number 61856797) with a registred office at
K Hrnéitdm 20, 149 00 Praha 4, Czech
Republic, represented by RNDr. Jan Mal4g,
Ph.D., Managing Director, acting in its name in
behalf of Iris Pharma, (company with the
Register of Commerce and Companies number
RCS Grasse B 349 423 301), with a registered
office at Les Nertiéres, Allée Hector Pintus,
06610 La Gaude, France, represented by Yann
QUENTRIC, es qualités of President
hereinafter referred to as "Contractual
Research Organization' or "CRO".

Iris Pharma is acting on behalf of Laboratoires
Théa (hereinafter “Sponsor”), 12 rue Louis
Blériot, 63017 Clermont-Ferrand, France.

and

Institution:

Fakultnd nemocnica Trendin

With its registered office at:
Legiondrska 28, 91174 Trenéin
Represented by: board of directors:

Ing. Marian Juru§, managing director,
JUDr. Marek Sedik, ekonomic director,
MUDr, Stanislav Pastva, medical director
Subject identification number: 00610470
Bank contact: Statna pokladnica
Account No.: 7000280438/8180

IBAN: SK23 8180 0000 0070 0028 0438
BIC/SWIFT: SPSRSKBA

Hereinafter referred to as the “Institution*
and

Principle Investigator:

MUDr. Marek Kaéerik, PhD.

Contact Address;

Hereinafter referred to as “Investigator”

Zmluva o klinickom skusani

PHARMNET  s.r.o.  (identifikatné  &islo
61856797) so sidlom K Hrnéifim 20, 149 00 Praha
4, Ceska republika, ktord zastupuje RNDr. Jan
Malag, Ph.D., vykonny riaditel’, konajuci vlastnym
menom na ucet spolo¢nosti  Iris Pharma,
(registraéné &islo obchodného registra spoloénosti
RCS Grasse B 349 423 301), so sidlom Les
Nerti¢res, Allée Hector Pintus, 06610 La Gaude,
Francie, ktori zastupuje Yann QUENTRIC,
prezident spolo¢nosti, d’alej len "Kontraktna
vyskumna organizacia" alebo "CRO".

Iris Pharma kond menom  spoloénosti
Laboratoires Théa (d’alej len "Zadavatel™), 12 rue
Louis  Blériot, 63017  Clermont-Ferrand,
Francizsko

a

Indtiticia:

Fakultna nemocnica Trendin

so sidlom:

Legiondrska 28, 91171 Trenéin

zastiipené: rada riaditel'ov:Ing. Marian Jurus,
generélny riaditel,

JUDr. Marek Sedik, ekonomicky riaditel
MUDr. Stanislav Pastva, medicinsky riaditel
ICO: 00610470

bankové spojenie: Stitna pokladnica

¢. Gctu: 7000280438/8180

IBAN: SK23 8180 0000 0070 0028 0438
BIC/SWIFT: SPSRSKBA

dalej len ,,Zdravotnicke zariadenie*
a
Hlavny skusajuci:
MUDr. Marek Kaéerik, PhD,

I§0ntaktné adresa:

d’alej len ,,Skusajuci*

Pharmnet s.r.0./ Clinical Trial Agreement Template SK/ V22MAY2018 1



Study: LT1580-301
Clinical Trial Agreement: Pharmnet vs. Fakultna nemocnica Trencin

1)

2)

3)

4)

)

2)

3)

ENTER INTO THE FOLLOWING
AGREEMENT

L
Purpose of the Agreement

The subject of this clinical trial agreement
(hereinafter referred to as the "Agreement")
is clinical study with protocol number
LT1580-301, version 2.0 titled “Efficacy and
Safety Assessment of T1580 versus Vehicle
in Dry Eye Disease Treatment”, as
amended, (hereinafter referred to as the
“Study™).

The Agreement determines conditions for
conducting of the Study and to define the
rights and duties of the parties hereto for the
performance and processing of the Study.

The anticipated study period extends from
01 Sep 2018 (first patient in) to 29 Feb 2020
(last patient out).

The estimated number of recruited patients
is 5.

1L
Place and Time of Conducting the Study
and Study Centre

The Study will be conducted at Fakultna
nemocnica Trenéin, O¢na Kklinika,
Legionarska 28, 91171 Trenéin, (hereinafter
referred to as the “Study Centre”). The
Investigator is a qualified specialist
responsible for the performance of the Study
and is heading a team (hereinafter referred to
as the "Study Team") that is established at
the Institution. The up to date CVs of the
Study team members will be filed in the
Investigator Site File (hereinafter referred to
as "ISF").

The Institution confirms that it has the legal
right to conduct the Study at the above-
mentioned Study Centre in accordance with
its legal status and/or contractual
relationships. The Institution confirms that
the Investigator is an employee of the
Institution by his/her contractual obligations.

The Investigator, each member of the Study

Team and the supporting personnel of the 3) Skusajuci,

1)

2)

3)

4)

2)

UZATVARAJU TUTO ZMLUVU

L.
Ukel zmluvy

Predmetom tejto zmluvy o klinickom hodnoteni
(dalej len ,,Zmluvy“) je klinicke hodnotenie
huméanneho lieSiva podla protokolu Eislo
LT1580-301, verzia 2.0 s nazvom . Hodnotenie
Géinnosti  a bezpetnosti  lieiva  T1580
v porovnani s vehikulom pri lie¢be syndromu
suchého oka“, v platnom zneni (d'alej len
Stadia“).

Zmluva stanovuje podmienky vykonania Studie
a vymedzuje prava a povinnosti zmluvnych stran
pre priebeh a spracovanie Studie.

Predpokladany ¢as realizacie §thdie sa zaCina
dita 1.9.2018 (zaradenie prvého pacienta) a
konéi sa diha 29.2.2020 (ukonCenie udasti
posledného pacienta).

Predpokladany pocet ulastnikov stadie je S
pacientov.

I1.
Miesto a ¢as vykonania Stadie a rieSitel’'ské
centrum

$tadia bude vykonana vo Fakultnej nemocnici
Trendin, O¢na Klinika, yegionérska 28,91171
Tren¢in, (dalej len ,Studijné Centrum®).

Skugajicim  je  kvalifikovany §pecialista
zodpovedny za priebeh Stadie a vedie tim (dalej
len .Studijny tim*) ustanoveny

v Zdravotnickom zariadeni. Aktuélne Zivotopisy
$tudijnéh0 timu budu zalozené v Zarad’ovati
Stadie (d’alej len ,,ISF*).

Zdravotnicke zariadenie potvrdzuje, Zze je
opravnené vykonavat' Skisanie v Studijnom
Centre uvedenom vyssie v silade so svojim
pravnym Statiitom a/alebo zmluvnymi vztahmi.
Zdravotnicke  zariadenie  potvrdzuje, ~ Ze
Skigajici ma k Zdravotnickemu zariadeniu
pracovnopravny zavizok zamestnanca.

kazdy ¢&len Studijného timu a

Pharmnet s.r.0./ Clinical Trial Agreement Template SK/ V22MAY2018 2
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4)

3)

6)

7

Institution shall observe the terms and
conditions of the present Agreement to the
same extent as the Institution. The Institution
and Investigator shall inform the Study Team
and the supporting personnel about their
obligations hereunder and to obtain their
agreement to abide by the terms and
conditions of the present Agreement.

By signing this Agreement, the Institution
and the Investigator represent and warrant
that neither the Investigator, nor any member
of the Study Team, nor any person engaged
into the fulfilment of the obligations under
the current Agreement has been debarred
under any applicable laws of the Slovak
Republic or any comparable limitations of the
European  Union, U.S.A  or other
jurisdictions, and no debarred person will be
in the future employed in connection with the
Study. The above-mentioned representation
and warranty imposes a continuing obligation
upon the Institution to notify the Sponsor or
CRO in writing of any change in the truth of
this statement.

Should the Investigator become unable to
carry out his/her obligations as the head of the
Study Team, a new Investigator shall be
appointed on agreement betwen the CRO and
the Institution. In the event that the Institution
and the CRO cannot agree upon a new
Investigator, all further enrolment of subjects
into the Study shall immediately cease, and
the parties will deliberate the procedures and
terms of the premature Study discontinuation
as described in Section XIV.

The Investigator agrees with publication of
his/her name in any of clinical trial registries
kept by European and US Competent
Authorities.

The Institution agrees that the Agreement
may be forwarded to Institutional Review
Board (IRB)/ Independent Ethics Committee
(IEC) and/ or regulatory (comepetent)
authorities where requested.

4)

3)

6)

7)

podporny personal Zdravotnickeho zariadenia
budi  dodrziavat  podmienky  Zmluvy
vrovnakom rozsahu ako  Zdravotnicke
zariadenie. Zdravotnicke zariadenie a Skusajuci
zodpovedaju za to, aby Studijny tim a podporny

personal  zdravotnickeho zariadenia  boli
informovani o ich zavidzkoch podla Zmluvy
aaby ziskali suhlas  Studijného  timu

s dodrziavanim tychto podmienok.

Zdravotnicke zariadenie a Skusajuci podpisom
Zmluvy vyhlasuji a zarucuji, ze ani Skasajuci,
ani ziadny ¢len Studijného timu ani ind osoba
zahrnutd do plnenia zavidzkov podla Zmluvy
nebola vyli¢ena zmoznosti vykonavania
prislusnej cCinnosti podla prislusného prava
Slovenska alebo podla inych porovnatelnych
obmedzeni Eurdpskej tinie, USA alebo inej
jurisdikcie a ziadna takto vylu¢ena osoba nebude
v budicnosti zamestnana ani zapojend v spojeni
s touto Stidiou. Potvrdenie a zdruka uvedené
vy$§ie zavizuju Zdravotnicke zariadenie aj
nad’alej vyrozumiet CRO pisomne o akejkol'vek
zmene tykajucej sa pravdivosti tohto vyhlasenia.

Ak Skusajuci nebude moct vykonavat svoje
zavdzky ako veduci Studijného timu, bude
ustanoveny novy Skusajuci na zéklade dohody
medzi CRO a Zdravotnickym zariadenim.
V pripade, Ze sa Zdravotnicke zariadenie a CRO
nedohodni na novom Skia$ajicom, nabor
subjektov hodnotenia do Stidie sa okamzite
pozastavi a strany budi postupovat podla
podmienok pred¢asného ukoncenia Studie, ako
je opisané v ¢lanku XIV.

Skusajuci suhlasi s uverejnenim svojho mena
v oficidlnych  registroch  klinickych  Studii
publikovanych prislu$nymi spravnymi organmi
v EU a USA.

Zdravotnicke zariadenie sthlasi s pripadnym
poskytnutim Zmluvy Etickej komisii a
prislusnym  spravnym  organom v oblasti
klinického hodnotenia lieCiv.
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118
General Conditions for Conducting the
Study

1) The Institution, the Investigator and the
Study Team shall perform, record and
report the Study in strict compliance with
the Protocol, applicable laws and
regulations of the Slovak Republic, in
particular Law No. 362/2011 Coll. (Laws
on medicinal products and medical devices
and on amendment to some related laws) as
amended and in accordance with Decree
No. 433/2011 Coll. as amended, which sets
requirements for the workplace, where is
performed clinical testing, the application
requirements of its approval, the request for
an opinion on the ethics of clinical trials,
and the particulars of this opinion, as
amended, and all international rules and
standards applicable to the performance of
the Study (“Good Clinical Practice”),
including ~ without  limitation  the
Declaration of Helsinki (2008) and
Principles of Good Clinical Practice as
specified by the ICH-GCP Guidelines, and
in accordance with the general conditions
and principles specified in:

a. The Study protocol issued by the
Sponsor, as specified in Article L.1. of
this Agreement (the "Protocol),
with any future amendments, is part
of the ISF. ISF is available for
inspection at the Investigator.

b. The instructions of the Sponsor
designated as Investigator Brochure,
which contains all currently available
information about the
pharmaceuticals used in the Study as
well as information about the
characteristics of such
pharmaceuticals, as handed over by

the Sponsor or CRO to the
Investigator as a part of the ISF.
c. The written instructions of the

Sponsor to administer the Protocol.

