreement are and shall remain Sponsor’s
property. The completed CRFs, the final report (if
applicable) and all information and data resulting
from the Study including Study results (“Study
Data”), shall also be owned by Sponsor. The
Investigator assigns (and shall require all Study
Team members to assign) to Sponsor all rights,
title and interest, if any, in and to such Study Data.
Sponsor shall not own subject medical records.

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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multicentrickou publikéciou vykonanou
Zadavatelom. Len <o Zadavatel vykona

multicentrickl publikaciu, Pracovisko m& pravo
publikovat’ svoje vysledky Stadie pri dodrzani
nasledujucich oznamovacich poziadaviek. Ak
nebude multicentrickd publikdcia vydand do
osemnastich (18) mesiacov po dokonceni alebo
ukon¢eni Stddie na vietkych pracoviskach,
a vietky tudaje boli prijaté, ma Pracovisko pravo
publikovat’ svoje vysledky Stadie pri dodrzani
nasledujucich oznamovacich poziadaviek. Pred
predloZenim alebo prezentaciou rukopisu ¢i inych
materidlov tykajucich sa Stadie vydavatel'ovi,
lektorovi alebo inej externej osobe, je Pracovisko
povinné predlozit Zadéavatel'ovi kopiu vsetkych
rukopisov. a materidlov na poslUdenie a
pripomienkovanie a  Zadavatel mé& na
pripomienkovanie $est'desiatdiiovi (60) lehotu od
ich prijatia. Na ziadost' Zadavatel'a je Pracovisko
povinné pred predlozenim alebo prezentaciou
materialu odstranit z neho vsetky doverné
informécie (okrem vysledkov Stddie). Na Ziadost
Zadavatel'a je Pracovisko povinné publikaciu alebo
prezentaciu pozdrzat’ o d’al$ich az stodvadsat’ (120)
dni, aby mohol Zadavatel' zabezpeéit ochranu
svojich prdv na vynalezy Zadavatela (ako su
definované  nizSie) popisanych v  tychto
materialoch.

7. VLASTNICTVO.

Vsetky dokumenty, protokoly, udaje, know-
how, metddy, operacie, vzorce, Doverné
informacie a Materialy (ako su definované d’alej)
poskytnuté Skusajucemu podrla tejto Zmluvy, su a
zostani  majetkom  Zadavatela.  Vyplnené
formulare CRF, kone¢na sprava (v prislusnom
pripade) a iné informacie a Udaje, ktoré vyplyvaju
zo Studie, vréatane vysledkov Studie (,,Udaje
stadie”) sU tiez majetkom Zadavatela. SkiSajuci
prevedie (a bude vyzadovat’ od vsetkych Clenov
Timu Stadie, aby previedli) na Zadavatela vSetky
prava, naroky na udaje zo Stadie a podiely
vtychto UGdajoch zo Stadie, ak existujd.
Predmetom vlastnickeho prava Zadavatel'a nie st
lekarske zdznamy tcastnikov.

Revised January 2016
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8. INVENTIONS.

The existing inventions and technologies
of Sponsor or the Investigator are their separate
property and are not affected by this Agreement.
The entire right, title and interest in and to any
inventions, discoveries, know-how, copyrights or
other intellectual property rights that are
conceived, developed, or reduced to practice,
(including all improvements or modifications),
which (i) rely, use, or incorporate the Study Drug;
(ii) incorporate or are anticipated by the Protocol,
or (iii) rely, use, or incorporate any Confidential
Information, shall be the exclusive property of
Sponsor (collectively referred to as ‘“Sponsor
Inventions”). The Investigator shall promptly
disclose in writing to Sponsor each such Sponsor
Invention and hereby assigns (and shall ensure that
all Study Team members hereby assign) to
Sponsor all rights, title and interest, if any, in and
to each such Sponsor Invention. Investigator
agrees to provide, at Sponsor’s expense, reasonable
assistance to Sponsor to enable Sponsor to perfect
and enforce its rights in such Sponsor Inventions.
The Investigator shall have exclusive ownership of
any inventions or discoveries conceived or reduced
to practice solely by the Investigator that are not
Sponsor Inventions.

9. MATERIAL TRANSFER; RETURN OF
MATERIALS; EQUIPMENT.

(@) During the Study, Sponsor or Sponsor’s
designee shall provide to the Site, at
Sponsor’s expense, the Study Drug,
placebo and other compounds, or agents
for the performance of the Study
(collectively, the ‘“Materials™). The
Materials will be used only by the Site for
performance of the Study in accordance
with the Protocol and this Agreement.
The Site shall handle, store, and ship or
dispose of Materials in accordance with
the Protocol and any reasonable written
instructions provided by Sponsor (or
Sponsor’s designee), and in compliance

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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8. VYNALEZY.

Existujice  vynalezy a  technoldgie
Zadavatel'a alebo SkuSajuceho su samostatnym
predmetom vlastnictva atouto Zmluvou nie su
akymkol'vek sposobom dotknuté. Prava, naroky
apodiely k akymkolvek vyndlezom, objavom,
know-how, autorskym pravam alebo inym pravam
na dusevné vlastnictvo, ktoré budd vymyslené,
vyvinuté alebo zrealizované (vratane vsetkych
zlepSeni alebo modifikacii), ktoré (i) sa tykaju
Skusaného lieku, vyuzivaju ho, alebo st v nom
obsiahnuté; (ii) zahfnaju Protokol, alebo su
predpokladané Protokolom; alebo (iii) sa tykaju
Dovernych informacii, vyuzivaju ich, alebo su
Vv nich obsiahnuté, st vyluénym vlastnictvom
Zadavatela (dalej spolocne ako ,,Vynalezy
Zadavatel'a“). Skusajuci bezodkladne pisomne
oznami Zadavatelovi a tym prevedie (a zaroven
zaruci, aby vsetci ¢lenovia Timu stadie previedli)
na Zadavatela vSetky prava, naroky alebo podiely
na kazdy takyto Vynalez Zadavatela. Skusajuci sa
zavdzuje, Zze poskytne na naklady Zadavatela
primeran  suinnost Zadavatelovi, aby mu
umoznil nadobudnut’ a vymahat' prava na takéto
Vynalezy Zadavatela. Skusajuci ma vyluéné
vlastnicke pravo na akékol'vek vynalezy alebo
objavy, vymyslené alebo zrealizované, ktoré
vyvinul vyluéne SkuaSajuci, aktoré nie su
Vynalezmi Zadavatela.

