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ZMLUVA O VYKONANi POST-MARKET
KLINICKEHO SLEDOVANIA ZDRAVOTNICKEI!
POMOCKY PO UVEDENI NA TRH
uzatvorena podfa ustanovenia § 269 zdkona &

513/1991 Zb. Obchodny
neskordich predisov (dalej
zdkonnik”) (dalej len ,Zmluva®)

zakonnik v zneni

len ,Obchodny

medzi:

Emmes Biopharma Slovakia s.r.o., spolotnost so
sidlom Pri nemocnici 3, 040 01 Kosice, Slovenska
Republika

ICO: 44174039,

i€ DPH: SK2022611217,

zastupend MUDr. Pavlem Markem, konatelom
spoloCnosti, vedena v Obchodnom registri pri
Okresnom siide v KoSiciach |, oddiel sro, vioika
21880/V (dalej len ,SpoloEnost”), konajlica na
zaklade riadne] plnej moci vystavene] diia
6.9.2021 za spoloénost Fidia farmaceutici 5.p.A.,
zalozen a prevadzkovani peodla talianskeho
prava, so sidlom v Via Ponte della Fabbrica 3/A -
35031 Abano {PD) — Taliansko,
registrovanu v obchodnom registri pri Obchodnej
komore v Padove, Taliansko, spis €. 00204260285,
VAT: IT00204260285, zastipenou Dr. Carlom
Pizzocarom, jej prezidentom,

(dalej len ,Zaddvatel”)

Terme

a

Fakultna nemocnica Trnava

so sidlom A. Zarnova 11, 917 02, Trnava,
Slovenska republika

I€0: 00610381

DIC: 2021191084

IC PDH: $K2021191084

Zriadend Zriadovacou listinou MZ SR &
1970/1991-A/IV-1 zo dia 14.6.1991, v zneni
neskorsich rozhodnuti,

CLINICAL INVESTIGATION OF POST-MARKET
CLINICAL FOLLOW-UP OF MEDICAL DEVICE
AGREEMENT

made and entered into pursuant to the provisions
of Section 269 of Act No. 513/1991 Coll. the
Commercial Code as amended (hereinafter
reffered to as the “Commercial Code”)
{hereinafter the ,,Agreement”)

by and between:

Emmes Biopharma Slovakia s.r.0., with its
registered office at Pri nemocnici 3, 040 01 Kosice,
Slovak republic,

identification Number: 44174039,

VAT Number: SK2022611217,

represented by MUDr. Pavel Marek, Managing
Director, registered in the Commercial Registry
kept by District Court in Kosice, part sro, file
21880/V (hereinafter ,Emmes”) on behalf of, by
means of a proper Letter of Authorization dated 6
Sep 2021, Fidia farmaceutici S.p.A., a company
organized and existing under the law of ltaly, with
its registered office at Via Ponte della Fabbrica
3/A - 35031 Abano Terme (PD} — Italy, registered
in the Commaercial Registry kept by the Chamber
of Commerce of Padua, Italy, under the file No.
00204260285, VAT: [T00204260285, represented
by Dr. Carlo Pizzocaro, its President,

(hereinafter only the “Sponsor”)

and

Fakultna nemocnica Trnava

with its registered office A. Zarnova 11, 917 02
Trnava, Slovak republic

ID No: 00610381

Tax number.: 2021191084

VAT No.: SK2021191084

Estahblished by the Establishment Charter of the
Ministry of Health of the Slovak Republic no.

1.01 Spons Institution_Principal Investigator agreement_SK-009 6 S
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konajtica: JUDr. Vladislav Srojta, riaditel

(dalej len ,Centrum”)

[[-}]

MUDr. Yan Mykyta
narodeny:
bytom

(dalej len ,,Hlavny skigajuci”)

(Centrum a Hlavny skuSajtici dalej spolu aj ako
#Zmluvni partneri“)

(Zadavatel' a Zmluvni partneri dalej spolu aj ako
»Zmluvné strany”)

Preambula

VZHLADOM K TOMU, ZE Zadavatel pofiadal
Zmluvnych partnerov,
skusanie so ski$anou zdravotnickou pomdckou
Hyalo4 Skin gél (dalej len "Skusana zdravotnicka
pomocka") s &islom AQG6.21.01 ({dalej
"Klinické skdsanie"}, ktord je bliz8ie popisana v
protokole & AQG6.21.01, ktory bude Zmluvnym
partnerom odovzdany Zadavatefom a ktory mbie

aby wvykonali klinické

len

byt Zadavatelom jednostranne doplfiovany (dalej
len "Protokol").

VZHLADOM K TOMU, ZE Zmluvni partneri
disponujil znalostami, skidsenostami a zdrojmi
potrebnymi na wykonanie Klinického skisania
podla ich najlepieho vedomia maji pristup k
poZadovanému potiu subjektov skdsania podla
kritérii pre zaradenie alebo vyradenie tak, ako su
vymedzené v Protokole, a si ochotni Klinické
skiifanie vykonat.

€l. 1 - Predmet Zmluvy

1970/1991-A/1IV-1 dated 14.6.1991, as amended,
represented by: JUDr. Viadislav Srojta, director

{hereinafter the "Center”)

and
MUDr. Yan Mykyta
born:
residence i . .

{hereinafter the ,Principal Investigator”}

{Center and the Principal Investigator
hereinafter the “Contractual partners”)

Sponsor and Contractual partners hereinafter
the ,Contracting parties”)

Preamble

WHEREAS, the Sponsor asked the Contracting
Partners to conduct a clinical trial involving the
medical device Hyaléil Skin gel (hereinafter called
the “Investigational medicinal device”) with the
number AQG6.21.01 (hereinafter referred to as
the “Clinical Trial”} as described in more detail in
protocol no. AQG6.21.01 which will be provided
to the Contracting Partners by the Sponsor and
which may be unilaterally updated by the Sponsor
{hereinafter referred to as the “Protocol”).

WHEREAS, the Contracting Partners possess
knowledge, experience and resources necessary
for conducting the Clinical Trial, have - to the best
of their knowledge - access to the required
number of trial subjects based on the inclusion or
exclusion criteria as laid down in the Protocol and
are willing to conduct the Clinical Trial.

Article 1 — Subject of the Agreement


petra.porubcan


petra.porubcan
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1.1 Predmetom tejto Zmluvy je vykonanie
Klinického skdsania v Centre a
povinnosti stvisiacich s Klinickym skd$anim medzi
Zadévatela a Zmluvnych partnerov. Predmetom
tejto Zmluvy sl zavazky Zmluvnych partnerov
tykajuce sa vykonania Klinického skisania za
podmienok dohodnutych v tejto Zmluve a zdvazok
Zadavatela spravne
vykonanie Akékolvek
odchylky od Protokolu a dodatky k Protokolu,
vratane aviak nielen akéhokolvek vyietrovania
alebo skusania
laboratérnych

rozdelenie

k dhrade odmeny za

Klinického skdsania.

doplfujicich  klinickych  é&i
parametrov, vyzaduju
predchddzajici pisomny sihlas Zadavatela.

1.2 Klinické skiSanie liekov sa vykonava podia §
29 ai 44 zékona ¢. 362/2011 Z.z. o liekoch a
zdravotnickych poméckach a o0 zmene a doplneni
niektorych zakonov v zneni neskorgich predpisov
{dalej len “zékon o liekoch”}.

€l. 2 - Povinnosti Zmluvnych partnerov

2.1 Zmluvni partneri sa zavdzujl vykenat a
zdokumentovat Klinické skusanie hospodéarne a s
nale¥itou odbornou starostlivestou v prisnom
sdlade s {a) Protokolom; a (b} podmienkami tejto
a (c) etickymi zasadami Helsinske]
deklaracie; a (d) Harmonizovanym trojstrannym
usmernenim ICH pre spravnu klinick(  prax

Zmluvy;

vratane jeho naslednych zmien a vieobecne
akceptovanymi normami spravnej klinickej praxe;
a (e) vietkymi prislusnymi pravnymi predpismi; a
(f) vietkymi prikazmi a smernicami prisiusnych
orgdnov verejne] moci a spravy, zdravotnych
poistovni a etickych komisii, ak také existuju; (g)
inStrukciou Zadavatela nazvanej ,Prirucka pre
skusajuceho” (investigator’s
obsahujiice] vietky v sidasnej dobe zname
informacie o produkte pouZitom v Klinickom
ski3ani a jeho vlastnostiach. Zadavatel podpisom
tejto Zmluvy potvrdzuje, Ze odovzdal prirucku

Brochure)

1.1 The subject of the Agreement is the
performance of the Clinical Trial at the Center and
the division of Clinical Trial-related obligations
among the Sponsor and the Contracting Partners.
The subject of the Agreement are covenants of
the Contracting Partners to conduct the Clinical
Trial under the terms and conditions agreed
herein and the covenant of the Sponsor to pay
remuneration for a duly conducted Clinical Trial.
Any deviations from the Protocol or amendments
of the Protocol, including without limitation, any
investigation or evaluation of additional clinical or
laboratory parameters, require the prior writien
approval of the Sponsor.

1.2 The Clinical Trial is performed pursuant to
Sections 29 to 44 of No. 362/2011 Coll., on
pharmaceuticals and medical devices and on
amendments to certain acts as amended
{hereinafier the "Pharmaceuticals Act”).

