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Clinical Study Agreement

PHARMNET s.r.o. (company identification
number 61856797) with a registred office at
K Hrnéitam 20, 149 00 Praha 4, Czech
Republic, represented by RNDr. Jan Mala
Ph.D., Managing Director hereinafter referred
to as '‘Contractual Research Organizatior

or "CRO", acting in its name in behalf of
DRUG DELIVERY SOLUTIONS ApS
(PART OF MC2 BIOTEK GROUP), Agern

allé 24-26, DK-2970, Hearsholm, Denmark,
(hereinafter referred to aSponsor’),

and

Hospital:

Fakultnd nemocnica Trertin

With its registered office at:
Legionarska 28, 91171 Tre&im
Represented by:

Ing. Miroslav Gajdusek

Subject identification number: 00 610 470
Bank contact: Statna pokladnica

Account No.: 7000280438/8180

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

Hereinafter referred to as thastitution”

and

Principle Investigator/qualification:
Dr. Marek Ka éerik, PhD.
Ophthalmologist

Contact Address:

Fakultna nemocnica Trertin

Hereinafter referred to dkvestigator”

ENTER INTO THE FOLLOWING
AGREEMENT

l.
Purpose of the Agreement

1) The subject of this clinical study agreemen) Predmetom

(the "Agreement’) is clinical study with
protocol number MC2-03-C1, Version 7.0
titled “A  phase I, multicenter,
randomized, double-masked, 4 parallel
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Zmluva o vykonani klinickej Studie

PHARMNET s.r.o. (identifikatné ¢islo
61856797) so sidlom K H&raum 20, 149 00
Praha 4, Ceska republika, ktori zastupuje
RNDr. Jan Malé, Ph.D., konaté d’alej len
»Kontraktna vyskumna organizacia' alebo
»,CRO", konajuci vlastnym menom naceét
spola@nosti DRUG DELIVERY
SOLUTIONS ApS (PART OF MC2
BIOTEK GROUP), Agern allé 24-26, DK-

2970, Hgrsholm, Denmark, délej len
.Zadavatd™),
a

Zdravotnicke zariadenie:
Fakultnd nemocnica Trer€in

so sidlom:

Legionarska 28, 91171 Tr&in
zastupené:

Ing. Miroslav Gajdusek

ICO: 00 610 470

bankové spojenie: Statna pokladnica

¢. tu: 7000280438/8180

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

d’alej len ,Zdravotnicke zariadeni€'

a

Hlavny skuSajuci/Specializacia:
MUDr. Marek Ka é&erik, PhD.
Oftalmoldg

Kontaktna adresa:

Fakultnd nemocnica Trertin

d’alej len,Skasajuci*

UZATVARAJU TUTO ZMLUVU

l.
Ucel zmluvy

tejto zmluvy o klinickom
hodnoteni ¢’alej len Zmluvy*) je Klinické
hodnotenie  humanneho diga poda
protokolu ¢islo MC2-03-C1, verzia 7.0
s nazvom Multicentrické, randomizovaneé,



2)

3)

1)

2)

3)
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arms, controlled 6-month trial designed to
evaluate the safety and efficacy of pad
ciclosporin  (CsA 0.06% and 0.03%)
ophthalmic dispersion administered once
daily in combination with lubricant
therapy and a 3-month post-treatment
safety follow-up in moderate to severe dry
eye patients as amended, (hereinafter
referred to as theStudy”).

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 2)
15JAN2017 (first patient in) to 30JAN2018
(last patient out).

The estimated number of recruited patients &
8.

Il.
Place and Time of Conducting the Study
and Study Centre

The Study will be conducted @&na klinika 1)
Fakultna nemocnica Trertin (hereinafter
referred to as theStudy Centre’). The
Investigator is a qualified specialist
responsible for the performance of the Study
and is heading a team (hereinafter t8autly
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 (hereinaftefISF" ).

The Institution confirms that it has the lega)
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
Institution shall observe the terms and
conditions of the present Agreement to the
same extent as the Institution. The Institution

kontrolované, dvojito maskované 6-
mesané klinické skuSanie fazy Il so 4
paralelnymi skupinami, hodnotiace

bezp&nost’ a W&innost’ ofného roztoku

PAD Ciclosporin (Cyklosporin A v

koncentraciach 0,06 % a 0,03 %)
podavaného jedenkrat denne v kombindcii
so zvikujucou terapiou s naslednym
trojmesaénym sledovanim bezpé&nosti po

ukonéeni uZivania u pacientov so stredne
tazkym az stazkym syndrémom suchého
oka“, v plathom znenidalej len ,Stadia").

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

Predpokladanyas realizacie Studie sachaa

dina 15. 1. 2017 (zaradenie prvého pacienta) a
kon¢i sa dia 30.1.2018 (ukdmnie &asti
posledného pacienta).

Predpokladany pget (tastnikov Studie je 8
pacientov.

Miesto aéas vykonania Studie a riesittské

centrum

Stadia sa vykona naO¢nej Klinike
Fakultnej nemocnice Trertin (d’alej len
»centrum®). SkuSajucim je kvalifikovany
Specialista zodpovedny za priebeh Studie a
vedie tim (alej len Studijny tim®)
ustanoveny v Institdcii. Aktualne Zivotopisy
Studijného timu budl zaloZzené v Zdicwasi
Studie @Palej len JSFY).

Zdravotnicke zariadenie potvrdzuje, Ze je

opravnené vykonava Studiu v Centre
uvedenom vysSie vsulade so svojim
pravnym StatGtom a/alebo zmluvnymi
vztahmi. Zdravotnicke zariadenie
potvrdzuje, Ze Skusajaci ma
k Zdravotnickemu zariadeniu

pracovnopravny zavazok zamestnanca.

Skuasajaci, kazdyclen Studijného timu a

podporny personal Zdravotnickeho
zariadenia budd dodrZiaa podmienky
Zmluvy v rovhakom rozsahu ako

Zdravotnicke zariadenie. Zdravotnicke
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General
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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 Institutiont)
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
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 d)
his/her name in any of clinical trial registries
kept by European and US Competent
Authorities.

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

[l
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

zariadenie a SkuSajuci zodpovedaju za to,
aby Studijny tim a podporny personal
zdravotnickeho zariadenia boli informovani o
ich zavazkoch pdé Zmluvy a ziskali ich
suhlas s dodrziavanim ich podmienok.

Zdravotnicke  zariadenie a  SkuSajdci
podpisom Zmluvy vyhlasuju a zawju, Ze
ani Skusajuci, ani Ziadnylen Studijného
timu ani ina osoba zahrnutd do plnenia
zavazkov poth Zmluvy nebola vyléena

Z moznosti vykonavania prislusnéjnnosti
pod’a prislusného prava Slovenska alebo
pod’a inych porovnat®ych obmedzeni
Eurdpskej unie, USA alebo inej jurisdikcie a
Ziadna takto wvyl@ena osoba nebude
v budlcnosti zamestnana ani zapojena
v spojeni stouto Studiou. Potvrdenie a
zaruka uvedené vySSie zavazuju
Zdravotnicke  zariadenie aj  dialej
vyrozumi¢® CRO pisomne o akejkeek
zmene tykajucej sa pravdivosti tohto
vyhlasenia.

B) Ak Skuasajuci nebude méarykonava svoje

zavazky ako veduci Studijného timu,
ustanovi sa novy SkuSajaci na zéklade
dohody medzi CRO a Zdravotnickym
zariadenim. V pripade, Ze sa Zdravotnicke
zariadenie a CRO nezhodnd na novom
Skusajucom, nébor subjektov hodnotenia do
Studie sa okamZite pozastavi a strany budu
postupovd pod’a podmienok presného
ukorgenia Stadie, ako je opisanécéanku
XIV.

Skusajuci suhlasi s uverejnenim svojho mena
v oficidlnych registroch klinickych Stadii
publikovanych  prislusnymi  spravnymi
organmi v EU a USA.

Zdravotnicke zariadenie suhlasi s pripadnym
poskytnutim Zmluvy Etickej komisii a
prislusnym spravnym orgdnom v oblasti
klinického hodnotenia liv.