2) Documents specified in section 1, letter a)
and b) are confidential and information
about the contents thereof may be provided
only in accordance with the provisions of
Art. IX. of this Agreement.

1)

2)

1.
Zikladné podmienky realizacie Studie

Zdravotnicke zariadenie, Skusajuci a Studijny
tim buda vykonavat, zaznamenévat a podavat
hlasenia o Stadii za prisneho dodrziavania
protokolu a platnych pravaych predpisov
Slovenskej republiky, a to predovSetkym zakona
& 3622011 Z.z. (Zakon o lickoch a
zdravotnickych poméckach a o zmene a doplneni
niektorych ~ zékonov) v zneni neskorsich
predpisov, vyhlasky ¢. 433/2011 Z. z., ktorou sa
stanovia podrobnosti o poZziadavkach na
pracovisko, na ktorom sa vykonavaju klinické

skasky, o nélezitostiach Ziadosti © jeho
schvélenie, 7ziadosti o stanovisko k etike
klinického sk@%ania a naleZitostiach tohto

stanoviska, v zneni neskorsich predpisov, ako aj
vietkych medzinarodnych pravidiel a Standardov
aplikovatelnych pri vykonavani $tudii (,,Spravna
klinicka prax*) vratane plného uplatnenia
Helsinskej deklaracie (2008) a Zasad spravnej
klinickej praxe, ako je $pecifikované v pokynoch
ICH-GCP, a v stlade a zhode so vieobecnymi
podmienkami a  zdsadami stanovenymi
v nasledujucich pravidlach alebo dokumentoch:

a. V protokole Studie, vydanom Zadavatel'om,
$pecifikovanom v odseku L1. tejto Zmluvy
(dalej len .Protokol®), ktory je sucastou
ISE, vratane pripadnych buducich dodatkov.
ISF je k dispozicii u Skusajticeho.

b. V indtrukcii Zadavatela snazvom Subor
informacii pre skisajiceho (Investigator’s
Brochure), obsahujiicej vietky v sicasnosti
zname informéacie o lieSivach pouzitych
v Stadii a o ich vlastnostiach. Instrukciu
odovzda Skusajiicemu Zadavatel' alebo
CRO ako sucast’ ISF.

c. 'V pisomnych inStrukciach Zadavatela na
vykonavanie Protokolu.

Dokumenty uvedené v ods. 1 pism. a) a b) st
déverné a informéacie o ich obsahu sa mozu
poskytnit’ len v stlade s ustanoveniami ¢lanku
IX. Zmluvy.

3) The Institution will not commence or 3) Zdravotnicke zariadenie nepristipi k zacatiu,

continue the Study and will not permit the

pripadne pokracovaniu Stadie a povoleniu
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Investigator to commence and continue the
Study unless:
a. all necessary documentation and
information is available and

b. all required reviews and approvals (or
favourable opinions) by applicable
competent authorities and IECs/ IRBs
are obtained.

IV.
Selection of Subjects for the Study
and Requesting Their Consent

1) The recruitment of the Study is a competitive
one and will be stopped after 450 patients are
recruited in total across all study centers. The
Investigator undertakes to recruit subjects
until he receives the information from
Sponsor or CRO according to which the
recruitment has been completed. Sponsor
and/or CRO retain the right to limit, at any
time and with immediate effect, the number
of subjects to be recruited.

2) Inclusion of subjects in the Study is possible
only on the basis of their written consent and
after subjects had been properly informed.
The manner of demanding consent from the
subjects must be in conformity with ethical
principles and Good Clinical Practice. For
this purpose:

a. CRO declares that they handed over to
the Investigator the form of patient
informed consent  and written
information for subjects approved by
Sponsor. These docuemnts have been
included to the ISF.

b. Before the first action according to the
Study Protocol has been performed with
the Subject, the Investigator will inform
the subject in detail about the procedures
of the study and ask the subject to sign
and date the form of patient informed
consent.

3) The forms of patient informed consent and
the patient informed sheet drafted pursuant to
section 2 signed by subjects must be filed in
one original in the Study File which is kept
by the Investigator and the second original
will be provided immediately after the
signing to the subject.

)

2)

3)

Skusajucemu  zacat,

C pripadne
v Stadii, ak:

pokracovat’

a. nie st kdispozicii vSetky potrebné
dokumenty a informacie a

b. nie st kdispozicii vSetky posudenia a
sthlasy prislusnych spravnych organov a
etickych komisii.

IVv.
Vyber subjektov hodnotenia pre Stidiu
a vyziadanie ich sihlasu

Nabor do Studie je kompetitivny a zastavi sa po
zaradeni 450 pacientov vo  vSetkych
zi&astnenych Studijnych centrach. Skisajici sa
zavizuje zarad'ovat' subjekty hodnotenia, kym
neziska informaciu od Zadavatel'a alebo CRO o
ukonéeni naboru. Zadavatel' alebo CRO si
vyhradzuje pravo kedykol'vek a s okamzitou
G¢innostou  obmedzit't  podet  subjektov
hodnotenia, ktori maju byt’ zaradeni do Stadie.

Zaradenie subjektov hodnotenia do Studie bude
mozné len sich pisomnym informovanym
stthlasom a po ich riadnom pouceni. Vyziadanie
suhlasu od subjektov hodnotenia musi byt
v zhode s etickymi principmi a so spravnou
klinickou praxou. K tomu:

a. CRO vyhlasuje, Zze odovzdal Skasajacemu
Zadavatel'om schvaleny formular
pisomného sithlasu subjektu hodnotenia so
zaradenim do Stidie a formular pisomného
poudenia pre subjekty hodnotenia. Tieto
dokumenty su sucastou ISF.

b. Skusajuci pred prvym konom v ramci
Protokolu $tidie u subjektu hodnotenia
subjekt podrobne pou¢i o procedirach
Stadie a poziada o jeho vlastnoru¢né
datovanie a podpis na  formulari
informovaného sthlasu.

Formulare pisomného informovaného sihlasu,
podpisané subjektmi hodnotenia a formulare o
ich poudeni, zaobstarané podl'a ods. 2 sa musia
ulozif' v jednom originali v ISF u Skusajuceho a
v druhom origindli sa ihned’ po podpise
odovzdaju subjektu hodnotenia.
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4)

3)

2)

Pharmnet s.r.0./ Clinical Trial Agreement Template SK/ V22MAY2018

In case the Investigator finds out over the 4)
course of the Study that a subject included
into the Study does not, or does no longer,
fulfil the Study criteria, he/she will
immediately inform the CRO and on the basis
of previously concluded written agreement
with the Sposnor the subject will be
withdrawn from the Study.

The Investigator will maintain a complete, 5)
accurate, and up-to-date database listing the
patients screened, randomized and withdrawn
from the Study and to archive it in the Study
File after the Study completion. Over the
course of the Study and after its completion,

the Investigator, the Institution and the
Sponsor are obliged, in accordance with
applicable laws and regulations of the Slovak
Republic, to ensure protection of personal
data and information about personal
conditions of the subjects included in the
Study, including, but not limited to,
protection of personal data being disclosed to

the Sponsor (CRO shall not transfer or make

in any other way accessible to Sponsor any
personal data of patients, unless such data has
been pseudonomised or if such disclosure is
required under applicable law or requested by

the competent authorities); this restriction
does not apply to monitoring of the Study
(Article V. of the Agreement).

s

Monitoring, Audits and Inspections
The progress and conduct of the Study will 1)
be monitored by the CRO for which the
Institution and the Investigator must allow
direct access to all facilities used for the
conduct of the Study. all devices used in the
Study and to the information obtained
during the Study as well as to the
retrospective results of all clinical records,
laboratory tests, examinations, hospital
release records, health insurance
reimbursement codes and other routine
records about the Subjects included in the
Study (ref. ICH Note for Guidance on Good
Clinical Practice, Step 5,
CPMP/ICH/135/95). The Investigator
engages in receiving the CRA on a regular
basis and in dedicating time to her/him.

In addition, the progress and the results of 2)
the Study may by checked by any of the
Sponsor's representatives; this provision
shall have no effect on the right to check the
Study by assigned workers of applicable

Ak Skusajtci zisti v priebehu Stadie, ze subjekt
hodnotenia zaradeny do Studie nevyhovuje alebo
prestal vyhovovat’ jej kritéridm, bez zbyto¢ného
odkladu bude o tom informovat CRO a po
dohode so Zadavatefom ho na ziklade
podpisaného suhlasu z priebehu Stadie vyradi.

Skusajici bude v priebehu Studie udrziavat
aplnd, presni a aktudlnu databazu pacientov,
ktori boli zaradeni do skriningu, randomizovani
a ktori ukongili ugast’ v Studii; databaza sa bude
archivovat vISF aj po skongeni Stadie.
Skugajici, Zdravotnicke zariadenie aj Zadavatel
st povinni v priebehu Studie aj po jej ukonCeni
konat podla prislusnych pravnych predpisov
Slovenska na ochranu osobnych tdajov a
informacii o osobnych pomeroch subjektov
hodnotenia, zaradenych do Studie vratane
ochrany osobnych tdajov pred ich odhalenim
Zadavatelovi (CRO neodovzda ani nijako inak
nespristupni ziadne osobné tdaje pacientov
Zadavatel'ovi, ak predtym neboli
anonymizované alebo ak si ich odhalenie
nevyzadoval prislusny zékon alebo spravny
organ); toto obmedzenie sa nevzt'ahuje na
monitorovanie stadie (Clanok V. Zmluvy).

V’
Sledovanie (monitorovanie), audity a inSpekcie

Priebeh a vykonavanie Studie budu kontrolovat
odborni pracovnici CRO, ktorym Zdravotnicke
zariadenie aj Sku$ajici musia umoZznit' priamy
pristup do vsetkych priestorov vykonavania
Stadie, ku vietkym zariadeniam pouzitym na
vykonavanie Studie a ku v3etkym informaciam
ziskanym vramci Stddie, rovnako ako
k retrospektivnym  zdznamom, vysledkom
laboratornych testov, vysledkom vySetreni,
prepustacim spravam, zdznamom vykazov pre
poistovne a inym rutinnym zdznamom O
subjektoch hodnotenia, zaradenych do Studie
(pozri pokyny ICH-GCP, 5,
CPMP/ICH./135/95). Sku3ajlici sa tiez zavizuje
v pravidelnych ~ terminoch ~ venovat  Cas
odbornym pracovnikom CRO (monitorom
klinickych studif).

Priecbeh Stadie a jej vysledky mdzu navyse
kontrolovat’ akikol'vek zastupcovia Zadavatel'a;
tym nie je dotknuté pravo kontroly poverenymi
pracovnikmi prislusnych Statnych organov
Slovenska a zahraniénych kontrolnych uradov.