9. PREVOD MATERIALOV, VRATENIE
MATERIALOV, VYBAVENIE.

(@) Pocas Studie Zadavatel alebo osoba
poverend Zadavatelom poskytne na
naklady Zadavatel'a Pracovisku Skusany
liek, placebo a iné zlozky alebo lie¢iva na
vykonavanie Studie (dalej spoloéne ako
,Materialy*). Materialy bude vyuzivat
Pracovisko vyluéne na vykonavanie Stidie
v sulade s Protokolom a touto Zmluvou.
Pracovisko bude zaobchadzat
s Materialmi, skladovat’ ich, prepravovat’
alebo likvidovat' v sulade s Protokolom
a vsetkymi  odévodnenymi  pisomnymi
pokynmi, ktoré poskytne Zadavatel’ (alebo
osoba poverena Zadavatelom) a v sulade
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with all applicable, local and national
laws, rules and regulations including, but
not limited to, those governing hazardous
substances.

Unless otherwise agreed by the parties, in
the event that the Protocol for a Study
requires the collection of blood, tissue or
other biological materials from subjects
(“Biological Materials”) the Investigator
agrees that the use of such Biological
Materials shall be limited to those tests,
analyses or procedures identified in the
Protocol and informed consent as
approved by the IRB/EC.

Upon completion or termination of the
Study, all Materials furnished to the Site
by Sponsor or Sponsor’s designee shall be
promptly returned or destroyed as
directed by PRA. Shipping costs relating
thereto will be paid by PRA.

If Sponsor provides equipment to the Site,
such equipment shall be used only by the
Site for the performance of the Study and
in accordance with any  written
instructions of use and /or training
provided by the equipment manufacturer
or Sponsor. Such equipment is property of
the Sponsor or Sponsor’s designee and
shall be returned, at Sponsor’s expense, to
Sponsor (or Sponsor’s designee), upon
Sponsor’s  written request or upon
completion of the Study. The equipment
to be provided is listed at Exhibit C. In the
event that the equipment is to include
software or any other equipment to which
copyright applies, the Sponsor declares
that he is the owner of such a license that
authorizes him to provide the equipment
to the Institution. Site will use reasonable
care to maintain such equipment while in
its possession, provided that Sponsor shall
be responsible for maintenance and repair

Narodny Ustav detskych choréb,
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so vSetkymi prislusnymi  miestnymi
a vnutroStatnymi ~ pravnymi  predpismi,

pravidlami a nariadeniami, okrem iného aj
vratane predpisov upravujdcich
nebezpecné latky.

Ak sa zcastnené strany nedohodnu inak,
v pripade, ¢ je podla Protokolu Stddie
potrebny odber krvi, tkaniva, alebo iného
biologického materialu od ucastnikov
(,,Biologicky material*), Skusajuci suhlasi,
ze pouzivanie takéhoto Biologického
materialu bude obmedzené na testy,
analyzy, alebo  postupy  uvedené
v Protokole a informovanom suhlase, ktoré
boli schvélené IRB/EK.

Po dokonéeni alebo ukonéeni Stadie budu
vsetky Materialy, ktoré Pracovisku dodal
Zadavatel  alebo  osoba  poverena
Zadavatel'om, ako aj vSetky Biologické
materidly bezodkladne zlikvidované alebo
vratené podla pokynov PRA. Prepravné
naklady suvisiace s vratenim Materialov
uhradi PRA.

Ak  Zadavatel' poskytne Pracovisku
vybavenie, toto  vybavenie  bude
Pracovisko pouzivat' len na vykonavanie
Stadie a v stlade s pisomnymi pokynmi

na pouzitie a/alebo Skolenie, ktoré
poskytne vyrobca vybavenia alebo
Zadavatel. Takéto vybavenie bude
majetkom  Zadavatela alebo osoby

poverenej Zadavatelom. Toto vybavenie
bude na naklady Zadavatela vratené
Zadavatel'ovi (alebo osobe poverenej
Zadavatelom) na zéklade pisomnej
ziadosti Zadavatel'a alebo po dokonceni
Stadie.  Vybavenie, ktoré sa ma
poskytnut, je uvedené v Prilohe C.
V pripade, ak ma byt vybavenim aj
softvér, pripadné iné vybavenie na ktoré
sa vztahuje autorské pravo, Zadavatel
vyhlasuje, Ze je vlastnikom takej licencie,
ktoré ho opraviuje poskytnat vybavenie
Zdravotnickemu zariadeniu. Pracovisko
vyvinie primeran( starostlivost, aby
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costs due to normal wear and tear. In the
event that equipment is damaged for
reasons not due to correct usage or normal
wear and tear, Site shall be liable for the
cost of repair or replacement of the
affected equipment.

10. TERM; TERMINATION.

(@)

(b)

(©)

This Agreement shall commence on the
Effective Date and shall continue in force
until the Study has been completed at the
Site.