[l
Zakladné podmienky realizacie Studie

Zdravotnicke zariadenie, SkuSajuci a
Studijny tim budd vykonava zaznamenéava

a podava hlasenia o Studii za prisneho
dodrZiavania protokolu a platnych pravnych

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016 3
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regulations of the Slovak Republic, in predpisov Slovenske] republiky, a to
particular Law No. 362/2011 Coll. (Zakon predovSetkym zakona¢. 362/2011 Z.z.

o liekoch a zdravotnickych pombckach a o (zdkon o liekoch a zdravotnickych
zmene a doplneni niektorych zdkonov) as pomockach a o zmene a doplneni niektorych
amended and in accordance with Decree zakonov) Vv zneni neskorSich predpisov,
No. 433/2011 Coll. as amended, which sets vyhlasky ¢&. 433/2011 Z.z., ktorou sa
requirements for the workplace, where is stanovia podrobnosti o pozZiadavkach na
performed clinical testing, the application pracovisko, na ktorom sa vykonavaju
requirements of its approval, the request Klinické skusky, o naleZitostiach Ziadosti o
for an opinion on the ethics of clinical jeho schvalenie, Ziadosti o stanovisko k etike
trials, and the particulars of this opinion, as klinického skuSania a nalezitostiach tohto
amended, and all international rules and stanoviska, v zneni neskorSich predpisov, ako
standards applicable to the performance of aj vSetkych medzinarodnych pravidiel a
the Study (“Good Clinical Practice”), Standardov aplikovataych pri vykonavani
including without limitation the Stadii  (,Spravna klinickad prax®) vratane
Declaration of Helsinki (2008) and pIného uplatnenia Helsinskej deklaracie
Principles of Good Clinical Practice as (2008) a Zasad spravnej klinickej praxe, ako
specified by the ICH-GCP Guidelines, and je S3pecifikované v pokynoch ICH-GCP, a
in accordance with the general conditions vsulade a zhode so vSeobecnymi

and principles specified in: podmienkami a zasadami stanovenymi
v nasledujucich pravidlach alebo
dokumentoch:

a. The Study protocol issued by the a. V protokole Stadie, vydanom
Sponsor, as specified in Article 1.1. Zadavatéom, Specifikovanom
of this Agreement (thePYotocol"), v odseku I.1. dalej len ,Protokol®),
with any future amendments, is part ktory je s@agou ISF, vratane
of the ISF. ISF is available for pripadnych buddcich dodatkov. ISF
inspection at the Investigator. je k dispozicii u Skusajuceho.

b. The instructions of the Sponsor b. VinStrukcii Zadavatta s nazvom
designated as Investigator Brochure, Subor informacii pre sku3ajuceho
which contains all currently available (Investigator’'s Brochure),
information about the obsahujucej vSetky v 8ésnosti
pharmaceuticals used in the Study as zname informacie o lévach
well as information about the pouzitych v Stadi a o ich
characteristics of such vlastnostiach. InStrukciu odovzda
pharmaceuticals, as handed over by SkuSajucemu Zadavdtelebo CRO
the Sponsor or CRO to the ako s@¢ag’ ISF.

Investigator as a part of the ISF.

c. The written instructions of the c. V pisomnych inStrukciach
Sponsor to administer the Protocol. Zadavatéa na vykonavanie

protokolu.

2) Documents specified in section 1, letter @) Dokumenty uvedené v ods. 1 pism. a) a b) s
and b) are confidential and information doverné a informacie o ich obsahu sa mézu
about the contents thereof may be provided poskytn@ len v sulade s ustanoveniami
only in accordance with the provisions of ¢lanku IX. Zmluvy.

Art. IX of this Agreement.

3) The Institution will not commence or3) Zdravotnicke zariadenie nepristipi Katu,
continue the Study and will not permit the pripadne pokrovaniu Stadie a povoleniu
Investigator to commence and continue the SkuSajucemu zat’, pripadne pokrgova’
Study unless: v Stadii, ak:

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016 4
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1)

2)

3)

4)

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.

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

The recruitment of the Study is a competitivi)
one and will be stopped after 264 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.

Inclusion of subjects in the Study is possib@)
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 a template of the form of
patient informed consent and written
information for subjects. This
information has been included to the ISF.

b. Before the first action according to the
Study Protocol has been performed with
the Subject, based on his/her consent, 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.

The forms of patient informed consent ang)
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.

In case the Investigator finds out over th®)

a. nie su kdispozicii vSetky potrebné
dokumenty a informéacie a

b. nie su kdispozicii vSetky posudenia a
suhlasy prisludnych spravnych organov a
etickych komisii.

V.
Vyber subjektov hodnotenia pre Studiu
a vyziadanie ich suhlasu

Nabor do Studie je kompetitivny a zastavi sa
po zaradeni 264 pacientov vo vSetkych
zWastnenych Studijnych centrach. SkuSajuci
sa zavazuje zadmva’ subjekty hodnotenia,
kym neziska informéciu od Zadaveaealebo
CRO o ukogeni naboru. Zadavdtealebo
CRO si vyhradzuje pravo kedykeaek a

s okamzitou &innog'ou obmedzi pciet
subjektov  hodnotenia, ktori maju thy
zaradeni do Studie.

Zaradenie subjektov hodnotenia do Studie
bude mozné len sich pisomnym
informovanym suhlasom a po ich riadnom
poweni. VyZiadanie suhlasu od subjektov
hodnotenia musi Wy v zhode s etickymi
principmi a so spravnou klinickou praxou. K
tomu:

a. CRO vyhlasuje, Ze odovzdal
SkdSajucemu Zadavdten schvaleny
formuldr pisomného suhlasu subjektu
hodnotenia so zaradenim do Stadie a
formular pisomného pdenia pre
subjekty hodnotenia. Tieto dokumenty su
sitag’ou ISF.

b. SkdSajuci pred prvym ukonom v ramci
Protokolu Studie u subjektu hodnotenia
subjekt podrobne pe@éu o proceddrach
Studie a poZiada o jeho vlastnémé

datovanie a podpis na formuléri
informovaného suhlasu.
Formulare pisomného informovaného

suhlasu, podpisané subjektmi hodnotenia a
formulare o ich poteni, zaobstarané pial
ods. 2 sa musia ulaZiv jednom origindli

v ISF u SkuSajuceho a v druhom originali sa
ihned po podpise odovzdaju subjektu
hodnotenia.

Ak Skusajaci zisti v priebehu Studie, Ze

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016 5
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5)

1)

2)
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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 the subject will be withdrawn
from the Study.

The Investigator will maintain a completeb)
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

subjekt hodnotenia zaradeny do Stadie
nevyhovuje alebo prestal vyhovavajej
kritériam, bez zbytného odkladu bude o
tom informovd CRO a po dohode so
Zadavatéom ho na zaklade podpisaného
sthlasu z priebehu Studie vyradi.

Ska3ajuci bude v priebehu Studie udrziava
UplInd, presna a aktualnu databazu pacientov,
ktori  boli  zaradeni do  skriningu,
randomizovani a ktori ukéii Ucag v
Studii; databaza sa bude archivowalSF aj

po skoreni Stadie. Skusajuci, Zdravotnicke
zariadenie aj Zadavdte su  povinni

v priebehu Stadie aj po jej ukdeni kona
pod’a prisluSsnych pravnych predpisov
Slovenska na ochranu osobnych Gdajov a
informécii o osobnych pomeroch subjektov
hodnotenia, zaradenych do Studie vratane
ochrany osobnych tdajov pred ich odhalenim
Zadavatéovi (CRO neodovzda ani nijako
inak nespristupni Ziadne osobné Udaje
pacientov Zadavalevi, ak predtym neboli

personal data of patients, unless such data anonymizované alebo ak si ich odhalenie
has been pseudonomised or if such disclosure nevyZzadoval prislusny zakon alebo spravny

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).

V.
Monitoring, Audits and Inspections

The progress and conducting of the Study
will 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 and other
routine records about the Subjects included
in the Study, which are not part of the

medical records of clinical trial subjects (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 8
the Study may by checked by any of the

organ); toto obmedzenie sa néafauje na
monitorovanie Stadie(lanok V Zmluvy).

V.
Sledovanie (monitorovanie), audity a
inSpekcie
Priebeh a vykonavanie Stadie budu

kontrolova’ odborni pracovnici CRO, ktorym
Zdravotnicke zariadenie aj SkaSajuci musia
umoznt’ priamy pristup do vSetkych
priestorov vykonavania Studie, ku vdetkym
zariadeniam pouzitym na vykonavanie Stidie
a ku vSetkym informéciam ziskanym v rdmci
Stadie, rovnako ako k retrospektivnym
zaznamom, vysledkom laboratornych testov,
vysledkom vySetrenia inym  rutinnym
zaznamom o subjektoch  hodnotenia,
zaradenych do Studie, ktoré nie siastiou
zdravotnej  dokumentacie  hodnotenych
subjektov (pozri pokyny ICH-GCP, 5,
CPMP/ICH./135/95). SkuSajuci sa tiez
zavazuje v pravidelnych terminoch ventva
cas odbornym pracovnikom CRO
(monitorom klinickych stadii).