Artitle 2 ~ Obligations of the Contracting
Partners
2.1 The Contracting Partners shall conduct and
document the Clinical Trial in a diligent and
efficient manner in strict compliance with (a) the
Protocol; and {b) the terms and conditions of this
Agreement; and (c) the ethical principles of the
Declaration of Helsinki; and (d)} the ICH
Harmonised Tripartite Guideline for Good Clinical
Practice as amended from time to time as well as
generally accepted standards of Good Clinical
Practice; and (e) all applicable legal regulations;
and {f} all orders and directives of competent
public authorities, health
insurance companies and ethics committees, if
any; {g) an instruction issued by Sponsor entitled
“investigator’s Brochure”, which contains all
currently  known  information on  the
product/medication used in the Clinical Trial and
on its properties. By signing this Agreement, the
Sponsor confirms that he has provided the

administration
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Hlavnému skis$ajicemu a bude ju aktualizovat v
periodicite  vyZadujlcej Klinického
skasania alebo stanovej pravnymi predpismi.
Prirucka bude pripojend k dokumentécii
Klinického skidSania; (h) so wviecbecnymi
podmienkami Zadavatela (pokial ich Zadévatel
vydal a poskytol Centru) o vykonavani klinickych
sktani, s vynimkou tych podmienok, ktoré si
modifikované touto Zmluvou. Centrum sa
zavazuje poskytnit primerané zdroje a vybavenie
na vykondvanie Klinického skusania.

stavom

2.2 Klinické skuianie bude v Centre vykonavané
pod dohladom Hlavného skidsajiceho, ktory je
zodpovedny za  jeho priebeh.
Spoluskasajucou v Klinickom skisani bude MUDr.
Lenka Bohunickd, nar. 11.2.1989, bytom Hlavna,
Paderovce 24/35, 91930 laslovské Bohunice
(,,Spoluskidajuca”). Hlavny  skusajici  je
zodpovednym vedicim skupiny skiSajucich v
pripade, Ze Klinické skdsanie je v Centre
vykonavané viac ako jednym skasajicim (dalej len
"Skasajuci"). Hlavny skdsajaci je zodpovedny za
celkovi
ziéastAujucich sa Klinického skisania z hladiska
poskytovania  zdravotnickych  sluZieb  na
primeranej odbornej drovni.

riadny

pohodu subjektov skasania

2.3 Hlavny sku3ajici stGfasne mofe sluZit pre
Zadavatela ako kontaktna osoba v Centre vo
vztahu ku Klinickému skd3aniu, pokial nie je niiie
v tejto Zmluve stanovené inak. Hlavny skdsajuci
vykondva Klinické skdsanie v réamci svojho
pracovného pomeru k Centru.

2.4 Centrum sa zavdzuje umeinit a Hlavny
skigajoci  sa  zavédzuje  zabezpeéit, aby
Spoluskdsajuca, Skusajuci a ostatné osoby
zahrnuté do vykonavania Klinického skisania
{dalej len "Clenovia Studijného timu") konali v
stilade s podmienkami tejto Zmluvy. Zmluvni
partneri sa
skdsajliceho zavdzuju zabezpelit, ie pbvodni aj

prostrednictvom Hlavného

Principal Investigator with the Brochure and shall
periodically update the Brochure as required by
the status of the Clinical Trial or set out in the legal
regulations. The Brochure will be appended to the
Clinical Trial documents; (h) general terms and
conditions of Sponsor (provided that Sponsor has
issued them and submitted them to the Centre)
on the conduct of clinical studies, except for the
conditions modified by this Agreement. The
Center shall provide adequate resources and
facilities for the performance of the Clinical Trial.

2.2 The Clinical Trial at the Center shall be
conducted under the supervision of the Principal
Investigator who shall be responsible for due
course of the Clinical Trial. The Sub-Investigator in
the Clinical Trial will be MUDr. Lenka Bohunicka,
born 11.2.1989, residence at Hlavna, Paderovce
24/35, 91930 Jaslovské Bohunice. The Principal
Investigator is the responsible head of the group
of investigators in case the Clinical Trial is
conducted at the Center by several investigators
{hereinafter referred to as “Investigators”). The
Principal Investigator is responsible for the well-
being of the trial subjects participating in the
Clinical Trial in terms of professional medical
services provided.

2.3 The Principal Investigator may also serve as
the contact person for Sponsor with regard to the
Clinical Trial at the Center, unless this Agreement
specifies otherwise. The Principal Investigator
shall conduct the Clinical Trial as part of his or her
employment at the Center.

2.4 The Center shall allow and the Principal
shall that the Sub-
investigator, Investigators and other persons
involved with the Clinical Trial (hereinafter
referred to as “Clinical Trial Team Members”)
comply with the terms and conditions of this
Agreement. The Contractual Partners shall
ensure through the Principal Investigator that

Investigator ensure
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novi Clenovia Studijného timu s riadne
preikoleni, kvalifikovani a vzdelani, obzvlast, 7e sa
zaCastiujgd  vietkych stretnuti o
Klinickam skdani, vratane 3koleni na spravnu
klinickd prax vyiadovanych a zahezpefovanych
Zadavatefom (Clenovia Studijného timu viak
nemusia $kolenie na spravnu klinickl prax

absolvovat,

skoliacich

ak sa preukdiu certifikditom z
absolvovaného Skolenia spravnej klinickej praxe
nie stariim ako 3 roky odo diia zaéatia Klinického
skusania}. pravo odmietnut
konkrétnych Clenov $tudijného timu, ak sa
Zadavatel domnieva, Ze nie si prislusne vzdelani a
/ alebo kvalifikovani. Clenovia $tudijného timu su
zamestnanci Centra. Clenovia étudijného timu a
Hlavny skdsajici sa budid zdcastiiovat $koleni,
ktoré v suvislosti s Klinickym skdganim pre tieto

Zadavatel ma

osoby Zadavatel zorganizuje a Centrum je povinné
takito (Géast umoinit. Zaddvatel nahradi
primerané cestovné a ubytovacie ndklady
stivisiace so vzdelavanim podla tohto élanku, ak to
bude potrebné, ale za ¢ast na tomto vzdelavani
nendleZi Gcastnikom ani nikomu inému Ziadna
odmena.

2.5 Centrum sa zavdzuje umoznit Hlavnému
skasajicemu, Spoluskd3ajicej, Skudajicim a
Clenom 3tudijného timu, zidastiovat sa podla
potreby stretnutia skusajlcich a telekonferencii
uskutoéniovanych v priebehu Klinického skiZania
v rozsahu poZadovanom Zadavatefom.

2.6 Kaidé uzatvorenie subdodavatelskej zmluvy,
ktorej predmet pinenia tretej strany sa bude tykat
ktorejkofvek z povinnosti Centra na zéklade tejto
Zmluvy sivyZaduje predchadzajici pisomny sihlas
Zaddvatefa. Udeienie takéhoto suhlasu je na
vyluénom rozhodnuti Zadavatefa. V pripade
udelenia takéhoto sihlasu zo strany Zadévatela
Centrum:

original and new Clinical Trial Team Members are
appropriately trained, qualified and educated, in
particular that they participate in all training
sessions regarding the Clinical Trial, including any
good clinical practice training required and
organized by the Sponsor {Clinical Trial Team
Members, who have a good clinical practice
certificate that is not older than 3 years as of the
first day of the Clinical Trial, are not required to
participate in good clinical practice training}. The
Sponsor shall have the right to reject specific
Clinical Trial Team Members, if the Sponsor
deems them not appropriately educated and/or
qualified. Clinical Trial Team Members are
employees of the Center. Clinical Trial Team
Members and the Principal Investigator shall
attend trainings organized for them by the
Sponsor in connection with the Clinical Trial, and
the Center shall allow such persons to attend. The
Sponsor shall reimburse reasonable travel and
accommodation costs, if applicable related to the
trainings under this article, but no remuneration
shall be provided to participants or any other
persons for attending such trainings.

2.5 The Center shall make it possible for the
Principal
Investigators and Clinical Trial Team Members, as
required, to participate in Investigators’ meetings
and teleconferences held in the course of the
Clinical Trial to the extent requested by the
Sponsor.

Investigator, Sub-Investigator,

2.6 Any subcontracting of any of the Center's
obligaticns under this Agreement to a third party
requires the prior written consent of the Sponsor.
Granting of such consent shall be within the
Sponsor's sole discretion. In the case that such
Sponsor's consent is granted, the Center shall:
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2.6.1 je povinné zabezpeéit u subjektu, na ktorého
povinnost  prendda,  dodriiavanie
podmienck, (a) ktoré st vzhfadom k charakteru
pozadovane] sluiby relevantné a podobné
podmienkam tejto Zmluvy vrdtane, aviak nielen,
leh6t na plnenie povinnosti, (b) na zaklade ktorych
tretia strana postupi vietky prava k vysledkom
svojej ¢innosti / Klinického skisania na Centrum
alebo Zadavatela a (¢} podfa ktorych tretia strana
umozni

SVOju

strandm
Zmluvne opravnenym Zadavatelom a prisluinym
regulaénym dradom vykonanie auditov a inSpekcii

Zadavatefovi alebo tretim

u takejto tretej strany, ¢o shcasne neznamena
cbmedzenie povinnosti Centra vo vzfahu k
auditom a inépekcie; a

2.6.2 bude niest zodpovednost za riadne plnenie
vietkych povinnosti, ktoré budd predmetom
subdodévatelskych zmliv.

2.7 Zmluvni partneri sa zavazuji vynaloZit vietko
usilie na zaradenie subjektov skdsania do
Klinického skigania v sulade s poZiadavkami na
zaradovanie a lehotami
Protokole. Stiéasné

vykonavaniu Klinického skisania si nasledovné:

ustanovenymi v
lehoty vztahujice sa k

2.7.1 Predpokladany zatiatck naboru subjektov
skasania je April 2023 a predpokladané ukonfenie
Jil 2023. Nabor subjekiov ski3ania sa vidy riadi
aktualnymi podmienkami Protokolu.

2.7.2 Hlavny skasajuci a Centrum sdhlasia, 7e
Zadavatel moZe jednostranne kadykolvek zmenit
poéet subjektov
skugajuci do Stidie mobie zaradit a/alebo &asovy
harmonogram naboru, a to prostrednictvom
vydania prisiuiného pokynu ku Klinickému
skuganiu. Takyto pokyn sa nebude vztahovat na uz
zaradenych subjektov skisania.

skasania, ktorych Hlavny

2.6.1 make sure that such subcontractors cbserve
the terms and conditions {a} that are relevant to
the nature of requested services and similar to the
terms and conditions of this Agreement, including
— without limitation - the timelines for fulfilling
obligations, {b) based on which the third party
shall assign ali rights with regard to the results of
its performance/the Clinical Trial to the Center or
the Sponsor and {c) based on which the third party
shall allow the Sponsor or third parties contracted
by the Sponsor and competent regulatory
authorities to perform audits and inspections at
such a third party’ site, whereas this shall not limit
the Center’s obligations with respect to audits and
inspections; and

2.6.2 be responsible for due performance of all
subcontracted duties.

2.7 The Contracting Partners agree to make
maximum efforts to enroll trial subjects in the
Clinical Trial in accordance with the inciusion
requirements and timelines set forth in the
Protocol. The current timelines for conducting the
Clinical Trial are as follows:

2.7.1 Recruitment of trial subjects is expected 1o
begin on April 2023 and to be completed by luly
2023. Recruitment of trial subjects is always
governed by current terms and conditions of the
Protacol.