This Agreement may be terminated by
PRA at any time and for any reason upon
thirty (30) days written notice, or
immediately upon written notice by any
party for health or safety reasons.

PRA effective immediately upon written
notice for any of the following reasons:

a. authorization and approval to
conduct the Study is withdrawn by
the Food and Drug Administration
or any other local country
administrative or regulatory body;

b. the Study data and test results
support termination of the Study

for any reason, including the
safety and welfare of Study
subjects;

c. if Sponsor or PRA determines, in
its sole and absolute discretion,

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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vykonavalo udrzbu tohto vybavenia, kym
ho bude mat  kdispozicii, pod
podmienkou, ze  Zadavatel  bude
zodpovedny za naklady na udrzbu
a opravy v dosledku bezného
opotrebovania. 'V pripade, ze dojde
k poSkodeniu vybavenia dévodov, ktoré
nestvisia so spravnym pouzivanim alebo
beznym opotrebenim, néklady na opravu
vybavenia alebo vymenu nefunkéného
vybavenia nesie Pracovisko.

OBDOBIE PLATNOSTI, UKONCENIE.

Tato Zmluva nadobudne platnost Dniom
ucinnosti  azostane v plathosti  do
dokoncenia Stadie Pracoviskom.

Tato Zmluvu moéze PRA kedykol'vek
a z akychkol'vek dovodov ukoncit’
pisomnou vypoved’ou S tridsatdennou (30)
vypovednou lehotou alebo ktorakol'vek
zmluvna strana okamzitou pisomnou
vypoved'ou bud’ zo zdravotnych alebo
bezpec¢nostnych dévodov.

PRA s okamzitou u¢innostou pisomnou
vypoved’ou z akéhokol'vek z tychto
dévodov:

a. Urad Food and Drug
Administration  (Urad pre
kontrolu potravin a lieciv USA)
alebo akykol'vek iny miestny Grad
¢i regulaény orgén krajiny zrusi
povolenie a schvalenie vykonavat’
Stadiu;

b. udaje zo Studie a vysledky testov
podporuja  ukondenie  Stidie
z akéhokol'vek dovodu vratane
bezpecnosti a zdravia Ucastnikov
Stadie,

c. ak Zadavatel’ alebo PRA stanovi
na zéaklade vlastného
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that Investigator has failed to a absolutneho rozhodnutia, Ze
recruit or enroll a sufficient Skusajuci nevykonal dostatocny
number of subjects for nabor alebo nezaradil dostato¢ny
participation in the Study, to make poCet ulastnikov na  ucast’

it likely that the statistical v Stadii, aby sa dalo o¢akavat’, ze

requirements applicable to the
Study will be met, within one (1)
year after site activation, after the
reasons for site low enrollment
have been identified and Site has
had a reasonable opportunity to
implement curative actions to
ensure the Site is likely to recruit a
sufficient number of subjects, or

d. Sponsor or PRA determines, in its
sole and absolute discretion, that
the Institution or Investigator
materially breaches the terms of
this Agreement and such breach is
not capable of being cured:;

(d) Upon the effective date of termination of

(€)

this Agreement, an accounting shall be
conducted by the Site, subject to
verification by PRA. Following PRA’s
receipt of adequate documentation, PRA
will pay for:

(i) all services properly rendered and
monies properly expended by the
Site, through the effective date of
termination which have not yet
been paid by PRA; and
non-cancelable obligations properly
incurred for the Study by the Site
prior to receipt of notice of
termination.

(ii)

If the Site has been paid any amounts
which have not been earned hereunder as
of the date of termination, the Institution
shall promptly return to PRA all such
unearned funds within 30 days.

Statistické poziadavky tykajuce sa
Stadie, buda splnené, do jedného

(1) roka od aktivovania
pracoviska, ked” boli zistené
dévody nedostac¢eného
zaradovania Vv Pracovisku
a Pracovisko malo primeranu
prilezitost  zaviest  napravné
opatrenia na zaistenie toho, aby
bolo pravdepodobné, 7e
Pracovisko zaradi dostatocny

pocet ticastnikov, alebo

d. Zadavatel’ alebo PRA stanovi na
zéklade vlastného a absolutneho
rozhodnutia, Zze Zdravotnicke
zariadenie  alebo Sktsajuci
zasadne porusili podmienky tejto
Zmluvy atakéto porusenie sa
neda napravit’.

(d) Po dni u¢innosti ukoncenia tejto Zmluvy

(€)

Pracovisko vyhotovi vytctovanie, ktoré
musi byt osvedCené spolo¢nostou PRA.
Ked PRA dostane prislusna
dokumentéciu, zaplati za:

(i) vSetky sluzby riadne poskytnuté
a vydavky riadne vynalozené
Pracoviskom, az do  dna
ukondenia, ktoré dosial’ neboli
uhradené spolo¢nostou PRA a

(if) nezrusitelné  zavazky,  ktoré
Pracovisku riadne vznikli pri
vykonavani Stidie eSte pred
prijatim vypovede.

Ak boli Pracovisku vyplatené akékol'vek
sumy, ktoré ku dnu ukonCenia Zmluvy
neboli podla tejto Zmluvy kryté
protiplnenim,  Zdravotnicke zariadenie
bezodkladne vrati spolo¢nosti PRA vsetky
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(f) Immediately upon receipt of a notice of
termination, the Investigator shall stop
screening and enrolling subjects into the
Study and shall, as directed by PRA,
cease conducting Study procedures on
subjects already enrolled in the Study, to
the extent medically permissible, and to
cease, to the extent reasonably feasible,
from incurring any additional Study
expenses.

