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CLINICAL TRIAL AGREEMENT
Protocol # FpA-AS-30094

This Clinical Trial Agreement (“Agreement) dated as of
the date of last signature and effective as of the date of
publication of the Redacted Agreement in Central
Register of Contracts (hereinafter defined) in accordance
with Section 31. (“Effective Date*) between

Syneos Health UK Limited, with principal offices
located in the United Kingdom at Farnborough Business
Park, 1 Pinehurst Road, Farnborough, Hampshire,
GU14 7BF, United Kingdom, including its affiliates,
subsidiaries, and specifically its parent company
Syneos Health, LLC (“CRO%)

and

Detska fakultna nemocnica KosSice, with a place of
business at Trieda SNP 1, 040 11 KosSice, Slovak
Republic, Company ID Nr.: 00606715 (“Institution®).

“Party” means CRO or Institution equally, and “Parties
shall mean all of them.

BACKGROUND

By separate agreement, Teva Branded Pharmaceutical
Products R&D, Inc. with a principal place of business at
145 Brandywine Parkway, West Chester, Pennsylvania
19380, USA (“Sponsor*) has engaged
Syneos Health, LLC, a contract research organization
with a principal place of business in the United States at
1030 Sync Street, Morrisville, North Carolina, 27560,
USA acting as an independent contractor, to act on behalf
of Sponsor for the purposes of transferring certain
obligations in connection to this Agreement, said
obligations including but not limited to negotiations and
execution of the Agreement and payment administration
for services performed and described hereunder.

Sponsor wishes to support a clinical trial with Sponsor
Drug (hereinafter defined), encoded FpA-AS-30094
entitled “A Randomized, Double-Blind, Multicenter,
Active-Controlled, Parallel-Group Study to Evaluate
the [Efficacy and Safety of Fluticasone
Propionate/Albuterol Sulfate Fixed Dose
Combination on Severe Asthma Exacerbations in
Patients with Asthma“ (“Protocol®) to be conducted at
Institution (“Trial®) to involve patients participating in
the Trial (“Trial Subjects®).

ZMLUVA O KLINICKOM SKUSANI
Protokol ¢. FpA-AS-30094

Tato zmluva o klinickom skuSani (“zmluva®) nadobtda
platnost’ k datumu pripojenia posledného podpisu a
ucinnost’ k datum zverejnenia zmluvy v Centralnom
registri zmlav (ako uvedené nizsie) v stlade s odsekom
31. (“datum platnosti*) sa uzatvara medzi

Syneos Health UK Limited, shlavoym sidlom
v Spojenom kral'ovstve na adrese Farnborough Business
Park, 1 Pinehurst Road, Farnborough, Hampshire,
GU14 7BF, Spojené kral'ovstvo, vratane jej pridruzenych
organizacii, pobocCiek a Specificky jej materskej
spolo¢nosti Syneos Health, LLC (“CRO%)

a

Detska fakultna nemocnica KoSice, so sidlom Trieda
SNP 1, 040 11 Kosice, Slovenska republika, 1CO:
00606715 (“institucia“).

Za “Zmluvnu stranu® sa v rovnakej miere povazuje CRO
a inStitucia, spolu “Zmluvné strany*.

ZAKLADNE INFORMACIE

Teva Branded Pharmaceutical Products R&D, Inc. so
sidlom na adrese 145 Brandywine Parkway, West
Chester, Pennsylvania 19380, USA (“zadavatel*) na
zéklade osobitnej zmluvy poverila  spolo¢nost’
Syneos Health, LLC, zmluvni vyskumni organizaciu
so sidlom v Spojenych S§tatoch na adrese 1030 Sync
Street, Morrisville, North Carolina, 27560, USA, aby
konala v zastapeni zadavatela, ktory jej postupil niektoré
povinnosti suvisiace s touto zmluvou, pricom uvedené
povinnosti zahfnaju, ale neobmedzuju sa na rokovania a
plnenie tejto zmluvy, ako aj dohlad nad vyplacanim
finan¢nych prostriedkov za poskytované sluzby uvedené
nizsie.

Zadavatel sa rozhodol podporit’ klinické skuSanie
skasaného lieku (definovaného nizsie) , protokol cislo
FpA-AS-30094 sniazvom “Randomizované, dvojito
zaslepené, multicentrické, aktivnhe kontrolované
klinické skuSanie v paralelnych skupinach na
vyhodnotenie ucinnosti a bezpefnosti pevnej
kombinacie davok
flutikazénpropionatu/albuterolsulfitu pri zavaznych
exacerbaciach astmy u pacientov s astmou“
(“protokol®), ktoré bude prebichat’ v institucii (“klinické
skasanie®) s pacientmi, ktori sa zucastnuju klinického
ska$ania (“0¢astnik skuSania®).
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The Parties agree as follows:

1. Principal Investigator and Research Staff.

1.1. Principal Investigator. The Institution’s principal

investigator, being an employee of the Institution,
wit e R (-rincip
Investigator*) with a place of business at Trieda SNP
1, 040 11 Kosice, Slovak Republic, who will be
responsible for the direction of the Trial in
accordance with Applicable Law in the territory of
the Slovak Republic (hereinafter defined) and
Institution internal policies. The Trial will be
conducted under the supervision of the Principal
Investigator at Detska fakultna nemocnica KoSice,
Ambulancia pneumologie a ftizeologie (PI'icna
ambulancia) Trieda SNP 1, 040 11 KoSice,
Slovak Republic. Institution certifies that it is
established by the Charter of Establishment of the
Ministry of Health of the Slovak Republic and has
been issued a valid Decision of the Ministry of
Health of the Slovak Republic authorizing its
operation as a general hospital, JAS (one-day
outpatient care), specialized outpatient clinics and
Sval.Z (joint examination and therapeutic services).
The Principal Investigator is an employee of the
Institution who meets the qualification requirements
and is licensed (if required) and suitable for the
performance of her work. The Institution and the
Principal Investigatzor hereby fulfil all requirements
under the Applicable Law in the territory of the
Slovak Republic to conduct the Trial and required
Trial-related activities and the facilities where the
Trial is to be conducted shall be suitable for the
conduct of the Trial in compliance with the
requirements of Applicable Law in the territory of
the Slovak Republic.

Institution agrees that CRO enters into a separate
agreement with the Principal Investigator and/or other
Research Staff (hereinafter defined), as applicable, in
respect of the Trial, based on which the Principal
Investigator will commit himself/herself and his/her
Research Staff to conduct the Trial and that such
separate agreement will include the agreed
compensation. The Institution confirms that the
execution of the separate agreement with the Principal
Investigator and/or other Research Staff as applicable,
is in line with Institution’s policies and procedures and
laws, legal regulations in the Slovak Republic.

Zmluvné strany sa dohodli na nasledovnom:

1.Zodpovedny skusajuci a skii§ajici tim.

1.1.  Zodpovedny  skuaSajuci.  Zodpovednym

skasajucim inStitucie, ktory je zamestnancom
insiticie, bude
(“zodpovedny skusajici®) so sidlom na adrese Trieda
SNP 1, 040 11 Kosice, Slovenska republika, a bude
zodpovedny za riadenie klinického sktiSania v stlade
s platnou legislativou na tzemi Slovenské republiky
(definované nizSie) a internymi normami inStiticie.
Klinické skusanie bude prebichat pod dohl'adom
zodpovedného skusajuceho v Detska fakultna
nemocnica KosSice, Ambulancia pneumologie a
ftizeologie (PPicna ambulancia), Trieda SNP 1,
040 11 Kosice, Slovenska republika . InStiticia
potvrdzuje, Ze je zriadena Zriad’ovacou listinou MZ
SR a ma vydané pravoplatné Rozhodnutie Ministersva
zdravotnictva Slovenské republiky, ktorym sa
povoluje jej prevadzka vSeobecnej nemocnice, JAS
(jednodnova ambulanta starostlivost’),
Specializovanych ambulancii a SvalZ (spolo¢né
vySetrovacie a liecebné zlozky). Zodpovedny
sku$ajici je zamestnanec institucie, ktory splita
kvalifikaéné predpoklady, ma licenciu (ak sa
vyzaduje) a je vhodny pre vykon svojej prace.
Institucia a zodpovedny zkuSajici timto spliuji
veskeré pozadavky podla Platnej legislativy na tizemi
Slovenské republiky, na vykonavanie klinického
skuSania a pozadovanych cinnosti stvisiacich so
skasanim a Ze pracoviska, na ktorych sa ma klinické
skasanie vykonavat, st vhodné na vykonavanie
klinického skusania v sulade s poziadavkami Platnej
legislativy na tizemi Slovenské republiky.

Institucia suhlasi ze CRO uzavrie samostatnii zmluvu
so zodpovednym skusajicim alebo inym c¢lenom
skasajuceho timu (definovanym nizsie), ak je to
potrebné, ohl’adom tohto klinického sktsania, podl'a
ktorej sa zodpovedny skusajuci spolu s -sktisajucim
timom zaviaze vykonavat’ klinické skti$anie, za ktoré
dostane dohodnuti odmenu Institicia potvrdzuje, Ze
vykonanie samostatnej dohody so zodpovednym
skuSajicim alebo inym ¢lenom sktisajuceho timu je v
sulade s pravidlami a postupmi institucie a zakonmi,
pravnymi predpismi ve Slovenskej republike.
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1.2. Research Staff. Institution, through Principal
Investigator, may delegate duties and responsibilities
to subinvestigators or research staff (subinvestigators
and other research staff members collectively referred
to as “Research Staff) who may be employees or
consultants of the Institution or contracted third
parties only to the extent permitted by Applicable Law
governing the Trial conduct, as described below. Per
ICH E6 R2, sections 4.2.5 and 4.2.6, the Principal
Investigator is responsible for supervising the
Research  Staff. Institution, through Principal
Investigator, will ensure that only individuals who are
appropriately qualified and trained assist in the
conduct of the Trial and will ensure the integrity of the
Trial-related duties and functions performed and any
Trial Data (hereinafter defined) generated by the
Research Staff.

1.3. Obligations of Institution. Institution will ensure
that Research Staff is informed of and agree to abide
by all terms of this Agreement applicable to the
activities they perform. Institution will assume all
those responsibilities assigned under all applicable
laws, rules, regulations, guidelines and standards
applicable in the territory of the Slovak Republic
including, without limitation, all relevant
International Council for Harmonization Good
Clinical Practice (“ICH GCP*) guidelines and
standards and the World Medical Association
Declaration of Helsinki “Ethical Principles for
Medical Research Involving Human Subjects* (2013),
Regulation (EU) No 536/2014 of the European
Parliament and of the Council of 16 April 2014 on
clinical trials on medicinal products for human use,
when effective, all applicable laws and guidance
relating to clinical trials of medicines including but
not limited to No. 362/2011 Coll. on pharmaceuticals
and medical devices and on amendments to certain
acts (hereinafter the ‘“Pharmaceuticals Act®), all
applicable laws relating to human rights, supply of
medicines legislation, legislation relating to human
tissue and biological samples, and all applicable laws
relating to the confidentiality, privacy and security of
Trial Subject information inclusive but not limited to
the EU General Data Protection Regulation — GDPR
(“Applicable Law®).

1.4. No Substitution. Institution may not reassign the
conduct of the Trial to a different investigator without
prior written authorization from Sponsor. In the event
Sponsor does not approve a replacement principal
investigator, Sponsor or CRO may terminate this

1.2. SkuSajici tim. InStiticia prostrednictvom
zodpovedného  sktSajuceho moze  delegovat’
povinnosti a zodpovednost’ na ¢leny skusajuceho timu
(spoluskusajuci a dalsi ¢lenové skSajiceho timu st
suhrnne oznacovani ako ,,skasajuci tim*), ktori m6zu
byt zamestnancami, alebo konzultanti institucie alebo
zmluvnymi dodéavatelmi tretich strdn iba v rozsahu
pripustnom Platnou legislativou (definovanou nizsie),
ktorou sa riadi klinické skusanie, tak ako je uvedené
v tejto zmluve. Podl'a smernice ICH E6 R2, odseky
425 a 4.2.6, zodpovedny skusajuci, ktory je
zodpovedny za dozor nad skuSajucim timomss,
zabezpeci, Ze na klinickom skuSani sa buda podielat
iba jednotlivci s potrebnou kvalifikaciou, ktori s
riadne vySkoleni, a zodpovedny skusajlci zabezpeci
integritu  vykonavanych povinnosti a funkcii
suvisiacich s klinickym sktsanim aj akychkol'vek
udajov suvisiacich s klinickym skasanim (definované
niz§ie), ktoré vytvori skiSajaci tim.

1.3. Povinnosti institicie. InstitGicia zaisti, aby bol
skasajuci tim informovany o podmienkach tejto
zmluvy tykajucich sa ¢innosti, ktoré ma vykonavat’,
aaby snimi sthlasil. InStiticia si osvoji vSetky
povinnosti  vyplyvajuce zo zakonov, pravidiel,
nariadeni, smernic a Standardov platnych na tGzemi
Slovenské republiky, vratane a bez obmedzenia na
pokyny a Standardy Medzinarodne;j rady
o harmonizacii pre spravnu klinicka prax (“ICH
GCP*) a Helsinskej deklaracie Svetovej zdravotnickej
asociacie o “Etickych zasadach pre medicinsky
vyskum na 'ud’och® (2013), Nariadenie Europskeho
parlamentu a Rady (EU) & 536/2014 zo 16. aprila
2014 o klinickom skt$ani huménnych liekov, ak je
ucinné, vsetky platné zakony a smernice tykajuce sa
klinického skusania lieckov vratane, ale nie vylucne, €.
362/2011 Z. z. liekoch a zdravotnickych pomockach a
o zmene a doplneni niektorych zakonov (d’alej len
»zakon o liekoch®), vSetkych platnych zakonov
tykajicich sa T'udskych prav, pravnych predpisov
o dodavke lieciv, legislativy suvisiacej
so zaobchadzanim s Pudskymi tkanivami
a biologickymi vzorkami, a vSetkymi platnymi
zakonmi tykajucimi sa zachovania dovernosti,
sukromia abezpecnosti informacii o subjektoch
klinického skaSania vratane, ale nie vyhradne,
vieobecného nariadenia EU o ochrane osobnych
udajov GDPR (“Platna legislativa®).

1.4. Zakaz zastipenia. InStiticia nesmie bez
predchadzajiceho pisomného suhlasu zadavatela
postpit’ vykonavanie klinického skuSania inému
skasajucemu. Ak zadavatel neschvali nahradného
zodpovedného skusajuceho, zadavatel' alebo CRO
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Agreement in accordance with the termination
provisions below.

2. Protocol. Institution will conduct the Trial in
accordance with the Protocol (including any Protocol
Amendments hereinafter defined), written instructions of
CRO/Sponsor which are in accordance with this
Agreement and Applicable Law.

2.1. Amendments. The Protocol may be modified only
by a written amendment (“Protocol Amendment®),
signed by Sponsor and the Principal Investigator. If
applicable, the Parties acknowledge that Protocol
Amendments are also subject to approval by the
responsible Independent Ethics Committee (“IEC®)
and/or Regulatory Authority - the State Institute for
Drug Control ,,SUKL“ (“RA*). Sponsor may instruct
a deviation from the Protocol on an emergency basis
for the safety of the Trial Subjects. Institution, through
Principal Investigator, will notify the responsible IEC
and/or RA as soon as practicable but, in any event, no
later than five (5) business days after the deviation is
implemented. Any emergency deviation will be
followed by written Protocol Amendment.

2.2. Emergency Deviations/Urgent Safety Measures.
If the Principal Investigator determines that it is
necessary to deviate from the Protocol on an
emergency basis for the safety of the Trial Subjects or
provides appropriate urgent safety measures to protect
the Trial Subjects, Institution, through Principal
Investigator, will notify Sponsor and the responsible
IEC and/or RA as soon as practicable without delay
but, in any event, no later than five (5) business days
after the deviation is implemented.

3. IEC and RA. The Parties will ensure that the Trial is
initiated only after both the Trial and the informed
consent form (“ICF*) are approved by an IEC and/or RA
that complies with all Applicable Law. The Parties will
further ensure that the Trial is subject to continuing
oversight by the IEC and/or RA throughout its conduct.

4. Sponsor Drug. Sponsor will provide Institution and/or
Principal Investigator with sufficient quantities of the
Sponsor product that is being studied (“Sponsor Drug®)
to conduct the Trial at no cost to the Institution. If
required by the Protocol and unless otherwise agreed,
Sponsor will also provide placebo or comparator drug
(“Comparator Drug®) at no cost to the Institution.

moze vypovedat tito zmluvu podl'a nizSie uvedenych
ustanoveni tykajucich sa jej ukoncenia.

2. Protokol. Institicia bude vykonavat’ klinické skusanie
v stlade s protokolom (vratane akychkol'vek dodatkov k
protokolu nizsie definovanych), pisomnych pokynov
CRO/zadéavatel'a ktoré su v stlade stouto zmluvou
a Platnou legislativou.