2.7.2 The Principal Investigator and Center agree
that the Sponsor may unilaterally change the
number of trial subjects that the Principal
investigator shall include in the Clinicat Trial
and/or the recruitment timeframe by issuing a
relevant instruction for the Clinical Trial. Such an
instruction shall not concern the already included
trial subjects.
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2.8 Hlaviny skd3ajici sa zavézuje do Klinického
skisania zaradif iba riadne spdsobilé subjekty
skifania v sudlade s Protokolom a oznamit
subjektu do Klinického
skosania s uvedenim cisla rozhodnutia o Klinickom
skasani a datumu zaradenia subjektu skisania do
Klinického  skisania  zdravotnej
vykonavajlicej verejné zdravoiné poistenie
subjektu skGSania bezodkladne po zaradeni
subjektu ski$ania do Klinického ski3ania v silade
s ustanovenim § 44 pism. o} zdkona o liekoch.

zaradenie skusania

poistovni

2.9 Zmluvni partneri sa zavazujd zabezpecit, Ze
Klinické skusanie bude vykonavané v silade s
povolenim alebo suhlasom k ohlaseniu vydanym
Statnym ustavom pre kontrolu lieciv (dalej len
»SUKL”} a sthlasmi prisludnych etickych komisii.
Zmluvni parineri sa zavdzuju  poskytnif
Zadavatelovi sifinnost pri priprave dokumentov
tykajicich sa Klinického skigsania a odovzdat
tretej urcenej
Zaddvatefom bezodkladne vietky wyhldsenia
potrebné na povolenie Klinického skisania
regulaénymi organmi a /[ alebo etickymi
komisiami, vratane aviak nielen (i} Vyhlasenie o
finan¢nych zaujmoch, (i) CV a (iii} potvrdenie o
zodpovedajicom vybaveni miesta
Zmluvni partneri sa zavdzuju zabezpecif, Ze
poskytnuté dokumenty tykajlice sa Klinického
skifania si Uplné a spravne. Napriklad,
finantnych  zaujmoch musi
obsahovat vietky finan&né vztahy medzi Hlavnym
skiZajucim a ktorymkolvek Clenom Studijného
timu, a ich finanéné zaujmy, na jednej strane a
Zadavatelom alebo ktoroukolvek spoloénostou
prepojenou so Zadavatefom, na strane druhej,
vratane - aviak nielen - odmeny alebo iného
finanéného prospechu prijatého kazdym z nich od
Zadévatela alebo ktorejkolvek zo spoloénosti
prepojenych so Zadévatefom za konzultadné
cinnosti iné sluzby nepokryté touto
Zmluvou, Potvrdenia o finanénych zaujmoch by

Zadavatelovi alebo strane

skdsania.

Vyhldsenie o

alebo

2.8 The Principal Investigator agrees to include in
the Clinical Trial only such trial subjects that are
duly suitable for the Clinical Trial in compliance
with the Protocol and announce the inclusion of
the trial subject to the Clinical Trial specifying the
decision number of the Clinical Trial and the date
of inclusion of the trial subject in the Clinical Trial
to the health insurance company conducting the
Public Health trial
immediately after inclusion of the trial subject to

Insurance of subject
Clinical Trial in accordance with the provisions of
Section 44 letter o} of the Pharmaceuticals Act.

2.9 The Contracting Partners agree to ensure that
the Clinical Trial shall be conducted in compliance
with the approval or consent with notification
issued by the State Institute for Drug Control
#RA") approvals of the
competent ethics committees. The Contracting
Partners agree to cooperate with the Sponsor in
preparing documents concerning the Clinical Trial
and to immediately provide the Sponsor or a third
party specified by the Sponsor with all
declarations necessary for the approval of the
Clinical Trial by regulatory authorities and/for
ethics committees, including without limitation, if
applicable, (i} Financial Interest Declarations, (ii)
CVs and {iii) confirmation of adequate trial site
facilities. The Contracting Partners shall ensure
that the provided Clinical Trial documents are

{hereinafter and

complete and correct. For example, the Financial
Interest Declarations shall contain all financial
relations between, and financial interests of, the
Principal Investigator and any Clinical Trial Team
Member, on one hand, and the Sponsor or any of
the Sponsor's affiliates, on the other hand,
including - but not limited to - remuneration or
other financial benefits received by each of them
from the Sponsor or any of the Sponsor’s affiliates
for consultations or other services not covered in
this Agreement. The
Declarations should be submitted in the course of
the Clinical Trial, upon a change in the Clinical Trial

Financial Interest
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mali byt predloiené v priebehu Klinického
skusania, pri jeho zmene a jeden rok po skonéeni
Klinického skaiania. "Pridruienou spolotnostou"
je akakolvek pravnickd osoba alebo spoloénost,
ktord (a) je oviddanou osobou v zmysle § 66a ods.
1 Obchodného zakonnika, (b} je ovladajicou
osobou v zmysle § 66a ods. 2 Obchodného
zakonnika, (¢} je osobou ovladanou tou istou
oviadajucou osobou, (d} je ¢&lenom te] istej
skupiny, alebo (e) ktord priamo alebo nepriamo,
jedného alebo  viacerych
sprostredkovatefov, vykondva kontrolu, je
kentrolovana alebo je pod spoloénou kontrolou so
Zmluvnou stranou.

prostrednictvom

2.10 Hlavny skdsajuci sa zavazuje vietky subjekty
skiZania zodpovedajlicim spdsobom informovat o
ciefoch, metédach, predpokladanych prinosoch a
potencidlnych rizikdch Klinického skisania a o
okolnostiach, za ktorych by ich osobné Udaje
mohli byt spristupnené Zadavatelfovi, jeho
Pridruzenym prislu§nym
organom, tretim stranam, ktoré poskytuju sluzby
Zaddvatelovi a / alebo etickym komisiam. Hlavny

spoloénostiam,

skudajici sa zavdzuje zabezpeéit, ie subjekty
skusania sa zucastnia Klinického skusania ai
potom, o podpisu informovany sihlas subjektu
skisania poskytnuty Zadavatelom. Hlavny
skdsajici uchovd origindl takéhe sihlasu v
zdravotnickej dokumentdcii subjektu skdsania. Ak
subjekt skdgania svoj sthlas v priebehu Klinického
skdsania odvold, Zmluvni partneri nesmu vo
vztahu k tomuto subjektu vykonat Ziadne dalsie
postupy v ramci Klinického skasania okrem
pripadnych opatreni tykajicich sa dalSieho
sledovania predpisanych Protokolom, s ktorymi
subjekt skasania
subjektu, ktord nesuvisi s Klinickym skisanim, je
vyhradnou lekarsku zodpovednostou a pravnou
zodpovednostou Zmluvnych partnerov.

suhlasil. Nasledna liecba

2.11 Zmluvni partneri sa zavdzuju zabezpedit, Ze
subjektom skasania zaradenym do Klinického

Principal Investigator

and one year after completion of the Clinical Trial.
“Affiliate” shall mean any legal entity or company,
which (a) is a controlled person pursuant to
Section 66a para. 1 of Commercial Code, (b) is a
controlling person pursuant to Section 66a, para.
2 of Commercial Code, (c} is a person controlled
by the same controlling person, (d) is a member of
the same group, or (e} which directly or indirectly,
through one or more intermediaries, controls, is
controlled by or is under joint control with a
Contracting Party.

2.10 The Principal Investigator agrees to
appropriately inform all trial subjects of the aims,
methods, expected benefits and potential risks of
the Clinical Trial and the circumstances under
which their personal data might be disclosed to
the Sponsor, its Affiliates, competent authorities,
third parties providing services for the Sponsor
and/or ethics committees. The Principal
Investigator agrees tc ensure that the trial
subjects shall not participate in the Clinical Trial
until after they sign their informed consent
provided by the The Principal
Investigator shall keep the original of such
consent in the trial subjects” medical records. If
such consent is revoked in the course of the
Clinical Trial, no further Clinical Trial-related
procedures may be performed by the Contracting
Partners with regard to the respective trial
subject, except for any Clinical Trial-related
follow-up monitoring laid down in the Protocol
and consented to by the trial subject. Subsequent
treatment of the trial subject, which is not related
to the Clinical Trial, lies in the sole medical
responsibility and legal liability of the Contracting
Partners.

Sponsor.

2.11 The Contracting Partners shall ensure that
the trial subjects included in the Clinical Trial do
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skusania sa v Centre nebudl podavat iné
neregistrované lieky podla § 46 zédkona o liekoch
a v zmyste Vyhlasky Ministerstva zdravotnictva SR
€. 507/2005 Z.z., ktorou sa upravujd podrobnosti
o povolovani terapeutického poufitia hromadne
vyrébanych liekov, ktoré nepodliehaju registracii,
a podrobnosti o ich dhrade na zdklade verejného
zdravotného poistenia, ani sa nebudu zicastiiovat
iného klinického skasania, pri kterom by subjekty
skigania Slovenskej republike
neregistrovany liek v priebehu Klinického ski3ania
bez predchadzajiiceho pisomného sdhlasu
Zadavatela,

dostdvali v

2.12 Ak potas Klinického ski3ania v Centre dojde
k po$kodeniu zdravia subjektu skuzania, Zmluvni
partneri sa zavdzuju informovat o kaidej takejto
udalosti Zadavatefa (i) v pripade zavainého
neziaduceho ulinku afalebo zavainej neZiaducej
udalosti a/alebo v pripadoch tehotenstva, ak také
existujii, najneskér do 24 hodin a (ii} v pripade
neZiaduceho G&inku a/alebo neZiaducej prihody
bezodkladne v ramci lehét stanovenych v
Protokole a inych pokynoch danych Zadavatelom
o hlaseni Jddajov tykajicich sa bezpeénosti.
Sucastou takého hlasenia musi byt tieZ posidenie
prifinnej sdvislosti. O akomkolvek inom
poSkodeni zdravia subjektu skdsania alebo
akomkolvek zavaznom poruseni Protokolu alebo
pokynov spravnej klinickej praxe, musia Zmluvni
partneri informovat Zaddvatefa bez zbytoéného
odkladu. partneri  budd  vidy
spolupracovat so Zadavatelom pri jeho hlaseniach
vietkych zavainych neZiaducich
podozreni na neZiaduce ucginky produktov alebo
liekov SUKL, Etickej komisii, prisluinej zdravotnej
poistovni  vykondvajicu  verejné
poistenie subjektu skisania, pripadne prislu§nym

Zmluvni

udalosti a

zdravotné

organom ¢lenskych Statov, na ktorych Uzemi sa
vykonava multicentrické klinické skusanie, a v
pripade ak to stanovuju pravne predpisy alebo o
to pofiada Zadavatel, poskytnui prislusnym
organom aj poZadované informacie. Zmluvni

titutio :-:-‘r)a:\,..‘l:‘- tc

not receive other unregistered medicinal
products 46 of
Pharmaceuticals Act and within the meaning of
Decree of Ministry of Health of the SR no.
507/2005 Coll., regulating details on authorization
of the therapeutic use of mass-produced

medicines which are not subject to registration

according to  Section

and details of their payment on the basis of public
health insurance, nor shall they participate in any
other clinical trial in which the trial subjects would
use medicinal products not registered in the
Slovak Republic in the course of the Clinical Trial
without the prior written consent of the Sponsor.