Priebeh Studie a jej vysledky mozu navyse
kontrolova’ akykd'vek zastupcovia
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3)

Sponsor's representatives; this provision
shall have no effect on the right to check the
Study by assigned workers of applicable
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 shalB)
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})

Institution’s,

the subjects must be informed about the fact
that information about them obtained in the

Zadavatéa; tym nie je dotknuté pravo
kontroly poverenymi pracovnikmi
prislusnych Statnych organov Slovenska a
zahranénych kontrolnych uradov. Skasajdci
akceptuje a berie na vedomie, Ze priebeh
Studie a jej vysledky mézu Bypredmetom
auditu alebo inSpekcie, a vtomto pripade sa
zavazuje venowa auditorovi/inSpektorovi
prislusnycas.

SkusSajuci alebo Zdravotnicke zariadenie
neodkladne upovedomi CRO, ak vladny
alebo spravny organ vratane Uradu pre
lieciva a potraviny Spojenych Statov
americkych (FDA USA) poziada o kontrolna
inSpekciu  alebo ju na pracovisku
SkuSajuceho zme, a poskytne v pisomnej
forme CRO vSetky relevantné materidly,
koreSpondenciu, vyhlasenie, formulare,
informacie a zaznamy, ktoré SkuSajuci
dostane, ziska alebo wvytvori v savislosti
s takouto inSpetou kontrolou.
Zdravotnicke zariadenie a SkuSajuci povolia
reprezentantom CRO/Zadavide (tag’ na
pripadnej inSpekcii, ak to nie je v rozpore so
zakonom alebo smernicami  spravnych
Gradov.

Subjekty hodnotenia musia typouené
pod’a¢l. IV ods. 2 Zmluvy a informovani aj
0 tom, Ze Udaje ziskané o nich v priebehu

course of the Study may be used and handed Studie sa mdzu nacely kontroly pou a

over for control purposes to applicable
government authorities in EU and outside of
EU.

VI.

Investigator’'s, CRO’s and

Sponsor’s responsibilities

1)

2)

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016

Sponsor will provide or will have providedl)
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 | hereof, is complied
with.

The Institution is obliged to entrust th&)
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

predlozi’ aj prislusnym Statnym organom
v ramci EU aj mimo ne;j.

VI.
Zodpovednosti Zdravotnickeho zariadenia,
Skasajuceho, CRO a Zadavatka

Zadavaté poskytne alebo uZz poskytol
Zdravotnickemu zariadeniu a SkuSajucemu
vzorky Studijnej medikacie a individualne
zaznamy subjektu hodnotenia, rovnako ako
vSetky dokumenty a vSetok material, za
ktorého dodanie pdd protokolu Stidie
zodpoveda Zadavdtetak ako su nevyhnutné
na vykonanie Stadie, aby sa mohlo dodrza
trvanie Stadie, predpokladanélv| Zmluvy.

Zdravotnicke zariadenie sa zavazuje zveri
Skasajucemu vykonanie Studie a poskytnu
dostat@né personalne zabezeaie, Studijny

tim, na spravne a bezpe vykonanie Stldie
a zabezp@t nevyhnutné prostriedky,
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3)

4)

5)

6)

)

necessary facilities for the conduct of the
Study.

The Institution is obliged to guarantee th8)
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

no. 129/2012 Coll., On good pharmaceutical
practice and with SUKL regulations.

Institution quarantees the avalilibility 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

including a follow-up after cessation of the

study treatment and to ensure that other
projects projectsdo not divert essential
facilities away from this Study.

The Institution and Investigator are obligef)
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, &
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 Investigatoi7)
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

zariadenie a vybavenie na vykonanie Studie.

Zdravotnicke  zariadenie sa  zavazuje
zabezpeit' preberanie, uchovavanie a vydaj
Hodnoteného ligiva vyhradne na dely

Stadie  vsulade s platnymi  pravnymi
predpismi Slovenskej republiky, najma s

vyhldSkou ¢. 129/2012 Z.z. o spravnej
lekarenskej praxi a s pokynmi SUKLu.
Zdravotnicke zariadenie zabezpe
poskytnutie teplotnych zdznamov
skladovania Hodnoteného diga paias
celého uloZzenia Hodnoteného cliea

Lekamou a/alebo SkuSajacim.

Zdravotnicke zariadenie a Sku3ajuci
zavazuju poas trvania Stadie nezafava’
subjekty hodnotenia zaradené do Studie do
inych klinickych hodnoteni, a to vratane
nasledného sledovania po  ukeni

podavania hodnoteného diea a zabezp#t,

aby sa zariadenia potrebné na realiziciu

Sa

Stadie nevyuzivali prednostne na iné
projekty.
Zdravotnicke zariadenie a Ski3ajuci sa

zavazuju zabezpg presnos zdravotnych
zaznamov a vyplnenie formuldrov zaznamov
o] subjektoch hodnotenia (CRF)
bezprostredne pdid protokolu a zékonnych

poZiadaviek a okamZzité odsi@vanie
vzniknutych chyb.
Hodnotené ligivo aj ostatné materialy,

ktorych 3pecifikacia je uvedena v protokole
Studie, poskytnuté Zadavéiten alebo v jeho
zastupeni, pouzije SkdSajuci vyhe na
Gcely  vykonania  Stadie. Toto je
dokumentované vo  formulari ,drug
accountability log“. VSetky hodnotiace
materidly sa SkdSajaci zavazuje wata
zaklade prvej vyzvy Zadavade alebo CRO.
VSetko Hodnotené ligvo, ktoré sa nepouZzilo
v ramci Studie, sa posle naggadavatéovi,
ak sa nebude vyZadadvadliSny postup.

Zdravotnicke zariadenie a Sku3ajuci
zavazuju uchovava vsetky dokumenty
Stadie  vratane  v3etkych  dokumentov
tykajucich sa Studie, a to 15 rokov alebo
dovtedy, kym Zadavalepisomne oznami, Zze
archivaciu dokumentov mozno ukot),
avSak dlhSie, ak si to vyZaduju lokélne
predpisy. Zdravotnicke zariadenie sa
zavazuje nelikvidovd dokumenty bez

Sa

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016 8
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8)

9)

10)

Sponsor's agreement.

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

The Institution and the Investigator as wefl)
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 as well as all investigators joining
after Study initiation, will provide sufficient
and accurate financial information in
English on the Financial Disclosure
Questionnaire (“FDQ”) 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 FDQ form shall
be provided to the Investigator by the
Sponsor. Completion of the FQD 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 Institution and
the Investigator will inform the members of
the Study Team that the data from the FDQ
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 participating
investigators at the Study Centre.
Investigator shall ensure to obtain from each
investigator prior written consent as
necessary for such review and transfer.

Investigator and Institution are responsiblE)) SkuSajuci

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

predchadzajuceho suhlasu

Zadavatéa.

pisomného

Skusajaci zaradi do dokumentacie Studie
képiu podpisaného a datovaného Zivotopisu,
kde bude k dispozicii Zadavéitwi a CRO.

Zdravotnicke zariadenie, SkuSajuci a
¢lenovia Studijného timu vratane
z&lenenych po iniciovani Studie sa zavazuju
spolupracovéso Zadavat®m pri poskytnuti
Finartného vyhlasenia v anglickom jazyku
pod’a poZiadaviek FDA. SkuSajuci zaisti,
aby vSetci skuSajuci uvedeni na listine
podpisovych vzorov (zoznamu funkcii
v Stadii) pri za&ati Stadie, rovnako ako
dodaténe prileneni po z&ati Stadie,
vyplnili Uplne a presne, v anglickom jazyku,
formular Financial Disclosure Questionnaire
(FDQ), poskytnuty CRO alebo Zadaviim.
Vyhlasenie zatha aj manzZela/manzelku a
deti, skut@nosti podliehajuce inforntaej
povinnosti, ktoré by nastali v priebehu Studie
a rok po jej uzavreti, sa musia neodkladne
oznami’ Zadavatéovi. Formular Finatného
vyhlasenia poskytne SkuSajucemu Zaddvate
Vyplnenie formuldra je nevyhnutnou
podmienkou z&8enenia do Studijného timu.
Ak Sku3ajuci aleboclen Studijného timu
odmietne objastisvoje finagné zaujmy na
vysledkoch Stadie, nebude schvéleny na
U¢ag’ v Stadii. Zdravotnicke zariadenie a
SkdSajuci  budd  informov¥a  ¢lenov
Studijného timu, Ze Udaje uvedené vo
Finartnom vyhlaseni mézu 6y uvedené
v Ziadosti o suhlas s klinickym hodnotenim
v USA a Ze si FDA vyhradzuje pravo na
zverejnenie informécie z Finamého
vyhlasenia, ak to bude vo verejnom zaujme.
Skusajuci vyhlasuje, Ze preberd
zodpovednas za oznadmenie uvedenych
poziadaviek vsetkym ¢lenom  Studijného
timu. SkdSajuci si od spoluskdsajucich,
s ktorych  FDQ bude naklatia vyZiada
vopred pisomny suhlas sjeho reviziou a
odovzdanim.

a Zdravotnicke zariadenie su
zodpovedni za vybavenie poskytnuté
Zadavatéom alebo v jeho zastupeni néely
vykonania Studie. Po skéeni Studie sa toto
vybavenie vrati Zadavatevi alebo CRO, ak
nebolo dohodnuté inak pre Specifické
vybavenie (polozky). Toto vybavenie sa vrati

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016 9
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11)

12)

13)

14)

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016

of breach of contract.