2.1. Dodatky. Protokol moZno pozmenit iba na
zaklade pisomného dodatku (“dodatok k protokolu®)
podpisan¢ho zadéavatel'om a zodpovednym
skasajucim. Ak je to vhodné, Zmluvné strany bera na
vedomie, Ze dodatky k protokolu musi schvalit' aj
zodpovedna nezavisla etickd komisia (“IEC*) alebo
prislusny regulaény organ — Statny Gstav na kontrolu
lieciv ,,SUKL* (“RA*). Zadavatel moze nariadit’
zmenu protokolu v pripade ohrozenia bezpecnosti
ucastnikov klinického skuSania. Institucia je povinna
prostrednictvom zodpovedného skasajuceho
informovat’ o zavedeni zmeny IEC a /alebo RA ¢o
najskor, v kazdom pripade vSak najneskor do piatich
(5) pracovnych dni od prijatia takej zmeny. Sucast’ou
akejkol'vek nudzovej zmeny musi byt pisomny
dodatok k protokolu.

2.2. Nudzovd zmena/Urgentné bezpecnostné
opatrenia. Ak zodpovedny skusajuci usudi, Ze je nutné
zmenit' protokol v pripade ohrozenia bezpecnosti
ucastnikov klinického skuSania, alebo poskytne
vhodné naliehavé bezpecnostné opatrenia na ochranu
ucastnikov klinického skuSania, inStitlicia bude
prostrednictvom zodpovedného skuSajuceho Co
najskor informovat’ zadavatela a zodpovednt IEC
alebo RA, ¢o najskor a bezodkladne, v kazdom
pripade vSak najneskor do piatich (5) pracovnych dni
od prijatia takej zmeny.

3. IEC aRA. Zmluvné strany zaistia, aby sa klinické
skasanie zacalo az potom, Co klinické skuSanie aj obsah
formulara informovaného stihlasu (“ICF*) schvali IEC
alebo RA, ktora dodrziava vsetku Platnu legislativu.
Zmluvné strany d’alej zaistia, Ze IEC alebo RA budu
pocas celého klinického skuasania dohliadat’ na jeho
priebeh.

4. Liek zadavatela. Zadavatel poskytne inStitacii
alebo zodpovednému skusajicemu dostatocné mnozstva
pripravku zadéavatela, ktory sa bude skusat (“liek
zadavatel'a®) na vykondvanie klinického sktsania
zadarmo. Ak to bude vyZadovat protokol alebo ak sa
zmluvné strany nedohodnu inak, zadavatel poskytne
institacii bezplatne aj placebo alebo komparativny
(porovnavaci) liek (“komparativny liek).
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4.1. Custody and Dispensing. Institution will adhere
to Applicable Law requiring traceability, careful
custody and dispensing of Sponsor Drug or
Comparator Drug, as well as appropriate
documentation of such activities.

4.2. Control. Institution will maintain appropriate
control of supplies of Sponsor Drug or Comparator
Drug and will not administer or dispense it to anyone
who is not a Trial Subject, or provide access to it to
anyone except Principal Investigator or Research
Staff.

4.3. Use. Institution will use Sponsor Drug or
Comparator Drug only as specified in the Protocol.
Any other use of Sponsor Drug or Comparator Drug
constitutes a material breach of this Agreement.

4.4. Ownership of Sponsor Drug. Sponsor Drug is and
remains the property of Sponsor. Sponsor grants
Institution no express or implied intellectual property
rights in the Sponsor Drug or in any methods of
making or using the Sponsor Drug.

4.5. Payment for Sponsor Drug or Comparator Drug.
Institution will not charge a Trial Subject or
third-party payer for Sponsor Drug or Comparator
Drug or for any services reimbursed by Sponsor or
CRO/its designee under this Agreement.

5. Financial Arrangements. Compensation for services
provided under this Agreement will be made by way of
payments in accordance with Attachment A (Payment
Terms) and Attachment B (Financial Arrangements
Worksheet). All Parties acknowledge that amounts set
forth in Attachment B represent fair market value of the
services provided by Institution for conducting the Trial
to the best of their knowledge. All amounts are inclusive
of all direct, indirect, overhead and other costs, including
laboratory and ancillary service charges, and will remain
firm for the duration of the Trial, unless otherwise agreed
in writing by the Parties. Institution will not directly or
indirectly seek or receive compensation from Trial
Subjects or third-party payers for any material, treatment
or service that is required by the Protocol and provided or
paid by Sponsor or CROY/its designee, including, but not
limited to, Sponsor Drug, Comparator Drug, Trial Subject
screening, infusions, physician and nurse services,
diagnostic tests, and Sponsor Drug and/or Comparator

4.1. Uschova a vydavanie. Intiticia bude postupovat’
v stulade s Platnou legislativou, ktord si vyzaduje
schopnost’”  vysledovat, starostlivé  uschovanie
a vydavanie lieku zadavatel'a alebo komparativneho
lieku, ako aj nalezit¢ zdokumentovanie tychto
¢innosti.

4.2. Kontrola. Institiicia bude zabezpecovat nalezit
kontrolu zasob lieku zadavatel'a alebo
komparativneho licku a nebude ich podavat alebo
vydavat’ osobam, ktoré nie st ucastnikmi klinického
skuSania, ani k nim umoznovat’ pristup nikomu inému
okrem zodpovedného skusajuceho, ¢i skusajucemu
timu, ktory sa podiel'a na skusani.

4.3. Pouzivanie. InStiticia bude pouzivat liek
zadavatel'a alebo komparativny liek iba tak, ako je
uvedené v protokole. Akékol'vek iné pouzitie licku
zadavatel'a alebo komparativneho lieku predstavuje
zéasadné porusenie tejto zmluvy.

4.4. Vlastnictvo lieku zadavatel'a. Liek zadavatela je
azostava vlastnictvom zadavatela. Zadavatel
neudeluje  inStitacii  ziadne  vyslovné  ani
predpokladané autorské prava na liek zadavatela, ani
na ziadne metdédy vyroby alebo pouzitia lieku
zadavatel’a.

4.5. Platba za liek zadavatela alebo komparativny
liek. InStiticia nebude ucastnikom klinického
ska$ania ani platcom tretej strany U¢tovat naklady na
liek zadavatel'a alebo komparativny liek ani sluzby
refundované CRO/zadavatel'om alebo jeho zastupcom
podl’a tejto zmluvy.

5. Financné dohovory. Kompenzicia za sluzby
poskytované vramci tejto zmluvy bude vykonana
vo forme platieb v stalade s Prilohou A (Platobné
podmienky) a Prilohou B (Harok finan¢nych dohovorov).
Vsetky Zmluvné strany berti na vedomie, ze Ciastky
uvedené v Prilohe B predstavujii primerani trhovu
hodnotu za sluzby poskytované institiciou za
vykonavanie klinického skuSania najlep§Sim moznym
spOsobom. Vsetky Ciastky zahfiaji vSetky priame,
nepriame, mimoriadne a iné naklady vratane nakladov na
laboratorne vykony a pomocné sluzby, a pocas celého
trvania klinického skasania budd pevné, pokial sa
Zmluvné strany nedohodnt inak v pisomnej forme.
Institucia nebude priamo ani nepriamo ziadat alebo
prijimat’ kompenzaciu od ucastnikov skusania alebo od
platcov tretich stran za material, liecbu alebo sluzby
pozadované protokolom a poskytnuté alebo uhradzané
zadavatel'om alebo CRO/jeho zastupcom, vratane, okrem
iného, lieku zadavatel'a, komparativneho lieku, skriningu
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Drug administration. Once the Payee(s) (hereinafter
defined) has/have been paid for the performance of the
Trial, neither CRO nor Sponsor shall have any further
obligation or liability whatsoever to pay Institution.

6. Reporting Obligations. The Institution acknowledges
that various laws, statutes, regulations, directives, and/or
industry requirements (collectively, “Reporting Laws®)
require certain companies in the
pharmaceutical/healthcare industry to disclose and report
information regarding payments made and agreements
entered into with healthcare professionals or other
individuals and entities carrying out activities in certain
countries. Accordingly, where such Reporting Laws are
applicable, Institution acknowledges and agrees that
information, including but not limited to: (i) name,
address; (ii) information regarding the Agreement; and
(ii1) information concerning all payments or benefits (in
cash or in kind) made to Institution under the Agreement
may be disclosed by CRO to Sponsor and/or to the
relevant responsible authority for publication of such
information publicly in accordance with the relevant
Reporting Laws. The right of Institution to object to data
collection and data processing pursuant to applicable
privacy laws may not apply where the disclosure
obligation results from a statutory requirement.
Execution of this Agreement serves as Institution’s
consent to the data collection, processing and disclosure
of the information set forth herein for the purposes stated.

Trial Subject Enrollment. Institution has agreed to enroll

Trial Subjects in the Trial in accordance with the Protocol
and in accordance with IEC and/or RA approval. Sponsor
may discontinue Trial Subject enrollment if the total
enrollment needed for a multi-center Trial has been
achieved, if a

8. Reporting Adverse Events and ICH GCP Breaches.
Institution will report ICH GCP breaches, breaches of
Protocol, serious breaches of Regulation (EU) No
536/2014 as well as adverse events and/or serious adverse
events experienced by Trial Subjects at any time in

ucastnikov skusania, infuzii, sluzieb poskytovanych
lekarmi a zdravotnymi sestrami, diagnostickych testov
apodavania lieku zadavatela alebo komparativneho
lieku. Po vyplateni prijemcov platby (nizSie uvedenych)
za vykonanie klinického skuSania nebude mat’ CRO ani
zadavatel Zziadne dalSie platobné povinnosti alebo
zavizky voci institucii.

6. Zavizky tykajice sa oznamovania. InStiticia berie na
vedomie, ze na zaklade roznych zakonov, predpisov,
smernic, nariadeni alebo poziadaviek v ramci odvetvia
(d’alej spolo¢ne len ,,zakony o oznamovacej povinnosti®)

sa od urCitych  farmaceutickych/zdravotnickych
spolo¢nosti  vyzaduje, aby zverejnovali a hlasili
informacie o poukdzanych  platbach  a dohodach

uzavretych so zdravotnickymi pracovnikmi alebo s inymi
osobami a subjektmi vykonavajicimi ¢innosti v ur¢itych
krajinach. V sulade stym institiicia berie na vedomie
a suhlasi s tym, Ze v pripade relevantnosti tychto zakonov
0 oznamovacej povinnosti informacie, ato najmi (i)
meno/nazov, adresa, (ii) informacie tykajice sa tejto
zmluvy, a (iii) informacie tykajuce sa vSetkych platieb
alebo benefitov (v hotovost’ alebo podobne) poukazanych
institacii platby na zéklade tejto zmluvy, moéze CRO
poskytnut zadavatel'ovi alebo relevantnému
zodpovednému uradu na verejné publikovanie tychto
informacii v sulade s prislusnymi zakonmi
0 oznamovacej povinnosti. Pravo institucie namietat’ voci
ziskavaniu a spractuvaniu Udajov v stlade s prislusnymi
zakonmi o ochrane osobnych udajov nemusi byt
uplatnené v pripade, kedy povinnost’ zverejnit’ vyplyva
zo Statutarnej poziadavky. Plnenim tejto zmluvy
institicia  sthlasi so  ziskavanim, spractvanim
a poskytovanim informacii, ako je ustanovené v tomto
dokumente, na uvedené ucely.

7. Zaradenie tclastnikov do klinického skuSania.

Institacia sthlasi, ze do klinického skuSania zaradi
ucastnikov skusania v stlade s protokolom a stthlasom
IEC alebo RA. Zadavatel mo6ze zastavit' zarad’ovanie
ucastnikov skuSania, ak sa dosiahne celkovy pocet
zaradenych tucastnikov potrebny pre multicentrické
klinické skusanie. Ocakava se, ze do klinického SkuSania
v tejto inStitcii sa zapoji

8. Hlasenie neziaducich udalosti a poruseni usmerneni
Medzinarodnej konferencie o harmonizacii pre spravnu
klinickt prax. Institacia bude vzdy hlasit’ porusenie ICH
GCP, porusenia protokolu, zdvazné porusenia nariadenia
(EU) & 536/2014, ako aj neziaduce udalosti alebo
zavazné neziaduce udalosti, ktoré sa prejavia
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accordance with instructions in the Protocol and

Applicable Law.

9. Personal Data Protection and Privacy. The Parties
recognize a common goal of securing all personal data
and holding such information in confidence and
protecting it from unauthorized disclosure. Sponsor shall
be an independent data controller with respect to its
processing of personal data contained in the Trial related
personal data reported by Institution to Sponsor or CRO.
The CRO is acting as a data processor solely on behalf of
the Sponsor with regard to Trial related personal data.
Institution shall continue to be an independent data
controller of personal data processed by Institution with
respect to the treatment of the Trial Subject’s standard of
care medical records. The Parties represent and warrant
that they will comply with the provisions of Applicable
Law relating to the confidentiality, privacy and security
of such personal data. In addition, the Institution shall
comply with the following provisions:

9.1. Authorization to Use and Disclose Health
Information. Institution shall provide an appropriate
privacy notice to each Trial Subject and obtain a
written privacy authorization from each Trial Subject,
complying with Applicable Law, which will enable
Institution and Principal Investigator to provide
Sponsor, CRO and other persons and entities
designated by Sponsor access to completed case report
forms (“CRFs®), source documents and all other
information required by the Protocol. If such an
authorization is separate from the ICF, Institution will
only use the authorization that is approved by
Sponsor, IEC and/or RA (if applicable).

9.2. Use of Trial Subject Personal Data. Institution
will use the personal data obtained from the Trial
Subjects in connection with the Trial for no purposes
other than outlined in the Protocol and shall manage
such personal data in accordance with Applicable
Law.

9.3. Disclosure of Trial Subject Personal Data.
Institution shall not disclose personal data to CRO or
the Sponsor except as is required to satisfy the
requirements of the Protocol, for the purpose of
monitoring or adverse event reporting, or in relation
to a claim or proceeding brought by a Trial Subject in
connection with the Trial. In all such cases of
disclosure, the Institution shall respect the “data
minimization* principle of privacy, including but not
limited to the following example: actual Trial Subject

u ucastnikov sktsania, v stlade s pokynmi uvedenymi
v protokole a Platnej legislative.

9. Ochrana osobnych udajov a sikromia. Zmluvné strany
sa stotoznuji so spoloénym zamerom chranit’ vSetky
osobné udaje a uchovavat’ informacie takého charakteru
v utajeni a chranit’ ich pred neopravnenym zverejnenim.
Zadavatel' je nezavislym prevadzkovatel'om udajov,
pokial’ ide o spracovanie osobnych tudajov zahrnutych
v osobnych tudajoch stvisiacich so sktsanim, ktoré
institacia hlasi zadavatel'ovi alebo CRO. CRO vystupuje
ako sprostredkovatel udajov vyhradne v mene
zadavatela, pokial ide o osobné udaje stvisiace so
skasanim. InStiticia bude aj nadalej nezavislym
prevadzkovatelom osobnych tdajov spracovavanych
institaciou, pokial' ide o nakladanie so Standardnymi
zdravotnymi zaznamami Ucastnika skuSania. Strany
vyhlasuju a zarucuju, Ze budu postupovat’ v stlade s
ustanoveniami  Platnej legislativy  tykajucich sa
dovernosti, ochrany stkromia a zabezpeCenia takych
osobnych informadcii. Institicia a zodpovedny skuasajuci
okrem toho musia dodrziavat’ nasledujice ustanovenia:

9.1. Povolenie pouzivat a zverejiovat’ zdravotné
informacie. Institiicia odovzda kazdému ucastnikovi
skasania prislusné informacie o ochrane sukromia a
ziska pisomny suhlas s pouzivanim osobnych udajov,
spiftajuci poziadavky Platnej legislativy, ktory bude
opraviiovat’ institaciu a zodpovedného skusajuceho,
aby poskytli zadavatel'ovi, CRO, ako aj inym osobam
apravnym subjektom nim urenym, vyplnené
formulare pripadovych sprav (“CRF®), zdrojové
dokumenty a vSetky ostatné udaje pozadované
protokolom. Ak takyto stihlas nie je sucastou ICF,
inStiticia moéze pouzit vyhradne sthlas, ktory je
schvaleny zadavatelom, IEC alebo regulacnym
organom (podla potreby).

9.2. Pouzitie osobnych tidajov udastnika skusania.
Institucia nesmie pouzit' osobné udaje ziskané od
ucastnikov skuSania v suvislosti so SkuSanim na iné
ucely, nez tie, ktoré st uvedené v protokole, a musi
takéto osobné udaje spravovat’ v stlade s Platnou
legislativou.

9.3. Zverejnenie osobnych udajov ucastnika skuSania.
Institucia nesmie zverejiiovat’ osobné udaje CRO ani
Zadavatel'ovi s vynimkou pripadov, v ktorych sa
vyzaduje, aby spiiiala poziadavky Protokolu, na t&ely
monitorovania alebo podavania sprav o neziaducich
udalostiach alebo vo vzt'ahu k naroku podanému alebo
konaniu zahajenému ucastnikom skasania v suvislosti
so Skusanim. Vo vSetkych takychto pripadoch
zverejnenia musi inStiticia reSpektovat’ zasadu
“minimalizacie iidajov* pri ochrane stikromia vratane,
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names shall not be included on any invoices for
payment submitted by the Payee.

9.4. Personal Data of the Principal Investigator, the
Research Staff and other employees / contractors of

nie v8ak vylucne, nasledujuceho prikladu: skuto¢né
mena Ucastnikov skiiSania sa nesmu uvadzat na
ziadne faktury k platbe predlozené prijemcami platby.