6
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3)

1)

2)

3)

government authorities of Slovakia and

foreign  regulatory institutions. The
Investigator accepts and acknowledges
undergoing an  audit/inspection  and

dedicates time to the auditor/inspection.

The Investigator and/ or Institution shall
notify the CRO immediately if any
governmental or regulatory authority

including the Food and Drug Administration
of the USA requests permission or starts
inspection of Investigator’s facilities and
will provide in writing to the CRO copies of
all materials, correspondence, statement,
forms, and records which Investigator
receives, obtains or generates pursuant to
any such inspection. Institution and
Investigator shall permit CRO/Sponsor to
attend any such inspection unless prohibited
by applicable law or the competent
governmental or regulatory authorities.

4) In accordance with Art. IV, section 2 hereof,
the subjects must be informed about the fact
that information about them obtained in the
course of the Study may be used and handed
over for control purposes to applicable
government authorities in EU and outside of
EU.

VI
Institution’s, Investigator’s,
Sponsor’s responsibilities

CRO’s and

Sponsor will provide or will have provided
the Institution and the Investigator with
samples of the Study Drug and individual
case report forms, as well as any other
documents and materials defined in the
Protocol as the Sponsor’s responsibility,
which are necessary for conducting of the
Study, so that the duration of the Study, as
expected in Article I. hereof, is complied
with.

The Institution is obliged to entrust the
Investigator with the conduction of the Study
and to provide adequate number of qualified
staff, the Study Team, to conduct the Study
properly and safely and provide necessary
facilities for the conduct of the Study.

The Institution is obliged to guarantee the
receipt, storage and dispensing of Study
Drug strictly for the purpose of the Study, in
accordance with general valid laws and
regulations in the Slovak Republic,
especially with decree of Ministry of Health

3)

4)

1)

2)

3)

Skusajuci_akceptuje a berie na vedomie, Ze
priebeh Stidie a jej vysledky mozu byt
predmetom auditu alebo inSpekcie, a v tomto

pripade sa zavizuje venovat’
auditorovi/in§pektorovi prislusny ¢as.
Skusajici alebo  Zdravotnicke  zariadenie

neodkladne upovedomi CRO, ak vladny alebo
spravny organ vratane Uradu pre liediva a
potraviny Spojenych S$tatov americkych (FDA
USA) poziada o kontrolnu in$pekciu alebo ju na
pracovisku Skusajiceho zacne, a poskytne
v pisomnej forme CRO vSetky relevantné
materialy, kore$pondenciu, vyhlasenie,
formulare, informacie a zaznamy, ktoré
Skusajici  dostane, ziska alebo  vytvori
v stvislosti s takouto ins$pekénou kontrolou.
Zdravotnicke zariadenie a Skusajuci povolia
reprezentantom CRO/Zadavatel'a ucast na
pripadnej inSpekcii, ak to nie je v rozpore so
zékonom alebo smernicami spravnych tradov.

Subjekty hodnotenia musia byt poucené podla
¢l IV ods. 2 Zmluvy a informovani aj o tom, Ze
udaje ziskané o nich v priebehu Studie sa mozu
na Glely kontroly pouzit a predlozit aj
prislusnym §tatnym organom vramci EU aj
mimo nej.

VL
Zodpovednosti Zdravotnickeho zariadenia,
Skisajiceho, CRO a Zadavatel’a

Zadavatel' poskytne alebo uZz poskytol
Zdravotnickemu zariadeniu a SkuSajicemu
vzorky Studijnej medikdcie a individudlne
zaznamy subjektu hodnotenia, rovnako ako
vSetky dokumenty a vietok material, za ktorého
dodanie podla protokolu Studie zodpoveda
Zadavatel’, tak ako st nevyhnutné na vykonanie
Studie, aby sa mohlo dodrzat trvanie Stadie,
predpokladané v ¢l. 1. Zmluvy.

Zdravotnicke zariadenie sa zavdzuje zverit
Skiisajucemu vykonanie Stidie a poskytnif
dostatotné personalne zabezpedenie, Studijny
tim, na spravne a bezpe¢né vykonanie Stadie a
zabezpetit nevyhnutné prostriedky, zariadenie a
vybavenie na vykonanie Stidie.

Zdravotnicke zariadenie sa zavdzuje zabezpe¢it
preberanie, uchovavanie a vydaj Hodnotenc¢ho
lie¢iva vyhradne na ucely Stuadie v sulade

s platnymi pravnymi predpismi Slovenskej
republiky, najmid s vyhlaskou Ministerstva
zdravotnictva SR ¢&. 12920012 « Zuz
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4)

5)

6)

7)

8)

9)

no. 129/2012 Coll., On good pharmaceutical
practice and with SUKL regulations.
Institution quarantees the availibility of
Study Drug the temperature logs during the
whole period of the storage by Pharmacy
and/or Investigator.

The Institution and Investigator are obliged
not to include same subjects in another
clinical trial during the duration of the Study
and to ensure that other projects do not divert
essential facilities away from this Study.

The Institution and Investigator are obliged
to guarantee that medical records are
accurately kept and CRFs are filled in
promptly according to the Protocol and
mandatory law applicable to the Institution
and errors are corrected immediately.

The Study Drug and other materials, as
specified in the Protocol, provided by or in
behalf of the Sponsor, must be used by the
Investigator exclusively for conducting of
the Study. This is documented in the drug
accountability log. The Investigator must,
upon Sponsor and/or CRO's first request
return all the Study materials. All Study
Drugs that are not used in the course of study
should be sent back to the Sponsor unless
otherwise directed.

The Institution and the Investigator
undertakes to store the Study documentation,
including all relevant documents related to
the Study, for 15 years or until he/she is
notified by the Sponsor that the document
storage period has ended or longer period if
required by local rules. The Institution will
not approach  destruction of the
documentation without previous written
Sponsor's agreement.

The Investigator will put a copy of the si gned
and dated curriculum vitae for the Study
documentation at Sponsor’s and CRO's
disposal.

The Institution and the Investigator as well
as all members of the Study Team, including
those joining after the study initiation, agree
to cooperate with Sponsor in providing
information as may be required by Sponsor
to comply with FDA requirements
Investigator will ensure that all investigators
listed on the Study Team list (i.e., the
delegation log) at the time of Study initiation

4)

5)

6)

7)

8)

9)

Pharmnet vs. Fakultnd nemocnica Trenéin

o poziadavkach na spravnu lekarenskl prax a
s pokynmi §UKLu. Zdravotnicke zariadenie
zabezpeli poskytnutie teplotnych zaznamov
skladovania Hodnoteného liegiva pocas cel¢ho
ulozenia Hodnoteného lie¢iva Lekariiou a/alebo
Skusajucim.

Zdravotnicke zariadenie a Skusajuci sa zavizujl
podas trvania Stadie nezaradovat' subjekty
hodnotenia zaradené do inych klinickych
hodnoteni, a zabezpeCit, aby sa zariadenia
potrebné na realizaciu Stadie nevyuzivali
prednostne na iné projekty.

7dravotnicke zariadenie a Skusajici sa zavizujl
zabezpedit' presnost zdravotnych zéznamov a
vyplnenie formularov zaznamov o subjektoch
hodnotenia  (CRF)  bezprostredne podla
protokolu a zakonnych poziadaviek a okamzité
odstrafiovanie vzniknutych chyb.

Hodnotené lie¢ivo aj ostatné materialy, ktorych
$pecifikacia je uvedend v protokole Stidie,
poskytnuté Zadavatel'om alebo v jeho zastlipeni,
ouzije Skusajuci vyluCne na Gigely vykonania
Stadie. Toto je dokumentované vo formulari
,.drug accountability log®. Vsetky hodnotiace
materialy sa Skugajuci zavizuje vratit na zéklade
prvej Vvyzvy Zadavatela alebo CRO. VSetko
Hodnotené liegivo, ktoré sa nepouzilo v ramci
Studie, sa poSle naspat Zadavatel'ovi, ak sa
nebude vyzadovat odliSny postup.

Zdravotnicke zariadenie a SkiiSajuci sa zavizujl
uchovavat vietky dokumenty Stadie vratane
vsetkych dokumentov tykajucich sa Stadie, a to
15 rokov alebo dovtedy, kym Zadavatel pisomne
oznami, ze archivaciu dokumentov mozno
ukonéit alebo ze lokalne predpisy si vyZaduju
dlhie obdobie. Zdravotnicke zariadenie sa

zavizuje  nelikvidovat dokumenty  bez
predchadzajiiceho pisomného stthlasu
Zadavatela.

Skugajuci zaradi do dokumentacie Studie kopiu
podpisaného a datovaného zivotopisu, kde bude
k dispozicii Zadavatelovi a CRO.

Zdravotnicke zariadenie, Skusajuci a &lenovia
Studijného timu  vratane zatlenenych po
iniciovani itadie sa zavizuju spolupracovat’ so
Zadavatelom  pri  poskytnuti ~ Finanéného
vyhlasenia v anglickom jazyku  podla
poziadaviek FDA. Skusajici zaisti, aby vsetci
skugajuci uvedeni na listine podpisovych vzorov
(zoznamu funkcii v Stadii) pri zacati Stadie,
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10)

11)

12)

as well as all investigators joining after
Study initiation, will provide sufficient and
accurate financial information in English on
the Financial Disclosure Form (“FDF”)
provided by the CRO/Sponsor. The
disclosure involves also the spouse and
children. Any changes to reportable financial
information emerging during the Study and
within one year after its closing must be
communicated, without delay, to the
Sponsor. The form shall be provided to the
Investigator by the Sponsor. Completion of
the form is essential for acceptance to the
Study Team. Any Investigator or member of
the Study Team refusing to disclose his/ her
interests in the results of the Study will not
be allowed to participate in the Study. The
Investigator will inform the members of the
Study Team that the data from the form may
be included in a regulatory submission in the
USA and that the FDA reserves the right to
make the information public if it feels that
this is in the public interest. The Investigator
understands that it is his/ her responsibility
to communicate the compliance
requirements to all Study team members.
Investigator shall ensure to obtain from each
sub-investigator prior written consent as
necessary for such review and transfer.

Investigator and Institution are responsible
for equipment provided by or on behalf of
Sponsor for Study conduct. This equipment
will be returned to Sponsor or CRO upon
Study completion unless agreed otherwise
with regard to specific equipment (items).
This equipment will be also returned in case
of breach of Agreement.

The Investigator is obliged to conduct the
Study in accordance with this Agreement
and with the documents of the Investigator
Site File. The Investigator will introduce all
Study Team members of the Institution
involved in the Study to the Protocol and
arrange for meetings with the Sponsor on
demand. In particular, the Investigator will
ensure that all Study Team members
involved in the Study comply with the
obligations of the Investigator to the extent
that they were delegated to them.

The CRO submits on behalf of the
Investigator Study documentation to the
Competent  Authority  for  regulatory
approval.