The Investigator is obliged to conduct th&l) SkuSajuci

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.

aj v pripade poruSenia Zmluvy.

sa zavézuje vykahaStudiu

v stlade so Zmluvou a riatsa dokumentmi,
ktoré obsahuje Studijny spis Skusajluceho.
Skdsajuci  zozndmi  vSetkych ¢lenov
Studijného timu s jeho protokolom a zvola
ich schédzku v pripade, Ze o to Zadavate
poZiada. Sku3ajuci zabezpepredovietkym
to, Ze vSetky osoby spolupracujice na Stadii
budl uzrozumené so svojimi povintami,
ktoré im boli v ramci Stadie gené.

The CRO submits on behalf of thd2) CRO poSle v mene SkuSajuceho Studijni

Investigator Study documentation to the
Competent  Authority for  regulatory
approval.

dokumentéciu so Ziadtemi o povolenie
Stadie prislusnému spravnemu organu.

The CRO will take care for timely deliveryl3) Zadavaté bude zadarmo acas dodava

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.

Zdravotnickemu zariadeniu alebo
Skdsajucemu Hodnotené dieo a dalSie
dodavky. Zadavate poskytne SkuSajucemu
potrebné informdcie o  chemickych,
farmaceutickych, toxikologickych,
farmakologickych a klinickych udajoch,
ktoré opodstdiuja zmysel, cié a trvanie
Studie.

Institution shall collect, transfer, store and/d4) Zdravotnicke zariadenie odoberie, zabézpe

destroy biological samples taken from Study
subjects in connection with such subject’s
participation in the Study [hereinafter
referred to as Biological Sampleg] 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.

na prevoz, bude skladava/alebo zlikviduje
biologické vzorky odobrané od subjektov
hodnotenia v suvislosti sas’'ou tychto
subjektov na Studii dalej len Biologické
vzorky") v sulade s Protokolom, prislusnymi
poZiadavkami  pravnych  predpisov a
podpisanym  pisomnym informovanym
sthlasom. Tieto Biologické vzorky zaiaju
predovdetkym vzorky tkaniva a krvi a
akékd'vek vedajSie produkty alebo derivaty
z tychto tkaniv alebo krvi. Zdravotnicke
zariadenie nie je opravnené pauZi
Biologické vzorky na Ziadny inys@l ako na
ten, ktory je vyslovne definovany v Protokole
a podpisanom pisomnom informovanom
suhlase, prislusnych pravnych predpisoch a

internych pravidlach Zdravotnickeho
zariadenia. Zdravotnicke zariadenie nebude
odovzdavéd Ziadne Biologické vzorky
Ziadnym osobam vrozpore s pokynmi
Zadavatéa. Na zaklade poZiadavky
Zadavatéa sa Zdravotnicke zariadenie

zavazuje, Ze zlikviduje Biologické vzorky a
poskytne pisomné potvrdenie, Ze sa tieto
Biologické vzorky zlikvidovali.

10
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1)

1)

1)

2)

3)

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016

15) If CRO or Sponsor supplies the Institutiod5) Ak

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
“Equipment Loaned Log” which is part of
the ISF.

VII.
Adverse Events in the Course of the Study

The Investigator must collect, document arig
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.

VIII.
Study Subject Injury

Sponsor has arranged in accordance with
law 833(2) and 843(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 forms Appendix 2 hereto.

IX.
Protection of Confidential Information

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 ”).

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

The Institution’s and/or the Investigator's)

CRO alebo Zadavate poskytne
Zdravotnickemu zariadeniu alebo
Skusajucemu zdravotnicke prostriedky alebo
iné vybavenie na pouzitie v Stadid'dlej
.Vybavenie*), musi sa toto vybavenie
zaznamen@ado formulara Equipment Loaned
Log, ktory je sdag’ou Zara’'ovata Studie.

VII.
Neziaduce prihody v priebehu Stadie

Skdsajuci je  povinny  zhromdbva,
zaznamendva a ohlasové informécie o
akychkdvek neziaducich prihodach,
zavaznych, ako aj nezavaznych, fedch
definicie v Protokole, a to spdsobom
opisanym v Zardiovati Studie (Investigator
Study File) a poth poZiadaviek legislativy
alebo etickej komisie.

VIII.
Poskodenie zdravia subjektu hodnotenia

Zadavate v stlade s ust. 833(2) a 843(h)
zakonac. 362/2011 Z. z. zabezgiezmluvné
poistenie subjektov hodnotenia pre pripad
Skody vzniknutej &inkami Hodnoteného
lieciva a poistenie zodpovednosti pre
skasajucich. Kopia dokladu o poisteni tvori
prilohu¢. 2 Zmluvy.

IX.
Ochrana dévernych inform@cii

Na (tely Zmluvy bude termin ,Informécie”
znamend vSetky obrazoveé, Ustne, pisomné
a/alebo elektronické informécie, data a Udaje
0 Hodnotenom ligive, akékdvek technické
vysledky alebo vysledky testov, ktoré sa ho
tykaju alebo sa tykaju akéhdkaek d’alSieho
poznatku sGvisiaceho so Stadiou, ktoré
Zdravotnicke zariadenie a/alebo SkuSajuci
ziskaju od Zadavata a/alebo CRO nacaly
alebo v spojeni s vykonanim Stadie alebo
ktoré sa vytvoria na zaklade Staditalej len
,Doverné informacie’).

Zdravotnicke zariadenie, SkuSajuci a ostatni
¢lenovia Studijného timu sG  povinni
zaobchadza s takymi Dévernymi
informéaciami ako s prisne dévernymi.

Tieto zavazky Zdravotnickeho zariadenia

11
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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,

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

4) For the purpose of the performance of thg

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

5) The obligations set forth above in clause 15)

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

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016

a/alebo SkuSajuceho okrem iného r#afu

uvedené povinnosti:

a. neposkytnéi Déverné informacie Ziadnej
tretej strane bez predchadzajuceho
pisomného suhlasu Zadavate

=3

ak vznikne povinnas poskytnd’
Doverné informacie, poskytdden také,
ktoré poZaduje zakon,

c. nepouZt’ Doverné informéacie na inycél
nez el dohodnuty v Zmluve.

Zdravotnicke zariadenie a SkuSajuci mézu na
tcely vykonania Studie poskytfitDéverné
informacie tym zodpovednym zamestnancom
alebo tretim strandm, pre ktoré je zoznamenie
sa stakymi dbvernymi informaciami
nevyhnutné a potrebné na vykonanie Studie.
Zdravotnicke zariadenie a SkuSajuci sa
zavazuju, ze skbér ako také Dobverné
informacie poskytni zamestnancom alebo
tretim osobam, uloZia tymto zamestnancom,
pripadne tretim stranam vSetky zavazky tak,
ako su ulozené Zdravotnickemu zariadeniu a
Skusajucemu pdd zmluvy.

Povinnosti stanovené vysSie v ustanoveni 1-4
sU zavazné pas celej platnosti Zmluvy a
budl ndalej platné patn&s(15) rokov po
ukorgeni platnosti Zmluvy.