9.4. Osobné tudaje zodpovedného ski§ajiiceho,
skaSajiceho timu / dodavatelov inStitucie alebo

the Institution or of the Principal Investigator and

zodpovedného  skuSajuceho a  osobné udaje

Personal Data of Sponsor’s and CRO’s

zamestnancov / dodavatel'ov zadavatel'a CRO.

employees/contractors.

a. Both prior to and during the course of the Trial,
the Institution, the Principal Investigator, the
Research Staff and other employees/contractors of
the Institution or of the Principal Investigator may
be called upon to provide personal data about the
Principal Investigator, the Research Staff and other
employees/contractors of the Institution or of the
Principal Investigator to the Sponsor, the CRO and
other third parties involved in the conduct of the
Trial. Such personal data may include names,
contact information, work experience and
professional qualifications, publications, resumes,
educational background and/or information
relating to payments made pursuant to this
Agreement. The Institution shall provide the
information reasonably requested by Sponsor
and/or CRO and shall authorize the processing and
storage of certain personal data about the Principal
Investigator, the Research Staff and other
employees/contractors of the Institution to the
extent permitted by Applicable Law for the
following purposes:

(1) the conduct of clinical trials;
(2) verification by government or regulatory
agencies, the Sponsor, CRO, and their agents

and affiliates;

(3) compliance with legal and regulatory
requirements;

(4) publication on www.clinicaltrials.gov and
other websites and/or databases that serve a
comparable purpose;

(5) compilation of performance metrics;

(6) storage in databases to facilitate the
selection of investigators for future clinical
trials; and

(7) anti-corruption compliance.

As required by the Sponsor or CRO, Institution

a. Pred zaCatim aj pocas priebehu klinického
skigania moze byt inStitucia, zodpovedny
skasajuci a skusajuci tim, a d’al$si zamestnanci /
dodavatelia  inStitucie alebo  zodpovedného
skasajuceho vyzvani, aby poskytli osobné udaje o
zodpovednom skusajicim, SkUSajicom timu a
d’alsich zamestnancoch / dodéavatel'ov instittcie
alebo zodpovedného skuSajuceho zadavatelovi,
CRO a inym tretim stranam zapojenym do
vykonavania klinického skusania. Takéto osobné
informacie moéZzu zahfhat mena, kontaktné
informacie, pracovné skusenosti a profesionalne
kvalifikacie, publikacie, resumé, vzdelanie alebo
informacie suvisiace s platbami vykonanymi na
zaklade tejto zmluvy. Institicia musi poskytnat
informacie, ktoré od nej primerane pozaduju
zadavatel' alebo CRO, a povolit’ spracovanie a
uchovavanie uréitych osobnych udajov o
zodpovednom skusSajicom, skasajucom timu
zmluvnych partneroch inStiticie v rozsahu
povolenom Platnou legislativou na nasledujtce
ucely:

(1) vykonavanie klinickych sktsani,
(2) overovanie vladnymi alebo regula¢nymi
agentirami,  zadavatelom, @ CRO aich

zastupcami a pobockami,

3) zistovanie suladu
a regulacnymi nariadeniami,

s pravnymi

(4) publikovanie na www.clinicaltrial.gov
a inych webovych strankach alebo
v databazach na ucely porovnavania,

(5) kompilacia metrik vykonu;

(6) ukladanie v databazach, ktoré sluZia na
vyber skusajucich pre buduice klinické sktisania
a

(7) plnenie protikorup¢nych cielov.

Ako je vyZadované zadavatelom alebo CRO,
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shall give an appropriate privacy notice and/or
obtain consent from the Research Staff and other
employees/contractors of the Institution or of the
Principal Investigator for the processing of their
personal data under Applicable Law. The Parties
agree that where a proposed member of the
Research Staff objects to processing of their
personal data, he/she will not be engaged in the
Trial.

b. Institution shall process personal data relating to
Sponsor’s and CRO’s employees/contractors only
to the extent, and in such a manner as is necessary
for the purposes of this Agreement. The Institution
shall not transfer personal data identifying
Sponsor’s and CRO’s employees/contractors to a
third party without the prior written consent of
Sponsor or CRO, as applicable.

c. Each Party warrants that it will take technical
and organizational measures against unauthorized
or unlawful processing, accidental loss,
destruction, and/or damage of personal data from
another Party.

9.5. Personal Data Breach. Institution shall notify
Sponsor, in the manner specified in the Agreement,
within twenty-four (24) hours of discovery of a
suspected personal data breach related to the
processing of personal data under the Agreement. In
the course of notification, Institution will provide, as
feasible, sufficient information for the Sponsor to
assess the incident and make any required notification
to any government authority within the timeline
required by Applicable Law. Institution shall
cooperate and assist the Sponsor with any such
notification, if applicable.

9.6. Transfer of Personal Data. Institution shall only
transfer pseudomymized personal data outside the
European Economic Area, Switzerland or the United
Kingdom in accordance with Trial related
instructional documents provided by Sponsor or CRO.
If requested by Sponsor, Institution shall enter into an
agreement with Sponsor governing such transfer,
including, but not limited to the EU Standard
Contractual Clauses, unless another adequacy
mechanism for the transfer exists.

9.7. The Parties agree that the Institution is best suited
to manage requests from Trial Subjects on the exercise

institicia musi poskytnit’ prislusné upozornenie o
ochrane osobnych udajov a ziskat shhlas
skuSajiiceho timu / dodavatelov inStitucie alebo
zodpovedného skuSajliceho na spracovanie ich
osobnych udajov podla Platné legislativy.
Zmluvné strany sa dohodli na tom, Ze ak
navrhovany ¢len skusajiceho timu bude namietat’
proti spracivaniu jeho osobnych tidajov, dany ¢len
nebude zapojeny do klinického skusania.

b. InStitGcia musi spracovat osobné udaje
suvisiace  so zamestnancami / dodavatelmi
zadavatela a CRO len do takej miery atakym
spOsobom, ktory je nevyhnutny pre potreby tejto
zmluvy. InStiticia nesmie osobné udaje
identifikujice  zamestnancov / dodavatel'ov
zadavatel'a a CRO predkladat’ tretim stranam bez
predchadzajuceho pisomného suhlasu zadavatela
alebo CRO podTa toho, na koho sa vzt'ahuju.

c. Kazda zmluvna strana zaruCuje, ze zabezpeci
technické  aorganizacné  opatrenia  proti
nepovolenému alebo nezakonnému spracovaniu,
neumyselnej strate, zniceniu alebo poskodeniu
osobnych udajov alebo ich poskodeniu inou
Zmluvnou stranou.

9.5. Porusenie ochrany osobnych tdajov. Institlicia
informuje  zaddvatela  spésobom  stanovenym
vzmluve do dvadsiatich Styroch (24) hodin od
zistenia podozrenia na poruSenie ochrany osobnych
udajov v suvislosti so spracovanim osobnych udajov
podla tejto zmluvy. V priebehu oznamenia poskytne
inStitacia, v ramci moznosti, dostatocné informacie
zadavatel'ovi, aby vyhodnotil incident a ucinil vSetky
pozadované oznamenia akémukol'vek vladnemu
organu v lehote stanovenej Platnou legislativou.
Institicia bude spolupracovat’ so zadavatelom a
pomahat’ mu pri kazdom takomto oznameni, ak to
bude relevantné.

9.6. Prenos osobnych tudajov. InStitiicia prenaSa
pseudonymizované osobné udaje mimo Eurdpsky
hospodarsky priestor, Svajéiarsko alebo Spojené
kralovstvo len v stlade s inStruktaznymi
dokumentami tykajucimi sa tohto klinického
skasania, ktoré poskytol zadavatel’ alebo CRO. Pokial
to zadavatel' pozaduje, uzavrie inStiticia so
zadavatel'om zmluvu o tomto prevode, okrem iného,
vratane $tandardnych zmluvnych ustanoveni EU,
pokial pre prenos neexistuje iny mechanizmus
adekvatnosti.
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of their rights pertaining to their personal data. The
Institution shall inform Sponsor and CRO within two
(2) business days of any such request from a Trial
Subject, their legal representative or other data
subjects relating to their rights under Applicable
Laws. The Institution will handle these requests in
accordance with (i) Applicable Laws and (ii) the
reasonable instructions of the Sponsor and CRO. In
the event Sponsor or CRO receive such as request,
they will forward it to the Institution who shall
respond to such request.

9.8. Each of the Parties shall implement appropriate
technical and organizational measures to meet the
requirements of the Applicable Law and the adopted
measures shall ensure a level of security appropriate
to the risk. The Parties shall cooperate and assist each
other with respect to any data protection impact
assessments and/or prior consultations with regulatory
authorities that may be required in respect to data
processing that is carried out under the Agreement.
The Parties shall cooperate, on request, with the
supervisory authority in the performance of its tasks.
The Institution and Principal Investigator shall make
available to Sponsor and/or CRO, all information
required to demonstrate and verify compliance with
obligations under this Agreement and under
applicable data protection laws.

10. Confidential Information. During the course of the
Trial, Institution may receive or generate information that
is confidential to CRO, Sponsor or a Sponsor affiliate.

10.1. Definition. Except as specified below,
confidential information (“Confidential Information‘)
includes all information provided by Sponsor or CRO,
or developed for Sponsor or CRO, Inventions
(hereinafter defined) and all data collected and
generated during the Trial, including without
limitation Trial Data, results, reports, technical and
economic information, the existence or terms of this
or other Trial agreements with the Sponsor or CRO,
commercialization and Trial strategies, trade secrets
and know-how disclosed by Sponsor to Institution
and/or Principal Investigator directly or indirectly,
whether in writing, electronic, oral or visual
transmission, or which is developed under this
Agreement.

9.7. Zmluvné strany sa dohodli na tom, ze spomedzi
nich je institGcia najschopnejSia riadit’ ziadosti zo
strany ucastnikov skuSania o uplatnenie si svojich
prav vztahujtcich sa na ich osobné udaje. Institucia
bude informovat zadavatela a CRO do dvoch (2)
pracovnych dni o kazdej takejto Ziadosti ucastnika
skuSania, jeho zakonného zastupcu alebo inych
dotknutych o0s6b tykajucej sa ich prav podla Platnej
legislativy. Institacia bude vybavovat tieto Ziadosti v
sulade s (i) Platnou legislativou a (ii) primeranymi
pokynmi zadavatela alebo CRO. V pripade, ak
zadavatelovi alebo CRO bude dorucend takato
ziadost’, postlipia ju institucii, ktora na takuto ziadost’
odpovie.

9.8. Kazdd zo Zmluvnych stran zavedie primerané
technické a organizacné opatrenia na splnenie
poziadaviek vyplyvajicich z Platnej legislativy a
prijaté opatrenia zabezpecia uroven bezpecnosti, ktora
je primerana riziku. Zmluvné strany buda vzajomne
spolupracovatt a pomahat si pri akychkol'vek
analyzach dosahu na ochranu osobnych udajov alebo
pri predbeznych konzultaciach s regulacnymi tradmi,
ktoré sa mézu vyzadovat' v stivislosti so spractivanim
udajov vykonavanym na zaklade tejto zmluvy.
Zmluvné strany budil na poziadanie spolupracovat’ s
dozornym organom pri plneni si jeho tloh. Institucia
a zodpovedny skusajuci spristupni zadavatel'ovi alebo
CRO vsetky informacie potrebné na preukazanie a
overenie si plnenia zavidzkov vyplyvajucich z tejto
zmluvy a z prislusnych zakonov o ochrane udajov.

10. Ddéverné informacie. InStitucia moéze v priebehu
klinického skuasania dostat’ alebo vytvorit' udaje
doverného charakteru uréené zadavatel'ovi, CRO alebo
pobockam zadavatela.

10.1. Definicia. Ak nie je uvedené nizSie inak,
doverné informacie (“doverné informacie) zahfiaji
vSetky informacie, ktoré poskytne zadéavatel alebo
CRO, alebo ktoré su vyvinuté pre zadavatel'a alebo
CRO, vynalezy (definované dalej) a vSetky udaje
zozbierané a vytvorené pocas klinického skusania,
vratane a bez obmedzenia na udaje zo klinického
skasania, vysledky, spravy, technické a ekonomické
informdcie, existenciu podmienok tejto alebo inej
zmluvy o skiSani so zadavatelom alebo CRO,
komercializaciu a stratégie klinického skusSania,
obchodné tajomstva a know-how, ktoré zadavatel
odovzda institucii alebo zodpovednému sktisajucemu,
priamo alebo nepriamo, pisomnou, elektronickou,
ustnou alebo vizualnou formou prenosu, alebo ktoré
boli vytvorené v ramci tejto zmluvy.
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10.2. Exclusions. Confidential Information does not
include information that is in the public domain prior
to disclosure by Sponsor or CRO; becomes part of the
public domain during the term of this confidentiality
obligation by any means other than breach of this
Agreement by Institution or its respective Permitted
Recipients; is already known to Institution at the time
of disclosure and is free of any obligations of
confidentiality; or is obtained by Institution, free of
any obligations of confidentiality from a third party
who has a lawful right to disclose it.

10.3. Obligations of Confidentiality. Unless Sponsor
provides prior written consent, Institution may not use
Confidential Information for any purpose other than
that authorized in this Agreement, nor may Institution
disclose Confidential Information to any third party
except as authorized in this Agreement or as required
by Applicable Law. Required disclosure of
Confidential Information to the IEC (Independent
Ethics Committee) and/or RA (the State Institute for
Drug Congrol “SUKL”) and publication of a redacted
version of this Agreement strictly in accordance with
the provisions of Section 30 is specifically
authorized. The Institution agrees not to reveal
Confidential Information to third parties, other than
those Research Staff, agents, local service providers
and/or contractors with a need to know directly
involved in conducting the Trial or services in support
of the Trial (“Permitted Recipients®). Institution shall
ensure that prior to any disclosure of Confidential
Information to any such Permitted Recipients are
subject to similar confidentiality obligations no less
onerous than those in this Agreement. Institution will
be responsible for any breach of any provision of this
Agreement by its applicable Permitted Recipients and
shall promptly notify Sponsor upon discovery of any
loss or unauthorized use or disclosure of Confidential
Information by the Institution or its Permitted
Recipients.

10.4. Disclosure Required by Applicable Law. If
disclosure of Confidential Information beyond that
expressly authorized in this Agreement is required by
Applicable Law, that disclosure does not constitute a
breach of this Agreement so long as Institution:
(1) notifies Sponsor in writing as far as possible in
advance of the disclosure so as to allow Sponsor to
take legal action to protect its Confidential
Information; (ii) discloses only that Confidential

10.2. Vynimky. Ddverné informacie nezahfiaji
informadcie, ktoré budu v§eobecne zname este pred ich
poskytnutim zo strany zadavatel'a alebo CRO; ktoré
sa poCas trvania tejto povinnosti zachovavat
dovernost stani  vSeobecne znamymi takymi
prostriedkami, ktorymi institacia alebo jej prislusny
splnomocneni prijemcovia neporusia ustanovenia
tejto zmluvy; ktoré st v ¢ase poskytnutia institicii uz
zname anevztahuje sa na ne Zziadna povinnost
zachovavat’ dovernost’; alebo ktoré institcia ziskala
od tretej strany, ktorda ma zakonné pravo poskytovat
také informacie, priCom na tieto informacie sa neviaze
povinnost’ zachovavat’ dévernost’.

10.3. Povinnosti tykajuce sa zachovavania dovernosti.
Pokial’ zadavatel’ neposkytne predchadzajuci pisomny
suhlas, institucia nesmie pouzivat’ doverné informéacie
na iny ucel, ako vymedzuje tato zmluva. Institucia tiez
nesmie poskytovat’ doverné informacie Ziadnej tretej
strane, okrem tych, ktoré st uvedené v tejto zmluve,
alebo pokial’ poskytnutie dovernych informacii tretej
strane nepozaduje Platna legislativa. Pozadované
poskytnutie dovernych informacii IEC (nezavisla
etickd komisia) alebo RA (Statny tistav na kontrolu
lietiv ,,SUKL®) a uverejnenie upravenej verzie tejto
dohody striktne v sulade s ustanoveniami odseku 30
sa vyslovne povoluje. Institicia suhlasi, ze
neposkytne doverné informacie tretim strandm, okrem
skasajuceho timu poskytovatelov sluzieb alebo
dodavatel'ov, ktori potrebuju vediet, Ze su priamo
zapojeni do vykonavania klinického skuSania alebo
sluzieb na podporu klinického sktsania (d’alej len
»Splnomocneni prijemcovia“). Institicia zabezpeci, Ze
pred akymkol'vek  spristupnenim  Doévernych
informacii akymkol'vek takymto splnomocnenym
prijemcom sa budi vztahovat podobné povinnosti
tykajiice sa dovernosti, ktoré nebudi menej striktné
ako tie, ktoré s uvedené v tejto dohode. Institucia
bude zodpovedna za akékol'vek  porusenie
akéhokol'vek ustanovenia tejto zmluvy zo strany jej
prislusnych splnomocnenych prijemcov a bude
bezodkladne informovat zadavatela o kazdom
zistenom Uniku alebo neoprdvnenom pouziti alebo
zverejneni dovernych informéacii zo strany institucie
alebo jej splnomocnenych prijemcov.

10.4. Poskytnutie pozadované Platnou legislativou.
Ak uplatnitelna Platna legislativa  pozaduji
poskytnutie dovernych informacii presahujuce ramec,
ktory vyslovne povoluje tato zmluva, také
poskytnutie dovernych informacii sa nepovazuje za
porusenie tejto zmluvy, pokial inStitucia bude: (i)
zadavatela — pokial mozno vopred — pisomne
informovat’ o poskytnuti dovernych informacii; (ii)
aby zadavatel’ mohol prijat’ pravne opatrenia v zaujme
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11.