10) Skusajuci

12) CRO posle

rovnako ako dodato¢ne pric¢leneni po zacati
Stadie, vyplnili tplne a presne, v anglickom
jazyku, formular Financial Disclosure Form
(FDF), poskytnuty CRO alebo Zadavatel'om.
Vyhlasenie zahfiia aj manzela/manzelku a deti,
skuto¢nosti podliehajuce informacnej
povinnosti, ktoré by nastali v priebehu Studie a
rok po jej uzavreti, sa musia neodkladne oznamit’
Zadavatelovi. Formular Finanéného vyhlasenia
poskytne Skusajicemu Zadavatel. Vyplnenie
formuldra je  nevyhnutnou  podmienkou
za&lenenia do Studijného timu. Ak Skusajici
alebo ¢len Studijného timu odmietne objasnit’
svoje finanéné zaujmy na vysledkoch Stadie,
nebude schvaleny na ucast’ v Studii. Skusajuci
bude informovat &lenov Studijného timu, Ze
idaje uvedené vo Finan¢nom vyhlaseni mézu
byt uvedené v Ziadosti o sithlas s klinickym
hodnotenim v USA a Zze si FDA vyhradzuje
pravo na zverejnenie informacie z Finan¢ného
vyhlasenia, ak to bude vo verejnom ziujme.
Skusajici vyhlasuje, Ze prebera zodpovednost’ za
oznamenie uvedenych poziadaviek vSetkym
glenom Studijného timu. Skusajuci si od
spoluskusajucich, s ktorych FDF bude nakladat,
vyziada vopred pisomny sthlas s jeho reviziou a
odovzdanim.

a Zdravotnicke zariadenie su
zodpovedni  za  vybavenie  poskytnuté
Zadavatelom alebo v jeho zastipeni na ucely
vykonania Studie. Po skongeni Stidie bude toto
vybavenie vratené Zadavatel'ovi alebo CRO, ak
nebolo dohodnuté inak pre $pecifické vybavenie
(polozky). Toto vybavenie bude vratené aj
v pripade poruSenia Zmluvy.

11) Skagajici sa zavizuje vykonat' Studiu v stlade

so Zmluvou a riadit sa dokumentmi, ktoré
obsahuje Studijny spis Skusajuceho. Skusajici
zoznami vietkych ¢&lenov  Studijného timu
s protokolom a zvola ich schodzku v pripade, ze
o to Zadavatel poziada. Skusajlci zabezpeli
predovietkym  to, Zze  vSetky  osoby
spolupracujuce na Stidii budi uzrozumené so
svojimi povinnostami, ktoré im boli vramei
Stadie uréené.

vmene Skuasajuceho Studijni
dokumentéciu so ziadostami o povolenie Stadie
prislunému spravnemu organu.
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13) The Sposnor will take care for timely
delivery the Study Drug and other Study
supplies to the Institution and/or Investigator
free of charge. The Sponsor is obliged to
inform the Investigator about chemical/
pharmaceutical, toxicological,
pharmacological and clinical data justifying
nature, scope and duration of the Study.

14) Institution shall collect, transfer, store and/or

destroy biological samples taken from Study

subjects in connection with such subject’s
participation in the Study (hereinafter
referred to as “Biological Samples”) in
accordance with the Protocol, applicable
legal requirements, and the signed ICF. Such

Biological ~Samples include, without
limitation, tissue samples and blood
samples, and any by-products  and

derivatives thereof. Institution shall not use
the Biological Samples for any purpose other
than those explicitly set forth in the Protocol
or in the signed ICF, Applicable
Requirements  and Institution  policy.
Institution shall not distribute any Biological
Samples to any persons other than as
directed by Sponsor. At the request of
Sponsor, Institution shall destroy the
Biological Samples and provide written
certification that such Biological Samples
have been destroyed.

15) If CRO or Sponsor supplies the Institution
and Investigator with medical devices and/or
other equipment for use in the Study
(hereinafter referred to as the “Equipment”),
the Equipment has to be documented in the
“Lending Form” which is part of the ISF.

VIL
Adverse Events in the Course of the Study

1) The Investigator must collect, document and
report information on all adverse events,
serious and non-serious, as defined in the
Protocol, in accordance with the instructions
provided in the Investigator Site File,
applicable laws and any condition of
approval imposed by Ethics Committee.

13) Zadavatel bude zadarmo a vcas dodavat’

Zdravotnickemu zariadeniu alebo Skusajucemu
Hodnotené liedivo a d'alsi material. Zadavatel
poskytne Skusajucemu potrebné informacie o
chemickych, farmaceutickych, toxikologickych,
farmakologickych a klinickych udajoch, ktore
opodstatiiuji zmysel, ciel a trvanie stadie.

14) Zdravotnicke zariadenie odoberie, zabezpeti na

15) Ak

D

prevoz, bude skladovat a/alebo zlikviduje
biologické vzorky odobrané od subjektov
hodnotenia v suvislosti s ugastou  tychto
subjektov na Studii (dalej len ..Biologické
vzorky“) v sulade s Protokolom, prisludnymi
poziadavkami pravnych predpisov a podpisanym
pisomnym  informovanym sthlasom. Tieto
Biologické vzorky zahfiiaju predovsetkym
vzorky tkaniva a krvi a akékol'vek vedlajsie
produkty alebo derivaty z tychto tkaniv alebo
krvi. Zdravotnicke zariadenie nie je opravnené
pouzit Biologické vzorky na Ziadny iny ucel ako
na ten, ktory je vyslovne definovany v Protokole
a podpisanom pisomnom informovanom
sthlase, prislusnych pravnych predpisoch a
internych pravidlach Zdravotnickeho zariadenia.
Zdravotnicke zariadenie nebude odovzdavat
iadne Biologické vzorky Ziadnym osobam
v rozpore s pokynmi Zadavatela. Na zaklade
poziadavky Zadavatela sa Zdravotnicke
zariadenie zavizuje, Ze zlikviduje Biologicke
vzorky a poskytne pisomné potvrdenie, ze tieto
Biologické vzorky boli zlikvidované.

CRO alebo Zadavatel  poskytne
Zdravotnickemu zariadeniu alebo SkiSajicemu
zdravotnicke prostriedky alebo iné vybavenie na
pouzitie v Stadii (d'alej len ,,Vybavenie®), musi
byt vybavenie zanamenané do formulara
Lending Form, ktory je sucastou Zarad’ovaca
Stadie.

VIL
Neziaduce prihody v priebehu Stiadie
Skugajici  je  povinny zhromazd'ovat’,
zaznamenavat a ohlasovat informécie o

akychkol'vek neziaducich pri hodach, zavaznych,
ako aj nezavaznych, podla ich definicie
v Protokole, a to spdsobom opisanym
v Zarad'ovati stadie (Investigator Study File) a
podla poziadaviek legislativy alebo etickej
komisie.
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VIIIL.
Study Subject Injury

1)  Sponsor has arranged in accordance with law
§33(2) and §43(h) Act No. 362/2011 Coll.
insurance for subjects of investigation for a
damage related to the effects of the Study
Drug and liability insurance for the
investigators. A copy of the contractual
insurance form is in the Investigator Site
File.

IX.
Protection of Confidential Information

1) For the purpose of this Agreement
“Information” shall mean all visual, oral,
written and/or electronic information and
data on the Study Drug, any technical and/or
test results pertaining thereto and any other
matter related to the Study that the
Institution and/or the Investigator have
obtained from Sponsor and/or CRO for the
purpose of or in connection with the conduct
of the Study or generated pursuant to the
Study (“Confidential Information™).

2) The Institution, the Investigator and all
Study Team are obliged to keep such
Confidential Information strictly
confidential.

3) The Institution’s and/or the Investigator’s
obligations include, but are not limited to:

a. not disclosing the  Confidential
Information to any third party without
prior written consent by Sponsor,

b. any disclosure shall contain only the
information required by applicable law,

¢. not using the Confidential Information for
any other purpose but the one agreed
herein.

4) For the purpose of the performance of the
Study the Institution and the Investigator may
disclose Confidential Information to such
responsible employees or to third parties to
whom it shall be necessary and essential for
the conduct of the Study to disclose such
Confidential Information. Prior to disclosure
of any such Confidential Information to
employees and/or third parties the Institution
and the Investigator undertake to impose all
obligations on said employees and/or third

Y

)

2)

3)

4)

VIIIL.
PoSkodenie zdravia subjektu hodnotenia

Zadavatel' v stlade s ust. §33(2) a §43(h) zikona
¢. 362/2011 Z. z. zabezpeéil zmluvné poistenie
subjektov  hodnotenia pre pripad Skody
vzniknutej u¢inkami Hodnoteného lie¢iva a
poistenie zodpovednosti pre skusajicich. Kopia
dokladu o poisteni je v Zarad’ovali Studie
(Investigator Study File).

IX.
Ochrana dovernych informacii

Na ucely Zmluvy bude termin ,Informécie®
znamenat' vSetky obrazové, ustne, pisomné
a/alebo elektronické informacie, data a tdaje o
Hodnotenom lie¢ive, akékol'vek technické
vysledky alebo vysledky testov, ktoré sa ho
tykaju alebo sa tykaju akéhokol'vek d'alSieho
poznatku stvisiaceho so Stadiou, ktoré
Zdravotnicke zariadenie a/alebo Skusajici
ziskajii od Zadavatela a/alebo CRO na ucely
alebo v spojeni s vykonanim Studie alebo ktoré
sa vytvoria na zaklade Studie (dalej len
,.Doverné informacie®).

Zdravotnicke zariadenie, Skusajiici a ostatni
¢lenovia  Studijného  timu st povinni
zaobchadzat’ s takymito Dévernymi
informéaciami ako s prisne dovernymi.

Tieto zavdzky Zdravotnickeho zariadenia

a/alebo Skusajuceho okrem iného zahfiaja

uvedené povinnosti:

a. neposkytnit Doéverné informécie Zziadnej
tretej strane  bez  predchadzajiceho
pisomného suhlasu Zaddvatela,

b. ak vznikne povinnost poskytnut’ Doverné
informéacie, poskytnut’ len také, ktoré
pozaduje zékon,

c. nepouzit Doverné informécie na iny ucel
nez ucel dohodnuty v Zmluve.

Zdravotnicke zariadenie a SkuSajuci mdézu na
uely vykonania Stidie poskytnit Déverné
informéacie tym zodpovednym zamestnancom
alebo tretim stranam, pre ktoré je zoznamenie sa
s takymi dovernymi informaciami nevyhnutné a
potrebné na vykonanie Stidie. Zdravotnicke
zariadenie a Skusajuci sa zavidzuju, ze skor ako
také Doéverné informacie poskytni
zamestnancom alebo tretim osobam, ulozia
tymto zamestnancom, pripadne tretim stranam

Pharmnet s.r.o./ Clinical Trial Agreement Template SK/ V22MAY2018 11



Study: LT1580-301

Clinical Trial Agreement: Pharmnet vs. Fakultna nemocnica Trencin

parties as imposed on the Institution and
Investigator according to this Agreement.

5) The obligations set forth above in clause 1-4
shall be valid for the duration of this
Agreement and shall additionally expand for a
period of fifteen (15) years after termination
of this Agreement.

6) Institution’s and Investigator’s obligations
under this Agreement shall not apply to
Confidential Information which can be shown
by appropriate evidence in writing:

a. is in the public domain at the time of
disclosure by Sponsor and/or CRO to
Investigator hereunder; or

b. becomes part of the public domain after
disclosures other than due to an act or
omission by Institution  and/or
Investigator constituting a breach of any
provision of this Agreement; or

c. was in lawful possession of Institution
and/or Investigator at the time of
disclosure, and was not acquired, directly
or indirectly, from Sponsor and/or CRO;
or

d. was obtained from a third party not under
an obligation of confidentiality to
Sponsor and/or CRO; or

e. was developed by Institution and/or
Investigator  independently ~of any
disclosures from Sponsor and/or CRO
hereunder.