2.12 If in the course of the Clinical Trial at the
Center trial subjects' health is harmed, the
Contracting Partners shall inform the Sponsor of
any such event (i} in case of any serious adverse
effect and/or serious adverse events and/or, if
applicable, in case of pregnancy, within 24 hours
at the latest and (ii} in case of any adverse effect
andfor adverse event immediately within the
timelines specified in the Protocol and other
instructions on safety-related data reporting
provided by the Sponsor. Such reporting must
also include an assessment of causality. Any other
harm to health of trial subjects or any serious
breach of the Protocol or good clinical practice
guidelines must be reported to the Sponsor
without undue delay. The Contracting Partners
will always cooperate with Sponsor in his reports
of all serious adverse events and adverse effect
suspected of products or medicines to SUKL, the
Ethics Committee, the relevant health insurance
company performing public health insurance of
Study Subjects, or the competent authorities of
the Member States in whose territory is
performed the multicentre clinical trial, and in
case it is stipulated by the legislation or required
by Sponsor, will provide to the
authorities also requested

relevant
The
Contracting Partners are obliged to cooperate

infarmation.
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partneri sl povinni poskytovat Zadavatelovi
sudinnost s plnenim povinnosti tykajdcich sa
hlaseni neziaducich uéinkov.

2.13 Zmluvni partneri sa zavazujl bez zbytoéného
odkladu zodpovedat vietky otdzky Zadavatela
alebo osdb poverenych Zadavatelom tykajlce sa
dokumentdcie neZiaducej udalosti. Toto zahfha
najmé aktivne néasledné sledovanie a objasnenie
prisluinych hldseniach
neziaducich udalosti & udalosti tehotenstva. Na
ucel hlasenia nefiaducich udaiosti a udalosti
tehotenstva sit Zmluvni partneri povinni pouZivat
formuldre poskytnuté Zadavatefom, ak také
existuju.

nezrovnalosti v

2.14 Pocas a po skonéeni Klinického skiZania sa
zavdzuji Zmluvni partneri predlofit Zadavatelovi
vietky dokumenty prijaté od statnych orgédnov,
etickych komisii a/alebo prislusnych regulacnych
organov tykajlce sa akychkolvek sithlasov alebo
povoleni alebo prisluinej komunikacie o
bezpeénosti vo vztahu ku Klinickému skasaniu do
24 hodin od ich obdrZania.

2.15 Zmluvni partneri sa zavézuju pouiivat
Skasanu zdravotnicku poméacku vyluéne na Géely
vykonavania Klinického skd$ania a iba spdsobom
$pecifikovanym v Protokole. Zmluvni partneri su
zodpovedni za riadne prijimanie, pouZivanie,
nakladanie, skladovanie a vedenie ddkladnej a
presnej evidencie zaobchddzania so Skusanou
zdravotnickou pomdckou v priebehu Klinického
skagania v sidlade s poziadavkami spravnej
klinickej praxe, spravnej lekarenskej praxe a
Protokolom. Naviac sa Zmluvni parineri zavazuju
vratit alebo zabezpeéit
nepouzitej Skiisanej zdravoinickej pombcky, ak si
Zadavatefl (na naklady
Zadavatefa), a likvidaciu  riadne
zdokumentovat.

riadnu  likvidaciu

likvidaciu vyZiadal

tuto

with Sponsor with the reporting of adverse
effects.

2.13 The Contracting Partners agree to
immediately answer any guestions of the Sponsor
or persons authorized by the Sponsor regarding
adverse event documentation. This includes - but
is not limited to - active follow-up monitering and
clarification of relevant inconsistencies in adverse
event and pregnancy reports. For the purposes of
adverse event and pregnancy reporting, the
Contracting Partners must use the forms provided
by the Sponsor, if applicable.

2.14 During and after completion of the Clinical
Trial, the Contracting Partners shall submit to the
Sponsor all documents received from authorities,
ethics committee/s, and/or competent regulatory
authorities  regarding any consent or
authorization or safety- related communication
with respect to the Clinical Trial within 24 hours
following their receipt.

2.15 The Contracting Partners agree 1o use the
Investigational medicinal device exclusively for
the purposes of conducting the Clinical Trial and
only as specified in the Protocol. The Contracting
Partners are responsible for the proper receipt,
use, handling, storage and keeping detailed and
accurate records of handling of the Investigational
medicinal device in the course of the Clinical Trial
pursuant to the requirements of good clinical
practice, good pharmacy practice and Protocol.
The Contracting Partners agree to return any
unused Investigational medicinal productor
properly liquidate any unused Investigational
medicinal device, provided that the Sponsor
requested such liquidation (at the expense of the
Sponsor), and properly such

liquidation.

document
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2.16 Centrum sa tymto zavdzuje zabezpetit
uskladnenie, pripravu, kontrolu a distriblciu
Skasanej zdravotnicke] pomédcky v silade s
ustanovenim Protokolu, ako aj v sulade so
vieobecne zavdznymi pravnymi predpismi a v
stlade so vietkymi ustanoveniami pokynov pre
klinické skisanie liekov SUKL. Zmluvni partneri
nebudi zaplatenie
zdravotnickej pomécky alebo akejkolvek sluiby
hradenej Zadavatelom podfa tejto Zmluvy od
subjektu skdsania alebo od tretej strany, ako je
napriklad zdravotna paistoviia.

vyZadovat Skusanej

2.17 Zadavatel zaistuje, Ze Zdravotnicka pomobcka
je riadne halend, distribuovana a uchovavana tak,
aby bola preukdzatefne chranend pred
kontamindaciou a znehodnotenim poéas dopravy.
Odovzdanim Zdravotnickej pomdcky nedochadza
k prevodu vlastnickeho prava na Hlavného
Zadavatef prostrednictvom
Neox zaistuje pripadni ndpravu
nedostatkov. strany
a prevzatie  SkiSanej

skiiZajuceho.
Spoloénosti
vzniknutych
potvrdia

zdravotnickej pomdcky.

Zmluvné
odovzdanie

2.18 Hlavny skisajuci sa zavdzuje odoberat
Skdsand  zdravotnicku pomécku v sdlade s
Protokolom, a to v davkovani potrebnom pre
kaZdi jednotlivii ndvitevu subjektu skddania.

2.19 Kedykolvek o to Zadavatel poZiada, zavazuju
sa Zmluvni partneri podat hldsenie o postupe v
Klinickom skuSani v Centre vratane udajov o
zarad'ovani subjektov skasania.

2.20 Hlavny skosajuci je povinny zhromazdovat
udaje a vkladat ich do 5 pracovnych dni od ich
vytvorenia do elektronickych zaznamowych listov
(dalej len
stanovenymi v Protokole. Hlavny skifajici sa

“CRF”) v sulade s ndaleZitostami

zavazuje pravidelne odovzdavat Zadavatelovi CRF
a vietku dokumentaciu vyiadovanut Protokolom,

or_Institution_ Prit

ipal Investigator agre

2.16 The Center hereby agrees to ensure that the
Investigational medicinal stored,
prepared, inspected distributed in
compliance with the Protocol, the applicable law
and all provisions of the instructions for the
clinical trials of drugs issued by the RA. The
Contracting Partners shall not charge any trial
subject or third party, such as a health insurance
company, for the Investigational medicinal device
or far any services paid for by the Sponsor under
this Agreement.

device is
and

2.17 The Sponsor shall ensure that the
medical device be packaged,
distributed and stored in compliance with good
distribution practice so as to be demonstrably
protected against contamination and adulteration
during transport. Upon delivery of the
Investigational medical device, the ownership
title shall not pass to the Investigator. The
Sponsor shall arrange, through Neox, for the
remedy of any occurring defects. The contracting
parties shall confirm the delivery and receipt of

the investigational medicai device.

Investigational

2.18 The Principal Investigator agrees to draw the
Investigational medicinal device in compliance
with the Protocol and in doses required for every
visit of the trial subject.

2.19 The Contracting Partners agree to report on
the progress of the Clinical Trial at the Center,
including information about the enrolment of trial
subjects, upon the Sponsor’s reguest,

2.20 The Principal Investigator must collect data
and enter them within 5 working days of their
generation in the electronic case report forms
{hereinafter referred to as “CRFs”} in accordance
with the requirements set forth in the Protocol.
The Principal Investigator agrees to regularly
forward CRFs and any documentation required in
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aby ich Zaddvatel mohol alebo

prostrednictvom

priamo
subjektu priebeine
spracovavat. V pripade omeskania dlhiom ako 10
pracovnych dni s vkladanim adajov je Zadavatel
opravneny, na zaklade pisomného oznamenia
doru¢eného Hlavnému siiiajicemu,

iného

zastavit
zaradovanie  subjektov  skasania  Hlavnym
skasajicim aZ do doby, kedy bude vkladanie
udajov aktualizované. Pokial bude mat toto za
nasledok omeskanie v zaradovani subjektov
skisania, Zadavatelovi prindlezia prava stanovené
v &l. 12.4 tejto Zmluvy. V lehote 5 pracovnych dni
po ofetreni posledného zo subjektov skigania
musi byt vsetkych
zostavajucich CRF, suvisiacej dokumentacie a
takisto nepouzité CRF v listinnej podobe, ak také
existuju, musia byt odovzdané Zadavatelovi alebo

na poZiadanie Zadavatefa znifené.

dokonéené vloZenie

Zmluvni
partneri sa zavizujo poskytovat sdginnost pri
bezodkladnom objasfiovani akychkolvek otazok
tykajicich sa ddajov v CRF a venovat sa tymto
otdzkam a zodpovedat ich najneskér v lehote 5
{piatich) pracovnych dni.
poZadovat odpovede aj v kratSom casovom tiseku
s chiadom na kfifové &tadia Klinického skasania,
ako napr. ista databdza. Zmluvni partneri sa dalej
na Ziadost Zaddvatela zavazujii poskytovatl
primerani sifinnost pri priprave celkovej spravy

Zadavatel mobie

o Klinickom skasani. Zmluvni partneri zabezpedia,
Ze CRF nebudd pristupné nikomu inému ako
Clenom $tudijného timu a Hlavnému skii3ajuicemu
a pristup k nim, ak budu v elektronickej podobe,
bude chraneny pristupovym menom a heslom.