11. INSURANCE.

The parties hereto acknowledge that
Sponsor has obtained insurance cover, as required
by applicable law, for Study subject’s injuries
arising from their participation in the Study. The
Sponsor declares that the subject of the insurance
ensured by the Sponsor in accordance with the
provisions of Act 362/2011 Coll. on medicines and
medical devices and on the amendment of certain
laws as amended covers all procedures and
actions that need to be performed during the Study
according to the Protocol. The Sponsor hereby
declares that, if necessary and upon written request
from Site, Site will be provided with an original or
a certified copy of the insurance policy by the
Sponsor.

The insurance of the Sponsor does not
relieve the Institution/Investigator from its
obligation to be liable and responsible to the
Sponsor for its own negligence and willful
misconduct, or its failure to adhere to the terms of
this Agreement, the Protocol or any laws or
regulations applicable to the Study.

Site declares that it has a compulsory
liability insurance for damage caused during the
provision of health care in accordance with
generally applicable legal regulations and this
insurance is valid and will be valid for the entire
duration of the clinical research study. Upon
request by Sponsor and/or PRA, the Site will
provide Sponsor /PRA with a certificate that such

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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takéto preddavky do 30 dni.

(f) Po prijati vypovede Skusajuci ihned
ukonc¢i skrining a nabor ucastnikov do
Studie aprestane vykonavat  postupy
u Geastnikov, ktori uz boli do Studie
zaradeni, ato podla pokynov PRA
avrozsahu, ktory je pripustny zo
zdravotného hl'adiska pacientov a prestane
v primerane moznom rozsahu vytvarat
akékol'vek dalsie naklady v savislosti so
Stadiou.

11. POISTENIE.

Zmluvné strany uznavaju, ze Zadavatel
ziskal poistné krytie v stlade s platnymi pravnymi
predpismi pre pripadné zranenia udastnikov
Studie, ktoré vznikna z dévodu udasti na Stadii.
Zadavatel' vyhlasuje, Ze predmetom poistenia
zabezpeéeného Zadavatel'om v zmysle ustanoveni
Zé&kona 362/2011 Z. z. o liekoch a zdravotnickych
pomdckach a o zmene a doplneni niektorych
zakonov Vv zneni neskorSich predpisov st pokryté
vSetky vykony a tkony, ktoré je potrebné vykonat’
pocas Studie podla Protokolu. Zadavatel tymto
vyhlasuje, Ze v pripade potreby ana zéklade
pisomnej ziadosti  Pracoviska, poskytne
Pracovisku original, pripadne osvedc¢enti kopiu
poistnej zmluvy.

Poistenie Zadavatela nezbavuje
Zdravotnicke zariadenie /SkuSajuceho povinnosti
niest’ zodpovednost’ vo¢i Zadavatelovi za svoju
vlastni nedbanlivost a Umyselné nespravne
konanie alebo za nedodrzanie podmienok tejto
Zmluvy, Protokolu alebo akychkol'vek zakonov
alebo nariadeni uplatnitelnych na Stadiu.

Pracovisko prehlasuje, ze ma platné a po
celd dobu Klinickej vyskumnej $tadie bude mat’
platné povinné poistenie zodpovednosti za Skodu
spbsobenu pri poskytovani zdravotnej
starostlivosti podl'a vSeobecne platnych pravnych
predpisov. Na poziadanie Zadavatela a/alebo
PRA poskytne Zadavatel'ovi/ PRA potvrdenie, Ze
takéto poistenie je platné.
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insurance is valid.
12. LIABILITY.

The Site is and shall remain liable for any
harm, claims, actions or expenses (including legal
expenses) resulting from or connected with the
negligence, omission or fault on the part of the
Institution, Investigator or any Study Team
members.

The Sponsor is responsible for and will
indemnify the Institution for any damage
(including sanctions, fines, performance awarded
by courts or other authorities, legal representation
costs, etc.) incurred by the Institution in connection
with the performance of the Study, with the
exception of damages according to the previous
sentence and/or damage attributable to Institution’s
breach of this Agreement.

13. STATUS OF SPONSOR.

Sponsor is an intended third-party
beneficiary to this Agreement. To the extent
applicable law does not allow vesting of any rights
directly in Sponsor under this Agreement, such
rights will vest in PRA, on Sponsor’s behalf.

14. CERTIFICATIONS.

(@) The Institution and the Investigator
hereby individually certify that they have
not been debarred or disqualified from
participating in clinical research under
any laws or regulations. If during the
term of this Agreement, the Institution or
the Investigator (i) becomes debarred or
disqualified or (ii) receives notice or
threat of an action with respect to its
debarment or disqualification, the
Institution and/or the Investigator, as the
case may be, shall notify PRA
immediately.

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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12. ZODPOVEDNOST.

Pracovisko je azostane zodpovedné za
akékol'vek poskodenie, naroky, Zzaloby alebo
vydavky (vratane pravnych nékladov), ktoré
vzniknd v db6sledku nedbalosti, opomenutia,
zavinenia zo strany Zdravotnickeho zariadenia,
Skusajiiceho alebo ktoréhokol'vek c¢lena Timu
Stadie.

Zadavatel je zodpovedny  a odskodni
Zdravotnicke zariadenie za akukol'vek Skodu
(vratane sankcii, pokuat, plneni priznanych stdmi

alebo inymi  orgdnmi, néklady pravneho
zastlpenia a pod.), ktord vznikne Zdravotnickemu
zariadeniu v suvislosti s vykonom  Studie

s vynimkou $§kod podla predchadzajucej vety
a/alebo Skody spdsobené porusenim tejto Zmluvy
zo strany Zdravotnickeho zariadenia.