Povinnosti SkuSajuceho a Zdravotnickeho
zariadenia sa nevazhujt na Doverné
informacie, o ktorych moZno pisomne
preukazég, ze:

a. s verejne zndme dase ich
spristupnenia SkuSajucemu zo strany
Zadavatéa a/alebo CRO pdd Zmluvy;
alebo

b. sa stand verejne zndmymi zinych
dévodov ako pre konanie alebo
zanedbanie zo strany Zdravotnickeho
zariadenia alalebo Skusajuaceho,
predstavujuce porudenie akéhblkek
bodu Zmluvy; alebo

c. boli v opravnenej drzbe Zdravotnickeho
zariadenia a/alebo SkuSajuceho v obdobi
ich spristupnenia a neboli ziskané,
priamo alebo nepriamo, od Zadavate
a/alebo CRO; alebo

12
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d. was obtained from a third party not under
an obligation of confidentiality to
Sponsor and/or CRO; or

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 thel)

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 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 Iventions”)

will be the sole and exclusive property of

d. boli ziskané od tretej strany, nie viazanej

povinnogou mkanlivosti V@i
Zadavatéovi alalebo CRO alebo
e. boli generované Zdravotnickym

zariadenim a/alebo Skusajucim nezavisle
od spristupnenia od Zadavidea/alebo
CRO poda Zmluvy.

X.
DuSevné vlastnictvo a patentové prava

VSetky prava, naroky a zaujmy tykajluce sa
duSevného vlastnictva a materidlov vo
vztahu k Studii alebo Protokolu, zaajlice
bez akychkévek obmedzeni déata, technické
informacie, vynalezy, objavy, produkty
vyvoja, zlepSenia, rozSirenia spektra funkcii,
softvér, postupy, metddy, techniky, vzorce,
procesy ad’alSie mySlienkové vlastnictv@i(

uZz patentovatmé, alebo zapisdieé pod
patentom, vydavatekym pravom alebo
podobnou zakonnou ochranou) a materialy
vztahujice sa na akyReek produkt v Stadii
alebo Protokole alebo akoukeek cestou
odvodené, vyvodené, objavené alebo
vyvinuté alebo prakticky uplatnené ako
priamy alebo nepriamy vysledokinnosti
Zdravotnickeho zariadenia pri poskytovani
sluzieb potla tejto zmluvy alebo vo ¥ahu

k nej, ¢i v priebehu Stadie, alebo vo tahu

k nej, ¢i uz pochadzaju &nnosti, alebo
vyvojovych prac Zdravotnickeho zariadenia,
Zadavatéa alebo ich  zamestnancov,
zastupcov alebo poskytovéte, ¢i uZ
samostatne, alebo v&dnosti s ostatnymi,
vratane zaloZenych na Dévernych
inform&ciach, a/alebo v oblasti tahujlcej
sa na Hodnotené Hivo a/alebo zathajlcej
liecebné indikacie/pouzitie vykonané na
z&klade pozorovania alebo zhromazdenych

Sponsor and are herewith assigned to Sponsor dat pri vykonavani prac pda protokolu

without any additional compensation.

2) The Institution and/or the Investigator arg)

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 ang)

Intellectual Property promptly in writing and

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016

(dalej len Vynalezy‘) budd neoddelittnym
a vylwnym vlastnictvom Zadavdta a tymto
prevedené Zadavdwvi bez naroku na
akékdvek dodatoné kompenzacie.

Zdravotnicke zariadenie a/alebo SkuSajuci su
povinni ulozi’ prislusné zavazky stanovené
Zmluvou vSetkym osobam, ktoré sa
podig’aji na vykonavani Studie.

bezodkladne
akomkdvek

zariadenie
Zadavafa o

Zdravotnicke
upovedomi

13
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make all statements legally necessary to
titleentitle such Intellectual Property to the
Sponsor.

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

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

6) All projects, data, raw data, document§)
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 StudyStudy 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 (“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 n@®j
contradictory to any other agreement
concluded with third parties.

XI.
Publications

1) The Sponsor has unrestricted rights to publidh
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 mag)
only publish the Study result, after he/she has
obtained a prior written consent of Sponsor.

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

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016

duSevnom vlastnictve pisomnou formou a
pripoji pravne vyhlasenie, Zze ho prevadza na
Zadavatéa.

Zadavaté ma nedielne a vyliné pravo
ziskavd, zapisové a svojim vlastnym
menom sudne vymahigpatentové prihlasky
tykajuce sa DuSevného vlastnictva.

Za kompenzaciu komé&mého vyuZitia
vynélezov vlastnych zamestnancov
zodpoveda vyhradne Zdravotnicke
zariadenie.

VSetky projekty, Uudaje, zdrojové data,
dokumenty, informacie, skdsenosti a objavy,
ktoré budld vysledkom Studie, budi
predmetom vyhradného vlastnictva
Zadavatéa. Zadavaté je teda drziteom
v3etkych prav na celosvetové kowras
vyuzitie svojich prislusnych produktov a
licencii, a to bez akychkgek obmedzeni.
Zadavaté sa zavazuje poskyttid
SkuSajucemu vysledky Stadie tak, aby ich
mohol poskytnél pacientom, ktori o ne
prejavia zaujem.

VSetky data, informacie a materialy
vzniknuté  alebo  vyvinuté ¢innog’ou
Zdravotnickeho zariadenia alebo

Ska3ajuceho ako vysledok Stiudie alebo
v suvislosti stiou (dalej Vysledky Studie)
budd nedielnym a vyltnym vlastnictvom
Zadavatéa.

Zdravotnicke  zariadenie a  Ska3ajuci
potvrdzuju, Ze uvedené zavazky nie su
v rozpore so ziadnou zmluvou, ktora uzavreli
s tretimi stranami.

XI.
Publikécie
Zadavaté ma& neobmedzené pravo na
publikovanie vysledkov Stadie vratane
zadania publikovania tretej strane a

menovania spoluautorov publikacie.

SkdSajuci a Spoluskdsajuci su opravneni
publikova® vysledky Stadie len potom, ako

ziskaju predchadzajuce pisomné povolenie
Zadavatéa.

Pri multicentrickych ~ Stadiach  nesmie

publikovanie z jednotlivych centier

predchadza spol@&nému  publikovaniu
14
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entire study.

4) Investigator shall furnish Sponsor with a cop4)

of any Publication for review of such material
at least forty-five (45) days prior to the
submission for publication or presentation (14

suhrnnych  dat zcelej Stadie timom
skusSajucich.
SkuSajuci poskytne Zadavéitei kopiu

publikacie na posudenie a reviziu najmenej
Styridsap&’ (45) dni pred odovzdanim
takého materidlu na publikaciu alebo pred

days in case of abstracts). The Sponsor may jeho prezentaciou (pri abstrakte 14 dni).

review the proposed Publication to see if it
contains Confidential Information of Sponsor
patentable subject matter that needs
protection. Investigator 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 &

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.

XIl.
Resolving of Disputes and Arbitration

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 c@)

operate in conducting of the Study and resolve
potential disputes and differences in opinions

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016

Zadavaté je opravneny v predloZzenom
navrhu  skontrolovd ¢ neobsahuje
patentovatiné Doverné informacie, ktoré si
vyzaduju ochranu. SkuSajuci sa zavazuje, ze
v nadvaznosti na pisomnu Ziados
Zadavatéa, ziskanu v lehote stanovenej na

vykonanie revizie, odstrani Dbéverné
informacie Zadavatea alebo pozdrzi
odovzdanie publikacie na  vydanie
dodat@énych Segdesiat (60) dni, aby

zadavatk mohol podd patentovu prihlasku.

Taka Uprava, ktord4 poZaduje Zadavate
neznemozni  akademické  publikovanie
vysledkov Studie.

Zadavaté je opravneny bez akéhdkeek
obmedzenia publiko¥a vysledky Studie a
mobzZe tieZz poskytnidata tretim strandm na
ich zverejnenie. PredovSetkym je ZadaVvate
opravneny poufi odkazé na alebo Siti
separatne vytlky vedeckych, lekarskych a
d'alSich publikovanycklankov vz’ahujucich

sa na Stadiu, ktoré méZu obsahdwvaeno
Skusajuceho al/alebo nazov Zdravotnickeho
zariadenia, za dodrZzania zakonnej ochrany
autorskych prav. Ziadna zmluvna strana
Zmluvy nie je opravnena pouZi meno
akejkd'vek inej zmluvnej strany v savislosti

s akoukdvek reklamnou alebo propageu
¢innog'ou na akykdvek vyrobok alebo
sluzbu bez predchadzajuceho pisomného
suhlasu takej strany.

XIl.
Rie3enie sporov a zmierne konanie

1) The parties hereto agree that legal mattefs Zmluvné strany sa dohodli, Ze pravne’atzy

a pomery vzniknuté zo Zmluvy sa riadia
v8eobecne platnymi pravnymi predpismi
Slovenskej republiky. AkéKkwek spory
vztahujice sa hna uzatvorenie al/alebo
naleZitosti rozhodne prisludny sud s miestnou
a vecnou poésobndsu poda sidla
Zdravotnickeho zariadenia.