2.21 Hlavny ska3ajici je povinny zabezpefit, Ze
vietky CRF poskytnuté Zadavatelovi si pravdivo,
presne a riadne vyplnené a Ze si vernym odrazom
skuto€nych vysledkov Kiinického skdsania. Hlavny
ski3ajlci sa tieZ zavazuje odovzdat Zaddvatelovi
képie vietkych sprév,
aktualizicii a zmien, ktoré si vyfiadala eticka
komisia.

vratane  vietkych

the Protocol to the Sponsor so that the Sponsor
could process them directly or through another
entity on a continuous basis. In case of a delay
with data entering for more than 10 working days,
the Sponsor shall have the right by giving written
notice to the Principal Investigator to stop the
recruitment of trial subjects by the Principal
Investigator until data entering is up to date. If this
results in a delay with recruiting trial subjects, the
Sponsor shall have the rights set forth in Article
12.4 of this Agreement. Within five working days
of the last trial treatment, all
outstanding CRFs must be entered and related
documentation as well as unused paper CRFs, if
applicable, must be forwarded to the Sponsor or
destroyed upon the Sponsor's request. The
Contracting Partners agree to assist in promptly
clarifying any questions concerning CRF data and
to address and answer such guestions within five
(5) working days. The Sponsor may request
answers sooner than that due to key Clinical Trial
milestones, such as a database.
Furthermore, the Contracting Partners agree to
reasonably assist in preparing the overall Clinical
Trial report upon the Sponsor's request. The
Contracting Partners shall ensure that CRFs shall
not be available to any persons other than Clinical
Trial Team Members and the Principal
Investigator and that access to CRFs, if they are in
electronic form, shall be protected by user name
and password.

subject’s

clean

2.21 The Principal Investigator shall ensure that all
CRFs submitted to the Sponsor are ftrue,
complete, correct and accurate and reflect the
actual results of the Clinical Trial. The Principal
Investigator also agrees to provide the Sponsor
with copies of all reports, including all updates
and changes, that were requested by the ethics
committee.
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2.22 Centrum sa zavdzuje uchovdvat wvsetku
elektronickd aj ind dokumentaciu,
zdrojovej dokumentdcie a zloiky Hlavného
skasajuceho, identifikaénych kodov
subjektov skidania a zdravotnej dokumentdcie
subjektov ski3ania vztahujucej sa ku Klinickému
skosaniu, ktoré sO vyiadované na zaklade ICH
predpisov a ostatnych prisluinych pravnych

vratane

Zoznamu

predpisov upravujucich vykonavanie Klinického
skiania, po dlhiej z nasledujucich dvoch déb: 1)
dvadsatpit (25)
prerudeni Klinického skit3ania alebo 2) akikolvek
dihdiu  dobu archivaciu dokumentécie
stanovend prisluinymi  prdvnymi predpismi.
Dokumentacia o Klinickom skdsani musi byt

rokov po skonéeni alebo

pre

uchovédvanda na vhodnom mieste a vhodnym
spdsobom a Centrum je povinné viest zdznamy o
mieste, kde je dokumentacia o Klinickom skugani
uchovévana, aby tdto bola ckamiite k dispozicii na
poziadanie povereného zastupcu Zadivatela,
etickej komisie, auditora alebo prisluinych
§tatnych orgénov. Centrum je povinné Zadavatela
informovat v pripade, Ze planuje archivovat
dokumentaciu o Klinickom skiasani v inych
priestoroch ako su tie, ku ktorym ma Centrum
vlastnicke alebo iné uzivacie prévo.

2.23 Zmluvni partneri su si vedomi, e Zadavatel
alebo v jeho mene tretia strana dékladne
monitoruje vykondvanie Klinického skisania a
pravidelne navitevuje Centrum. Zmluvni partneri
podporovat
vratane ale

sa zavdzuju primerane tieto
aktivity, bez
obmedzenia, poskytnutim pristupu poverenému

zéstupcovi Zaddvatefa do priestorov a k ddajom

monitorovacie

podla potreby a dalej sa zavdzuju spolupracovat
so Zadavatefom alebo prisiuinou tretou stranou v
tomto ohlade. Na Ziadost Zadavatefa su Hlavny
skugajlici, Spoluskifajica a Clenovia $tudijného
timu povinni sa zti¢astnit osobnej diskusie.

2.22 The Center shall keep all electronic and other
documents, including without limitation, source
documents and the Investigator’s files, list of the
trial subjects identification numbers and trial
subjects health documentation related to the
Clinical Trial required by ICH guidelines and
applicable regulating Trial
performance for the longer of the two following
periods: 1) twenty-five {25) years after the end or
suspension of the Clinical Trial or 2} any longer
documentation archiving period laid down in
applicable legal regulations. Trial
documentation must be kept in a suitable location
and manner, and the Center must keep record of
the location where Clinical Trial documentation is
stored to ensure that it is readily available upon
the request appointed
representative, the ethics committee, an auditor
or competent authorities. The Center must notify
the Sponsor in the event that the Center plans to
archive Clinical Trial documentation outside of its
own premises to which the Center has proprietary
or other right of use.

laws Clinical

Clinical

of the Sponsor's

2.23 The Contracting Partners understand that
the Sponsor or a third party on behalf of the
Sponsor closely monitors the performance of the
Clinical Trial and regularly visits the Center. The
Contracting Partners agree to appropriately
support such monitoring activities, including
without limitation, by providing the Sponsor’s
appointed representative with access to the
facilities and data as necessary and further agree
to cooperate with the Sponsor or the relevant
third party in this regard. The Principal
Investigator, Sub-Investigator and Clinical Trial
Team Members must participate in personal
discussions upon the request of the Sponsor.
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2.24 Zadévatel a $tétne organy, ako je napr. Urad
Spojenych Statov americkych pre potraviny a lieky
(dalej len “FDA"} maju prévo vykonavat audit
alebo kontrolu zaznamov Zmluvnych partnerov,
ktorychkolvek inych dokumentécii a priestorov
savisiacich s vykonavanim Klinického skidSania, a
to kedykolvek v priebehu a / alebo po dobu 15
rokov po skonfeni Klinického skiZania a bez
akychkolvek narokov Zmluvnych partnerov na
zvladtne finantné plnenie. Takyto audit alebo
kontrolu je Zadavatel povinny primerane vopred
ohlasit v pripade, ie je vykonavany Zadavatefom.
Zmluvni  partneri s poskytovat
Zadavatelovi, nim poverenym zastupcom alebo
vietkym Statnym organom si&innost priplneniich
dich v silade s Protokolom a podniknat vietky
primerané kroky poZadované Zadéavatelom alebo

povinni

itatnymi organmi  na Ufely odstranenia
nedostatkov zistenych pofas auditu alebo
kontroly.

2.25 Zmluvni partneri sa zavazuju, Ze pocas a po
skonéeni Klinického skdsania umoinia a budu
podporovat zodpovednych
statnych organov bez akychkolvek narokov na
osobitnt odmenu éi nahradu. Zmiuvni partneri sut
povinni informovat Zadavatela o kaZdej takejto
kentrole & zédmere takito kontrolu vykenat ihned'

vsetky kontroly

potom, o sa o nich dozvedia. Zmluvni partneri sa
zavdzujo umoinit, aby Zadavatel mohol byt
pritomny kontrole vykonavanej
statnymi organmi alebo podobnymi institiciami.
Pred vyjadrenim sa k vysledkom takejto kontroly,
ak nejaké budd, st Zmluvni partneri povinni
adpoved’ prediskutovat  so
Zadavatefom. Zmluvni partneri bez zbyto€ného
odkladu poskytn(i Zadavatefovi képie akychkolvek
zisteni alebo kontrol zodpovednych dradov vo
vztahu ku Klinickému sku$aniu.

na kaZdej

posadift a

2.26 Zmiluvni partneri nesmi vedome vyuZivat
slufby, bez ohladu na ich rozsah, Ziadnej osoby,
ktorym bolo poskytovanie tychto sluZieb zakdzané

2.24 The Sponsor and government authorities,
such as for example the United States of America
Food and Drug Administration (the “FDA”) have
the right to audit or inspect the Contracting
Partners’ records, any and all other
documentation and the facility relating to the
Clinical Trial at any time during the Clinical Trial
and/or for another 15 years after completion of
the Clinical Tria! and without the Contracting
Partners’ right to special payment. The Sponsor
must announce such audit or inspection
sufficiently in advance, provided that it is carried
out by the Sponsor. The Contracting Partners
assist the Sponsor, its designated
representatives or all government authorities in
performing their tasks pursuant to the Protocol

and take any and all reasonable actions requested

must

by the Sponsor or government authorities to
remedy deficiencies noted during an audit or
inspection.

2.25 The Contracting Partners shall, during and
after the Clinical Trial, allow and support any
inspections of responsible authorities without any
right to special payment or reimbursement. The
Contracting Partners must inform the Sponsor
about any such inspection or the intent to conduct
such inspection as soon as the Sponsor learns
about it. The Contracting Partners shall allow the
Sponsor to be present at any inspection
conducted by authorities or similar institutions,
Prior to responding to the findings of any such
inspection, if any, the Contracting Partners must
review and discuss such response with the
Sponsor. The Contracting Partners shall promptly
provide the Sponsor with copies of any findings or
inspections of responsible authorities in relation
to the Clinical Trial.