13. STATUT ZADAVATELA STUDIE.

Zadavatel' Studie je stanovenou opravnenou
tretou osobou podla tejto Zmluvy. V pripade, Ze
platné predpisy nedovol'uju, aby Zadavatel na
zaklade tejto Zmluvy priamo nadobudal prava,
bude tieto prava v mene Zadavatel'a nadobudat’
PRA.

14. POTVRDENIA.

(a)

Zdravotnicke zariadenie a Skusajtci tymto
jednotlivo potvrdzujd, ze neboli vylaceni,
ani diskvalifikovani z G¢asti na klinickom
vyskume podla akychkol'vek vSeobecne
zavaznych pravnych predpisov alebo
nariadeni. Ak pocas obdobia trvania tejto
Zmluvy bude Zdravotnicke zariadenie alebo
Skusajtci (1) vylucené(y) alebo
diskvalifikované(y), alebo (ii) dostane
oznamenie 0 zacati konania alebo hrozbe
zacatia konania s cielom vylucenia alebo
diskvalifikacie, Zdravotnicke =zariadenie
alalebo  Skusajuci, podla  okolnosti,
bezodkladne oznami tato skuto¢nost’ PRA.
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(b) Institution and the Investigator each
certify that neither the Investigator nor
any Study Site Team Participant is subject
to any conflicting obligations or legal
impediments and/or has any financial,
contractual or other interests in the
outcome of the Study that might interfere
with the performance of the Study or that
is likely to affect the reliability and
robustness of the data generated in the
Study. Investigator shall inform the
Sponsor immediately upon learning of the
existence of any financial arrangement or
interest between the Investigator, any
Study Site Team Participant, and the
Sponsor.”

(c) The Institution and the Investigator
hereby individually certify that they have
not and will not use in any capacity the
services of any individual or entity which
has been debarred or disqualified from
participating in clinical research under
any laws or regulations. In the event that
the Institution or the Investigator becomes
aware of the debarment, threatened
debarment, disqualification or threatened
disqualification of any such individual or
entity, the Institution and/or the
Investigator, as the case may be, shall
notify PRA immediately.

(d) The Institution and Investigator
individually warrant and promise that, in
connection with this Agreement, (i)
it/he/she has not and will not (directly or
indirectly) make any improper payment
or offer (or authorizing another to pay or
offer) money or anything of value to a
government official or any other person
connected with the provision of services
under this Agreement, in order to
improperly influence any act or decision

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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Zdravotnicke zariadenie a SkuSajuci tymto
potvrdzujt, Ze ani Skusajtci ani ¢len Timu
skusajuceho Pracoviska nie su viazani
povinnostami alebo pravnymi prekazkami,
ktoré by boli v rozpore, a/ani nemaju Ziadne
finan¢né, zmluvné ¢i iné zaujmy tykajlce sa
vysledku Studie, ¢o by mohlo ovplyviiovat
vykonévanie, Stadie alebo by
pravdepodobne ovplyviiovalo spolahlivost’
a silu idajov ziskanych zo Studie. Skusajuci
bude okamzite po =zisteni akychkol'vek
finan¢nych dohod alebo zaujmov medzi
Skasajicim, akymkolvek ¢lenom Timu
skuisajuceho pracoviska Stadie a
Zadavatel'om informovat’ Zadéavaterla.

Zdravotnicke zariadenie a Skusajuci tymto
potvrdzuju, Ze nevyuzivali anebudl
vyuzivat akymkol'vek spdsobom ¢innosti
fyzickej osoby, alebo pravnickej osoby,
ktora bola vylucena alebo diskvalifikovana
z Gcasti na klinickom vyskume na zaklade
akychkol'vek pravnych predpisov alebo
nariadeni. V pripade, ze sa Zdravotnicke
zariadenie alebo SkuSajuci dozvie o
vyluceni, hroziacom vylucent,
diskvalifikéacii alebo hroziacej
diskvalifikéacii ~ fyzickej osoby, alebo
pravnickej osoby, ktord poskytuje sluzby
Zdravotnickemu zariadeniu alebo
Skusajucemu, ktoré sa priamo alebo
nepriamo tykaju Cinnosti podla tejto
Zmluvy, Zdravotnicke zariadenie a/alebo
Skusajuci, podla okolnosti, bezodkladne
oznami tuto skutocnost’ PRA.

Zdravotnicke zariadenie a SkuSajuci sa
individualne  zaruGuju  aslubujl, Ze
v stvislosti s touto Zmluvou (i) (priamo ani
nepriamo) nevykonali ani nevykonaju
ziadne neprimerané platby alebo ponuky
(ani neopravni inG osobu na vykonanie
platieb alebo ponuky) na zaplatenie
finanénych  prostriedkov  alebo  inej
hodnotnej veci vladnemu dradnikovi alebo
inej osobe v suvislosti s poskytovanim
sluzieb na zéklade tejto Zmluvy na
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of such official or person, to induce such
official or person to do or omit to do any
act in violation of his or her relevant duty,
to obtain any improper advantage, to
procure improper performance of a
function or activity associated with this
Agreement or in the case of a government
official, to induce such official to use his
or her influence improperly to affect or
influence any act or decision of a
government and (ii) it/he/she has not and
will not (directly or indirectly) request,
accept or receive money or anything of
value to procure improper performance of
a function or activity associated with this

Agreement.

(e) The Institution and Investigator
individually represent and warrant that
it/he/she:

i. has the experience, capabilities,
adequate subject population, and
other resources, including but not
limited to, sufficient personnel and
equipment, to accurately,
efficiently and diligently perform
the Study.

ii. will perform the Services
hereunder in a professional and
competent manner, and will utilize
due diligence and devote the
necessary personnel and
equipment at all times to perform
the Study hereunder in such
manner.

iii.  will conduct the Study in strict
accordance with the Protocol and
this Agreement.