Zmluvné strany sa zavazuju pri vykonavani

Stadie vzajomne spolupracava pripadné
spory a rozdielnas nazorov na postup a
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about the progress and manner of work
amicably.

XII.
Financial Compensation

1) The CRO undertakes to compensate th

Institution and the Investigator for all the

expenses and the work performed by the
Investigator for each subject associated with
his/her inclusion in the Study and examination
as specified in the schedule that forms
Appendix No.3 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.3 a®

final and cover
Institution.

entire expenses of the

3) This payment may be reduced or refus&)

provided the subjects were not enrolled,
treated or assessed inagreement 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 no event shall the Institution be paid for
any work performed on subjects who do not
meet the Study selection or randomization
criteria set forth in the Protocol.

4) The Institution, Investigator and the Study)

team shall fulfill all tax obligations related to

the payment from Sponsor pursuant to the
Agreement as required by the valid Slovak
legislation.

5) The payment as specified in Section 1 heresf

will be transferred to the Account of the
Institution a Investigator pursuant to the
Appendix 3.

6) The Investigator acquaints the Study Tea)

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
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spbsob prac rieSkolegialnym konanim.

Xl
Finanéné vyrovnanie

CRO sa zavazuje uhradizdravotnickemu
zariadeniu a SkuSajucemu za kazdy subjekt
hodnotenia vSetky naklady a pracu vykonanu
SkusSajucim, ktoré su spojené so zaradenim
subjektu do Studie adal$imi ukonmi v ich
priebehu, a to vsulade s podmienkami
stanovenymi v platobnom kalendari, ktory
predstavuje Prilohd. 3, a to do 60 dni od
dorwenia faktury. Uhrada od CRO je
viazana na suhlas Zadavie

Sumy uvedené v Priloh& 3 su koneéné a
pokryvaju vsSetky néklady Zdravotnickeho
zariadenia.

Platbu mozno odmietualebo zni#, ak
subjekt hodnotenia nebol zaradenycdiey
alebo hodnoteny v sulade s Protokolom alebo
pravnymi normami v désledku zanedbania,

umyselného konania alebo zanedbania
starostlivosti alebo povinnosti stanovenej
zakonom alebo Zmluvou.

Zdravotnicke zariadenie nedostane

v Ziadnom pripade zaplatené za pracu
vykonanu na subjektoch hodnotenia, ktoré

nesplnili  vyberové alebo randomizee
kritéri4 stanovené v Protokole.
Zdravotnicke zariadenie, Skusajuci

aclenovia Studijného timu si spinia v3etky
daiové povinnosti slvisiace s Uhradou od
Zadavatéa poda tejto Zmluvy a to v sulade
s platnou legislativou Slovenskej republiky.

Platba, ako je Specifikované v ods. 1 tohto
¢lanku  Zmluvy, sa prevedie na cet
Zdravotnickeho zariadenia a SkuSajuceho
v sulade s Priloho#& 3.

Skusajaci zoznami Studijny tim s rozdelenim
odmeny. Ak nie je vyslovne stanovené inak,
ni¢ vtejto Zmluve nezaklada preélenov
Studijného timu alebo iné subjekty pravo
vzndSd naroky v@é CRO alebo
Zadavatéovi, predovSetkym akyKwek
narok, ktory by mohol by vzneseny, ak by
platba na zaklade Zmluvy nebola riadne
rozdelena prijemcom pazi poda ods. 2 a 3.
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payee according to Sections 2 and 3 hereof.

7) In case of avoidance of this Agreement @)
should termination or expiration of this

Agreement precede completion of the Study, a uplynutim

V pripade odstupenia od Zmluvy alebo
preruSenia alebo sk&éenia jej platnosti pred
_predpokladanej lehoty

reconciliation of expenses against received vykonavania Stidie sa v Zdravotnickom

payments at the Institution will be made, and
thereafter:

a. The CRO undertakes, after the data havea. CRO

been accepted by the Sponsor, to
reimburse the Institution proportionally
to the extent of the clinical investigations
realized before the Study was
discontinued as specified in Appendix
No. 3 of this Agreement

b. In case the Institution has received any b.

advanced payments, than any
overpayment resulting from
reconciliation will be returned, without

delay, to the CRO's account.

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

log.

XIV.
Termination of the Agreement/Study

1) Upon the Sponsor's decision, CRO mal.
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 thi2.
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.
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zariadeni vykonadiovna bilancia nakladov a
prijatych platieb a potom:

sa zavazuje po prijati dat
Zadavatéom uhrad? Zdravotnickemu
zariadeniu pomernu ¢ag” nakladov

vynaloZenych na vykonandag’ Studie
pred jej predasnym ukotienim v sulade
s Prilohowe. 3 Zmluvy.

v pripade, Ze Zdravotnicke zariadenie
prijalo zalohové platby, vrati pdd
vysledku @tovnej bilancie na ¢&et CRO
pripadné preplatky z tychto zalohovych
platieb.

Zavergna platba bude podmienena
dodrzanim Zmluvy a Protokolu, odovzdanim
kompletnych CRF, &asnym vyrieSenim
otazok generovanych pri spracovani dat
(queries) a riadnym vyplnenim formulara
evidencie liekov.

XIV. 5
Ukonéenie Zmluvy/Stadie

CRO ma opravnenie na podklade
rozhodnutia Zadavate s uvedenim alebo
bez uvedenia dévodu kedyikek Zmluvu
vypovedd, a to s tridsédinovou (30) lehotou
po dorgeni vypovedného listu Zadavébei.

CRO alebo Zzdravotnicke zariadenie su
opravnené Zmluvu pisomne vypovéda
s tridsadnovou (30) vypovednou lehotou, a
to v pripade, Ze druha strana:

a. porusi tato Zmluvu a neodstrani
nevyhovujuci stav ani v lehote tridsa
(30) dni od dortenia vyzvy strany
namietajucej, ktora podrobne opiSe
charakter takého poruSenia a bude
pozZadovd napravu; alebo

b. je sudne vyhldsend za insolventnu alebo
jej bude uteny spravca vsetkého jej
majetku alebaiasti je] majetku alebo ak
ukorti alebo verejne oznami svoje
rozhodnutie ukotit' svoju podnikatkska
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3) Upon Sponsor's decision, the CRO ma3

terminate this Agreement immediately upon
written notice to Institution in the event of
() a showing that the Study Drug is not
effective, (i) 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 the Institution or
by the Investigator that continuing the Study
poses an unacceptable risk to the rights,

éinnog’.

Na podklade rozhodnutia ZadaviEeCRO
bezodkladne ukath tato Zmluvu

v nadvaznosti na dokanie pisomného
oznamenia Zadavdi® Zdravotnickemu
zariadeniu, a to v pripade, Ze (i) sa ukaze, Ze
Hodnotené ligivo nie je &inné, (ii)
Zadavaté dostal oznamenie od FDA alebo
iného miestne prislusného spravneho Uradu,
ktoré bude obsahovgoZiadavku ukotenia
Stadie  alebo  uloZenie  klinického
pozastavenia Studie zo strany FDA alebo
iného lokalne kompetentného spravneho
Uradu, ktoré bude trvad’alSich Se&desiat

interests, safety or well-being of Study (60) po sebe nasledujucich dni, (iii)

subjects; rozhodnutie Zdravotnickeho zariadeniaalebo
SkdSajuceho, Ze pokiavanie  Studie
predstavuje neakceptovite riziko vo

vztahu Kk prdvam, zaujmom, bezpesti
alebo pohode subjektov hodnotenia.