2.26 The Contracting Partners may not knowingly
use the services, regardless of their volume, of any
person prohibited to provide such services by the

ONsof titution_ Principal Investigator agr
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FDA alebo kitorymkolvek inym prislusnym
organom v priebehu vykonavania Klinického
skdsania. Zmluvni  partneri  dalej zavidzne
vyhlasuju, Ze podla ich vedomosti ani im ani ich
splnomocnencom
zastupcom, ktori sa zafastfiuju  vykondvania
Klinického skusania, nebolo zakdzané vykonavat
tinnosti, ktoré sO vykondvané v ramci Klinického
skiiSania, zo strany FDA alebo iného orgdnu, ani
pedla ich najlepSieho vedomia v sd&asnosti
neprebieha Ziadne konanie tykajlce sa takéhoto
zdkazu vo vztahu k tymto osobam, najmi na
zaklade nasledujucich priavnych predpisov: (i)
United States 21 USC § 335a a/alebo (i) Hlavy 21
Code of Federal Regulation § 312.70. Zmluvni
partneri sa zavdzuju v priebehu Klinického
skisania a po dobu 3 rokov po jeho ukonéeni
ihned informovat Zadavatela, ak sa dozvedia, Ze

sa zatne takéto konanie vo vzfahu k Hlavnému

zamestnancom, alebo

sktifajucermnu, Centru ¢ jeho zamestnancovi.
Zmluvni partneri dalej zaru€uju a zavdzujd sa, Ze
podfa ich subjektom
predchadzajlcich ani prebiehajicich vyietrovani,
vyziev, upozorneni alebc nepodliehaju vykonu

vedomosti nie sd

rozhodnuti organaov $tdtnej spravy vztahujlcich sa
ku klinickym skGskam, kioré by neboli oznamené
Zaddvatelovi. V pripade, Ze nastane skutoénost
podfa predchadzajucej vety vo wvztahu ku
Klinickému skisaniu, Zmluvni partneri to bez
zbytocného odkladu oznamia Zadavatelovi.

2.27 V pripade, Ze Hlavny skdsajici v priebehu
Klinickéhao skadania ukonéi pracovnopravny vztah
s Centrom, Centrum je povinné o tejto skutodnosti
informovat Zadavatela bezodkladne potom, ako
sa 0 tom dozvie, a stfasne navrhnut riadne
kvalifikovand osobu ako nového hlavného
skusajliceho. Zadavatel ma pravo podaf namietku
voci novému Hlavnému skdsajlicemu. Centrum sa
zavdzuje s vynaloZenim maximalneho dsilia
poZadovat po novom hlavnom skdsajicom, aby sa
pisomne zaviazal k dodrZiavaniu podmienok

dohodnutych v tejto Zmluve, formou uzatvorenia

FDA or any other competent authority in the
course of the Clinical Trial. Furthermore, the
Contracting Partners represent and warrant that,
as far as they know, neither them nor their
employees, agents or representatives, who are
involved in the Clinical Trial, have been prohibited
by the FDA or any other competent authority to
perform the activities that are performed during
the Clinical Trial, nor that they are currently, to
the best of their knowledge, the subject of
proceedings concerning such prohibition by the
FDA or any other authority, in particular on the
basis of following legislative acts (i) United States
21 UL.5.C. Section 335a and {ii} Title 21 Code of
Federal Regulation, Section 312.70. During the
Clinical Trial and for a period of 3 years after its
completion, the Contracting Partners agree to
promptly notify the Sponsor about any such
proceedings initiated against the Principal
Investigator, the Center or its employees.
Furthermore, the Contracting Partners represent
and warrant that, as far as they know, they are not
the subject of any past or current investigations,
inquiries, warnings or enforced decisions of public
administration authorities that concern the
clinical trial and have not been disclosed to the
Sponsor. The Contracting Partners shall notify the
Sponsor about the fact described in the previous
sentence without undue delay.

2.27 In the event that the Principal Investigator
terminates his or her employment at the Center,
the Center shall inform the Sponsor as soon as it
learns about it and shall propose a duly qualified
person acting as a new principal investigator. The
Sponsor shall have the right to object to such
replacement. The Center shall make maximum
efforts to require the new principal investigator to
agree in writing to the terms and conditions
stipulated in this Agreement, by concluding an
addendum to this contract. If the Center and the
Sponsor are unable to agree on the new principal
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dodatku k tejto zmluve. Ak Centrum a Zadavatel
nie sG schopni dohodnif sa na osobe nového
hlavného skifajiceho alebo ak novy hlavny
skusajlci nie je ochotny zaviazat sa k podmienkam
stanovenym v tejto Zmluve, Zadavatel je
opravneny vypovedat tdto Zmluvu v stlade s €.
12.5 tejio Zmluvy. Centrum a Hlavny skd3ajuci su
povinni  bezodkladne
Zaddvatela o vietkych zmenach, ktoré maju vplyv
na dostupnost zdrojov a / alebo Clenov 3tudijného
timu vykenavajucich Klinické skusanie.

pisomne informovat

2.28 Zmluvni partneri sa zavdzujl priamo a
bezodkladne informovat povereného zastupcu
Zadavatefa na adrese Emmes Biopharma Slovakia
s.r.0., Pri nemocnici 3, 040 01 KoSice, e-mail:
info@emmes.com, tel. &.: +421 262 250 219 v
pripade, Ze subjekt skasania zicastiiujuci sa

Klinického skdsania oznami & vyjadri nazor, e
doslo k poskodeniu jeho zdravia v dosledku Gcasti
na Klinickom skusani, a Ze ma preto pravo na
finanéné odskodnenie.

2.29 Zmluvni partheri sa zavdzuji umoinit
vyskumnym organizacidm, ktoré maju uzatvorenu
zmluvu so Zadavatelom alebo ktorejkolvek 2
Prepojenych oséb,
vykonavali ktorékolvek z prav a povinnost

aby vmene Zadavatela

Zaddvatela na zdklade takejto Zmluvy, v pripade,
#e sa preukaiu poverenim &i plnomocenstvom, z
ktorého vyplyva ich opravnenie vykonavat prava a
povinnosti Zadavatefa.
zavidzuju spolupracovat s takymito vyskumnymi
organizaciami.

Zmluvni partneri sa

2.30 Zmluvni partheri sa zavdzuji poskytovat
zdravotné sluZby subjektom, ktorych udcast v na
Klinickom neskondila, v pripade
Ciastoéného uzatvorenia Klinického skusania, a

skasani

dalej tieZ subjektom zaradenym do nasledného
sledovania po skondeni Klinického skasania, v
stlade s etickymi pravidlami.

investigator or if the new principal investigator is
unwilling to agree to the terms and conditions
stipulated in this Agreement, the Sponsor shall
have the right to terminate this Agreement in
accordance with Article 12.5. The Center and the
Principal Investigator must immediately inform
the Sponsor in writing about any and all changes
having an impact on the availability of resources
and/or Clinical Trial Team Members conducting
the Clinical Trial.

2.28 The Contracting Partners agree to inform the
authorized representative of the Sponsor directly
at Emmes Biopharma Slovakia s.r.o., Pri nemocnici
3, 040 01 Kosice, e-mail: info@emmes.com,
phone No.: +421 262 250 219 and immediately in
the case that a trial subject participating in the
Clinical Trial announces or opines that his or her
health has been damaged due to his or her
participation in the Clinical Trial and that he/she is
therefore entitled to financial compensation.

2.29 The Contracting Partners agree io allow
research organizations contracted by the Sponsor
or any of its Affiliates to exercise any of the
Sponsor’s rights and to perform any of the
Sponsor’s obligations under this Agreement on
behalf of the Sponsor, provided that they have
authorization or a power of attorney to exercise
the Sponsor’s rights and to perform the Sponsor’s
obligations. The Contracting Partners agree to
cooperate with such research organizations.

2.30 The Contracting Partners undertake to
pravide medical services to trial subjects whose
participation in the Clinical Trial has not yet
ended, in the case of a partial closure of the
Clinical Trial, as well as to subjects included in the
post Clinical Trial follow-up in compliance with
ethics rules.
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2.31 V pripade, Ze pri Klinickom skusani pouZiva
Centrum, Hlavny skuiajuici, Spoluskasajica alebo
Clenovia 3tudijného timu pristrojové vybavenie,
ktoré vyZzaduje servis, kalibraciu alebo
osobitnd starostlivost, Centrum sa zavizuje
udriiavat také pristrojové vybavenie spdsobilé
riadnej prevadzky, o tom je povinné Zadévatelovi
na vyziadanie  poskytnit

int

zodpovedajucu
dokumentaciu.

€l. 3 - Povinnosti Zadavatela

3.1 Kontaktnymi osobami Zadavatela vo vztahu ku
Klinickému skusaniu sd:

PharmDr. Monika Slosaréikova/GCPM
Mgr. Veronika Radova/CRA

alebo ktorékolvek dalsie osoby oznamené
Hlavnému skdgajicemu.

3.2 Zadavatel sa zavdzuje Zmluvnym partnerom
poskytnatf bezplaine v mnoistve a Casovych
intervaloch na riadne vykonanie Klinického
skisania  SkuSani  zdravotnicku  pomécku,
nevyhnutné wvzory CRF a daldie informacie
vyZadované na vykondvanie Klinického skusania,
napr. Priru¢ka skusajuceho {posledna verzia 1.0/
29 Septembra 2021).

3.3 Skisana zdravotnicka pomocka {ako aj dalSie
lie¢ivo, placebo, ak je vyZadované Protokolom)
bude doddvané na nasledujicu adresu:

Fakultna nemocnica Trnava, Chirurgicka klinika,
A. Zarnova 11, 917 02 Trnava

3.4 Ska3and zdravotnicka pomdcka, nevyhnutné
vzory CRF, smartfén na zaznamenavanie fotiek
informécie

ran, tehotenské testy a dalsie

2.31 In the case that the Center, the Principal
investigator, Sub-Investigator or Clinical Trial
Team Members use in the course of the Clinical
Trial devices that require servicing, calibration or
any other special care, the Center agrees to
in due operational
condition and to provide relevant documentation
thereof to the Sponsor upon the request of the
Sponsor

maintain such devices

Article 3 — Ohligations of the Sponsor

3.1 The Sponsor’s contact persons regarding the
Clinical Trial are:

PharmDr. Monika Slosaréikova/GCPM
Mgr. Veronika Radova/CRA

or any other person announced to the Principal
Investigator.