X.
Intellectual Property and Patent rights

1) All rights, title and interest in and to the
intellectual property and materials that are the
subject of the Study or the Protocol, including,
without limitation, all property rights in the
investigational product and all data, technical
information, inventions, discoveries,
developments, improvements, enhancements,
software, know-how, methods, techniques,
formulae, processes and other proprietary
ideas (whether or not patentable or registrable
under patent, copyright or similar laws) and
materials related to any product in the Study
or Protocol, or otherwise derived, conceived,
discovered, developed or reduced to practice
as a direct or indirect result of the Institution’s

3)

6)

1)

vietky zavizky tak, ako si uloZen¢
Zdravotnickemu zariadeniu a SkuaSajucemu
podla Zmluvy.

Povinnosti stanovené vyssie v ustanoveni 1-4 st
zavizné polas celej platnosti Zmluvy a budi
nadalej platné patnast’ (15) rokov po ukonceni
platnosti Zmluvy.

Povinnosti  Skugajiceho a Zdravotnickeho
zariadenia sa nevztahuji na Doverné informacie,
o ktorych mozno pisomne preukazat, ze:

a. sh verejne zname v Case ich spristupnenia
Skugajiicemu zo strany Zadavatel'a a/alebo
CRO podl'a Zmluvy; alebo

b. sa stani verejne znamymi z inych dévodov
ako pre konanie alebo zanedbanie zo strany
Zdravotnickeho zariadenia a/alebo
Skusajuceho,  predstavujuce porusenie
akéhokol'vek bodu Zmluvy; alebo

c. boli vopravnenej drzbe Zdravotnickeho
zariadenia a/alebo Skuisajuceho v obdobi ich
spristupnenia a neboli ziskané, priamo alebo
nepriamo, od Zadavatela a/alebo CRO;
alebo

d. boli ziskané od tretej strany, nie viazanej
povinnostou ml¢anlivosti voci Zadavatelovi
a/alebo CRO alebo

e. boli generované Zdravotnickym zariadenim
a/alebo Skugajiicim  nezavisle od
spristupnenia od Zadavatel'a a/alebo CRO
podla Zmluvy.

X.
DuSevné vlastnictvo a patentové prava

Vietky prava, naroky a zaujmy tykajice sa
du¥evného vlastnictva a materialov vo vztahu
k Stadii  alebo Protokolu, zahfiiajice bez
akychkol'vek — obmedzeni data, technické
informacie, vynalezy, objavy, produkty vyvoja,
zlep3enia, rozsirenia spektra funkcit, softver,
postupy, metody, techniky, vzorce, procesy a
dalsiec  myslienkové  vlastnictvo (&I uZ
patentovatel'né, alebo zapisatel'né pod patentom,
vydavatelskym  pravom  alebo podobnou
zakonnou ochranou) a materialy vztahujuce sa
na akykol'vek produkt v Stadii alebo Protokole
alebo akoukol'vek cestou odvodené, vyvodené,
objavené alebo vyvinuté alebo prakticky
uplatnené ako priamy alebo nepriamy vysledok
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performance of any services under or pursuant
to this Agreement or during the course of or in
connection with the Study whether generated
or developed by the Institution or Sponsor or
their respective agents, employees or
contractors, either solely or jointly with
others, including based on or making use of
Confidential Information and/or in the area of
or relating to the Study Drug and/or involving
therapeutic indications/uses therefore, based
upon observations made or data gathered in
the performance of the Protocol (hereinafter
reffered to as the “Inventions™) will be the
sole and exclusive property of Sponsor and are
herewith assigned to Sponsor without any
additional compensation.

2) The Institution and/or the Investigator are
obliged to impose respective obligations as set
forth in this Agreement on all persons
involved in the Study.

3) The Institution shall notify the Sponsor of any
Intellectual Property promptly in writing and
make all statements legally necessary to
titleentitle such Intellectual Property to the
Sponsor.

4) Sponsor shall have the sole and exclusive right
to obtain, file and prosecute in its own name,
applications for patents on any Intellectual
Property.

5) The Institution is solely responsible to
compensate its employees in case of
commercial exploitation of inventions.

6) All projects, data, raw data, documents,

information, experiences and inventions

resulting from the Study are exclusively
owned by Sponsor. Accordingly, Sponsor
keeps  all  rights  for  worldwide
commercialization of its respective products
and licenses without any restrictions. The

Sponsor engages in providing the Investigator

with the Study results in order to allow him to

inform patients who may ask for them.

7) All data, information and materials developed
or generated by the Institution or the
Investigator as a result, or arising out, of the
Study (hereinafter refferd to as the “Study
Results”) shall be the sole and exclusive
property of the Sponsor.

8) The Institution and the Investigator certify
that the above-mentioned obligations are not

2)

3)

4)

)

6)

7)

ginnosti  Zdravotnickeho  zariadenia  pri
poskytovani sluzieb podla tejto zmluvy alebo vo
vztahu knej, &i v priebehu Studie, alebo vo
vztahu k nej, ¢i uz pochadzaju z ¢innosti, alebo
vyvojovych prac Zdravotnickeho zariadenia,
Zadéavatela alebo ich zamestnancov, zastupcov
alebo poskytovatelov, ¢i uz samostatne, alebo
v siéinnosti s ostatnymi, vratane zalozenych na
Dovernych informéciach, a/alebo v oblasti
vztahujicej sa na Hodnotené liecivo a/alebo
zahfiajucej lieCebné indikacie/pouzitie
vykonané na zéklade pozorovania alebo
zhromazdenych dat pri vykonavani prac podla
protokolu  (dalej len ,Vyndlezy”) budi
neoddelitelnym a vyluénym vlastnictvom
Zadévatela a tymto prevedené Zadavatel'ovi bez
naroku na akékol'vek dodato&né kompenzécie.

Zdravotnicke zariadenie a/alebo Skusajici st
povinni ulozit prislusné zavizky stanovené
Zmluvou vetkym osobam, ktoré sa podiel’aji na
vykonavani Stidie.

Zdravotnicke zariadenie bezodkladne
upovedomi  Zadéavatela o akomkol'vek
dugevnom vlastnictve pisomnou formou a pripoji
pravne vyhlasenie, Ze ho prevadza ma
Zadavatela.

Zadavatel ma nedielne a vyluné pravo ziskavat’,
zapisovat a svojim vlastnym menom sudne
vymahat patentové prihlasky tykajice sa
Dusevného vlastnictva.

Za kompenzaciu  komerného  vyuZitia
vynalezov vlastnych zamestnancov zodpoveda
vyhradne Zdravotnicke zariadenie.

Vietky projekty, udaje, zdrojové data,
dokumenty, informacie, skisenosti a objavy,
ktoré budi vysledkom Studie, budi predmetom
vyhradného vlastnictva Zadavatel'a. Zadavatel je
teda drzitelom vsetkych prav na celosvetové
komeréné  vyuzitie  svojich  prisludnych
produktov a licencii, a to bez akychkol'vek
obmedzeni. Zadavatel' sa zavdzuje poskytnat
Skaigajiicemu vysledky $tidie tak, aby ich mohol
poskytnat pacientom, ktori o ne prejavia zaujem.

Vietky data, informacie a materialy vzniknuté
alebo vyvinuté &innostou Zdravotnickeho
zariadenia alebo Skus$ajiceho ako vysledok
Stidie alebo v suvislosti s tfiou (dalej len
Vysledky stadie) budi nedielnym a vyluénym
vlastnictvom Zadavatel'a.
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contradictory to any other
concluded with third parties.

XI.
Publications

1) The Sponsor has unrestricted rights to publish
the data resulting from the trial, including
outsourcing the publication to a third party and
nominate the co-authors.

2) The Investigator and Co-Investigators may
only publish the Study result, after he/she has
obtained a prior written consent of Sponsor.

3) In case of multicenter studies, a publication
from local study sites must not precede the
joint multi-investigator data publication of the
entire study.

4) Investigator shall furnish Sponsor with a copy
of any Publication for review of such material
at least forty-five (45) days prior to the
submission for publication or presentation (14
days in case of abstracts). The Sponsor may
review the proposed Publication to see if it
contains Confidential Information of Sponsor
patentable ~ subject matter that needs
protection.  Institution will, upon written
request from Sponsor within the review
period, delete Confidential Information of
Sponsor or delay submission of the
Publication for an additional sixty (60) days to
allow Sponsor to file a patent application.
Such Sponsor required modification will not
result in withholding any Study Data from
academic publication.

5) Sponsor has unrestricted publication rights on
data resulting from the Study and may also
give data to third parties for publication. In
particular, Sponsor may use, refer to, and
disseminate reprints of scientific, medical, and
other published articles relating to the Study
which disclose the name of Investigator and/or
Institution, consistent with  applicable
copyright laws. No party to this Agreement
shall use the name of any party hereto in
connection with any advertising or promotion
of any product or service without the prior
written permission of such party.

)

2)

3)

4)

5)

agreement 8) Zdravotnicke zariadenie a Skusajuci potvrdzuju,

7e uvedené zavizky nie sl v rozpore so ziadnou
zmluvou, ktoru uzavreli s tretimi stranami.

XI.
Publikacie

Zadavatel ma neobmedzené pravo na
publikovanie vysledkov stidie vratane zadania
publikovania tretej strane a menovania
spoluautorov publikécie.

Skusajiici a Spoluskasajuci su opravneni
publikovat’ vysledky Stadie len potom, ako
ziskaji predchadzajice pisomné povolenie
Zadavatela.

Pri  multicentrickych ~ 3tadiach ~ nesmie
publikovanie z jednotlivych centier predchadzat
spolo¢nému publikovaniu sihrnnych dat z celej
stadie timom skasajucich.

Skaajici  poskytne  Zadavatelovi  kopiu
publikicie na posidenie a reviziu najmenej
Styridsat’pit’ (45) dni pred odovzdanim takého
materidlu na publikdciu alebo pred jeho
prezentaciou (pri abstrakte 14 dni). Zadavatel je
opravneny v predlozenom navrhu skontrolovat,

&  neobsahuje  patentovatelné  Doverné
informacie, ktoré si vyzaduju ochranu.
Zdravotnicke zariadenie sa zavdzuje, Ze

v nadviznosti na pisomna ziadost Zadavatela,
ziskani v lehote stanovenej na vykonanie
revizie, odstrani Doverné informécie Zadavatel'a
alebo pozdrzi odovzdanie publikacie na vydanie
dodatoénych $estdesiat (60) dni, aby zadavatel
mohol podat’ patentovii prihlasku. Taka uprava,
ktorG  pozaduje  Zadavatel, neznemozni
akademické publikovanie vysledkov Studie.

Zadavatel' je opravneny bez akéhokol'vek
obmedzenia publikovat’ vysledky Studie a moze
tiez poskytnat data tretim stranam na ich
zverejnenie.  Predovietkym je  Zadavatel
opravneny pouzit, odkézat' na alebo Sirit
separatne vytlatky vedeckych, lekarskych a
d’algich publikovanych ¢lankov vztahujicich sa
na Stadiu, ktoré mozu obsahovat meno
Skusajliceho a/alebo Zdravotnickeho zariadenia,
za dodrzania zakonnej ochrany autorskych prav.
Ziadna zmluvn4 strana Zmluvy nie je opravnena
pouzit' meno akejkol'vek inej zmluvnej strany v
savislosti s akoukol'vek reklamnou alebo
propaga¢nou &innostou na akykol'vek vyrobok
alebo sluzbu bez predchadzajuceho pisomného
sthlasu takej strany.
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XII.
Resolving of Disputes and Arbitration

1) The parties hereto agree that legal matters and
relations arising from this Agreement shall be
governed by applicable laws and regulations
of the Slovak Republic. Any disputes related
to the conclusion and/or performance of this
Agreement shall be settled by a common court
with jurisdiction over the registered office of
the Institution.