Information required to comply with the legal
requirement; and (iii) continues to maintain the
confidentiality of this Confidential Information with
respect to all other third parties.

10.5. Survival of Obligations. For Confidential
Information other than Trial Data and Biological
Samples (hereinafter defined) analysis data, these
obligations of nonuse and nondisclosure survive
termination or expiration of this Agreement and
continue for a period of ten (10) years after
termination or expiration. Permitted uses and
disclosures of Trial Data are described in Section 14
(Publications) of this Agreement.

10.6. Return of Confidential Information. If requested
by Sponsor or CRO in writing, Institution will return
all Confidential Information, at Sponsor’s expense,
except that required to be retained at the Institution by
Applicable Law. However, Institution may retain a
single archival copy of the Confidential Information
for the sole purpose of determining the scope of
obligations incurred under this Agreement.

Trial Data, Biological Samples, and Records.

11.1. Trial Data. During the course of the Trial,
Institution will collect and submit certain data to
Sponsor or its agent, as specified in the Protocol. This
includes CRFs (or their equivalent) or electronic data
records, as well as any other documents or materials
created for the Trial and required to be submitted to
Sponsor or its agent, such as X-ray, magnetic
resonance imaging (“MRI*), or other types of medical
images, electrocardiogram (“ECG"),
electroencephalography (“EEG®), or other types of
tracings or printouts, or data summaries (collectively,
“Trial Data®). Institution will ensure accurate and
timely collection, recording, and submission of Trial
Data.

a. Ownership of Trial Data. Subject to Institution’s
right to publish any Trial Data, Sponsor is the
exclusive owner of all Trial Data.

ochrany svojich dovernych informacii, pokial
poskytne iba tie doverné informacie, ktoré su
nevyhnutné na splnenie zakonnej poziadavky; (iii)
a pokial’ budu nad’alej zachovavat’ déverny charakter
tychto dovernych informacii vo vztahu ku vSetkym
ostatnym tretim stranam.

10.5. Pretrvanie povinnosti. Co sa tyka dovernych
informacii inych, ako st udaje suvisiace so skisanim
audaje ziskané zanalyz biologického materialu
(definované nizsie), tieto povinnosti nepouzivat
a neposkytovat’ uvedené doverné informacie pretrvaji
aj po ukonceni alebo skonceni platnosti tejto zmluvy
a budu platit’ aj nad’alej minimalne po dobu desiatich
(10) rokov od ukoncenia alebo skoncenia platnosti
zmluvy. Pripustné pouzitie a poskytovanie udajov
suvisiacich so skisanim je uvedené v odseku 14
(Publikacie) tejto zmluvy.

10.6. Vratenie dovernych informacii. InStiticia je
povinna, na zaklade pisomnej Ziadosti zo strany
zadavatela alebo CRO, wvratit vSetky doverné
informacie, okrem tych, ktoré podla Platnej
legislativy musia ostat’ v institucii. Institicia si vSak
moéze ponechat jednu archivnu kopiu doévernych
informécii na jediny icel, a to pre potrebu stanovenia
rozsahu povinnosti vyplyvajucich z tejto zmluvy.

11. Udaje suvisiace s klinickym skuSanim, biologické
vzorky a zdznamy.

11.1. Udaje suvisiace so klinickém _skuSanim.
Institucia bude pocas trvania klinického skuSania

zhromazd’'ovat urcit¢ udaje, ktoré odovzda
zadavatel'ovi alebo jeho zastupcovi tak, ako je
uvedené v protokole. Tieto tdaje zahfiiaju formulare
CRF (alebo ich ekvivalent) alebo zaznamy
elektronickych udajov, ako aj vSetky ostatné
dokumenty alebo materialy vytvorené pre potreby
klinického sktSania, ktoré sa maji odovzdat
zadavatel'ovi alebo jeho zastupcovi, ako su napriklad
rontgenové  snimky, zobrazovanie = pomocou
magnetickej rezonancie (“MRI®) alebo iné druhy
snimok z lekarskych vysetreni, elektrokardiogram
(“EKG%), elektroencefalografia (“EEG®) alebo iné
druhy zaznamov a tlaGovych vystupov, ako aj stthrny
udajov (d’alej spolocne len “Odaje suvisiace
so skuSanim®), pokial’ to je relevantné. Institlicia
zaisti, aby udaje suvisiace so skasanim boli
zhromazdené, zaznamenané aodovzdané vcas
a spravnym sposobom.

a. Vlastnictvo udajov suvisiacich so skiSanim.
Vyhradnym  vlastnikom  vSetkych  udajov
suvisiacich so skiSanim je zadavatel. Uvedené sa
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b. Medical Records. Medical records relating to
Trial Subjects that are not submitted to Sponsor
may include some of the same information as is
included in Trial Data; however, Sponsor makes
no claim of ownership to those documents or the
information they contain.

11.2. Biological Samples. If so specified in the
Protocol, Institution and Principal Investigator may
collect and provide to Sponsor or its designee
Biological Samples (“Biological Samples®).

a. Use. Institution will not use Biological Samples
collected under the Protocol in any manner or for
any purpose other than that described in the
Protocol.

b. Sample Data. Sponsor or its designees will test
Biological Samples as described in the Protocol.
Unless otherwise specified in the Protocol,
Sponsor will not provide the results of such tests
(“Sample Data*) to the Institution or Principal
Investigator or Trial Subject. Sample Data will be
treated as Trial Data; therefore, if Sponsor
provides Sample Data to the Institution or
Principal Investigator, that data will be subject to
the permitted use of Trial Data as outlined in this
Agreement.

11.3. Records. Institution will retain all records and
documents pertaining to the Trial under storage
conditions conducive to their stability and protection,
for the longest of: (i) twenty five (25) years after
termination of the Trial unless Sponsor authorizes, in
writing, earlier destruction; or (ii)as otherwise
required by Applicable Law. Institution further agrees
to permit Sponsor to ensure that the records are
retained for a longer period if necessary, at Sponsor’s
expense, under an arrangement that protects the
confidentiality of the records (e.g., secure off-site
storage).

12. Inspections and Audits.

nevztahuje na pravo institacie publikovat’ udaje
suvisiace s klinickym skuSanim.

b. Zdravotné zaznamy. Zdravotné zaznamy
ucastnikov skusania, ktoré sa neodovzdavaju
zadavatel'ovi, mo6zu obsahovat rovnaké informacie
ako tie, ktoré patria kudajom suvisiacim
so skuSanim. Zadavatel si vS8ak nenarokuje
vlastnictvo tychto dokumentov alebo informacii,
ktoré obsahuju.

11.2. Vzorky biologického materidlu. Ak je to
uvedené v protokole, inStiticia a zodpovedny
skasajuci mozu zbierat® a poskytovat biologické
vzorky (“biologické vzorky*) zadavatel'ovi alebo jeho
poverenému zastupcovi.

a. Pouzivanie. InstitGicia nebude pouzivat’ vzorky
biologického materialu odobraté na zaklade
protokolu Ziadnym inym spdsobom a na ziaden iny
ucel, nez je uvedeny v protokole.

b. Udaje stvisiace so vzorkami. Zadavatel’ alebo
nim povereni zastupcovia budu testovat’ vzorky
biologického materidlu tak, ako je uvedené
v protokole. Ak v protokole nie je uvedené inak,
zadavatel' neposkytne vysledky tychto testov
(“Gdaje stvisiace so vzorkami®) inStitacii, ani
zodpovednému skuasajicemu, resp. ucastnikovi
skusania. Udaje stvisiace so vzorkami buda
spracované rovnako, ako udaje suvisiace
s klinickymskuSanim.  Preto, ak zadavatel
poskytne udaje o vzorke inStitucii alebo
zodpovednému skusajucemu, tieto Udaje budu
predmetom povoleného pouzivania pre udaje
suvisiace so sktisanim, ako je uvedené v tejto
dohode.

11.3. Zaznamy. Institicia bude uchovavat vsetky
zaznamy adokumenty tykajuce sa klinického
skasania v podmienkach, ktoré zabezpecuju ich
stalost’ a ochranu, po dobu maximalne: (i) dvadsiatich
piatich (25) rokov od ukoncenia klinického skusania
(pokial' zadavatel’ pisomne neodsuhlasi ich skorSiu
likvidaciu) alebo (ii) po dobu vyzadovani Platnou
legislativou. Institucia dalej suhlasi, ze umozni
zadavatelovi, aby v pripade potreby na vlastné
naklady zabezpecil dlhodobejsie uchovanie tychto
zédznamov, pricom musi prijat’ také opatrenia, ktoré
zaistia ~ dOovernost  tychto  zaznamov  (napr.
zabezpecené skladovacie priestory mimo pracoviska).

12. InSpekcie a audity.

PI: _ | Institution: Detskd fakultna nemocnica KoSice | Teva Branded Pharmaceutical Products R&D, Inc. | FpA-AS-

30094

Doc Name: SYNH SVK Institution Bipartite CTA (CRO) V1.5 01Jun2022 | Doc Final: 07/Mar/2024 13/35




Confidential | Doverné

12.1. Access. Upon reasonable request, Sponsor,
authorized representatives of Sponsor, and/or
authorized representatives of the RA may, during and
after the Trial, during regular business hours:
(i) examine and copy: all CRFs and other Trial records
(including Trial Subject records and medical charts,
Trial Subject ICF documents, and Sponsor Drug and
Comparator Drug receipt and disposition logs);
(ii) examine and inspect the facilities and other
activities relating to the Trial or the IEC; and
(ii1) observe the conduct of the Trial.

12.2. Notice. Institution shall: (i) inform Sponsor and
CRO as soon as practicable of any effort or request by
the state authorities and public administration, the RA
or other persons to inspect or contact the Institution,
Principal Investigator or Research Staff with regard to
the Trial; (ii) provide Sponsor and CRO with a copy
of any communications sent by such persons; and
(ii1) provide Sponsor the opportunity to participate in
any proposed or actual responses by Institution to such
communications and to make reasonable efforts to
ensure that Sponsor may be present or represented
during any such visit.

12.3. Cooperation. Institution will ensure the full
cooperation of the Principal Investigator, the Research
Staff and IEC members with any such inspection and
will ensure timely access to applicable records and
data. Institution will promptly resolve any
discrepancies that are identified between the Trial
Data and the Trial Subject’s medical records.

13. Inventions. If the conduct of Trial results in any
invention, discovery, development or improvement
whether patentable or not (“Invention®), Institution will
promptly inform Sponsor and CRO and Sponsor shall
own all rights, title and interest in any and all such
Inventions.. Institution will on behalf of itself, Principal
Investigator and Research Staff, free of any obligation or
consideration beyond that provided for in this Agreement,
assign (1) all their respective rights, title, and interest in
any such Invention to Sponsor, including all patents,
copyrights and other intellectual property and propriety
rights, and (2) all rights of action and claims for damages
and benefits arising due to past and present infringements
of said rights. Institution will provide reasonable
assistance to Sponsor in filing and prosecuting any patent
applications relating to Invention, at Sponsor’s expense.
Sponsor does not transfer to Institution by operation of

12.1. Pristup. Na zaklade rozumnej poziadavky moze
zadavatel’, autorizovany zastupca zadavatela alebo
autorizovany zastupca RA, pocas alebo po klinickom
skasani, pocas beznych pracovnych hodin: (i)
preskimat’ arobit’ kopie vSetkych CRF ainych
zaznamov klinického skuSania (vratane zaznamov
a zdravotnych grafov ucastnikov skuSania, ICF
formularov  ucastnikov ~ sktSania,  potvrdeni
a dispozicnych zaznamov o prijati a vydaji liekov),
(ii) preskimat’ a urobit’ previerku zariadeni a inych
¢innosti tykajacich sa klinického sktSania alebo
nezavisle] etickej komisie, a(iii) pozorovat
vykonavanie klinického skusania.

12.2. Oznamovanie. Institucia: (i) bude ¢o najskor
informovat’ zadavatela a CRO o kazdej snahe alebo
ziadosti Statnych organov a verejnej spravy, RA alebo
inych 0s6b o vykonanie inSpekcie alebo naviazanie
kontaktu s inStiticiou, zodpovednym sktsajacim
alebo skusajucim timom ohladom klinického
skasania, (ii) poskytne zadavatel'ovi a CRO koépiu
vSetkych informacii odoslanych tymito osobami
a (iii) poskytne zadavatel'ovi moznost’ podiel’at’ sa na
kazdej navrhovanej alebo skutocnej odpovedi
zo strany inSpekcie na tak(i komunikaciu a vyvinie
primerané usilie, aby zabezpecila, ze zadavatel’ bude
pocas takejto inSpekcie pritomny alebo zastupeny.

12.3. Spolupraca. Institicia zaisti plni spolupracu
zodpovedného  skusajiiceho, skasajuceho timu
a Clenov IEC pri vSetkych takych inSpekciach a zaisti
vCasny pristup k prislusnym zaznamom a tidajom.
Institucia bezodkladne vyrieSi akékol'vek rozpory,
ktoré budu zistené medzi udajmi suvisiacimi
so skuSanim a zdravotnymi zaznamami ucastnikov
skasania.

13. Vynélezy. Ak v dosledku klinického skuSania
vznikne vynalez, objav, vyvoj alebo zdokonalenie, ¢i uz
patentovatelné alebo nie (‘“vynalez™), inStitucia bude
o tejto skutocnosti bezodkladne informovat zadavatel'a a
CRO a zadavatel’ bude vlastnit’ vSetky prava, narok a
podiel na kazdom jednom vynaleze. Institiicia vo svojom
mene, v mene zodpovedného skusajuceho a v mene
skuSajiceho timu, a to bez akéhokol'vek zavizku alebo
protihodnoty, ktoré nie su ustanovené v tejto zmluve,
postapi (1) zadavatelovi vSetky svoje prislusné prava,
narok a podiel na akomkol'vek takomto vynaleze vratane
vSetkych patentov, autorskych prav a inych prav
duSevného vlastnictva a vlastnickych prav, a (2) vSetkych
prav na konanie a naroky v pripade nahrad skod a vyhod
vyplyvajicich z minulych a safasnych poruseni
uvedenych prav. Institicia poskytne zadavatelovi, na
jeho naklady, primeranti pomoc pri podévani a sledovani
vSetkych ziadosti o udelenie patentu suvisiacich
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this Agreement any patent right, copyright or other
proprietary right of Sponsor.

14. Publications. Sponsor does not object to publication
by Institution of the results of the Trial based on
information collected or generated by Institution and
Principal Investigator in accordance with this Section 14,
whether or not the results are favorable to the Sponsor
Drug. However, to ensure against inadvertent disclosure
of Confidential Information or unprotected Inventions,
Institution shall not have the right to publish without prior
written consent of Sponsor, and will provide Sponsor an
opportunity to review at least sixty (60) days prior any
proposed publication or other type of disclosure before it
is submitted or otherwise disclosed. If in the Sponsor’s
judgment, publication or presentation at a given time
would hinder the Sponsor’s development of the Sponsor
Drug or which may impair Sponsor’s ability to obtain
patent protection, the Institution shall require Principal
Investigator to modify the publication or presentation
schedules accordingly. The Institution further agrees to
delete information identified by CRO or the Sponsor as
Confidential Information, prior to submitting such
manuscript and/or abstract for publication or
presentation, or defer publication or presentation of such
manuscript and/or abstract at the request of the Sponsor,
to permit the filing of any desired patent applications by
the Sponsor. Since the Trial is part of a multi-center Trial,
Institution agrees that the first publication is to be a joint
publication involving all Trial sites. If a joint manuscript
has not been submitted for publication within
eighteen (18) months of completion or termination of the
Trial at all participating Trial sites, Institution is free to
publish separately, subject to the other requirements of
this Agreement. Irrespective of the outcome of a Trial,
within one year from the end of Trial in all EU member
states concerned, the Sponsor shall submit to the EU
database a summary of the results of the Trial and lay
summary unless specified otherwise in Protocol for
justified scientific reasons.

15. Publicity. No Party will use the name of another Party
or any of its employees for promotional or advertising
purposes without written permission from the other Party.
However, Sponsor reserves the right to identify the
Institution in association with a listing of the Protocol in
the National Institutes of Health (NIH) Clinical Trials

s vynalezom. Zadavatel neprenaSa na zaklade tejto
zmluvy na inStitaciu ziadne patentové pravo, autorské
pravo ani iné vlastnicke pravo zadavatela.