15. ASSIGNABILITY.

Site may not assign any of its rights or
delegate any performance under this Agreement,
voluntarily or involuntarily, whether by merger,

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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neprimerané ovplyvnenie c¢inu alebo
rozhodnutia takéhoto Uradnika alebo osoby,
na ovplyvnenie takéhoto uradnika alebo
osoby, aby konali alebo nekonali porusenim
svojich prislusnych povinnosti, s cielom
ziskat’ akukol'vek neprimeranti vyhodu, aby
vyvinuli neprimeranu ¢innost’ alebo aktivitu
suvisiacu s touto Zmluvou alebo v pripade
vlddneho dradnika naviedli takéhoto
uradnika, aby neprimerane pouzil svoju
moc na ovplyvnenie ¢inu alebo rozhodnutia
vlady a (ii) nepoziadali ani nepoziadaju,
neakceptovali ani neprijali (priamo ¢&i
nepriamo) finanéné prostriedky ani ind
hodnotni vec na ziskanie neprimeraného
vykonu funkcie alebo ¢innosti v sUvislosti
s touto zmluvou.

Zdravotnicke zariadenie a SkuSajuci
individualne vyhlasuju a zaruéuju, ze

i.  maju  skusenosti,  schopnosti,
primerant populéciu  ucastnikov
a iné zdroje, okrem iného aj vratane
dostato¢ného personalu a vybavenia
na presné, ucinné a dosledné
vykonavanie Studie.

ii.  budu poskytovat’ Sluzby na zaklade
tohto dokumentu odbornym
a kompetentnym spdsobom a vzdy
vynalozia naleziti svedomitost’ a
potrebny personal a vybavenie na
vykonavanie tejto Studie na zaklade
tohto dokumentu takymto
spdsobom.

iii. budi vykonavat Stadiu striktne
v sulade s Protokolom as touto
Zmluvou.

15. POSTUPENIE.

Pracovisko nie je opravnené postupit’ Ziadne

svoje prava ani poverit ini osobu plnenim tejto
zmluvy, dobrovolne ¢i nedobrovolne, ¢i uz na
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consolidation, dissolution, operation of law, or any
other manner except with the prior written consent
of PRA, and any purported assignment or
delegation without PRA’s written consent is void.

16. NOTICES.

With the exception of Study funds paid by
PRA pursuant to Section 2 hereof, all notices
required or permitted to be given under this
Agreement shall be in writing and shall be (a)
delivered personally, (b) sent by certified mail, or
(c) sent by a nationally-recognised courier
guaranteeing next-day delivery, to the recipients
below. The parties agree that changes to the
addresses below for receipt of notices under this
Section may be effected by a letter signed by the
relevant party and does not require an amendment
to this Agreement signed by all parties:

If to PRA:

Pharmaceutical Research Associates SK s.r.o.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD

United Kingdom

Attention:

If to the Sponsor:

SK Life Science, Inc.

461 From Road 5th Floor,

Paramus, NJ 07652

Attention: Clinical Operation Department
With a copy to Legal Department

Email:

If to the Institution:

Néarodny Ustav detskych chordb
Limbova 1, 833 40 Bratislava,
Slovak Republic

Attention: |

If to the Investigator:

Néarodny Ustav detskych choréb

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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zaklade zlucenia, konsolidacie, zrusenia, priamo zo
zakona, alebo akymkolvek inym sposobom,
s vynimkou predchadzajuceho pisomného sthlasu
PRA. Akékol'vek udajné postdpenie bez
pisomného stuhlasu PRA je netcinné.

16. OZNAMENIA.

S vynimkou finanénych prostriedkov Studie
uhradenych spolocnostou PRA podla ¢lanku 2
tejto Zmluvy, vSetky oznamenia, pozadované alebo
povolené podla tejto Zmluvy, buda v pisomnej
forme abuda (a) dorucené osobne, (b) zaslané
doporucenym listom, alebo (c) zaslané celostatne
uznavanym kuriérom, zarucujicim dorucenie hned’
v nasledujuci den niz$ie uvedenym prijemcom.
Zmluvné strany sa dohodli, Ze zmeny nizSie
uvedenych adries ur¢enych na prijimanie oznamov
podla tohto ¢lanku mozno vykonat' formou listu
podpisaného  prislusnou  zmluvnou  stranou
anevyzaduje sa vyhotovenie dodatku k tejto
Zmluve podpisaného vSetkymi stranami:

Pre PRA:

Pharmaceutical Research Associates SK s.r.o.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD

Velka Britania

Do rak: I

Pre Zadavatel'a:

SK Life Science, Inc.

461 From Road 5th Floor,

Paramus, NJ 07652

Do ruk: Oddelenie klinickych operécii
Zaslanie kdpie pravnemu oddeleniu
Email:

Pre Zdravotnicke zariadenie:
Narodny Ustav detskych chordb
Limbova 1, 833 40 Bratislava,
Slovenska republika

Do rak: I

Pre Sku$ajiiceho:

Narodny Ustav detskych choréb
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Limbova 1
833 40 Bratislava
Slovak Republic

Attention: |

17. USE OF NAMES.

The Institution and Investigator shall not
use the name, symbols and/or trademarks of PRA
or the Sponsor in any form of publicity in
connection with the Study unless explicitly
approved by PRA or the Sponsor in advance.
Institution and Investigator agree that, in
accordance with applicable law, Sponsor may
make public the amount of funding provided
hereunder for the conduct of the Study and may
identify Institution and Investigator as part of this
disclosure.

18. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS.

a) The Institution and Investigator shall
maintain IT and organizational security
measures sufficient to protect the personal
information, when in their possession and
whilst being transferred to PRA, Sponsor
or other third parties. The Institution and
Investigator shall ensure that all Study
Team members comply with the
obligations imposed wupon them by
applicable data protection laws and
specifically, the removal of patient
personal identifiers from any
communications external to the Site unless
necessary for safety purposes or required
by law.

b) If this Agreement is signed electronically,
Institution and Investigator shall ensure
that they have adequate software in place
for such signature to create a legally
binding Agreement.

c) Mobile health (mHealth) applications,
where used in the pursuit or provision of
the services, shall comply with applicable

Slovak Republic /Institution/Investigator Clinical Trial Agreement
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Limbova 1
833 40 Bratislava
Slovenska republika

Do rak: I

17. POUZIVANIE NAZVOV.

Zdravotnicke zariadenie a Skusajuci nesmie
pouzivat’ nadzov, symboly a/alebo ochranné
znamky PRA alebo Zadavatela v akejkol'vek
forme publicity v suvislosti so Stadiou, pokial’ ich
PRA alebo Zadavatel’ vyslovne vopred neschvali.
Zdravotnicke zariadenie a Skusajuci suhlasia, Ze
Zadavatel moze v sulade s prislusnymi pravnymi
predpismi zverejnit’ tuto Zmluvu, vratane sumy
finan¢nych prostriedkov poskytnutych na zéaklade
tejto Zmluvy za vykonavanie Stidie a moze
ozna¢it' Zdravotnicke zariadenie a Skusajiceho
ako sucast’ tohto zverejnenia.

18. SYSTEMY A BEZPECNOST
INFORMACNYCH TECHNOLOGII.

a) Zdravotnicke zariadenie a Skusajuci musia
udrziavat' dostatocné IT a organizacné
bezpe€nostné  opatrenia na  ochranu
osobnych udajov, ked’ st v ich vlastnictve
a ked’ sa prevadzaji na PRA, Zadavatel'a
alebo iné tretie strany. Zdravotnicke
zariadenie a SkuaSajtci zabezpelia, aby
vSetci Clenovia Timu Stadie dodrziavali
zavézky, ktoré im ukladaju platné zékony
na ochranu osobnych udajov a konkrétne
odstranili osobné identifikatory pacienta
z akejkol'vek komunikécie mimo
Pracoviska, pokial nie sU nevyhnutné
z bezpecnostnych dévodov alebo
pozadované pravnymi predpismi.

b) Ak je tato zmluva podpisana elektronicky,
musi Zdravotnicke zariadenie a Skusajuci
zabezpeCit, aby mali  k dispozicii
dostato¢ny softvér pre tento podpis a mohli
vytvorit’ pravne zavizni zmluvu.

¢) Ak sa na sledovanie alebo poskytovanie
sluzieb pouzivaji mobilné aplikécie
starostlivosti o0 zdravie (mHealth), budd
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electronic security requirements, medical
device legislation, if applicable and all
applicable data protection laws to ensure
the security of all confidential and patient
personal information transmitted in this
manner. Study data obtained through
mobile applications shall be securely
stored as long as required by applicable
legislation and regulations.

19. WAIVER; SEVERABILITY.

No waiver of any term or condition of this
Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of such
term or condition, or of any other term or condition
of this Agreement. If any terms or conditions of
this Agreement are held to be invalid, illegal or
unenforceable the remaining terms and conditions
contained herein shall not be affected.

20. ENTIRE AGREEMENT; EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits
attached hereto, constitutes the full understanding
of the parties with respect to the subject matter
hereof and a complete and exclusive statement of
the terms of their agreement, and no terms,
conditions, understanding or agreement purporting
to amend, modify, vary or waive the terms of this
Agreement shall be binding unless made in writing
and signed by an authorised representative of each
party hereto. This Agreement and any amendment
hereto may be executed in several counterparts,
each of which shall be deemed an original but
taken together shall constitute one and the same
instrument. The priority language of this
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tieto mobilné aplikacie zodpovedat’
platnym  poziadavkam  elektronicke;
bezpecnosti, pravnym predpisom

o0 zdravotnickych poméckach, ak je to
relevantné, a vsetkym platnym zakonom
na ochranu osobnych udajov, aby bola
zaistena bezpecnost’ vsetkych dovernych
informacii a osobnych informaécii
pacientov prenasanych tymto spdosobom.
Udaje tykajiice sa §tudie ziskané pomocou
mobilnych aplikdcii budd bezpecne
ulozené tak dlho, ako to vyzaduji platné
pravne predpisy a nariadenia.
19. VZDANIE SA PRAVA,
ODDELITELNOST.

Neuplatnenie prava podla ktoréhokol'vek
ustanovenia tejto Zmluvy, ¢i uz konanim alebo
inak v jednom alebo viacerych pripadoch, sa
nebude vykladat’ ako d’alSie alebo trvalé vzdanie
sa prava podla takéhoto ustanovenia alebo iného
ustanovenia tejto Zmluvy. Ak jedno alebo viacero
ustanoveni tejto Zmluvy bude vyhlasenych za
neplatné, neucinné, nezakonné alebo
nevykonatelné v akomkol'vek ohl'ade, platnost,
zakonnost' a vykonatel'nost’ ostatnych ustanoveni
vnej uvedenych nebude ziadnym spdsobom
ovplyvnend ani ohrozena.

20. CELA DOHODA, PRILOHY,

EXEMPLARE.