2) The parties hereto undertake to mutually co-
operate in conducting of the Study and resolve
potential disputes and differences in opinions
about the progress and manner of work
amicably.

XIII.
Financial Compensation

1) The CRO undertakes to compensate the
Institution and the Investigator for all the
expenses and the work performed by the
Investigators for each subject associated with
his/her inclusion in the Study and examination
as specified in the schedule that forms
Appendix No.1 within 60 days from delivery
of the invoice. The payment by CRO is subject
to approval by the Sponsor.

2) The fees displayed in the Appendix No.I are
final and cover entire expenses of the
Institution and payments to the Study team.

3) This payment may be reduced or refused
provided the subjects were not enrolled,
treated or assessed in agreement with the
Study Protocol and/or legal requirements due
to Study Team negligence, deliberate action,
failure of care, or violating a duty specified by
the law or this Agreement.

In case of premature withdrawal of the
Subject from the Study, a pro-rata payment
will be made according to the table of
Appendix 1.

Payments will be made per visit and according
to the completed eCRFs.

4) The Institution, Investigator and study team
shall pay for all Slovak taxes related to the fees
paid by the Sponsor and received by the
Institution as a result of performing its duties

)

2)

)

2)

3)

4)

XII.
RieSenie sporov a zmierne konanie

Zmluvné strany sa dohodli, Ze pravne vztahy a

pomery vzniknuté zo Zmluvy sa riadia
vieobecne  platnymi  pravnymi  predpismi
Slovenskej  republiky.  Akékol'vek  spory

vztahujlice sa na uzatvorenie a/alebo nélezitosti
rozhodne prislu$ny siud s miestnou a vecnou
posobnostou podla sidla Zdravotnickeho
zariadenia.

Zmluvné strany sa zavdzuju pri vykonavani
Studie vzajomne spolupracovat' a pripadné spory
a rozdielnost’ nazorov na postup a spdsob prac
riesit kolegialnym konanim.

XIIL
Finanéné vyrovnanie

CRO sa zavidzuje uhradit Zdravotnickemu
zariadeniu a Skusajicemu za kazdy subjekt
hodnotenia v3etky naklady a pracu vykonanu
Skusajiicim, ktoré si spojené so zaradenim
subjektu do Studie a s dalsimi dkonmi v ich
priecbehu, a to vsalade spodmienkami
stanovenymi v platobnom kalendari, ktory
predstavuje Prilohu ¢. 1, a to do 60 dni od
dorugenia faktary. Uhrada od CRO je viazana na
suhlas Zadéavatel'a.

Sumy uvedené v Prilohe ¢. 1 si konetné a
pokryvaju vSetky naklady Zdravotnickeho
zariadenia a Studijného timu.

Platbu mozno odmietnut’ alebo znizit', ak subjekt
hodnotenia nebol zaradeny, lieCeny alebo
hodnoteny v stilade s Protokolom  alebo
pravnymi normami v dosledku zanedbania,
amyselného  konania  alebo  zanedbania
starostlivosti alebo  povinnosti ~ stanovenej
zakonom alebo Zmluvou.

V pripade predeasného vyradenia subjektu zo
Stadie bude uhradend pomernéd Cast odmeny v
sulade s tabul’kou podla Prilohy 1.

Platby sa uskuto¢nia podl'a navstev a vyplnenych
eCRF.

Zdravotnicke zariadenie, Skusajici a Studijny
tim uhradia vSetky slovenské dafiové poplatky
vztahujuce sa na platby v stvislosti s plnenim
Zmluvy, a to v sulade s legislativou Slovenske;j
republiky.
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pursuant to the Agreement as required by the
Slovak legislation.

5) The payment as specified in Section 1 hereof 5) Platba, ako je tu $pecifikované v ods. 1 Zmluvy,

will be transferred to the Account of the
Institution and Investigator in accordance with
the Appendix No.l.

6) The Investigator acquaints the Study Team
with remuneration distribution.  Unless
explicitly provided for otherwise, nothing in
this Agreement shall be construed as to grant
to members of the Study Team or others any
direct claim against CRO or Sponsor,
including, without limitation, any claims
which may arise if a payment under this
Agreement is not duly distributed by the payee
according to Sections 2 and 3 hereof.

7) In case of avoidance of this Agreement or
should termination or expiration of this
Agreement precede completion of the Study, a
reconciliation of expenses against received
payments at the Institution will be made, and
thereafter:

a. The CRO undertakes, after the data have
been accepted by the Sponsor, to
reimburse the Institution and Investigator
proportionally to the extent of the clinical
investigations realized before the Study
was discontinued as specified in
Appendix No. 1 of this Agreement

b. In case the Institution has received any
advanced  payments, then  any
overpayment resulting from
reconciliation will be returned, without
delay, to the CRO's account.

8) Final payment is contingent upon compliance
with this Agreement and the Protocol,
completion and submission of case report
forms, timely data query resolution, and
maintenance of Study Drug accountability
log.

9) The approved compensation of the subject’s
travel (in the amount of 30 EUR) will be paid
to the subjects enrolled to the study by the
Investigator directly at the visit on site.

Pharmnet s.r.0./ Clinical Trial Agreement Template SK/ V22MAY2018

6)

7)

8)

9)

bude prevedena na ucet Zdravotnickeho
zariadenia ana Gdet SkaSajiceho v shlade
s Prilohou ¢. 1.

Skasajici zoznami Studijny tim s rozdelenim
odmeny. Ak nie je vyslovne stanovené inak, ni¢
v tejto Zmluve nezaklada pre ¢lenov Studijného
timu alebo iné subjekty pravo vznasat naroky
vo¢i CRO alebo Zadéavatelovi, predovSetkym
akykol'vek narok, ktory by mohol byt vzneseny,
ak by platba na zéklade Zmluvy nebola riadne
rozdelena prijemcom pefiazi podl'a ods. 2 a 3.

V pripade  odstipenia od Zmluvy alebo
prerusenia alebo skoncenia jej platnosti pred
uplynutim predpokladanej lehoty vykonavania
Stadie sa v Zdravotnickom zariadeni vykona
Gi¢tovna bilancia nakladov a prijatych platieb a
potom:

a. CRO sa zavizuje po prijati dat Zadavatel'om
uhradit’ Zdravotnickemu zariadeniu
a skigajicemu pomerna ¢ast  nakladov
vynalozenych na vykonanii &ast' Stidie pred
jej predéasnym  ukonlenim v sulade
s Prilohou ¢. 1 Zmluvy.

b. v pripade, ze Zdravotnicke zariadenie prijalo
zélohové platby, vrati podla vysledku
u¢tovnej bilancie na uet CRO pripadné
preplatky z tychto zalohovych platieb.

Zavere¢na platba bude podmienena dodrzanim
Zmluvy a Protokolu, odovzdanim kompletnych
CRF, v&asnym vyriesenim otazok generovanych
pri spracovani dat (queries) a riadnym vyplnenim
formuléra evidencie liekov.

Schvalena kompenzécia za cestovné a iné
naklady pre pacientov (vo vyske 30 EUR) bude
vyplatena pacientom zaradenym do Studie
Skiiajiicim priamo pri navsteve v centre.
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XIV.
Termination of the Agreement/Study

1) Upon the Sponsor's decision, CRO may
terminate this Agreement at any time for any
reason or no reason upon thirty (30) days’
prior written notice to Institution.

2) CRO or Institution may terminate this
Agreement with thirty (30) days prior written
notice, if another Party:

a) breaches this Agreement and such
breaching Party fails to cure the breach
within thirty (30) days after receipt of
written notice from such non-breaching
Party specifying in detail the nature of the
breach and demanding its cure; or

b) is declared insolvent or has an
administrator or receiver appointed over
all or substantially all of its assets, or
ceases or publicly announces its intention
to cease to carry on its business.

3) Upon Sponsor's decision, the CRO may
terminate this Agreement immediately upon
written notice to Institution in the event of (i) a
showing that the Study Drug is not effective,
(ii) receipt of notice from FDA or other
competent local authority requiring the
termination of a Study or imposition by FDA
or other locally competent regulatory body of
a clinical hold on the Study, which hold
continues for more than sixty (60) consecutive
days, (iii) a determination by such Party or by
the Investigator that continuing the Study
poses an unacceptable risk to the rights,
interests, safety or well-being of Study
subjects;

4) Upon termination (including expiration) of
this Agreement for any reason: (i) Institution
will terminate all tasks and services for the
Study in a prompt and orderly manner and in
a manner that preserves patient safety; (ii)
Institution shall deliver to Sponsor or CRO as
requested all Study Data, including CRFs, and
other materials developed through the
effective date of termination of this
Agreement, as well as any equipment
provided; and (iii) On basis of Sponsor's
approval, CRO shall pay Institution in
accordance with Appendix 1 for all Study
services actually performed prior to the
effective date of termination and for any fees
and costs incurred after termination that were

XIV. ;
Ukonéenie Zmluvy/Stidie

1) CRO ma opravnenie na podklade rozhodnutia
Zadavatel'a suvedenim alebo bez uvedenia
dévodu kedykol'vek Zmluvu vypovedat, a to
s tridsatdiiovou (30) lehotou po doruceni
vypovedného listu Zadavatel'ovi.

2) CRO alebo Zdravotnicke zariadenie su
opravnené  Zmluvu  pisomne  vypovedat
s tridsatdiiovou (30) vypovednou lehotou, a to
v pripade, Zze druh4 strana:

a. porusi tito Zmluvu a  neodstrani
nevyhovujuci stav ani v lehote tridsat’ (30)
dni od dorucenia vyzvy strany namietajiicej,
ktora podrobne opise charakter takého
porusenia a bude pozadovat’ napravu; alebo

b. je stdne vyhlasena za insolventni alebo jej
bude uréeny spravca vsetkého jej majetku
alebo casti jej majetku alebo ak ukon¢i alebo
verejne oznami svoje rozhodnutie ukonéit
svoju podnikatel'skl ¢innost’.

3) Na =zaklade rozhodnutia Zadavatela CRO
bezodkladne ukonéi tito Zmluvu v nadvéznosti
na dorucenie pisomného oznamenia Zadavatel'a
Zdravotnickemu zariadeniu, a to v pripade, Ze (i)
sa ukaze, 7ze Hodnotené lieCivo nie je G¢inné, (ii)
Zadavatel’ dostal oznamenie od FDA alebo iného
miestne prislusného spravneho uradu, ktoré bude
obsahovat’ poziadavku ukonCenia Studie alebo
ulozenie klinického pozastavenia Studie zo
strany FDA alebo iného lokalne kompetentného
spravneho uradu, ktoré bude trvat’ dalSich
Sest'desiat (60) po sebe nasledujtcich dni, (iii)
rozhodnutie takej strany alebo Skusajtceho, ze
pokracovanie Studie predstavuje
neakceptovatelné riziko vo vztahu k pravam,
zaujmom, bezpeénosti alebo pohode subjektov
hodnotenia.