14. Publikacie. Zadavatel’ nema namietky, ak institacia
publikuje vysledky tohto klinického sktiania na zaklade
informacii vyzbieranych alebo vytvorenych institiiciou a
zodpovednym skuSajucim v stlade s c¢lankom 14,
nezavisle od toho, ¢i st naklonené lieku zadavatel'a alebo

nie. Aby sa vSak =zabezpeCilo, ze nedojde
k neplanovanému zverejneniu dovernych informacii

alebo nechranenych objavov, inStiticia nema pravo
publikovat’ bez predchadzajiceho pisomného sthlasu
zadavatela a poskytne zadavatelovi prilezitost’
skontrolovat’ najmenej Sestdesiat (60) dni vopred

akukol'vek navrhovanu publikdciu alebo iny typ
zverejnenia pred jeho odovzdanim alebo inym
zverejnenim. Ak ide o sucast multicentrického

klinického skt$ania, inStitucia suhlasi, Ze prva publikacia
bude spolocnou publikdciou zahrnajicou vsetky
pracoviska klinického skuSania. Ak by podla tsudku
zadavatel'a, zverejnenie alebo prezentacia v danom case
branila zadavatel'ov vo vyvoji lieku zadavatel'a alebo mu
znemoznila ziskat’ patentova ochranu, institicia poziada
zodpovedného skusajliceho, aby zodpovedajico upravil
plany zverejnenia alebo prezentacie. Institicia dalej
sthlasi s vymazanim informécii oznacenych CRO alebo
zadavatela ako Doverné informacie pred odoslanim
takého rukopisu alebo abstraktu na uverejnenie alebo
prezentéciu, alebo odlozit’ zverejnenie alebo prezentaciu
tohto rukopisu alebo abstraktu na ziadost’ zadavatel’a, aby
umoznil  podanie  akychkol'vek  pozadovanych
patentovych prihlaSok zadavatel'om. Ked’ze toto klinické
skasanie je sucCastou multicentrického  klinického
skasania, institicia sa zavdzuje, Zze prvé publikovanie
bude spolo¢né, na ktorom sa budi podielat’ vsetky
pracoviskd klinického skuSania. Ak spolo¢ny rukopis
nebol podany na publikovanie do osemnastich (18)
mesiacov od ukonéenia alebo =zrusenia klinického
skisania na vSetkych zlcastiiujucich sa pracoviskach
klinického skuSania, inStiticia moze publikovat
samostatne, v stilade s inymi poziadavkami tejto zmluvy.
Bez ohl'adu na vysledok klinického skusania zadavatel’
do jedného roka od ukoncenia klinického skusania vo
vSetkych prislusnych ¢lenskych Statoch poskytne
databaze EU suhrn vysledkov klinického skusania a
laické zhrnutie, ak nie je v protokole z opodstatnenych
vedeckych dévodov uvedené inak.

15. Publicita. Ziadna Zmluvna strana nebude pouZivat
meno inej Zmluvnej strany alebo jej zamestnancov na
ucely propagacie areklamy bez pisomného suhlasu
poskytnutého druhou Zmluvnou stranou. Zadavatel' si
vSak vyhradzuje pravo uviest totoznost institicie
v stvislosti s uvedenim protokolu v databaze klinickych
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Data Bank, other publicly available listings of ongoing
clinical trials, or other patient recruitment services or
mechanisms. Sponsor may prepare, use, refer to, and
disseminate or distribute articles relating to the Trial,
royalty-free, including such reprints that disclose the
name of Institution. Institution shall not engage in
interviews related to the Trial. Institution will not and will
ensure the Principal Investigator and Research Staff will
not: make any public presentations about the Trial or this
Agreement or issue any news releases, articles or other
method of communication with the general public about
the Trial or this Agreement.

16. Indemnification. Sponsor’s obligation to indemnify,
defend or hold harmless Institution and Principal
Investigator their respective personnel (collectively, the
“Institution Indemnitees®) is limited to an obligation to
indemnity, defend or hold harmless the Institution
Indemnitees solely from and against any and all
liabilities, damages, losses, claims, or expenses,
including court costs and reasonable attorneys’ fees
(“Losses*) resulting from any third party claims, actions
or proceedings seeking compensation for bodily injury or
death of any Trial Subject enrolled in this Trial at the
Institution, to the extent that such injury or death was
directly caused by the use of the Sponsor Drug provided
by Sponsor in compliance with the this Agreement, the
approved Protocol, and the ICF or tests or procedures
related thereto, but solely to the extent that such Losses
do not arise out of or are not in connection with any
Institution Indemnitees: (i) failure to follow any
applicable laws, legal regulation in the territory of the
Slovak Republic , regulations, and guidelines; (ii) failure
to follow applicable standards of care, or to conform to
reasonable and prudent clinical practices, including GCPs
as applicable to clinical studies; (iii) negligent acts or
omissions, willful misconduct or misuse of the Sponsor
Drug; (iii) failure to follow the Protocol or other written
recommendations or instructions provided by Sponsor or
CRO; or (iv) treatment of a Trial Subject prior to
initiation of the Trial at the Institution.

16.1. Institution and Principal Investigator shall, at a
minimum, indemnify, defend, and hold harmless
Sponsor, its Affiliates and their respective employees,
officers, directors, agents, contractors and

skasani vedenej Narodnym tstavom zdravia (NIH), ako
aj v inych verejne dostupnych zoznamoch tykajucich sa
prebiehajucich klinickych skiiSani alebo v ramci inych
sluzieb a mechanizmov zaist'ujucich nabor pacientov.
Zadavatel’ moze pripravovat, pouzivat, odvolavat’ sa na
Clanky a Siritt alebo distribuovat’ c¢lanky tykajuce
klinického skuSania bez poplatkov vratane dotlaci
¢lankov, v ktorych sa zverejiiuje nazov institicie.
Institicia sa nezOcastni rozhovorov poskytovanych
v suvislosti s klinickym skuSanim. InStitucia nebude
vykonavat’ nasledovné a zabezpeci, aby ani zodpovedny
skasajuci  a Clenovia sktsajuceho timu nevykonavali
nasledovné: uskutocnovat’ akékol'vek verejné prezentacie
tykajuce sa klinického skuSania alebo tejto zmluvy, alebo
vydavat akékol'vek tlaové spravy, clanky alebo
uskutociovat’ iny sposob komunikacie so Sirokou
verejnostou v suvislosti so skuSanim a touto zmluvou.

16. Odskodnenie. Zavizok zadavatel'a odSkodinovat’,
obhajovat’ alebo chranit’ inStiticiu a zodpovedného
skasajuceho a ich prislusnych zamestnancov (dalej
spolo¢ne ako ,,0odSkodnované osoby institicie™) je
obmedzeny na zavidzok odskodiovat’, obhajovat’ alebo
chranit odskodniované osoby institicie vyluéne v
suvislosti s akymikol'vek zaviazkami, Skodami, stratami,
narokmi alebo vydavkami vratane sudnych trov a
primeranych poplatkov za pravne zastipenie (d’alej len
,straty”) vyplyvajucimi z akychkol'vek narokov, zalob
alebo konani tretich stran, ktoré sa dozaduju kompenzacie
za ujmu na zdravi alebo umrtie ktoréhokol'vek ucastnika
skuSania zaradeného do tohto klinického skuSania v
institacii, a to v rozsahu, v akom dana ujma na zdravi
alebo umrtie boli priamo spdsobené pouzitim lieku
zadavatela, ktory zadavatel' poskytol v sulade s touto
zmluvou, protokolom a ICF, alebo vykonanim
prislusnych testov/vySetreni alebo procedir podla
schvaleného protokolu, ale vylu¢ne v rozsahu, v akom
takéto straty nevznikaju v pripade a nestvisia s pripadom
ak ktorakol'vek odSkodiiovana osoba institucie: (i)
nedodrzala ktorykol'vek zakon, pravny predpis platny na
uzemi Slovenské republiky, nariadenie a usmernenie; (ii)
nedodrzala platné Standardy starostlivosti alebo
primerané a obozretné klinické postupy vratane GCP,
nakol’ko sa vzt'ahuju na klinické skiiSania; (iii) dopustila
sa nedbanlivosti alebo opomenutia, vedomého
pochybenia alebo nespravneho pouzitia liecku zadavaterla;
(iii) nedodrzala protokol alebo iné pisomné odportacania
alebo pokyny vydané zadavatel'om alebo CRO; alebo (iv)
vykonavala liecbu u ucastnika klinického skasania pred
zacatim klinického skuSania v institacii.

16.1. Institicia a zodpovedny skuSajuci bude
prinajmensom odskodnovat, obhajovat a chranit
zadavatela, jeho pobocky a ich prislusnych
zamestnancov, uradnikov, riaditelov, konatelov a
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representatives (collectively, the “Sponsor
Indemnitees®) from and against any and all Losses
resulting from or arising out of or in connection with
any third party claims, actions or proceedings relating
to any Institution Indemnitees': (i) failure to follow
any applicable legal regulation in the territory of the
Slovak Republic, regulations, and guidelines, or to
conform to reasonable and prudent clinical practices,
including GCPs as applicable to clinical studies; (ii)
negligent acts or omissions, willful misconduct or
misuse of the Sponsor Drug; (iii) failure to follow the
Protocol or other information provided to Institution
Indemnitees by Sponsor or CRO; or (iv) treatment of
a Trial Subject prior to initiation of the Trial.

16.2. The Institution is and shall remain liable for any
harm, claims, actions or expenses (including legal
expenses) resulting from or connected with the
negligence, act, omission or fault on the part of the
Institution, Principal Investigator or any other
Research Staff.

16.3. Limit of Liability of CRO. The Parties agree that
CRO expressly disclaims any and all liability
whatsoever in connection with the Sponsor Drug or
the Protocol except to the extent that such liability
arises from CRO’s negligent act, omission or willful
misconduct.

17. Termination.

17.1. Termination Conditions. This Agreement
terminates upon the earlier of any of the following
events:

a. Trial Completion. For purposes of this
Agreement, the Trial is considered complete after
conclusion of all Protocol-required activities for all
enrolled Trial Subjects; receipt by Sponsor or CRO
of all relevant Protocol-required data, Trial
documents and Biological Samples; and receipt of
all payments due to either Party.

b. Early Termination of Trial. If the Trial is
terminated early as described below, the
Agreement will terminate after receipt by Sponsor

17.

zastupcov (d’alej spolo¢ne ako ,,odSkodnované osoby
zadavatel'a®) v suvislosti s akoukol'vek stratou
vyplyvajicou z akychkol'vek narokov, Zalob alebo
konani tretich stran suvisiacich s pripadom, kedy
ktorakol'vek odskodnovana osoba institucie: (i)
nedodrzala ktorykol'vek pravny predpis platny na
uzemi Slovenskej republiky, nariadenie a usmernenie;
alebo nedodrzala primerané a obozretné klinické
postupy vratane GCP, nakolko sa vztahuji na
klinické sktiSania; (ii) dopustila sa nedbanlivosti alebo
opomenutia, vedomého pochybenia alebo
nespravneho pouzitia liecku zadavatela;  (iii)
nedodrzala protokol alebo iné informacie vydané
odskodnovanym osobam inStitacie zadavatel'om
alebo CRO; alebo (iv) vykonavala lieCbu u tc¢astnika
skuSania pred zacatim klinického nsktiSania.

16.2. Institucia je a zostava zodpovedna za akukol'vek
ujmu, naroky, zaloby alebo vydavky (vratane
pravnych vydavkov) vyplyvajuce alebo suvisiace s

nedbanlivostou, konanim, opomenutim alebo
zavinenim zo strany inStiticie, zodpovedného
skasajuceho alebo ktoréhokol'vek iného clena

skusajiiceho timu.

16.3. Obmedzenie zodpovednosti CRO. Zmluvné
strany suhlasia, ze CRO vyslovne odmieta
akukol'vek zodpovednost’ v stvislosti s lickom
zadavatel'a alebo protokolom okrem pripadov, kedy
takd zodpovednost’ vyplyva z nedbanlivosti,
opomenutia alebo umyselného nespravneho konania
CRO.

Ukoncenie zmluvy.

17.1. Podmienky ukoncenia. Platnost’ tejto zmluvy
bude ukoncena v pripade niektorej z nizsie uvedenych
udalosti, podl'a toho, ktora nastane skor:

a. Dokoncenie klinického skusSania. Klinické
skasanie sa, na ucely tejto zmluvy, povazuje za
ukoncené po dokonCeni vSetkych Cinnosti
pozadovanych  protokolom  pre  vSetkych
ucastnikov skuSania, ktori boli zaradeni do
klinického skuSania; po odovzdani vSetkych
prislusnych tdajov pozadovanych protokolom,
dokumentov  klinického skuSania a vzoriek
biologického materidlu zadavatel'ovi alebo CRO;
apo prijati vSetkych platieb splatnych niektore;j
zo Zmluvnych stran.

b. PredCasné ukoncenie klinického skuiSania.
Pokial’ d6jde k predc¢asnému ukonceniu klinického
ska$ania, tak ako je uvedené nizSie, zmluva bude
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or CRO of all relevant Protocol-required data,
Trial documents and Biological Samples and
receipt of all payments due to either Party.

(1) Termination of Trial upon Notice. Sponsor
and/or CRO reserves the right to terminate the
Trial for any reason upon thirty (30) calendar
days written notice to Institution. Upon receipt
of such notice, Institution agrees to
immediately stop enrolment of any new Trial
Subjects and shall promptly terminate conduct
of the Trial, to the extent medically permissible
in terms of health care provision, for all Trial
Subjects.

(2) Immediate Termination or Suspension of
Trial by Sponsor and/or CRO. Sponsor and/or
CRO further reserves the right to terminate or
suspend the Trial immediately upon written
notification to Institution for causes that include
failure to enroll Trial Subjects at a rate
sufficient to achieve Trial performance goals;
material unauthorized deviations from the
Protocol or reporting requirements;
circumstances that in Sponsor’s opinion pose
risks to the health or wellbeing of Trial
Subjects; or regulatory agency actions relating
to the Trial or the Sponsor Drug or Comparator
Drug.

(3) Immediate Termination of Trial by
Institution. Institution reserves the right to

terminate the Trial immediately upon
notification to Sponsor and/or CRO if requested
to do so by the responsible IEC and/or RA or if
such termination is required to protect the
health of Trial Subjects.

(4) Termination of Trial by Institution for
material breach. Institution reserves the right
to terminate the Trial immediately upon
written notice of termination of the Agreement
to Sponsor and CRO if Sponsor and/or CRO

ukon¢ena po odovzdani vSetkych prisluSnych
udajov pozadovanych protokolom, dokumentov
klinického skusania a vzoriek biologického
materialu zadavatel'ovi alebo CRO apo prijati
vSetkych platieb splatnych niektorej
zo Zmluvnych stran.

(1) Ukoncenie klinického sktiSania na zaklade
vypovede . Zadavatel alebo CRO, si
vyhradzuju pravo ukoncCit’ klinické skuSanie
z akéhokol'vek dovodu na zaklade pisomného
oznamenia s vypovednou lehotou tridsat’ (30)
kalendarnych dni, ktoré bude dorucené
intitacii. InStitdcia suhlasi, Ze po prijati
takéhoto  oznamenia  okamzite  ukon¢i
zarad’'ovanie akychkol'vek novych ucastnikov
klinického sktiSania a okamzite ukonci klinické
skasanie u vSetkych ucastnikov klinického
skuSania v rozsahu, v akom to je lekarsky
pripustné z hl'adiska poskytovania zdravotnej
starostlivosti.

(2) Okamzité ukoncenie alebo pozastavenie
klinického sktiania zadavatel'om alebo CRO.
Zadavatel' alebo CRO si dalej vyhradzuju
pravo okamzite ukoncit alebo pozastavit
klinick¢ skuSanie na =zaklade pisomného
oznamenia institacii z dovodov, ktoré zahfnaji
neschopnost’ zaradit' do klinického sktsania
dostatocny pocet ucastnikov skusania tak, aby
bolo mozné dosiahnut’ ciele stanovené pre
vykonanie klinického skuSania; podstatné
nedovolené odchylky od protokolu alebo
poziadaviek tykajucich sa podavania hlaseni;
okolnosti, ktoré podla nazoru zadavatela
predstavuju riziko ohrozenia zdravia alebo
blaha tucastnikov skiSania; alebo konanie
regulacnych turadov suvisiace so skuSanim
alebo lickom zadavatel’a, resp. komparativnym
liekom.

(3) Okamzité ukoncenie klinického skuSania
institdciou. InstitGcia si vyhradzuje pravo
okamzite ukoncit’ klinické skiSanie na zaklade
oznamenia doru¢eného zadavatelovi alebo
CRO v pripade, Ze to pozaduje zodpovedna
IEC alebo RA, alebo ak je takéto ukoncenie
nevyhnutné v zaujme ochrany zdravia
ucastnikov skusania.

(4) Ukoncenie skusania institiciou z dévodu
zavazného porusenia zmluvy Institicia si
vyhradzuje pravo ukoncit klinické skusanie
okamzZite na zaklade pisomného oznamenia
zadavatel'ovi a CRO o odstipeni od zmluvy,
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materially breach the agreed terms of this
Agreement and fail to cure such breach within
thirty (30) calendar days of the breaching
party’s receipt of written notice of breach from
the Institution.

17.2. Payment upon Termination. If the Trial is
terminated early in accordance with this Agreement,
Sponsor or CROYits designee will provide a
termination payment equal to the amount owed for
work already performed up to and including the
effective date of termination, in accordance with
Attachment A, less payments already made. The
termination payment will include any non-cancelable
expenses, other than future personnel costs, so long as
they were properly incurred and prospectively
approved by Sponsor, and, only to the extent such
costs cannot reasonably be mitigated. If the Trial was
never initiated because of disapproval by the IEC
and/or RA, Sponsor or CRO/its designee will
reimburse Payee for IEC fees and for any other
expenses that were prospectively approved, in writing,
by Sponsor.

17.3. Return of Materials. Unless Sponsor and/or
CRO instructs otherwise in writing, Institution will
promptly return all materials supplied by Sponsor
and/or CRO, at Sponsor’s expense, for Trial conduct,
including CRFs and any Sponsor and/or
CRO-supplied Equipment (hereinafter defined).
Institution will return and/or destroy any unused
Sponsor Drug or Comparator Drug, as applicable, at
Sponsor’s expense.