Tato Zmluva, spolu sPrilohami Kk nej
pripojenymi, tvori ucelend dohodu zmluvnych
stran o jej predmete a UpIné a vylu¢né vyhlasenie
podmienok tejto Zmluvy, pricom akékol'vek
vyrazy, podmienky, dojednania alebo dohody,
ktoré by mali menit, modifikovat, upravovat
alebo zruSovat podmienky a ustanovenia tejto
Zmluvy, budu zavazné len vtedy, ak budd
vyhotovené pisomne apodpisané opravnenym
zastupcom kazdej zmluvnej strany tejto Zmluvy.
Tato Zmluva a akykol'vek dodatok k nej sa moze
vyhotovit'" v niekol’kych exemplaroch, z ktorych
kazdy sa bude povazovat’ za original, ale spolo¢ne
budi predstavovat’ jednu atd istd listinu.
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Agreement will be English.

21. CONTINUING OBLIGATION;
SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided
herein, termination of this Agreement shall not
relieve any party hereto from any obligation under
this Agreement that accrued or arose from facts
and circumstances in existence prior thereto. In
addition, the provisions of this Agreement that by
their nature contemplate continuing obligations
shall survive expiration or termination of this
Agreement.

22. GOVERNING LAW.

This Agreement shall be governed by the
laws of the country where the services are
performed, i.e. by the legal order of the Slovak
Republic, excluding conflict of law rules.

The Parties have agreed that in the event of
any dispute, the general court of the Site is
competent to resolve it.

Language. This Agreement is drawn up in
Slovak and in English language, and both language
versions are equally valid. In case of ambiguities
or contradictions in the interpretation of terms
between these two versions, the Slovak version
shall be decisive. In the event of any discrepancy
between the two language versions, the Slovak
version shall prevail, provided that the English
version shall be sufficiently consulted to determine
the genuine intention of the Parties with respect to
the discrepancy.

PRA and the Sponsor and the Investigator
agree not to enter into a separate contract relating
to the Trial under this Agreement or any part
thereof between the Sponsor and/or PRA (or an
entity authorized by them) and the Investigator or
with any member of the Trial Staff.
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Prioritnym jazykom tejto Zmluvy bude anglicky
jazyk.

21. PRETRVAVAJL:JCI ZAVAZOKV.
PRETRVAVAJUCA PLATNOST
USTANOVENI.

Ak taito Zmluva neustanovuje  inak,

ukoncenie tejto Zmluvy nezbavuje ziadnu zmluvna
stranu povinnosti plnenia akéhokol'vek zavazku
podl’a tejto Zmluvy, ktory uz nastal alebo vznikol
na zaklade skuto¢nosti a okolnosti, ktoré existovali

pred takymto ukonéenim. Ustanovenia tejto
Zmluvy, ktoré svojou povahou predstavujd
zavazky, ktoré ukoncenim tejto  Zmluvy

nezanikaji, budi nadalej platit’ aj po uplynuti
platnosti alebo ukonéeni tejto Zmluvy.

22. ROZHODNE PRAVO.

Tato Zmluva sa bude riadit’ prislusnymi

pravnymi  predpismi  krajiny, v ktorej su
vykonavané sluzby, t. j. prdvnym poriadkom
Slovenskej republiky, svynimkou koliznych
noriem.

Zmluvné strany sa dohodli, Ze v pripade
akéhokol'vek sporu je na jeho rieSenie prislusny
v§eobecny sud Pracoviska.

Jazyk. Téato zmluva je vyhotovena v
slovenskom aj v anglickom jazyku, priCom obidve
jazykové verzie maji rovnaku platnost’. V pripade
nejasnosti alebo rozporov vo vyklade pojmov
medzi tymito dvomi verziami bude rozhodujlca
slovenska verzia. V pripade akéhokol'vek rozporu
medzi tymito dvoma jazykovymi verziami ma
prednost’ slovenskd verzia za predpokladu, ze
anglicka verzia bude dostato¢ne konzultovana, aby
bolo mozné urCit skutocny umysel stran s
ohl'adom na nezrovnalost’.

PRA a Zadavatel’ a Skusajtci sa zavazuju, ze
neuzavra samostatni zmluvu tykajucu sa skiiSania
podla tejto zmluvy alebo jej casti medzi
spoloénostou Zadavatelom a/alebo PRA (alebo
nimi splnomocnenym subjektom) a skua$ajicim
alebo s ktorymkol'vek ¢lenom personalu skusania

Revised January 2016
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SIGNATURES APPEAR ON FOLLOWING PODPISY su UVEDENE NA
PAGE NASLEDUJUCEJ STRANE
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IN WITNESS WHEREOQOF, the parties
have caused this Agreement to be executed by their
duly authorized representatives on the date(s)
indicated below, but effective for all purposes as of
the Effective Date.

YKP3089C033

NA DOKAZ TOHO zmluvné strany
podpisali tato Zmluvu prostrednictvom svojich
opravnenych zastupcov v dole uvedeny den, ale
s ucinnost'ou pre vsetky ucely az v Deil ucinnosti.

PHARMACEUTICAL RESEARCH ASSOCIATES SK s.r.o.

By / Podpisal:
Authorised Signature / Opravnena osoba

Name / Meno: NS

Title / Funkcia: [ GG

Date / Datum:

INSTITUTION / ZDRAVOTNICKE ZARIADENIE

By / Podpisal:
Authorised Signature / Opravnena osoba

Name / Meno: [N
Title / Funkcia: [ |G

Date / Datum:

INVESTIGATOR / SKUSAJUCI

By / Podpisal:

Name / Meno: |
Title / Funkcia: [

Date / Datum:

Revised January 2016
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EXHIBIT A/PRILOHA A
PAYMENT TERMS / PLATOBNE PODMIENKY
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EXHIBIT B/PRILOHAB
BUDGET / ROZPOCET
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Total Cost per Patient| 5.785.001|
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