4) V nadviéznosti na ukonéenie (vratane ukoncenia
platnosti) Zmluvy, a to z akéhokol'vek dovodu: (i)
Zdravotnicke zariadenie ukon¢i vietky tkony a
sluzby v suvislosti so Stadiou, a to bezodkladne a
riadnym spdsobom, ktory uchrani bezpecnost
pacientov; (ii) Zdravotnicke zariadenie odovzda
Zadavatel'ovi a/alebo CRO, a to podla pokynu,
vSetky pozadované Studijné Gdaje a data vratane
CRF a dalsie materialy vytvorené az do chvile
ukonéenia Zmluvy, ako aj vsetko vybavenie, ktoré
bolo poskytnuté; a (iii) Zadavatel' uhradi
Zdravotnickemu zariadeniu v sulade s Prilohou ¢.
1 vietky platby za Cinnosti skutoéne poskytnuté v
stivislosti so Stadiou pred okamihom ukongenia a
d’alej vsetky platby a naklady, ktoré vznikli po
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approved by Sponsor and reasonably ukonéeni a ktoré schvalil Zadavatel’ a ktoré boli
necessary to preserve patient safety, as well as dovodne vynalozené v stvislosti s ochranou
all costs actually incurred in the performance bezpetnosti pacientov, ako aj vSetky naklady
of the Study that could not reasonably be skuto¢ne vynalozené v sivislosti s vykonanim
cancelled. Stadie, ktoré sa nemo6zu bez ujmy zrusit’.

5) In case of early termination or expiration of 5) V pripade pred¢asného ukoncenia alebo

the present Agreement and termination of the vypriania platnosti Zmluvy a ukonéenia Studie
Study, the parties shall promptly discuss the sa tymto zmluvné strany zavdzuji, Zze
medically appropriate phase-out of subjects neodkladne prerokuju medicinsky vhodné
who are already enrolled in the Study and postupy ukonenia 0Casti uz zaradenych
agree on mutually acceptable terms and subjektov hodnotenia a ze sa dohodnu na
procedures, based on the consideration of vzajomne akceptovatelnych terminoch a
safety and interest of the subjects participating postupoch pri riadnom zvazeni bezpeénosti a
in the Study. zaujmov tychto subjektov.
XV. XV.
Protection of personal data Ochrana osobnych udajov

1) The Investigator agrees that his personal data 1) Skusajuci suhlasi s tym, ze jeho osobné udaje

obtained in connection with the execusion of ziskané v sthvislosti s uzavretim tejto dohody a
this Agreement and the preparation and pripravou  avedenim tejto  Stadie  budh
conduct of this Study will be retained and uchovavané a spracovavané v sulade s
processed in accordance with Regulation (EU) Nariadenim Eurépskeho parlamentu a Rady (EU)
2016/679 of the European Parliament and of 2016/679 z 27. aprila 2016 o ochrane fyzickych
the Council of 27 April 2016 on the protection 0s0b pri spracuvani osobnych tudajov a o vol'nom
of natural persons with regard to the pohybe takychto tudajov, ktorym sa zruSuje
processing of personal data and the free smernica 95/46/ES (vSeobecné nariadenie o
movement of such data, repealing Directive ochrane idajov) av sulade so zékonon ¢. 18/2018
95/46 / EC (General Data Protection Z. z. o ochrane osobnych udajov a o zmene a
Regulation) and in accordance with Law No. doplneni niektorych zdkonov. V  pripade
18/2018 Z. z. on the Protection of Personal nesthlasu s uchovanim takto ziskanych osobnych
Data and on Amendments to Certain Acts. In tdajov ma skusajuci pravo poziadat’ spravcu o ich

the event of disagreement with the retention of vymazanie.
the personal data thus obtained, the

Investigator has the right to ask the

administrator for their deletion.

2) Furthermore, by signing of this Agreement, 2) Podpisanim tejto zmluvy je Skusajaci povinny

the Investigator is obliged to present all terms predlozit’ vSetky podmienky aj vSetkym ¢lenom
and conditions also to all Study team members Studijného timu (spoluski$ajuci, zdravotné
(subinvestigators,  nurses,  coordinators, sestry, koordinatori, lekarnici a ini zamestnanci).
pharmacists and other staff). Investigator is Skusajuci je povinny informovat vietkych ¢lenov
obliged to inform all Study team members that Studijného timu, Ze bez ich sthlasu s podavanim
without their consent with the filing and a spracovanim svojich osobnych uddajov sa
processing of their personal data, they can not nem6ézu zilastnit na tejto Stadii. Prijatim
participate in this Study. By accepting their delegécie tiloh v ramci Studie, ako je dolozené
tasks delegation within the Study as podpisom delegdcie na prisluSnom tlacive, Clen
documented by signature of the delegation on Studijného timu potvrdzuje, Ze bol oboznameny s
appropriate form, member of the Study team podmienkami klinickej Zmluvy vratane dohody
confirms that he/she was awared about the o uchovavani a spracovani jeho osobnych tdajov.

clinical agreement terms and conditions
including the agreement with the filing and
processing of his/her personal data.
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XVIL
Final Provisions

1) The Institution and/or Investigator shall act as
an independent contractor of the Sposnor and
shall not be construed for any purpose as the
partner, agent, employee, servant, or
representative of the Sponsor or CRO. Sponsor
and/or CRO shall not be responsible for any
employee benefits, social and health security
payments, workers' compensation,
withholding, or employment-related taxes as to
the Institution and/or Investigator. The
Institution and/or Investigator shall not enter
into any contract or agreement with a third
party that purports to obligate or bind CRO
and/or Sponsor, and CRO or Sponsor shall not
enter into any contract or agreement with a
third party that purports to obligate or bind the
Institution and/or Investigator.

2) Other rights and duties of the parties not
explicitly specified by this agreement are
governed by applicable laws and regulations of
the Slovak Republic.

3) This Agreement is made in three counterparts
of whom each of the parties hereto will receive
one.

4) The signatory Parties agree that a copy of this
Agreement may be forwarded, on request, to
the Ethics Committee or Competent Authority
for review.

5) This agreement is bilingual, legally binding is
the Slovak language version.

6) Changes and additions to this Agreement must
be made by agreement of the parties hereto in
the form of a written appendix hereto.

7) This agreement shall be valid from the date of
signature of the last party and effective from
the date following the date of its disclosure in
Central register of  contracts at
www.crz.gov.sk pursuant to the article 47a a
section | of the Act No. 40/1964 Coll. - Civil
Code, as amended, because the agreement is
mandatory to be disclosed pursuant to article
5a, section 1 of the Act No. 211/2000 Coll. on
Free Access to Information, as amended.
Sponsor agrees with disclosure of this
agreement according to previous sentence.

XVI.
Zaverecné ustanovenia

1) Zdravotnicke zariadenie a/alebo Skusajici bude
konat' ako nezavisly poskytovatel zmluvného
plnenia vo¢i Zadavatel'ovi a v Ziadnom pripade
sa nebude povazovat' za partnera, zastupcu,
zamestnanca, poskytovatela  sluzieb ani
reprezentanta Zadavatel'a alebo CRO. Zadavatel
a/alebo CRO nebude zodpovedny za Ziadne
zamestnanecké vyhody, platby za zdravotn¢ a
socialne poistenie, kompenzacie pracovnikov
zrazky dane zo mzdy ako vo¢i Zdravotnickemu
zariadeniu, tak ani vo¢i  SkuSajicemu.
Zdravotnicke zariadenie a/alebo Skusajici
neuzatvoria Ziadnu zmluvu s cielom zaviazat
CRO a/alebo Zad4vatel'a, a naopak, CRO alebo
Zadavatel’ neuzatvoria ziadnu zmluvu s tretou
stranou  scielom zaviazat  Zdravotnicke
zariadenie a/alebo Skusajiceho.

2) Iné prava a povinnosti Zmluvou vyslovne

neupravené sa riadia ustanoveniami prisludnych
pravnych predpisov Slovenskej republiky.

3) Zmluva je vyhotovena v troch rovnopisoch,

pri¢om kazda zmluvna strana dostane po jednom
rovnopise.

4) Podpisané strany suhlasia, aby sa na poZiadanie

kopia tejto zmluvy poskytla na nahliadnutie
etickej komisii alebo prislusnému spravnemu
organu.

5) Zmluva je vyhotovena dvojjazyéne, pravne

zavizny je text v slovenskom jazyku.

6) Zmeny a doplnky Zmluvy s mozné len dohodou

zmluvnych stran, a to formou pisomného
dodatku k tejto Zmluve.

7) Tato Zmluva nadobuda platnost” diiom podpisu

poslednej zmluvnej strany a G¢innost prvym
ditom po dni jej zverejnenia v centralnom registri
zmlav na www.crz.gov.sk v zmysle § 47a ods. 1
zakona ¢&. 40/1964 Z. z. Obcianskeho zakonnika
v zneni neskorSich predpisov, kedZze ide o
povinne zverejiiovant zmluvu v zmysle § 5a ods.
1 zdkona €. 211/2000 Z. z. o slobodnom pristupe
k informacidm v zneni neskorSich predpisov.
Zadavatel’ sthlasi so zverejnenim tejto Zmluvy
podl'a predchadzajiicej vety.
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The present Agreement is in force until the
Study is completed, unless and until earlier
terminated as provided herein. The Sections
VI.6, VL7, VIII, IX, X and XI shall remain in
force after the Study and/or this Agreement is
expired or terminated; this is also applicable
to any other terms of the Agreement that by
their meaning shall remain in force after
termination or expiration of this Agreement
and/or the Study.

In witness of approval with the wording of
this Agreement the parties hereto join their
signatures.

PHARMNET s.r.o. In (place), on

(date)
Name in block letters (name)
Signature (signature)
Institution
Zdravotnické zariadenie In (place), on
(date)

Name in block letters (name)

Signature (signature)

Investigator

Zkousejici
(date)

In (place), on

Name in block letters (name)

Signature (signature)

Zmluva je platna, kym sa Stadia nedokoné, ak
sa predCasne neukonéi za podmienok Zmluvy.
Cléanky VL6, VL7, VIIL, IX, X a XI zostavaji
v platnosti aj po ukongeni Stidie a/alebo po
ukonceni alebo vyprsani platnosti Zmluvy, toto
Je aplikovatel'né aj na akékolvek iné
podmienky a ustanovenia Zmluvy, ktoré na
zaklade svojho vyznamu maji  zostat
v platnosti aj po ukonleni alebo vyprani
platnosti Zmluvy a/alebo Stadie.

Na dokaz sthlasu so znenim Zmluvy pripéjaji
zmluvné strany svoje podpisy.

V (miesto), diia (datum)

Meno palickovym pismom (meno)

Podpis (podpis)

V (miesto), diia (datum)

Meno pali¢kovym pismom (meno)

Podpis (podpis)

V (miesto), diia (d4tum)

Meno palickovym pismom (meno)

Podpis (podpis)
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Appendixes: Prilohy:

1. The remuneration for the Institution, 1. Odmena pre zdravotnicke zaradenie,
Investigator and Study team sktidajiceho a Studijny tim

2. Certificate of Insurance from 31% May 2018 2. Poistny certifikat datovany 28. maja 2018

3. Power of attorney from 28" May 2018 3. PIna moc datovana 28. maja 2018

4. Letter of delegation from 8" Jun 2018 4, PIna moc datovana 8. jina 2018

5. Patient Information Sheet and Informed 5. Informacie pre pacienta a formular
Consent Form, version 1.0, 8 Jun 2018 informovaného suhlasu, verzia 1.0, 8. jin 2018
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Appendix 1

THE REMUNERATION FOR THE
INSTITUTION

1.

The Sponsor or CRO shall pay for
administrative  activities during study
initiation and conduct phase for the above
mentioned Clinical Trial in the amount
totalling 500 EUR. Payment shall be made
based on the orderly invoice of the
Institution after the Agreement’s signature.