18. Insurance.

18.1. Institution will secure and maintain in full force
and effect throughout the performance of the Trial
(and following termination of the Trial) insurance
coverage to satisfy their obligations for medical
professional liability in accordance with Applicable
Law.

18.2. Sponsor will secure and maintain in full force
and effect insurance coverage to fulfill its
indemnification obligations expressed in this
Agreement herein in accordance with Applicable
Law.

19. Debarment, Exclusion, Licensure and Response.
Institution represents that to the best of its knowledge
after due inquiry that neither it nor any Research Staff or
Principal Investigator are restricted or prevented under

ak zadavatel’ a/alebo CRO zavazZne porusia
dohodnuté podmienky tejto zmluvy a
nenapravia toto porusenie do tridsiatich (30)
kalendarnych dni odo dna, ked’ porusujica
strana dostala pisomné oznamenie o poruseni
od instittcie.

17.2. Platby pri ukoneni zmluvy. V pripade
predCasného ukoncenia klinického skusania v stilade
s touto zmluvou zadavatel’ alebo CRO/jeho zastupca
uhradi odstupné zodpovedajice dlznej ciastke za
pracu vykonani do avratane datumu ukoncéenia
zmluvy, v stilade s Prilohou A, pri¢om od tejto Ciastky
budt odpocitané uz uhradené platby. Odstupné bude
zahrnat’ vSetky vydavky, ktoré nie je mozné zrusit, iné
ako buduce personalne naklady, pokial vznikli
opravnene a boli vopred schvalené zadavatel'om, a to
iba do tej miery, ze také naklady nemozno rozumne
znizit. Pokial' sa klinické skuSanie nikdy nezacalo
z dovodu jeho neschvalenia zo strany IEC alebo RA,
zadavatel' uhradi institucii vSetky poplatky uréené
nezavislej etickej komisii atiez vSetky ostatné
vydavky, ktoré boli vopred pisomne schvalené
zadavatel'om.

17.3. Vratenie materidlov. Pokial' zadavatel' alebo
CRO pisomne nestanovi inak, institlcia je povinna, na
naklady zadavatela, bezodkladne vratit vSetky
materialy dodané zadavatelom alebo CRO alebo
zadavatelom na ucely klinického skuSania vratane
formularov CRF a v§etkého vybavenia (definovaného
niz8ie) dodaného zadavatel'om alebo CRO. Institucia
vrati alebo zni¢i vSetky nepouzité lieky zadavatela,
alebo aj komparativny liek, na naklady zadavatela.

18. Poistenie.

18.1. Institacia je povinnd uzavriet' a po celu dobu
trvania klinického skuSania (ako aj po ukonceni
klinického skuSania) udrziavat’® v plnom rozsahu
v platnosti zmluvu na poistné krytie na plnenie si
svojich zavdzkov vyplyvajucich zo zodpovednosti pri
vykonavani lekarskeho povolania v sulade s platnou
legislativou-

18.2. Aby mohol splnit’ svoje povinnosti tykajlice sa
odskodnenia v ramci tejto zmluvy v sulade s Platnou
legislativou, zadavatel' zabezpeCi a bude udrziavat
v plnej platnosti a G¢innosti poistné krytie.

19. Zamedzenie pristupu, vylucenie, licencia a odozva.
Institucia vyhlasuje, ze podla jej najlepSieho vedomia
a po nalezitom zistovani sa na fiu ani na skisajuci tim
vratane  zodpovedného  skuSajuceho  nevztahuje
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any healthcare or medicines law from taking part in
clinical research activities and the Institution will not
knowingly use in any capacity the services of any person
who is so restricted or prevented under any such laws
with respect to the service being performed under this
Agreement. During the term of this Agreement and for
one (1) year thereafter, the Institution will immediately
notify the Sponsor and CRO if it becomes aware of any
such restriction or prevention being applied to the
Principal Investigator or any Research Staff. Institution
represents that it and, to the best of its knowledge after
due inquiry, Research Staff, including the Principal
Investigator are not the subject of any past or pending
investigation, inquiry, warning or enforcement action,
including a government mandated corporate integrity
agreeemnt, and that they have not violated any applicable
anti-kickback or false claims laws or regulations related
to their conduct of research that has not been disclosed to
the Sponsor and CRO. Institution will promptly notify
Sponsor and CRO if it becomes aware of any such action
regarding compliance with ethical, scientific or
regulatory standards for the conduct of research if such
action relates to events or activities that occurred prior to
or during the period in which the Trial was conducted.

20. Assignment and Delegation. The Parties agree that
Sponsor may at any time and upon written notice to
Institution assume the obligations and rights of CRO or
substitute CRO with another independent contractor.
None of the rights or obligations under this Agreement
will be assigned or subcontracted by Institution to another
without the prior written consent of Sponsor, and the
express agreement of Institution, CRO, and the requisite
new assignee or subcontractor. Institution must notify
Sponsor and/or CRO, in advance, prior to moving to
another location. This Agreement will bind and inure to
the benefit of the successors and permitted assigns of the
Sponsor.

21. Equipment. Sponsor may provide, or arrange for a
vendor (“Vendor®) to provide, certain equipment for use
by Institution during the conduct of the Trial
(“Equipment®). Equipment use, ownership and
disposition terms are further outlined in Attachment C
(Equipment Use, Ownership & Disposition).

obmedzenie alebo zakaz zGcastiiovat sa klinickych
skasani, na zaklade akejkol'vek zdravotnickej alebo
medicinskej legislativy. InStiticia nebude vo vztahu
k sluzbam vykonavanym v ramci tejto zmluvy v ziadnom
rozsahu vedome vyuzivat' sluzby osoby, pre ktor plati
takéto obmedzenie alebo zakaz. Pocas platnosti tejto
zmluvy ajeden (1) rok po jej vyprSani bude institucia
okamzite informovat’ zadavatel'a CRO, ak zisti, ze sa na
zodpovedného skusajuceho alebo na clena skuSajuceho
timu uplatiiuje akékol'vek obmedzenie alebo zakaz.
Institacia vyhlasuje Ze ona sama, a podl'a jej najlepSicho
vedomia apo naleZitom zistovani, ani ¢lenovia
skasajuceho timu , vratane zodpovedného skusajuceho
nie s predmetom Ziadneho vySetrovania , Setrenia,
napomenutia alebo stidneho nariadenia, vratane dohody
o podnikovej integrite nariadenej vladouktoréprobé&hlo
v minulosti alebo prebieha v sii¢asnosti, a ze v stvislosti
s vykonavanym klinickym skaSanim ktory nebol
poskytnuty zadavatelovi a CRO, neporus$ili ziadne
uplatnitel'né zadkony alebo pravne predpisy tykajlice sa
prijimania nezakonnych provizii alebo vnasania
neopravnenych poziadaviek. Ak sa inStitacia dozvie
o takomto konani tykajucom sa suladu vykonavaného
vyskumu s etickymi, vedeckymi alebo regulatnymi
normami, okamzite to oznami zadavatel'ovi a CRO za
predpokladu, ze takéto konanie ma suvis s udalostami
alebo aktivitami, ktoré prebehli pred zacatim klinického
skasania alebo pocas klinického sktiSania.

20. Poverenie a prenesenie pravomoci. Zmluvné strany
suhlasia, ze zadavatel moze kedykol'vek, na zaklade
pisomného oznadmenia doruceného institucii, prevziat
zavizky a prava CRO alebo CRO nahradit’ akymkol'vek
nezavislym dodéavatelom. InStitGicia nesmie preniest
ziadne prava ani zavidzky vyplyvajlce z tejto zmluvy na
nikoho iného, ani nesmie stymto tmyslom uzavriet
subdodavatel'ski  zmluvu, bez predchadzajiceho
pisomného suhlasu zadavatela a vyslovného suhlasu
institacie, CRO a prislusného nového nositela prav
a zavdzkov alebo subdodavatela. V pripade, Ze sa
inStitacia bude stahovat’ na ind adresu, musi tato
skuto¢nost’ vopred oznamit’ zadavatel'ovi alebo CRO.
Tato zmluva bude zavidzna a bude platit’ pre nastupcov
zadavatela a opravnené osoby poverené zadavatel'om, na
ktoré budu prenesené zavizky a prava.

21. Vybavenie. Zadavatel modze poskytnut’ urcité
vybavenie alebo zaobstarat dodavatela (“dodavatel*),
ktory zabezpeCi toto vybavenie, ktoré bude instittcia
pouzivat pocas vykonavania klinického skusania
(“vybavenie®). PouZzivanie vybavenia, vlastnictvo
a podmienky upravujice disponovanie s vybavenim su
podrobne Specifikované v Prilohe C (Pouzivanie,
vlastnictvo a disponovanie s vybavenim).
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22. Anti-Bribery and Anti-Corruption Laws. Institution
acknowledges that Sponsor and CRO are bound by
anti-bribery and anti-corruption laws. As such, Sponsor
and CRO employees, agents, contractors and/or
representatives are prohibited from making or offering
payment (or anything of value), directly or indirectly, to
employees or officials of any foreign government, public
international organization, political party, or candidates
for political office in order to retain any business or
secure any improper advantage. Institution shall ensure
that neither it nor any of its officers, employees,
collaborators, directors, consultants, agents,
representatives or sub-contractors take any action which
could render Sponsor or CRO liable under the
anti-bribery and anti-corruption laws.

23. Sponsor as Third Party Beneficiary. The Parties to
this Agreement recognize and agree that Sponsor takes
the benefit of this Agreement as a third party beneficiary
and agree that Sponsor may enforce such rights either
directly itself or indirectly through CRO.

24. Survival of Obligations. Obligations relating to
Financial Arrangements, Personal Data Protection and
Privacy, Confidential Information, Records, Inspections
and Audits, Inventions, Publications, Publicity,
Debarment, Exclusion, Licensure and Response, and
Indemnification survive termination of this Agreement,
as do any other provision in this Agreement or its
Attachments that by its nature and intent remains valid
after the term of the Agreement.

25. Entire Agreement. This Agreement contains the
complete understanding of the Parties and will, as of the
Effective Date, supersede all other agreements between
the Parties concerning the specific Trial. This Agreement
may only be extended, renewed or otherwise amended in
writing, by the mutual consent of the Parties, except for
certain mutually agreeable changes in the Trial budget as
identified in Attachment A. No waiver of any term,
provision or condition of this Agreement, or breach
thereof, whether by conduct or otherwise, in any one or
more instances will be deemed to be or construed as a
further or continuing waiver of any such term, provision
or condition, or any prior, contemporaneous or
subsequent breach thereof, of any other term, provision
or condition of this Agreement whether of a same or
different nature.

22. Zakony proti uplatkarstvu a protikorupéné zakony.
InsStitucia berie na vedomie, ze zadavatel a CRO su
viazani zékonmi proti Uplatkarstvu a protikorupénymi
zakonmi. Zadavatel’ a zamestnanci CRO, jej zastupcovia,
dodavatelia alebo ich zastupcovia maju zakaz vykonavat’
alebo ponukat’ platby (alebo ¢okol'vek hodnotné) priamo
alebo nepriamo zamestnancom alebo predstavitelom
zahrani¢nych ~ vlad, verejnych  medzinarodnych
organizacii, politickych stran alebo kandidatom na
politicky urad s cielom ziskat' alebo udrzat’ akikol'vek
obchodnii ¢innost alebo  zabezpeéit  akukol'vek
nenalezitd vyhodu. Institicia zabezpe¢i, aby ona ani jej
vedliici pracovnici, zamestnanci, spolupracovnici,
riaditelia, konzultanti, agenti, zastupcovia alebo
subdodavatelia nezacali Ziadne konanie, ktoré by mohlo
navodit’ zodpovednost’ zadavatela alebo CRO v ramci
zakonov proti uplatkarstvu a protikorupcnych zakonov.

23. Zadavatel ako opravnend osoba tretej strany.
Zmluvné strany sa stotoziiuju a uznavajl, ze zadavatel
Cerpa vyhody tejto zmluvy ako opravnena osoba tretej
strany auznavaju, ze zadavatel si moZe tieto prava
uplatnit’ priamo alebo nepriamo prostrednictvom CRO.

24. Pretrvanie  povinnosti. Povinnosti  stvisiace
s financnymi dohovormi, oznamovacimi povinnost'ami,

ochranou osobnych udajov a stukromim, doévernymi
informaciami, zaznamami, inSpekciami a auditmi,
vynalezmi, publikaciami, reklamou, zamedzenim

pristupu, vylacenim, licenciou aodozvou, ako aj
s odSkodnenim pretrvaji aj po ukonceni tejto zmluvy,
ako aj vSetky ostatné ustanovenia tejto zmluvy alebo jej
priloh, ktoré svojou povahou a uc¢elom ostanu v platnosti
po ukonceni platnosti tejto zmluvy.

25. Celistvost’” zmluvy. Tato zmluva obsahuje celistva
dohodu Zmluvnych stran a k datumu vstupu do platnosti
nahradi vSetky ostatné zmluvy adohody medzi
Zmluvnymi stranami tykajice sa daného klinického
skuSania. Tato zmluva moze byt rozSirend, obnovena
alebo inak pozmenena pisomne, na zadklade vzajomného
dohovoru vSetkych Zmluvnych stran, s vynimkou
urCitych vzajomne prijatelnych zmien v rozpocte
klinického skusania, ako je uvedené v prilohe A. Ziadne
upustenie od akejkol'vek podmienky alebo ustanovenia
tejto zmluvy, alebo jej porusenie, ¢i uz spravanim alebo
inak, vjednom alebo viacerych pripadoch, sa nebude
povaZovat za d’alSie alebo pokracujice upustenie od takej
podmienky alebo takého ustanovenia, ani akékol'vek
predchadzajice, sucasné alebo nasledné porusenie
zmluvy sa nebude povazovat za upustenie od inej
podmienky alebo ustanovenia tejto zmluvy, ¢i uz
rovnakého alebo in¢ho charakteru.
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26. Conflict with Attachments. To the extent that terms
or provisions of this Agreement conflict with the terms
and provisions of the Protocol, the terms and provisions
of this Agreement will control as to legal and business
matters, and the terms and provisions of the Protocol will
control as to technical research and scientific matters
unless expressly agreed in writing between the Parties.

27. Severance. In case any one or more of the provisions
of this Agreement should be invalid, illegal or
unenforceable in any respect, the validity, legality and
enforceability of the remaining provisions contained in
this Agreement shall not in any way be affected or
impaired.

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

29. Force Majeure. Neither Party will be liable for delay
in performing or failure to perform obligations under this
Agreement if such delay or failure results from
circumstances outside its reasonable control (including,
without limitation, any act of God, governmental action,
accident, strike, terrorism, bioterrorism, lock-out or other
form of industrial action) and are promptly notified to the
other Party (“Force Majeure). Any incident of Force
Majeure will not constitute a breach of this Agreement
and the time for performance will be extended
accordingly; however, if it persists for more than
thirty (30) calendar days, then the Parties may enter into
discussions with a view to alleviating its effects and, if
possible, agreeing on such alternative arrangements as
may be reasonable in all of the circumstances.

30. Governing Law. Subject to the terms of the Trial
conduct as outlined above, this Agreement shall be
governed by and construed in accordance with the

laws of the Slovak Republic, without giving effect to
conflict of law provisions.

Disputes arising out ot this Agreement the local courts in
the Slovak Republic under Slovak Republic law and
according to the local jurisdiction applicable in the
Slovak Republic will have exclusive jurisdiction.

The Slovak version of the contract shall prevail in case of
disputes of interpretation.

26. Rozpor s prilohami. V pripade, ze podmienky alebo
ustanovenia tejto zmluvy buda v rozpore s podmienkami
a ustanoveniami protokolu, podmienky a ustanovenia
tejto zmluvy budi upravovat’ pravne a obchodné aspekty,
zatial ¢o podmienky a ustanovenia protokolu budu
upravovat’ technické, vyskumné a vedecké aspekty,
pokial’ sa Zmluvné strany nedohodni vyslovne inak,
v pisomnej forme.

27. Oddelitelnost’. V pripade, Ze jedno alebo viaceré
ustanovenia tejto zmluvy sa stani neplatnymi,
nezakonnymi alebo nevykonatelnymi v akomkol'vek
ohl’ade, platnost, zakonnost’ a vykonatelnost’
zostavajucich ustanoveni uvedenych v tejto zmluve
nebude Ziadnym spésobom ovplyvnena ¢i poSkodena.

28. Vztah zmluvnych stran. Vztah institicie k CRO sa
povazuje za vztah medzi nezavislym dodavatelom
a objednavatel’om, a nie za partnersky vzt'ah, ani za vzt'ah
medzi  zastupcom  aprikazcom, zamestnancom
a zamestnavatel'om, ani za vztah vramci spolo¢ného
podniku ¢i iny vztah.