3.2 The Sponsor agrees to provide the Contracting
Pariners with the Investigational
device, necessary CRF templates,
information required for the performance of the
Clinical Tria! free of charge and in the quantity and
frequency necessary for the proper performance
of the Clinical Trial, for example: the Investigator’s
Brochure (latest version 1.0/date 29 September
2021).

medicinal
other

3.3 The Investigational medicinal device {as well
as any other drugs, placebao, if required by the
Protocol) shall be delivered to the following
address:

Fakultnd nemocnica Trnava, Chirurgicka klinika,
A. 7arnova 11, 917 02 Trnava

3.4 The Investigational medicinal device,
necessary CRF templates, smartphone for wound
photo acquisition and other information required

SK-009 & September 2
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vyzadované na vykonavanie Klinického ski3ania
poskytnuté Centru si a zostavaju vlastnictvom
Zadavatela. Zaddvatel prehlasuje, Ze sd splnené
podmienky prisiudnymi
pravnymi predpismi na vyrobu (dovoz) doddvanej
Skasanej zdravotnickej pomécky a jej distribiciu
do Centra.

vietky stanovené

3.5 Zadavatel sa zavizuje poskytovat Hiavnému

skifajicemu prislusné nové informacie o
bezpetnosti tykajice sa Skudanej zdravotnickej

pombcky bez zbytoéného odkladu.

€l. 4 - Odmena

4.1 Zaddvatel sa zavdzuje uhradit Centru
prostrednictvom Spolo€nosti
pri zaradeni maximalneho moného poftu
Subjektov skifania {max. 40 subjektov skisania)
vo vyske 2,800 EUR (slovom: dvetisic osemsto
EUR), bez DPH, a to na zéklade odsdhlasenych
podkladov doru€enych Centru. Rozpis, v ktorom
s uvedené platby za jednotlivé ukony v ramci
Kiinického skisania, je uvedeny v prilohe &. 1 tejto
Zmluvy.

suhrnnd odmenu

4.2.  Akékolvek platby nad rdmec tejto Zmluvy
musia byt vopred pisomne schvélené
Zaddvatefom. Zadavatel nebude preplacat

naklady na vySetrenia, ktoré boli uhradené z inych
zdrojov a boli vykonané nezavisle na ucasti
subjektu skd3ania v Klinickom skdsani. Odmena
zahffia vSetky naklady Centra, vynaloiené v
savislosti s vywkonanim Klinického skd3ania.

4.3.a) Odmena Centru podfa odst. {1) tohoto
¢lanku bude vyfakturovana Centrom. Platba bude
vykonana na zaklade fakturacie Centrom podla
kalkuldcie uskuto€nenych navitev vytvorenej
Spoloénostou a
skdsajicim.  Splatnost

odstthlasenych
faktar

Hlavnym
vystavenych

for the performance of the Clinical Trial and
provided to the Center are and shall remain the
Sponsor’s property. The Sponsor declares that all
conditions stipulated in applicable laws regulating
of the provided
Investigational medicinal the
distribution of the Investigational medicinal
device to the Center have been met.

the production (import)

device and

3.5 The Sponsor agrees to provide the Principal
Investigator with new information regarding the
safety of the Investigational medicinal device
without undue delay.

Article 4 — Remuneration

4.1.  Sponsor undertakes to pay aggregate
remuneration to the Center through Emmes for
the maximum possible number of enrolled
subjects (max. 40 enrolled Subjects) in the
amount of EUR 2,800 EUR (in words: two
thousand eight hundred EUR) excl. VAT, on the
basis of agreed documents delivered to the
Center. The schedule specifying the payments for
individual activities within the framework of the
clinical investigation is attached hereto as Annex
No. 1.
4.2,

must be approved in writing in advance by

Any payments in excess of this Agreement

Sponsor. Sponsor shall not reimburse any costs of
examinations covered from other sources and
performed independently on the participation in
the clinical
includes all costs of the Center incurred in
with the

investigation. The remuneration

connection clinical investigation

performance.

4.3. a) The remuneration payable to the Center
pursuant to paragraph {1) above shall be invoiced
by the Center. The payment will be made on the
basis of the invoice of the Center according to the
calcuiation of the visits made by Emmes and
agreed upon by the Investigator. The invoices
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Centrom je stanovenda na 30 dni odo dna
dorufenia Spoloénosti. adresa
Spolocnosti: Emmes Biopharma Slovakia s.r.o., Pri
nemocnici 3, 040 01 Kogice, ICO: 44174039, IE
DPH: SK2022611217 kontaktna adresa: Emmes
Biopharma Slovakia s.r.o., PajStinska 1, 851 02
Bratislava. Podklady pre fakturaciu a vsetky
oznamenia Centra budu zaslané do 30 dni odo dfia

Fakturacna

zmonitorovania zaradenych subjektov skisania.

4.3. b) Odmena Hlavnému skidsajlicemu a
SpoluskuZajicej bude realizovana podla odst. (1)
tohto ¢lanku. Platba bude vykonand na zédklade
Zmluvy bez povinnosti vystavovat faktiru, a to v
ramci leht splatnosti faktor riadne vystavenych
Centrom. Odmena bude uhradend bezhotovostne
bankovym prevodom na niZiie uvedené bankové
uéty Hlavného skasajiceho a Spoluskaajice].

4.3. ¢) Spolotnost bude poskytovat zalohoveé
platby Hlavnému skdsajicemu v hotovosti vo
vySke 1400 EUR bez DPH po otvoreni centra a
nasledovné 3 zalohy vo vySke 1400 EUR bez DPH
po zaradeni kaZdych 10 subjektov. Tato zéloha je
uréend k dhrade pausdlnych cestovnych nahrad
subjektom skisania. Nahrady budd vyplacané v
hotovosti subjektom skuidania po absolvovani
kaZdej Studijnej navitevy vo vyske 20 EUR. Finalne
zuétovanie zdloh verzus skutoénych nakladov
bude uskutofnené na zdklade potvrdenia od
pacientov na Klinického  skidsania.
Potvrdenie od subjektov skuZania bude
podpisanie dokumentu o prevzati platby vo vyske
20 EUR za navitevu.

konci

4.4.
za subjekt skusania, kiory:

Spolodnost nie je povinna platit odmenu

issued by the Center shall be payable within thirty
{(30) days after their delivery to Emmes. Emmes
billing address: Emmes Biopharma Slovakia s.r.0.,
Pri nemocnici 3, 040 01 Kosice, identification
Number: 44174039, VAT
SK2022611217,

correspondence address: Emmes Biopharma
Slovakia s.r.o., Pajitunska 1, 851 02 Bratislava. The
documents for invoicing and all notifications to
the Center will be sent to within 30 days from the

Number:

day, which enrolled Subjects have been
monitored.
4.3, b) The remuneration payable for the

Principal Investigator and Sub-Investigator will be
realized according to paragraph (1} above. The
payment will be made on the basis of the
agreement without the obligation to issue an
invoice, within the due dates of invoices duly
issued by the Medical Facility. The remuneration
will be paid non-cash by bank transfer to the
below mentioned bank accounts of the Principal
Investigator and Sub-Investigator.

4.3. c) Emmes shall pay an advance payment in
cash to Principal investigator in amount of EUR
1400 without VAT, after initiation of the site and
the following 3 advance payments of EUR 1400
without VAT, after the enrolment of every 10th
subjects. This advance payment is intended for
the payment of fiat-rate travel allowances 10 the
investigation subjects. Travel allowances will be
paid in cash to investigation subjects after each
study visit in amount of € 20. The final settlement
of advances versus actual costs shall be made
based on confirmation from subjects at the end of
the study. Confirmation from the subject will
signing the a receipt of payment of 20 EUR per
visit.

4.4,
remuneration for an investigation subject who:

Emmes shall not be obliged to pay
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a} nie je kvalifikovany pre Gcast v Klinickom
skusani na zéklade kritérii pre zaradenie subjektu
skii3ania podfa Planu klinického skiania;

b} podpisal informovany sihlas, ale necbdrial
skasand Skusant zdravotnicku pomécku; alebo

¢} ho nie je moiné hodnotit z dévodov
nedodriania Planu klinického skdania alebo
iného porudenia povinnosti zo strany Centra alebo
Hlavného skigajiceho.

4.5, Otazky tykajice sa vhodnosti subjektu
sku3ania pre zaradenie do Klinického skusania
musia byt adresované Spoloénosti, a to pred
subjektu do Klinického
skisania. Spolotnost je povinna tieto otazky bez
zbytoéného odkladu zodpovedat.

zaradenim daného

4.6.  Odmena za subjekty skdiania, ktoré boli z
Klinického ski$ania vyradené, sa vypolita dmerne
k po&tu skutodne vykonanych navitev.

4.7. Prijmecovia platby {Centrum, Hlavny
skuasajlici, Spoluskisajica), ktorym je uhradzana
odmena nest zodpovednost za uhradenie
vietkych dani, ¢i dalsich plneni vodi Statnym
uradom, zdravotnej poistovni v stivislosti s
platbami na zdklade tejto Zmluvy.

Zmluvné strany konstatuju, Ze plnenie
poskytnuté podla tejto Zmluvy Centru, Hlavnému
skigajicemu a Spoluskidajicej predstavuju
prijem z vykondvania klinického skd3ania, ktory
nie je predmetom dane z prijmu vyberanej
zraZkou, ale je zdanovany samotnym Centrom,
resp. inym prijemcom plathy.

€l. 5 - Prava k vysledkom

a} is not qualified for participation in the clinical
investigation based on the criteria of the
investigation subject enrolment according to the
Clinical investigation Plan;

b) has signed the informed consent form, but has
not received the Investigational medical device;
or

c} cannot be assessed due to a failure to follow
the Clinical Investigation Plan or due to another
breach of obligations by the Center or by the
Investigator.

4.5. Any queries relating to eligibility of
investigation subjects for the clinical investigation
must be addressed to Emmes prior to the
enrolment of the given investigation subject into
the clinical investigation. Emmes shall be obliged
to answer such queries without undue delay.

4.6. The remuneration for any investigation
subjects  disqualified from the
investigation shall be calcufated in proportion to
the number of visits performed.

clinical

4.7. Recipients of the paymeni (Center,
Principal Investigator, Sub-Investigator}, to whom
the remuneration is paid, are responsible for
paying all taxes or other payments to state
authorities, the health insurance company in
connection with payments based on this
Agreement.