Total remuneration for the Institution, for
data of one Study completer (i.e.: a Subject
enrolled to the Study according to the
Protocol, who completed all visits designed
in the Protocol and who underwent all
study procedures specified in the Protocol
and in relation to whom Case Report Form
has been filled out appropriately and passed
on to Sponsor) is 880 EUR.

Remuneration for Institution (all amounts in

Priloha 1

ODMENA PRE ZDRAVOTNICKE

ZARIADENIE

1. Zadavatel alebo CRO =zaplati za
administrativne kony pocas pripravy
realizacie a vykonavanie uvedeného

klinického hodnotenia sumu vo vyske 500
EUR. Platba sa uskuto¢ni na zéklade
riadnej faktury vystavenej Zdravotnickym
zariadenim po podpise Zmluvy.

Celkovd odmena pre Zdravotnicke
zariadenie, za data jedného dokonceného
subjektu (t. j. subjektu zaradeného do Studie
v silade s Protokolom, ktory dokonci
vietky navitevy pozadované Protokolom a
ktory absolvuje vietky Studijné procedury
pozadované Protokolom a u ktor¢ho bol
riadne vyplneny a Zadavatel'ovi odovzdany
Formuléar zaznamov o subjekte hodnotenia
— CRF) je 880 EUR.

Odmena pre Zdravotnicke zariadenie (vietky

EUR without VAT): sumy v EUR bez DPH):
Visit label Day Amounﬂ Nazov navstevy Den Suma
Visit 1 42 to -28 140 Navsteva 1 -42 az -28 140
. No later Néviteva 2 Nie neskor 60
Visit 2 than -7 60 k.
Visit 3 1 160 Navsteva 3 1 160
Visit 4 30 80 Navsteva 4 30 80
Visit 5 90 100 | Naviteva 5 90 100
Visit 6 180 130 Navsteva 6 180 130
Visit 7 270 80 Navsteva 7 270 80
Visit 8 360 130 Navsteva 8 360 130
Optional Visit - Neplanovana navsteva
limited at 1 visit per 30 - obmedzena na 1 30
patient navstevu na pacienta
Premature 5 ;
Navsteva pri
: Stqdy ; 30 pred¢asnom ukonCeni 3
Discontinuation
| TOTAL: 880*4] SPOLU: 880*

*two optional visits are not included

3. Aforesaid remuneration shall be i
by VAT tax in the amount compliant with

*dve neplanované navstevy nie s zapotitané
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the provisions of law. All other taxes are to

be paid by recipient.

4. Payments will be made two times a year
according to the completed Case Report
Forms. The Final Payment (see Table in
Section 2) will be released at the end of the
trial as soon as all CRF pages, Study Drug
Accountability Log have been completed,
and queries and data clarification forms
have been resolved and no further are to be
expected. The Parties jointly declare that
the compensation referred to in section 2 of
this paragraph shall constitute the total
amount of liabilities of Sponsor towards the
Institution, in relation to the performance of

the Study.

5. In case of premature withdrawal of the
Subject from the Study, a pro-rata payment
will be made according to Paragraph 2 of
this Appendix 1. (Remuneration for the

Institution).

6. In the event the Study was not conducted in
Investigator
obligations as defined in the Agreement, in
particular in case of missing procedures
required by the Protocol, or in case of
another major Protocol violation, the
Institution, shall not be paid for

accordance  with  the

participation of such patient.

7. The disbursement will be processed within

60 days from the date of invoice receipt.

8. The payment shall be made by means of a

bank transfer to the account indicated on
the respective invoice/bill.

Creditor’s identification data:

Name: Fakultnd nemocnica Tren¢in
Address: Legionarska 28, 911 71 Trencin,
Slovakia

VAT Number: SK2021254631

Bank contact: Statna pokladnica
Account number: 7000280438/8180
IBAN: SK23 8180 0000 0070 0028 0438
SWIFT: SPSRSKBAXXX

predpisom. Akékol'vek dalSia dafova
povinnost’ prislicha prijemcovi.

. Platby sa uskuto¢nia dvakrat ro¢ne na

podklade vyplnenych CRF schvélenych
monitorom $tidie. Zavere¢na platba (pozri
tabul’ku v odseku 2) bude uvolnena na
konci Studie neodkladne potom, ako budd
objasnené vietky otazky a riadne vyplnené
CRF, zaznamy o spotrebe hodnotenych
lie¢iv a posledné formulare na upresnenie
dat a udajov. Strany spolu vyhlasuji, zZe
celkovd odmena uvedena v odseku 2
predstavuje celkovii sumu, ktord je
Zadavatel povinny uhradit’
Zdravotnickemu zariadeniu v suvislosti s
vykonanim Studie.

.V pripade pred¢asného vyradenia subjektu

zo Stadie bude uhradend pomerna cast
odmeny v sulade s odsekom 2 tejto Prilohy
& 1. (Cast Odmena pre Zdravotnicke
zariadenie).

. 'V pripade, ze Studia nebola vykonand v

silade s povinnostami SkuSajuceho,
uvedenymi v Zmluve, predovSetkym v
pripade vynechania procedur
poZadovanych Protokolom alebo iného
zavazného porusenia Protokolu,
Zdravotnicke zariadenie nedostane odmenu
za ¢innost’ vo vzt'ahu k takému pacientovi.

Suma bude splatnd v lehote 60 dni od
datumu dorucenia faktary.

. Odmena bude uhradend vo forme

bezhotovostného bankového prevodu na
ucet uvedeny vo fakture.

Identifika¢né idaje prijemcu platby:

Nazov: Fakultnd nemocnica Tren¢in
Adresa: Legionarska 28, 911 71 Trencin,
Slovenska republika

IC DPH: SK2021254631

Bankové spojenie: Statna pokladnica

Cislo ugtu: 7000280438/8180

IBAN: SK23 8180 0000 0070 0028 0438
SWIFT: SPSRSKBAXXX
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Email address for more information about the
payments: viera.hofierkova@fntn.sk

Emailova adresa pre informécie o tthradach:
viera.hofierkova@fntn.sk

THE REMUNERATION FOR THE
INVESTIGATOR
1. Total remuneration for the Investigator for 1.
data of one Study completer (i.e.: a
Subject enrolled to the Study according to
the Protocol, who completed all visits
designed in the Protocol and who

ODMENA PRE SKUSAJUCEHO

Celkova odmena pre Skusajticeho, za data
jedného dokonleného subjektu (t. j.
subjektu zaradeného do Studie v stlade s
Protokolom, ktory dokon¢i vetky navstevy
pozadované Protokolom a ktory absolvuje
underwent all study procedures specified vetky Studijné procedury pozadované
in the Protocol and in relation to whom Protokolom a u ktorého bol riadne vyplneny
Case Report Form has been filled out a Zadavatelovi odovzdany Formular

appropriately and passed on to Sponsor) is
2070 EUR.

Remuneration for the Investigator (all

zaznamov o subjekte hodnotenia — CRF) je

2070 EUR.

Odmena pre Skasajiaceho (vietky sumy v EUR

amounts in EUR without VAT): bez DPH):
Visit label Day Amount Nazov navitevy Den Suma
Visit 1 -42 to -28 340 Navsteva 1 -42 az -28 340
i No later o Nie neskor
Visit 2 o <7 150 Navsteva 2 ako -7 150
Visit 3 1 370 Navsteva 3 1 370
Visit 4 30 190 Navsteva 4 30 190
Visit § 90 230 Navsteva 5 90 230
Visit 6 180 300 Navsteva 6 180 300
Visit 7 270 190 Navsteva 7 270 190
Visit 8 360 300 Navsteva 8 360 300
Optional Visit - Neplanovana navsteva
limited at 1 visit per 70 - obmedzena na | 70
patient nav§tevu na pacienta
Premature Study Navsteva pri
: 1Y I 70 ) i 70
Discontinuation pred¢asnom ukonceni
TOTAL: 2070* SPOLU: 2070*

*two optional visits are not included *dve neplanované navitevy nie st zapo¢itané

2. Aforesaid remuneration shall be increased 2. Vysporiadanie uvedené vyssie predstavuje
by VAT tax in the amount compliant with odmenu pred navy$enim o DPH, a to v sume
the provisions of law. All other taxes are to zodpovedajucej  prislusnym  daovym
be paid by recipient. predpisom. Akakol'vek dalSia danova

povinnost’ prislucha prijemcovi.

3. Payments will be made two times a year 3. Platby sa uskuto¢nia dvakrat rone na
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according to the completed Case Report
Forms. The Final Payment (see Table in
Section 1) will be released at the end of the
trial as soon as all CRF pages, Study Drug

podklade CRF schvélenych monitorom
Studie. Zaveretna platba (pozri tabulku v
odseku 1) bude uvolnena na konci Stadie
neodkladne potom, ¢o sa objasnia vSetky
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Accountability Log have been completed,
and queries and data clarification forms
have been resolved and no further are to be
expected. The Parties jointly declare that
the compensation referred to in section 1 of
this paragraph shall constitute the total
amount of liabilities of Sponsor towards the
Investigator in relation to the performance
of the Study:.

4. In case of premature withdrawal of the
Subject from the Study, a pro-rata payment
will be made according to Paragraph 1 of
this Appendix 1 (Remuneration for the
Investigator).

5. Inthe event the Study was not conducted in
accordance  with  the Investigator
obligations as defined in the Agreement, in
particular in case of missing procedures
required by the Protocol, or in case of
another major Protocol violation, the
Investigator shall not be paid for
participation of such patient.

¢ 3

6. The disbursement will be processed within
60 days from the date of payment request
receipt issued by the Investigator,

7. The payment shall be made by means of a
bank transfer to the account indicated on
the respective payment request.

Creditor’s identification data:
~<tediior s identification data:

Name: MUDr, Marek Kégerik, PhD.
Address: )
VAT Number:

Bank contact:

Account number:

IBAN:

SWIFT: "

Email address for more information about the
payments: marek.kacerik@fntn.sk

otazky a riadne vyplnia CRF, zaznamy o
spotrebe hodnotenych liegiv a posledné
formuldre na upresnenie dit a udajov.
Strany spolu vyhlasuju, Ze celkova odmena
uvedend v odseku 1 predstavuje celkovu
sumu, ktord je platca povinny uhradit’
Skisajicemu v savislosti s vykonanim
Studie. |

V pripade predtasného vyradenia subjektu
zo Studie bude uhradena pomern cast
odmeny v stlade s odsekom 1 tejto Prilohy
¢. 1 (Cast: Odmena pre Skusajiiceho).

V pripade, Ze Studia nebola vykonand v
silade s povinnostami Skusajiceho,
uvedenymi v Zmluve, predovietkym v
pripade = vynechania procedur
pozadovanych Protokolom alebo iného
zavazného porusenia Protokolu, Skusajuci,
nedostane odmenu za &innost’ vo vztahu k
takému pacientovi.

Suma bude splatnd v lehote 60 dni od
doruCenia Ziadosti o vyplatenie sumy
vystavenej Skusajicim.

Odmena bude wuhradend vo forme
bezhotovostného bankového prevodu na
ucet uvedeny v Ziadosti o vyplatenie sumy.

Identifikaéné udaje prijemcu platby:

Néazov: MUDr, Marek Kégerik, PhD.
Adresa:

IC DPH:

Bankové spojenie: -

Cislo tétu:

IBAN:

SWIFT: '~

Emailova adresa pre informécie o uhradéch:
marek.kacerik@fntn.sk
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