4) Upon termination (including expiration) of. V nadvaznosti na  ukdenie  (vratane
this Agreement for the above mentioned ukortenia platnosti) Zmluvy, a to z vy3Sie
reasons: (i) Institution will terminate all tasks uvedenych — dovodov: (i)  Zdravotnicke
and services for the Study in a prompt andzariadenie uko¥i vSetky ukony a sluzby
orderly manner and in a manner that preserved sUvislosti so Studiou, a to bezodkladne a
patient safety; (i) Institution shall deliver to riadnym spdsobom, ktory uchrani bezpes’
Sponsor or CRO as requested all Study Datapacientov; (i) Zdravotnicke zariadenie
including CRFs, and other materials developedodovzda Zadavalevi a/alebo CRO, a to
through the effective date of termination of this pod’a pokynu, vSetky pozadované Studijné
Agreement, as well as any equipment provided;Udaje a data vratane CRFdalSie materialy
and (iii) On basis of Sponsor's approval, CROVyvinuté az do chvile uk@enia Zmluvy, ako
shall pay Institution and Investigator in @ vSetko vybavenie, ktoré bolo poskytnuté; a
accordance with Appendix 3 for all Study (i) Zadavat¢ uhradi Zdravotnickemu
services actually performed prior to the zariadeniu a SkuSajucemu v sulade s Prilohou
effective date of termination and for any fees¢. 3 vSetky platby zacinnosti skuténe
and costs incurred after termination that wereposkytnuté v suvislosti so Studiou pred
approved by Sponsor and reasonably necessarf§kamihom ukotenia adalej vsetky platby a
to preserve patient safety, as well as all costg@klady, ktoré vznikli po ukamni a ktoré
actually incurred in the performance of the schvalil Zadavaté a ktoré  boli ddvodne

Study that could not reasonably be cancelled. Vynalozené v slvislosti s ochranou bepesti
pacientov, ako aj vSetky naklady skirie

vynaloZené v suvislosti s vykonanim Studie,
ktoré sa nemézu bez ujmy zriiSi

V pripade prethsného ukatenia alebo

5) In case of early termination or expiration ot e ; ,
vyprSania platnosti Zmluvy a ukdenia

the present Agreement and termination of the

Study, the parties shall promptly discuss the
medically appropriate phase-out of subjects
who are already enrolled in the Study and
agree on mutually acceptable terms and
procedures, based on the consideration of
safety and interest of the subjects participating
in the Study.
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Stadie sa tymto zmluvné strany zavazuju, ze
neodkladne prerokuju medicinsky vhodné
postupy ukobtenia asti uz zaradenych
subjektov hodnotenia a Ze sa dohodni na
vzajomne akceptovdieych terminoch a
postupoch pri riadnom zvazeni bezpesti a
zaujmov tychto subjektov.
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XV.
Final Provisions

XV.
Zavereéné ustanovenia

1) The Institution and/or Investigatt shall act a 1) Zdravotnicke zariadenie a/alebo SkuSajuci

an independent contractor of the CR(@d
shall not be construed for any purpose as
partner, agent, employee, servant,

representative of the Sponsor or CRBponso
and/or CROshall not be responsible for a
employee benefitssocial and health secur
payments workers' compensatio
withholding, or employmentelated taxes as
the Institution and/or Investigat The
Institution and/or Investigatoshall not ente
into any contract or agreement with a tl
party that purports to obligate or bir@RO
and/or Sponsor, and CRO or Sponsiall not
enter into any contract or agreement wit
third party that purports to obligate or bind
Institution and/or Investigator.

2) Other rights and duties of the partiest
explicitly specified by this agreemerdre
governed by applicable laws and regulatior
the Slovak Republic.

3) This Agreement is made in thresunterpart
of whom each of the parties hereto will rece
one.

4) The signatory Parties agree that a copy of
Agreement may be forwarded, on requést,

the Ethics Committee or Competent Authority

for review.

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

2)

3)

4)

5)

bude konéd ako nezavisly poskytovdte
zmluvného plnenia W Zadavatéovi a

v Ziadnom pripade sa nebude pova¥ora
partnera, zastupcu, zamestnanca,
poskytovatéa sluzieb ani reprezentanta
Zadavatéa. Zadavaté nebude zodpovedny
za Ziadne zamestnanecké vyhody, platby za
zdravotné a socialne poistenie, kompenzéacie
pracovnikov zrazky dane zo mzdy akotivo
Zdravotnickemu zariadeniu, tak ani ¢vo
SkuSajucemu.  Zdravotnicke  zariadenie
a/alebo Skasajuci neuzatvoria Ziadnu zmluvu
s cidom zaviazé CRO a/alebo Zadavd® a
naopak, CRO alebo Zadavhteeuzatvoria
Ziadnu zmluvu s tt®du stranou s clem
zaviazd Zdravotnicke zariadenie a/alebo
Skusajuceho.

Iné prdva a povinnosti Zmluvou vyslovne
neupravené sa riadia  ustanoveniami
prislusnych pravnych predpisov Slovenskej
republiky.

Zmluva je vyhotovend v troch rovnopisoch,
pricom kazd4 zmluvna strana dostane po
jednom rovnopise.

Podpisané strany suhlasia, aby sa na
poZiadanie képia tejto zmluvy poskytla na
nahliadnutie etickej komisii alebo
prislusnému spravnemu organu.

Zmluva je vyhotovena dvojjaZpe, pravne
zavazny je text v slovenskom jazyku.

6) Changes and additions to this Agreem@&)t Zmeny a dopinky Zmluvy su mozné len

must be made by agreement of the pa

dohodou zmluvnych strdn, a to formou

hereto in the form of a written appendix hereto. pisomného dodatku k tejto Zmluve.

7) This agreement shall be valid from the dat 7) Tato Zmluva nadobida platrtosdiom

signature of the last party and effective fi
the date following the date of its disclosure
Central register of contracts

www.crz.gov.sk (hereinafter  Effective
Date”) pursuant to the article 47a a sectic
of the Act No. 40/1964 Coll. €ivil Code, a:
amended, because the agreement is manc
to be disclosed pursuant to article 5a, secti
of the Act No. 211/2000 Coll. on Free Acc
to Information, as amended. Sponsor ag
with disclosure of this agreement accordin

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016

podpisu poslednej zmluvnej strany a
G¢innog’” prvym diom po dni jej zverejnenia
v centralnom registri zmlav na
www.crz.gov.sk (dalej len Datum
a¢innosti*) v zmysle 47a ods. 1 zakona
40/1964 Z. z. Okianskeho z&konnika v zneni
neskorSich predpisov, &2e ide o povinne
zverefijovanl zmluvu v zmysle 5a ods. 1
zakona ¢. 211/2000 Z.z. o slobodnom
pristupe k informacidm v zneni neskorSich
predpisov. Zadavakesuhlasi so zverejnenim
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previous sentence.

The present greement is in force until tt
Study is completed, unless and until ear
terminated as provided herein. Tisection:
VI.6, V1.7, VIII, IX; X and XI shall remain i
force after the Study and/or this Agreement
expiredor terminated; this is also applicable
any other terms of the Agreement that by t
meaning shall remain in force afterminatior
or expiration of this Agreemeénand/or the
Study.

In witness of approval with the wording of t

Agreement the parties hereto join tt
signatures.

In (place), on (date)

Name in block letters (name)

Signature (signature)

tejto Zmluvy poda predchadzajlcej vety.

Zmluva je platna, kym sa Studia nedokn
ak sa prethsne neukati za podmienok
Zmluvy. Clanky V1.6, V1.7, VIII, IX, X a XI
zostavaju v platnosti aj po ukdeni Studie
a/alebo po ukateni alebo vyprSani platnosti
Zmluvy, toto je aplikovattné aj na
akékd'vek iné podmienky a ustanovenia
Zmluvy, ktoré na zéklade svojho vyznamu
maju zostd v platnosti aj po ukateni alebo
vyprdani platnosti Zmluvy a/alebo Studie.

Na dokaz suhlasu so znenim Zmluvy
pripajaju zmluvné strany svoje podpisy.

V (miesto), dha (datum)

Meno paltkovym pismom (meno)

Podpis (podpis)

Health Institution
Zdravotnicke zariadenie

In (place), on (date)

V (miesto), dha (datum)

Name in block letters (name)

Meno paltkovym pismom (meno)

Signature (signature)

Podpis (podpis)

Investigator

Skusajuci In (place), on (date)

V (miesto), dha (datum)

Name in block letters (name)

Meno paltkovym pismom (meno)

Signature (signature)

Podpis (podpis)

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016 20
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Appendixes: Prilohy:

1. Letter of authorization 1. Poverenie Zadavdta

2. Copy of the contractual insurance 2. Kopia dokladu o poisteni
3. Payment schedule 3. Platobny kalendar

4. Approval letter from SUKL 4. Povolenie SUKLu

5. Approval letter from MEC 5. Povolenie MEK

6. Approval letter from LEC 6. Povolenie LEK

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016
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Appendix 3 PRILOHA 3

ODMENA PRE ZDRAVOTNICKE
ZARIADENIE

THE REMUNERATION FOR THE
INSTITUTION

1. Total remuneration for the Institution fod. Celkovd odmena pre Zdravotnicke

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

zariadenie, za data jedného do&amého

subjektu (t. j. subjektu zaradeného do
Stadie v sulade s Protokolom, ktory
dokorti vSetky navstevy poZadované
Protokolom a ktory absolvuje vSetky
Studijné procedury poZadované

Case Report Form has been filled out Protokolom a u ktorého bol riadne

appropriately and passed on to Sponsor) vyplneny a Zadavafevi odovzdany

is 675 EUR without VAT. Formular  zdznamov 0  subjekte
hodnotenia — CRF) j&675 EUR bez
DPH.