29. Vyssia moc. Ziadna Zmluvnéa strana nebude niest
zodpovednost’ za omeSkanie pri plneni alebo za neplnenie
povinnosti, ktoré jej vyplyvaju z tejto zmluvy, ak je také
omeskanie alebo neplnenie spdsobené okolnostami
mimo ramca rozumnej Kontroly (vratane, okrem iného,
zasahu vy$Sej moci, vladneho nariadenia, nehody,
Strajku, teroristického tutoku, bioteroristického utoku,
vyluky alebo inej protestnej akcie zamestnancov),
aoktorych je druha Zmluvna strana bezodkladne
informovana (“vyssia moc*). Akykol'vek zasah vyssej
moci nebude predstavovat porusenie tejto zmluvy
a lehota na jej plnenie sa podl'a potreby predizi. Ak vak
zasah vysSej moci bude pretrvavat’ dlhSie ako tridsat’ (30)
kalendarnych dni, v takom pripade mézu Zmluvné strany
otvorit’ diskusiu s cielom zmiernit’ dopady takého zasahu
vy$Sej moci a, pokial mozno, dohodnut sa na
alternativnych rieSeniach, ktoré budu rozumné za danych
okolnosti.

30. Rozhodujuce pravo. Okrem podmienok upravujucich
vykonavanie klinického sktSania tak, ako je uvedené
vysSie, tato zmluva sa riadi a bola vypracovana v stulade
s pravom Slovenskej republiky, pri¢om jej ustanovenia
nie su v rozpore s pravnymi ustanoveniami.

Spory vyplyvajici z této smlouvy budou vyluéné
piislusné rozhodovat sudy v Slovenskej republike podl'a
slovenského prava a podl'a miestnej prislusnosti platnej v
Slovenskej republike.

Slovenska verzia zmluvy pri spornosti vykladu ma
prednost’.
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31. Publication of the Agreement. The Parties agree that
this Agreement shall be published in the public Central
Register of Contracts (“Central Contracts Registry*) or
where Institution is a municipality, local governments or
legal entities sourced (partially or completely) from their
funds or a legal person in which the municipalities and
local governments have shares exceeding 50%, on the
Institution’s website to the extent as it is required by
Applicable Law and in particular in accordance with the
Slovakian Contracts Registry Act (Act No. 546/2010
Coll. Supplementing Act No. 40/1964, as amended).
Before execution of this Agreement, CRO and/or Sponsor
will prepare and provide Institution via email with the
agreed redacted version of the Agreement in PDF format
(“Redacted Agreement”), having removed any
information which in CRO’s or Sponsor’s reasonable
opinion constitutes CRO or Sponsor trade secret. The
Institution shall ensure publication of the Redacted
Agreement into the Contracts Registry or on Institution’s
website within five (5) days after the date of last signature
of the Agreement and shall inform the CRO about the

ublication at e-mail address:
e
reasonably practicable but not later than within 7 days
after the date of last signature of the Agreement.

The anticipated total amount to be paid to Institution
under this Agreement is 2 300.57 Euro per Trial Subject
and 2 600 Euro as one time fees .

Principal Investigator and Research Staff will be
remunerated from a separate agreement with the Sponsor.

32. Notices. All notices required under this Agreement
will be in writing and be deemed to have been given when
hand delivered, sent by overnight courier or certified
mail, as follows, provided that all urgent matters, such as
safety reports, will be promptly communicated via
telephone, and confirmed in writing:

Sponsor / Zadavatel’.

Teva Branded Pharmaceutical Products R&D, Inc.,
145 Brandywine Parkway,

West Chester,

PA 19380,

USA

Ref. / Vec: Project Code:
Attention / Na vedomie:
Email / Email:

With a copy to / Kopiu zaslite:

31. Zverejnenie dohody. Strany suhlasia, Ze tato zmluva
bude zverejnena vo verejnom centralnom registri zmlav
(,,centralny register zmlav*) alebo ak je inStitiiciou obec,
miestne samospravy alebo pravnické osoby pochadzajtce
(Ciasto¢ne alebo uplne) zich fondov alebo pravnicka
osoba, v ktorej obce asamospravy maji podiely
presahujuce 50 % na webovej stranke inStiticie
v rozsahu, v akom to vyzaduje Platna legislativa, a najma
v sulade so zdkonom o zverejiiovani zmluv (zakon ¢.
546/2010 Z. Z., ktorym sa dopiiia zakon ¢&. 40/1964
v zneni neskorSich predpisov). Pred vykonanim tejto
zmluvy spolo¢nost CRO alebo zadavatel' pripravi
a poskytne inStitiicii prostrednictvom e-mailu verziu
voformate PDF  (,upravena zmluva®), pricom
v dohodnutej verzii zmluvy odstrani vSetky informacie,
ktoré v odovodnenom stanovisku CRO alebo zadavatel’a
predstavuju obchodné tajomstvo CRO alebo zadavatel’a.
Institicia zabezpeCi uverejnenie upravenej dohody
v registri zmluv alebo na webovej stranke institacie do
piatich (5) dni od datumu posledného podpisu dohody
aosvojom zverejneni bude informovat CRO na e-
mailovej  adrese:

hned’, ako je to primerane mozné¢, najneskor v§ak do 7 dni
od datumu posledného podpisu dohody.

Predpokladana celkova ciastka, ktorda ma byt vyplatena
institacii podla tejto dohody, na jednoho ucastnika
skasania je 2 300,57 Euro a jednorazové poplatky 2 600
Euro..

Zodpovedny skusajuci a skusajuci tim bude odmenovany
zo samostatnej dohody so zadavatel'om.

32. Oznamenia. VsSetky oznamenia pozadované
ustanoveniami tejto zmluvy bud( v pisomnej forme
a budu sa povazovat’ za odovzdané, ak budi odovzdané
do ruk adresata, odoslané kuriérnou postou s doruc¢enim
do druhého dna alebo ako doporucena listova zasielka na
prislusnu adresu, uvedentl nizSie, za predpokladu, ze
vSetky naliehavé zalezitosti, ako napriklad hldsenia
tykajuce sa bezpecnosti, budi bezodkladne oznamené
telefonicky a potvrdené pisomne:

“Project Code* / ,,Projektovy kod*)
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Syneos Health, LLC
1030 Sync Street
Morrisville, North Carolina, 27560, USA

Institution / InStitacia:

Detskéa fakultna nemocnica KoSice

Trieda SNP 1

040 11 Kosice, Slovak Republic / Slovenska republika
Attention / Na vedomie:
Telephone / Telefon:
Email / E-mail:

In case of any changes in the address, name,
subordination, or other identifying information, the
Party to the Agreement shall notify the other Party on
the fact in writing, no further amendments to this
Agreement are required.

33. Financial Disclosure. The Institution shall complete
and return to CRO or the Sponsor in a timely manner,
financial certification or disclosure forms, as applicable,
provided to the Principal Investigator by CRO or the
Sponsor. The Institution shall also complete and return
to CRO or the Sponsor, all disclosure updates, as so
instructed by CRO or the Sponsor, for the duration of the
Trial, and for one year thereafter. The Institution shall
ensure that all sub investigators, performing a Trial-
related function shall complete and return all financial
certification/disclosure forms as described in this Section.

34. Counterparts and Signatures. In the event that the
Parties execute this Agreement by exchange of
electronically signed copies or facsimile signed copies,
the Parties agree that, upon being signed by all Parties,
this Agreement will become effective from Effective
Date and binding and that facsimile copies and/or
electronic signatures will constitute evidence of a binding
agreement with the expectation that original documents
may later be exchanged in good faith. Where this
Agreement is executed by Institution through the use of
an electronic or digital signature, Institution agrees that:
(1) its electronic or digital signature has same effect as a
handwritten signature; (ii) signature by electronic or
digital means is permitted under Applicable Law for the
execution of the Agreement; (iii) the electronic or digital
signature platform used to generate such signature meets
the requirements under Applicable Law for creating a
valid advanced electronic or digital signature; and
(iv) Institution shall provide to CRO and/or to Sponsor
any further necessary certification or supporting
documentation around its electronically generated
signature in compliance with this Section.

Re / Predmet: Project Code / Projektovy kod: (“Project Code* / ,,Projektovy kod*)
Attention / Na vedomie:

V pripade akychkol'vek zmien adresy, nazvu,
podriadenosti alebo inych identifikacnych informacii
zmluvna strana dohody pisomne oznami tito skutocnost’
druhej zmluvnej strane, nie st potrebné Ziadne d’alSie
zmeny a doplnenia tejto dohody.

33. Finanéné zverejnenie. Institacia vcas doplni a vrati
CRO alebo zadavatel'ovi formulare finanénej certifikacie
alebo zverejnenia, ktoré poskytne zodpovednému
skasajucemu CRO alebo zadavatelovi. Institucia taktiez
dokon¢i avrati CRO alebo zadavatelovi vSetky
aktualizacie zverejnenia podla pokynov CRO alebo
zadavatel’a, a to pocas trvania klinického sktsania a jeden
rok potom. InStiticia zabezpeCi, aby vSetci
spoluskusajuci, ktori vykonavaji funkciu suvisiacu s
klinickym skt$anim, vyplnili a vratili vSetky formulare
finan¢nej certifikdcie/zverejnenia, ako je popisané
v tomto odseku.

34. Protistrany a podpisy. V pripade, ze Zmluvné strany
uzavri tato zmluvu vzajomnou vymenou elektronicky
podpisanych kopii alebo zaslanim podpisanych kopii
faxom, Zmluvné strany stihlasia, Ze po podpisani zmluvy
vSetkymi Zmluvnymi stranami nadobudne tato zmluva
ucinnost’” datumom ucinnosti a stane sa zavdznou, a Ze
faksimilové kopie alebo elektronické podpisy budu
dokazom zavédznosti zmluvy s ofakavanim, ze Zmluvné
strany si neskor odovzdaju originalne dokumenty bona
fide. Ak je tato zmluva uzavretd institiciou pomocou
elektronického alebo digitdlneho podpisu, institlicia
suhlasi stym, ze: (i) jej elektronicky alebo digitalny
podpis ma rovnaky ucinok ako vlastnoru¢ny podpis; (ii)
podla Platnej legislativy je na platnost’ zmluvy povoleny
podpis elektronickymi alebo digitalnymi prostriedkami;
(ii1) platforma elektronického alebo digitalneho podpisu
pouzivana na generovanie takéhoto podpisu splia
poziadavky Platnej legislativy na vytvorenie platného
zaru¢eného elektronického alebo digitalneho podpisu; a
(iv) Instittcia poskytne CRO a / alebo zadavatelovi
akukol'vek d’al$iu potrebnu certifikaciu alebo podpornu
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This Agreement will be executed in hard copy with wet-
ink signatures.

[SIGNATURE PAGE FOLLOWS]

dokumentaciu okolo svojich elektronicky generovanych
podpisov v stilade s tymto bodom.
Tato zmluva bude uzavreta v papierovej pisomnej forme.

[NASLEDUJE PODPISOVA STRANA]

| Agreed to and accepted:

| Dohodnuté a schvilené:

CRO

Signature / Podpis

Printed Name / Meno palickovym pismom

Director, Clinical Operation
Title / Funkcia

Date / Datum

INSTITUTION / INSTITUCIA

Signature / Podpis

Printed Name / Meno pali¢kovym pismom

Director / Riaditel’

Title / Funkcia

Date / Datum
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ATTACHMENT A

PAYMENT TERMS

A-1. General Terms. Payee will be compensated as
outlined on Attachment B for Trial Subjects properly
enrolled in the Trial. This amount constitutes the full
compensation for the work to be completed by the
Institution, including all work and care specified in the
Protocol for the Trial, along with all overhead and
administrative services. No compensation will be
available for Trial Subjects enrolled in the Trial in
violation of the Protocol.

A-2. Payment Terms. Payments for each Trial Subject
will be made quarterly and based on CRF data entered by
Institution and/or Principal Investigator supporting
enrolled Trial Subject visitation. Payments will be made
for completed visits and treatment related costs in
accordance with Attachment B, unless otherwise noted in
the Agreement. Invoices will be paid by CRO via
electronic fund transfer or wire transfer as soon as
practicable upon receipt of invoices but no later than forty
five (45) calendar days of receipt of an undisputed
invoice. Monitoring will occur as set in the study
monitoring plan based on enrolment and completion of
data entry. All queries must be resolved within five (5)
business days of receipt by Institution and/or Principal
Investigator any time during the Trial. Payee must submit
any final invoices within thirty (30) calendar days after
the close-out visit of the Trial at the Institution. Any
invoices received thereafter may not be paid. Payee will
have sixty (60) calendar days after the date of the close-
out visit of the Trial at the Institution to dispute any
payment discrepancies or missing payments.

A-3. Pass-Through Payments from Sponsor. Payments
due under this Agreement are pass-through payments
from Sponsor that will be sent after such payments are
received by CRO from Sponsor. CRO shall have no
liability for any failure to make payments if required
funding is not provided to CRO in advance by Sponsor.

A-4. Additional Non-Procedural Costs or Trial Related
Costs. Payee will be paid for additional non-procedural
costs or additional Trial related costs that are
pre-approved by Sponsor, as set forth in Attachment B.

PRILOHA A

PLATOBNE PODMIENKY

A-1. VSeobecné ustanovenia. Prijemcovi platby bude
poskytnuta finanéna nahrada uvedena v Prilohe B za
ucastnikov skuSania riadne zaradenych do klinického
skuSania. Tato Ciastka predstavuje plni ndhradu za pracu
vykonanu inStitaciou vratane vSetkych vykonov
a starostlivosti $pecifikovanych v protokole
ku klinickému skusaniu, ako aj vSetkych mimoriadnych
nakladov a poskytnutych administrativnych sluzieb. Za
ucastnikov skusania, ktori budu zaradeni do klinického
skuSania v rozpore s protokolom, nebude poskytnuta
ziadna nahrada.

A-2. Platobné podmienky. Platby za kazdého ucastnika
skasania sa uskuto¢nia Stvrtrocne a budu sa odvijat’ od
udajov  zadanych inStiticiou alebo zodpovednym
skasajucim do formuldrov CRF spolu s navstevami
zaradenych Ucastnikov skuSania. Platby budil uhradené
za vykonané navstevy andklady spojené s liecbou
v stlade s Prilohou B, ak v zmluve nie je uvedené inak.
Faktary uhradi CRO prostrednictvom elektronického
bankového prevodu alebo bankového prevodu ¢o najskor
po prijati faktar, najneskdr vSak do Styridsatpat’ (45)
kalendarnych dni od prijatia nespochybnitel'nej faktary.
Monitorovanie sa bude vykondvat' v terminoch podla
planu monitorovania klinického skuSania na zaklade
naboru a vyplnenia vstupnych udajov. VSetky otazky
musia byt inStiticiou alebo zodpovednym skuSajucim
vyrieSené do piatich (5) pracovnych dni od ich prijatia
kedykol'vek pocas klinického sktiSania. Prijemca platby
musi predlozit’ vSetky konecné faktury do tridsiatich (30)
kalendarnych dni od navstevy scielom ukoncenia
klinického skasania v institacii. Faktary prijaté po tomto
datume nemusia byt uhradené. Prijemca platby bude mat’
Sestdesiat (60) kalendarnych dni od datumu navstevy
s cielom ukoncenia klinického skiiSania v inStitucii na
vyrieSenie rozporov tykajucich sa platieb alebo
chybajucich platieb.

A-3. Opravnené platby od zadavatel’a. Platby na uhradu
v ramci tejto zmluvy su opravnené platby od zadavatel’a,
ktoré budt odoslané po prijati platby od zadavatela CRO.
CRO nie je zodpovedna za neuhradenie platby, ak
zadavatel’ neposkytne CRO pozadované financie.

A-4. Dodato¢né neproceduralne naklady alebo naklady
suvisiace so skuSanim. Prijemcovi platby budu uhradené
dodato¢né neprocedurdlne naklady alebo dodatocné
naklady suvisiace so skuSanim, ktoré st dopredu
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To request payment for such costs, Payee will remit an
itemized invoice to Sponsor or CRO with documentation
and receipts substantiating agreed-upon pass-through
expenses. Any additional non-procedural costs or
additional Trial related costs will be invoiced only in the
amount actually incurred with no mark-up, up to the
maximum amounts shown in Attachment B.

A-5. Final Payment. At the conclusion of the Trial, all
CRF's and Trial-related documents will be promptly made
available for Sponsor review. The final payment (“Final
Payment“) will be paid once: all CRFs have been
completed and received; data queries have been satisfied;
all Sponsor Drug is returned and/or destroyed; and all
close out issues are resolved and procedures completed,
including final IEC and/or RA notification, if applicable.
All outstanding queries that affect the Final Payment
must be resolved within five (5) business days of receipt
by Institution and/or Principal Investigator. Sponsor or
CRO will perform final reconciliation of all payments
made to date against total amount due and will promptly
pay Payee amounts remaining unpaid, if any. Payee will
promptly reimburse Sponsor any unearned or overpaid
amounts previously paid to Payee within thirty (30)
calendar days of notification by Sponsor or CRO.

A-6. Taxes.

(1) Payments shown in Attachment B do not include
Value Added Tax (“VAT®). If the Payee is VAT
registered, and if VAT is required under the
Applicable Law, VAT should be added and shown on
the invoice by the Payee at the applicable VAT rate,
along with Payee’s VAT registration number. All
cross border tax payments will be zero rated undertax
shift according to Applicable Law. If this is the case,
Payee will not add VAT to the invoice, and the
appropriate wording should be displayed on the
invoice in accordance with Applicable Law.