Remuneration for the Institution (all amount®dmena pre Zdravotnicke zariadenie (vSetky
in EUR without VAT): sumy v EUR bez DPH):

VISIT LABEL Day Amount Nazov navstevy De Suma
V1 - Screening -14 - -1 90 Navs'Eeya 1- 14— -1 90
V2 - 0 90 skrining
Randomisation NavSteva 2 — 0 90
. randomizacia
Visit 3 30 75
! Navsteva 3 30 75
Visit 4 60 60 Naviteva 4 60 60
Visit 5 90 75 Navsteva 5 90 75
Visit 6 120 60 Navsteva 6 120 60
Visit 7 150 60 Navsteva 7 150 60
Visit 8 180 90 Navsteva 8 180 90
Visit 9 270 75 Navsteva 9 270 75
2. Aforesaid remuneration shall  beg Vysporiadanie uvedené vyssie

increased by VAT tax in the amount
compliant with the provisions of law. All
other taxes are to be paid by recipient.

predstavuje odmenu pred navySenim o
DPH, a to v sume zodpovedajlucej
prislusnym daovym predpisom.
Akakolvek dalSia daova povinnos
prislicha prijemcovi.

3. Payments will be made two times a year

i Platby sa uskutmia dvakrat réne na
according to the completed Case Report

podklade CRF schvalenych monitorom

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016 1
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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 Accountability Log have been

completed, and queries and data

Stadie. Zaveréna platba (pozri tadeu v
odseku 1) bude u¥aena na konci Studie
neodkladne potonto sa objasnia vSetky
otdzky a riadne vyplnia CRF, zdznamy o
spotrebe hodnotenych ¢ie a posledné

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 Institution in relation to the
performance of the Study.

formulare na upresnenie dat a udajov.
Strany spolu vyhlasuju, Zze celkova

odmena uvedenda v odseku 1 predstavuje
celkovid sumu, ktoru je platca povinny

uhradi” Zdravotnickemu zariadeniu v

stvislosti s vykonanim Stadie.

4. In case of premature withdrawal of thé. V  pripade prethsného vyradenia
Subject from the Study, gro-rata subjektu zo Stadie bude uhradena
payment will be made according to pomerna ¢ag odmeny v sulade s
Paragraph 1 of this Appendix 3 odsekom 1 tejto Prilohy. 3 (ag
(Remuneration for the Institution). Odmena pre zdravotnicke zariadenie).

5. In the event the Study was not conduct&d V pripade, Ze Stadia nebola vykonana v
in accordance with the Investigator sulade s povinndami SkuSajuceho,
obligations as defined in the Agreement, uvedenymi v Zmluve, predovSetkym v
in particular in case of missing pripade vynechania procedur
procedures required by the Protocol, or in poZzadovanych Protokolom alebo iného
case of another major Protocol violation, zavazného porusenia Protokolu,
the Institution shall not be paid for Zdravotnicke zariadenie  nedostane
participation of such patient. odmenu z&innog vo vzahu k takému

pacientovi.

6. The disbursement will be processed 6. Suma bude splatnad v lehote 60 dni od
within 60 days from the date of invoice datumu dorgenia faktary vystavenej
receipt issued by the Institution. Zdravotnickym zariadenim.

7. The payment shall be made by means of. Odmena bude uhradena vo forme

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

bezhotovostného bankového prevodu na
Ucet uvedeny vo faktare.

Creditor’s identification data: Identifika éné Udaje prijemcu platby:

Name: Fakultnd nemocnica Tién Nazov: Fakultnd nemocnica T«En

Address: Legionarska 28, 911 71 T¢iamn
Slovakia

Adresa: Legionarska 28, 911 71 Teén
Slovenska republika

VAT Number: SK2021254631 IC DPH: SK2021254631
Bank contact: Statna pokladnica Bankové spojenie: Statna pokladnica

Account number: 7000280438/8180 Cislo tu: 7000280438/8180

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016 2
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IBAN: SK23 8180 0000 0070 0028 0438

SWIFT: SPSRSKBAXXX

Email address for more information about the Emailovad adresa pre

paymentsviera.hofierkova@fntn.sk

THE REMUNERATION FOR THE
INVESTIGATOR

1. Total remuneration for the Investigator 1.

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 1575 EUR without VAT.

Remuneration for the Investigator (all

IBAN: SK23 8180 0000 0070 0028 0438

SWIFT: SPSRSKBAXXX

informacie o
uhradachviera.hofierkova@fntn.sk

ODMENA PRE SKUSAJUCEHO

Celkovd odmena pre SkaSajuceho, za
data jedného dok@eného subjektu (t. j.
subjektu zaradeného do Studie v sulade s
Protokolom, ktory doka¥i vSetky
navstevy pozadované Protokolom a ktory
absolvuje vSetky Studijné proceduary
poZzadované Protokolom a u ktorého bol
riadne vyplneny a Zadavdtevi
odovzdany Formular zaznamov o
subjekte hodnotenia — CRF) j&575
EUR bez DPH.

Odmena pre SkuSajuceho (vSetky sumy v

amounts in EUR without VAT):

EUR bez DPH):

VISIT LABEL Day Amount Nazov navstevy De Suma
V1 - Screening -14 - -1 210 Navs'Eeya 1- 14— -1 210
V2 - 0 210 skrining
Randomisation Navsteva 2 — 0 210
. randomizacia
Visit 17
sit 3 30 > Navsteva 3 30 175
Visit 4 60 140 Navsteva 4 60 140
Visit 5 90 175 Navsteva 5 90 175
Visit 6 120 140 Navsteva 6 120 140
Visit 7 150 140 Navsteva 7 150 140
Visit 8 180 210 Navsteva 8 180 210
Visit 9 270 175 Navsteva 9 270 175
TOTAL: 1575 | ['spoLu: 1575
2. Aforesaid  remuneration  shall  be Vysporiadanie uvedené vyssie

increased by VAT tax in the amount
compliant with the provisions of law. All
other taxes are to be paid by recipient.

predstavuje odmenu pred navySenim o
DPH, a to v sume zodpovedajlucej
prisluSnym daovym predpisom.
Akakolvek dalSia daova povinnos
prislicha prijemcovi.

Pharmnet s.r.o0./ Clinical Study Agreement Template SK/ V21INOV2016 3
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Payments will be made two times a ye8&:
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 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.

In case of premature withdrawal of théd.
Subject from the Study, gro-rata
payment will be made according to
Paragraph 1 of this Appendix 3
(Remuneration for the Investigator).

In the event the Study was not conductéd
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.

The disbursement will be processesl
within 60 days from the date of invoice
receipt issued by the Institution.

The payment shall be made by means af
a bank transfer to the account indicated
on the respective invoice/bill.

Platby sa uskutmia dvakrat réne na
podklade CRF schvalenych monitorom
Studie. Zaveréna platba (pozri tabiu v
odseku 1) bude u¥aena na konci Studie
neodkladne potonio sa objasnia vSetky
otazky a riadne vyplnia CRF, zdznamy o
spotrebe hodnotenych tie@ a posledné
formulare na upresnenie dat a Udajov.
Strany spolu vyhlasuju, Ze celkova
odmena uvedend v odseku 1 predstavuje
celkov sumu, ktoru je platca povinny
uhradi Skusajicemu v suvislosti s
vykonanim Studie.

V pripade prethsného vyradenia
subjektu zo Studie bude uhradena
pomerna ¢a’ odmeny v sulade s
odsekom 1 tejto Prilohy. 3 (ag”
Odmena pre Skusajuceho).

V pripade, Zze Stadia nebola vykonana v
sulade s povinngami SkuSajuceho,
uvedenymi v Zmluve, predovSetkym v
pripade vynechania procedur
pozadovanych Protokolom alebo iného
zavazného porusenia Protokolu,
SkusSajuci, nedostane odmenu canos’

vo vzrahu k takému pacientovi.

Suma bude splatna v lehote 60 dni od
dorwenia faktury vystavenej Skolitem.

Odmena bude uhradend vo forme
bezhotovostného bankového prevodu na
Gcet uvedeny vo fakture.