(2) Payee acknowledges and agrees that it is solely
responsible for the payment of any and all
contributions and taxes imposed by any applicable
authority with respect to or measured by
compensation paid to Payee under this Agreement.

odsuhlasené zadavatelom, v sulade s Prilohou B. Pri
ziadosti o uhradenie takychto nakladov postupi prijemca
platby zadavatel'ovi alebo CRO zaevidovanu faktiru
spolu s dokumentaciou a prijmovymi dokladmi, ktoré
dokazuji dohodnuté opravnené vydavky. Kazdy
dodato¢ny neprocedurdlny opravneny naklad alebo
dodato¢né naklady stvisiace so skiSanim bude mozné
fakturovat’ iba v skuto¢nej vysSke bez marze, ato do
maximalnej Ciastky uvedenej v Prilohe B.

A-5. Posledna platba. Pri ukonceni klinického sktsania
musia byt’ vSetky formulare CRF a dokumenty stvisiace
s klinickym  skasanim  bezodkladne  spristupnené
zadavatel'ovi k nahliadnutiu. Posledna platba (“posledna
platba®) bude uhradena, ak buda vyplnené a odovzdané
vSetky formulare CRF; ak budua uspokojené vsetky
poziadavky na poskytnutie udajov; ak budu vratené alebo
zni¢ené vsetky lieky zadavatela; a ak budu, v pripade
potreby, vyrieSené auzavreté vSetky problémy
a dokoncené¢ vsetky postupy vratane zaverecného
oznamenia adresovaného IEC alebo RA. Vsetky
nevyrovnané poziadavky tykajice sa poslednej platby
musia byt vyrieSené do piatich (5) pracovnych dni od
prijatia takej poziadavky institiiciou alebo zodpovednym
skasajucim. Zadavatel alebo CRO wurobi konecnt
bilanciu vsetkych platieb uhradenych k danému datumu
a porovnd ich s celkovou dlznou sumou a bezodkladne
uhradi prijemcovi platby vSetky ¢iastky, ktoré mu este
neboli zaplatené, pokial’ také budd. Prijemca platby
bezodkladne refunduje zadavatel'ovi vSetky nezaslizené
¢iastky alebo minulé preplatky prijemcovi platby, a to do
tridsiatich (30) kalendarnych dni od doruc¢enia ozndmenia
zaslaného zadavatel'om alebo CRO.

A-6. Dane.

(1) Platby uvedené¢ v Prilohe B nezahimaju dan
z pridanej hodnoty (“DPH®). Ak je prijemca platby
registrovanym platcom DPH, auhradenie DPH
pozaduje Platna legislativa, sticastou faktury musi byt
prislusna  sadzba DPH  spolu s danovym
identifikaénym cCislom prijemcu platby. Vsetky
cezhrani¢né platby dani budu mat’ nulové hodnotenie
podl'a presunutej danovej povinnosti podla Platne;
legislativy. Ak je toto pripad pokial sa uplatiiuje
mechanizmus preddavkov DPH podla Platnej
legislativy, prijemca platby na faktare DPH nezahrnie.
V takom pripade sa na faktire musi uviest’ prislusna
formulacia v sulade s platnou legislativou.

(2) Prijemca platby berie na vedomie a suhlasi, ze je
vyhradne zodpovedny za zaplatenie vSetkych
prispevkov a dani vyrubenych zodpovednym uradom
a tykajucich sa alebo vymeranych podl'a kompenzacie
vyplatenej prijemcovi platby vramci tejto zmluvy.
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CRO or Sponsor will not be responsible for the
withholding or payment of any such required
contributions or taxes. Payee accepts full
responsibility for reporting all payments received,
under this Agreement, to the relevant taxation
authorities as required by Applicable Law.

A-7. Screen Failures. A Screen Failure is a consented
Trial Subject who fails to meet the screening visit criteria
and is thus not eligible for enrollment into the Trial
(“Screen Failure®). Screen Failures will be reimbursed, if
at all, as outlined in Attachment B.

A-8. Necessary Procedures. Payee will be reimbursed for
valid necessary visits and procedures not covered under
Attachment B. Payment for any necessary procedure due
to Trial Subject safety will be reimbursed at the agreed
upon unit cost in Attachment B, if available, or if there is
no such unit cost in Attachment B, Payee will be
compensated based on actual costs incurred by
Institution, and will require a separate invoice with
documentation for the medical necessity of the procedure.
Where practicable, Sponsor’s or CRO’s prior written
consent will be obtained, unless it will compromise the
integrity of the Trial or affect Trial Subject safety, in
which case Sponsor will be notified as soon as practicable
after the fact.

A-9. Payee. The payments will be made to the following
Payee and address (“Payee®):

CRO a zadavatel’ nenest zodpovednost’ za zadrzanie
platby akychkol'vek pozadovanych preddavkov alebo
dani. Prijemca platby prebera tplnt zodpovednost’ za
nahlasenie vSetkych platieb prijatych v ramci tejto
zmluvy prislusnym danovym tGradom v stlade
s Platnou legislativou.

A-7. Netspes$né skriningy. Za neuspe$ny skrining sa
povazuje kazdy ucastnik skuSania, ktory poskytol svoj
sthlas s i€astou v klinickom skuSani, ktory vSak nesplnil
kritéria skriningového vySetrenia, a preto nie je vhodnym
kandidatom na =zaradenie do klinického skuSania
(“netspesny skrining®). Netspesné skriningy (ak nejaké
su) budu preplatené na zaklade Prilohy B.

A-8. Nevyhnutné postupy. Prijemcovi platby budu
uhradené vydavky na odévodnené nevyhnutné navstevy
a postupy, ktoré nepokryva Priloha B. Platby za
akékol'vek nevyhnutné postupy stvisiace s bezpe¢nostou
ucastnika skusania budu uhradené vo vyske dohodnute;
jednotkovej ceny z Prilohy B, ak je dana. Ak sa v Prilohe
B takato jednotkova cena nenachadza, prijemcu platby
odskodni institicia na zéklade skuto¢nych nakladov,
pricom  bude  potrebovat  osobitnu  faktiru
s dokumentaciou potvrdzujucou zdravotni nevyhnutnost’
postupu. Ak je to mozné, bude potrebné ziskat
predchadzajici pisomny sthlas zadavatel'a alebo CRO,
inak sa takyto postup bude povazovat za narusenic
integrity  klinického  sktSania  alebo  ohrozenie
bezpecnosti ucastnika skusania. V takom pripade bude ¢o
najskor od vzniku takej skuto¢nosti nutné informovat’
zadavatel’a.

A-9. Prijemca platby. Platby buda uhradené uvedenému
prijemcovi platby na niz$ie uvedenu adresu (“Prijemca
platby*):

Payee Name / Meno prijemcu platby: Detska fakultnad nemocnica KoSice
Payee Address / Adresa prijemcu platby: Trieda SNP 1, 040 11 KoSice, Slovak Republic/ Slovenska republika

Payee Tax Identification Number / Danové identifikacné Cislo prijemcu platby: 2020777880
Payee Contact Email address / E-mailova adresa prijemcu platby:
Payee Contact Person / Kontaktna osoba prijemcu platby:

Payee Bank Account Details / Podrobnosti bankového Uétu prijemcu platby:

In case of changes in the Payee’s bank account details,
Payee is obliged to inform CRO in writing via the CRO
payment authorization form (“PAF*). Parties agree that
in case of changes in bank details which do not involve a
change of Payee or change of country location of bank

Ak dojde k zmene podrobnosti bankového uctu prijemcu
platby, prijemca platby je povinny pisomne informovat’
CRO prostrednictvom formulara na autorizaciu platby
CRO (,,PAF®). Strany sa dohodli, Ze v pripade zmien
bankovych tudajov, ktoré nezahfiiaji zmenu prijemcu
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account, no amendment to this Agreement shall be
required.

A-10. Invoices. All invoices must be issued to the
following as instructed in English:

Syneos Health UK Limited

Attn. / Do ruk: Investigator Payment Department
Farnborough Business Park

1 Pinehurst Road

Farnborough

Hampshire

GU14 7BF, UK

VAT: GB806650142

Re / Predmet: Project Code / Projektovy kod: | Gz

All invoices and payment related queries -including the
Project Code- must be sent to:

E-mail: [

In case hard copy invoices need to be processed, they
must be sent to the CRO address stated in this Section.

Each invoice must contain: (1) Sponsor’s name,
(2) Protocol number, (3) Project Code, (4) Principal
Investigator’s name, (5) site number, (6) Payee contact
telephone number and email address, (7) Payee Bank
Account Details, (8) a summary of the reimbursement to
be made in compliance with the Attachment B, (9) if the
Payee is VAT registered, the Payee VAT registration
number, and (10) for cross border tax payments: (i) the
CRO VAT number (ii) and the note “VAT is zero rated
under tax shift“.

Payee will not receive any payments for pass through
expenses whereby Payee has failed to produce actual
copy invoices or other documentation clearly
substantiating that the expenditures were actual,
reasonable, and verifiable in the amount submitted for
compensation. For any costs not in scope of Agreement,
requests for payment or reimbursement or invoices must
not be submitted by Payee until a contract amendment or
a budget modification letter has been executed.

A-11. Amendments. The following Trial budget changes
may be documented by a modification letter signed by
CRO or its authorized agent: (1) increases in the total
Trial budget, with or without modification of the payment
schedule, or (2) modification of the payment schedule
with no change in total Trial budget.

platby alebo zmenu umiestnenia bankového Ucétu
v krajine ziadna zmena tejto zmluvy ale nie je potrebna.

A-10. Faktiry. VSetky faktry musia byt vystavené
nasledujicim spdsobom podl'a pokynov v angliétine:

Vsetky faktary a otazky tykajuce sa platby — vratane kodu
projektu — musia byt zaslané na adresu:

V pripade, Ze je potrebné spracovat’ faktury v tlacenej
podobe, musia sa zaslat’ na adresu CRO uvedenu v tejto
Casti.

Kazda faktira musi obsahovat: (1) Meno zadavatela,
(2) ¢islo protokolu, (3) projektovy kod, (4) meno
zodpovedného skusajuceho, (5) Cislo pracoviska, (6)
Kontaktné telefonne Cislo a e-mailova adresa prijemcu
platby (7) Podrobnosti bankového ctu prijemcu platby,
(8) sumar nahrady nakladov, ktoré budd vykonané
v sulade s Prilohou B a (9) danové identifikacné cislo
prijemcu platby, ak je prijemca platby registrovany platca
DPH a (10) pre cezhraniéné platby dani: (i) CRO DIC (ii)
a poznamka ,,DPH je bez nulovej sadzby pod prenesenie
danovej povinnosti®,

Prijemca platby nedostane ziadne platby za od6vodnené
vydavky, ak prijemca platby nepredlozi skuto¢na kopiu
faktir a inych dokumentov jasne dokazujucich, ze také
vydavky boli skuto¢né, odévodnené a overitel'né, a Ze ich
vyska zodpoveda ¢iastke, ktoru inStiticia Ziada nahradit’.
V pripade akychkol'vek nakladov, ktoré nie su v rozsahu
platnosti dohody, nesmie prijemca platby predlozit
ziadost’ o platbu alebo nahradu alebo fakturu, pokial’ nie
je vykonany dodatok kzmluve alebo list o Uprave
rozpoctu.

A-11. Dodatky. Nasledujlice zmeny rozpoctu sktiSobnej
verzie moézu byt dolozené modifikaénym listom
podpisanym CRO alebo jej splnomocnenym zastupcom:
(1) zvysenie celkového rozpo¢tu na skasobnti dobu,
s ipravou alebo bez zmeny planu platieb, alebo (2)
uprava planu platieb bez zmeny celkového sktiSobného
rozpoctu.
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ATTACHMENT B PRILOHAB
FINANCIAL ARRANGEMENTS WORKSHEET HAROK FINANCNYCH DOHOVOROV
FINANCE SUMMARY BOX TABULKA FINANCNEHO SUHRNU
Invoice Currency / Mena na fakture: EUR
Payment Base / Platba podla: Visit-based / Podl'a navstev
CRO Contracting Entity / Zmluvny subjekt CRO: Syneos Health UK Limited
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ATTACHMENT C

EQUIPMENT USE, OWNERSHIP &
DISPOSITION

C-1. Use. During the term of this Agreement, Institution
may use Equipment only for purposes of this Trial.

C-2. Ownership. Until the termination of this Agreement,
this Equipment remains the property of the respective
Vendors that have provided the Equipment to Sponsor
and must be returned either within a reasonable period of
time upon request by Sponsor or Vendor, not to exceed
five (5) business days, or immediately upon termination
of this Agreement. Institution agrees to return the
Equipment in the manner directed by Sponsor in
substantially the same condition as when received by
Institution and/or Principal Investigator. Institution
agrees to be financially responsible to cover any loss or
destruction to Equipment while in Institution’s care,
which exceeds ordinary wear and tear and/or lacks a
reasonable causal relationship to proper performance of
the Trial. Institution further agrees that unless otherwise
authorized in writing by the Sponsor of this Trial,
Institution will not alter the Equipment in any way.
Institution must not install any components or software,
if applicable, without express approval of the Sponsor.
Any software provided to Institution may not be
duplicated. Institution is not permitted to use the
Equipment for any other purpose than for the
performance of this Trial in accordance with the Protocol.
Neither Sponsor nor CRO has any liability for damages
of any sort, including personal injury or property damage,
resulting from the use of Equipment except to the extent
that such damages were caused by the negligence or
willful misconduct of Sponsor or CRO, as applicable, and
except to the extent that a personal injury constitutes a
compensable Trial Subject Injury to be paid by Sponsor
as described in this Agreement.

C-3. Disposition. After completion of Trial conduct or at
an earlier time specified by Sponsor, Institution will
arrange for return of Equipment and Sponsor materials, at
Sponsor’s expense, to Sponsor, Vendor or a location
designated by Sponsor. Alternatively the Institution may
retain the Equipment at a mutually agreed amount equal
to the depreciated value of the Equipment at the end of
the Trial upon prior written Sponsor approval.

PRILOHAC

POUZIVANIE, VLASTNiCTVQ
A DISPONOVANIE S VYBAVENIM

C-1. Pouzivanie. Pocas trvania tejto zmluvy moze
inStitcia pouzivat vybavenie iba na ucely tohto
klinického skuisania.

C-2. Vlastnictvo. AZ po ukoncenie tejto zmluvy ostava
toto vybavenie vlastnictvom prisluSnych dodavatel'ov,
ktori toto vybavenie poskytli zadavatelovi, ana
poziadanie zadavatela alebo dodavatela musi byt
vratené bud’ v rozumnej Casovej lehote nepresahujicej
pat’ (5) pracovnych dni, alebo ihned’ po ukonceni tejto
zmluvy. InStitiicia vrati vybavenie spdsobom, ktory urci
zadavatel’, a to v podstate v rovnakom stave, v akom ho
institacia alebo zodpovedny skusajuci prevzali. Institacia
suhlasi, ze bude niest financni zodpovednost’ za
uzavretie poistnej zmluvy na krytie akychkol'vek strat
alebo zniCenia vybavenia, pokym bude zverené do
starostlivosti institucie, ktoré bude presahovat’ jeho bezné
opotrebovanie alebo  ktoré vznikne v ddsledku
nedostato¢ného pri¢inného vztahu na zaistenie riadneho
vykonavania klinického skuSania. Okrem toho instittcia
suhlasi, ze pokial’ zadavatel' tohto klinického skuSania
v pisomnej forme neustanovi inak, inStitucia nebude
ziadnym spdsobom zasahovat’ do vybavenia. InStitacia
nesmie do vybavenia inStalovat’ ziadne komponenty
alebo softvér, ak je to relevantné, bez vyslovného suhlasu
zadavatela. Akykol'vek softvér poskytnuty institcii sa
nesmie kopirovat’. Institicia nesmie pouzivat’ vybavenie
na ziadny iny ucel nez na vykon tohto klinického
skusania v sulade s protokolom. Zadavatel' ani CRO
nenest Ziadnu zodpovednost za Skody akéhokol'vek
druhu vratane ujmy na zdravi spdsobenej osobam alebo
$kod na majetku, vyplyvajucich z pouzivania vybavenia,
okrem pripadov, kedy také Skody boli spdsobené
nedbanlivostou zadavatela alebo CRO alebo ich
umyselnym nespravnym konanim, podla situdcie,
a okrem pripadov, kedy ujma na zdravi spdsobena
osobam zodpoveda poraneniu ucCastnika skuSania, za
ktoré mu prinalezi odskodné, ktoré musi uhradit
zadavatel, tak ako je ustanovené v tejto zmluve.

C-3. Disponovanie vybavenim. Po ukonceni klinického
sktsania alebo skor, podla toho, ako to urci zadavatel,
inStiticia zariadi vratenie vybavenia a materialov
zadavatela na naklady zadavatela, dodavatel'ovi
zadavatelovi alebo na miesto urcené zadavatel'om.
Alternativne si inStiticia moze, na zéklade pisomného
schvalenia zadavatelom, vybavenie v obojstranne
dohodnutej sume rovnajucej sa zniZenej hodnote
zariadenia na konci klinického skisania nechat’.
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ATTACHMENTS D-J PRILOHY D-J
Will be attached to the contract: Bude ptilozeno ke zmluve:
D. RA decision — PARTI D. Rozhodnutie SUKL— PART I
E. EC decision — PART II E. Rozhodnutie EK — PART II
F. Insurance certificate F. Poistny certifikat
G. Protocol G. Protokol
H. Invetigator’s brochure H. Brozura pre skasajuceho
I. Informed consents for different age categories L. Informované suhlasy pre rozne vekové kategorie
J. Research Staff list J. Zoznam skus$ajuceho timu
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