The Contracting parties state that the
performance provided under this Agreement to
the Center, the Principal Investigator and the Sub-
Investigator represent income from the conduct
of the clinical trial, which is not subject to income
tax collected by withholding, but is taxed by the
Center itself, or other payees.

Article 5 — Rights to Results
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5.1 Zadavatefovi patria vyhradné préava ku
vietkym vysledkom, udajom, zisteniam, objavem,
vynalezom a Specifikdciam, bez ohfadu na to ¢i si
spdsobilé byt predmetom patentovej ochrany
alebo nie, ktoré vznikli, boli vytvorené, odvodené,
vyprodukované, objavené, vymysiené alebo inak
urobené  Centrom, Hlavnym  skdsajacim,
Spoluskugajicou a/alebo Clenmi Studijnéhe timu
v sOvislosti s vykonavanim Klinického skd3ania
(dalej len “Vysledky”). Zmluvni partneri tymto
vopred postupuji vietky svoje majetkové préva k
Vysledkom na Zadavatela a Zadavatel tieto
postipené prava prijima. Odmena za tento
prevod je uZ zahrnuta v odmene Zmluvnych
partnerov podfa &. 4 tejto Zmiuvy. Zmluvni
partneri neziskavaju k Vysledkom plnenim tejto
Zmluvy Ziadne prava.

5.2 Vietky zdravotnicke dokumentéacie a pdvodna

zdrojova dokumenticia zostani majetkom
Centra; aviak, Zaddvatel je opravneny ich pouiitv
stlade s touto Zmluvou a; na zdklade sihlasu,
ktory udelia subjekty skisania v stlade s platnou
legislativou Slovenskej republiky. Spristupnenie
Vysledkov subjektu, vratane
Spoloénostiéi etickej komisie alebo regulaéného

organu

akémukolvek

nebude povaiované za udelenie
vlastnickeho prava ktymto informaciam tychto

subjektov.

53 V rozsahu, v akom prava dusevného
vlastnictva k Vysledkom nie st prevoditeinég,
udeluji tymto Zmluvni partneri Zadavatelovi
vyhradnl, neodvolatefni v mieste a dase
necbmedzent pravom udelovat
sublicencie, a to na vietky spbsoby pouZitia tychto
Vysledkov. Odmena za tdto licenciu je uZ zahrnuté
v odmene Zmiuvnych partnerov podla ¢l. 4 tejto
Zmluvy. Centrum sa zavazuje vyvindt maximalne
usilie na to, aby skutoéni vlastnici tychto prav
dudevného vlastnictva, t.j. zamestnanci Centraa /
alebo zainteresované tretie strany,

licenciu s

umoznili

| Investigat

5.1 The Sponseor shall own the exclusive rights to
all results, data, findings, discoveries, inventions
and specifications, whether patentable or not,
that were originated, conceived, derived,
produced, discovered, invented or otherwise
made by the Center, the Principal Investigator, the
Clinical Tria!
Members in connection with conducting the
Clinical Trial {hereinafter referred to as “Resuits”).
The Contracting Partners hereby assign all of their
proprietary rights to Results to the Sponsor in
advance and the Sponsor accepts such assigned
rights. The royalty fee for this assignment is
already included in the remuneration of the
Contracting Partners under Article 4 of this
Agreement. The Contracting Pariners shall not
acquire any rights to Results by performing this
Agreement.

5.2 All medical records and original source
documents shall remain the property of the
Center; however, the Sponsor shall be permitted
to use them in accordance with this Agreement
and based on the consent of trial subjects in
accordance with the applicable legislation of the
Slovak Republic. Disclosure of Results to any
subject, including Emmes, ethics committee or
regulatory authority, shall not be deemed as
granting the ownership of such information to
these entities.

Sub-Investigator and/or Team

5.3 To the extent intellectual property rights to
Results are legally not assignable, the Sponsor is
hereby granted by the Contracting Partners an
exclusive, worldwide, sub-licensable, time-
unlimited and irrevocable license for unlimited
use of these Results. The royalty fee for this
license is already included in the remuneration of
the Contracting Partners under Article 4 of this
Agreement. The Center shall make maximum
efforts so that the actual owners of the
intellectual property rights, i.e. employees of the
Center and/or involved third parties, would allow

nber 2
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Centru  udelit uvedend licenciu

Zadavatelovi.

vyssie

5.4 Pre odstranenie pochybnosti plati, Ze
vynalezy, ktoré si vylepdeniami, alebo novym
pouZitim Skusanej zdravotnickej pomédcky su

vyluénym vlastnictvom Zadavatela.

5.5 Zmluvni partneri sa zavazuji zabezpelit, Ze
vietky Vysledky (dalej “Mynélezy”),
dosiahnuté zamestnancami Centra alebo inymi
stranami zahrnutymi Zmluvnymi partnermi do
vykondvania  Klinického budad
bezodkladne oznamené Zadavatelovi.

len

skusania,

5.6 Zadavatel alebo ktorakofvek s nim Prepojena
osoba sG oprévnent podat prihidsku patentu pre
tieto Vynalezy vo svojom mene alebo v mene
urenej tretej strany, na vlastné naklady, s
uvedenim mena vyndlezca (-ov} v prihlaske
patentu. Zmluvni partneri sa zavdzuji podpisat a
zabezpeéit, aby zamestnanci Centra a dalSie
partnermi do
vykonavania Klinického skudania podpisali vietky
listiny a poskytli také svedectva, aké Zadavatefl
uzna za potrebné na ucel podania prihlasky
patentu a ziskania patentu s ciefom ochranit
opravnens tykajlice sa
dusevného vlastnictva, ktoré vzniknd v suvislosti s
Klinickym skusanim.

subjekty zahrnuté Zmluvnymi

zaujmy Zadavatela

5.7 Zadavatel a jeho Prepojené osoby mdiu
u¥ivat, rozmnoZovat a prevadzat anonymizované
radiologické / diagnostické snimky zhotovené v
priebehu
uvedenom v informovanom suhlase na vietky
uéely, vedecké afalebo komeréné, v akejkolvek
podobe a akymkolvek spdsobom, elektronickym
alebo mechanickym,

Klinického skuSania v  rozsahu

vratane wyhotovovania
fotoképii, elektronickych zdznamov (napr. na CD-
ROM), alebo prostrednictvom
systémov uchovdvania a obnovovania tdajov,
vratane databank a internetu. Na tento (cel

mikro-kapii,

f 16.21.01_Sponsor_Institut Principal

the Center to grant the aforementioned license to
the Sponsor.

5.4 To eliminate any doubts, an invention that is
an improvement, a new use of the Investigational
medicinal device shall be the sole property of the
Sponsor.

5.5 The Contracting Partners agree to ensure that
all Results (hereinafter the “Inventions”} made by
employees of the Center or other parties included
in the Clinical Trial by the Contracting Partners
shall be reported to the Sponsor without undue
delay.

5.6 The Sponsor or any of its Affiliates shall have
the right to file a patent application for such
Inventions under its own name or under the name
of a designated third party and at its own expense,
with the inventor{s) named
application. The Contracting Partners agree to
sign and to have employees of the Center and
other parties involved in the Clinical Trial by the
Contracting Parties sign all documents and give
such testimony as the Sponsor deems necessary
for filing a patent application and for obtaining a
patent in order to protect its intellectual property
interests arising from the Clinical Trial.

in the patent

5.7 The Sponsor and its Affiliates may utilize,
reproduce and
radiological/diagnostic images made in the course
of the Clinical Trial, in compliance with the
provisions of the informed consent and to the
extent specified in the informed consent, for any
scientific andfor commercial purposes, in any
form and by any means, electronic or mechanical,
making photocopies,
recordings (e.g. on CD-ROM), micro-copies, or by
any data storage and retrieval systems, including
data banks and the Internet. The Contiracting

transform ancnymized

including electronic

Feh
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udefuji Zmluvni partneri Zadavatelovi vyhradnd,
miestom neobmedzenl a neodvolatelnd licenciu,
vratane prava udelit sublicencie Prepojenym
osobam Zadavatefa, na uZivanie vyiSie uvedenych
snimok. Odmena za tuto licenciu je uz zahrnuta v
odmene Zmluvnych partnerov podfa ¢l. 4 tejto
Zmluvy. Ak nie si Centrum alebo Hlavny skusajici
vlastnikmi prdv k tymto snimkam, Centrum
afalebo Hlavny skifajlici sa zavdzuji zabezpedit,
aby skutofny wviastnik tychto prav, tzn.
zamestnanci Centra a/alebo tretie osoby zahrnuté
do vykondvania Klinického skdsania, umoinili
Zmluvnym stranam udelif vy$sie uvedent licenciu
Zadavatelovi. Zmluvni partneri potvrdzuji, Ze
vietky takéto snimky budd ziskané so suhlasom
subjektu, ktory Centru odovzdad Zadavatel a Ze
nebudu obsahovat

Ziadne informacie,

3

prostrednictvom mohol byt

identifikovany konkrétny subjekt skisania.

ktorych by

5.8 Zadavatel udeluje Zmluvnym partnerom
nevyhradnu licenciu k Vysledkom vytvorenym v
Centre na interné nekomeréné wvyskumné a
vzdeldvacie Ucely pri dodriani podmienck
zachovania dovernosti a podmienck pre
publikovanie, ktoré st obsiahnuté v tejto Zmluve.
Tato licencia neopraviiuje k  udelovaniu
akychkolvek sublicencii.

£l. 6 - Zachovavanie dévernosti

6.1 Zmluvni partneri sa zavizuji zaohchadzat so
vietkymi
"Déverné” a prijatymi od Zadavatela alebo v jeho
mene atebo od Pridrufenych spolodnosti
Zadavatela v suvislosti s Klinickym skusanim,
Sku3anou zdravotnickou poméckou, Protokolom
alebo touto Zmluvou a s Vysledkami (dalej len

informaciami  oznaCenymi  ako

,Dbverné informacie”) prisne déverne. Zmluvné

Partners hereby grant to the Sponser an exclusive,
worldwide and irrevocable license, with the right
to grant a sublicense to the Sponsor's Affiliates,
for the use of aforementioned images. The royalty
fee for this license is already included in the
remuneration of the Contracting Partners under
Article 4 of this Agreement. [n the case that the
Center or the Principal Investigator is not the
owner of these rights to such images, the Center
and/or the Principal Investigator agree to ensure
that the actual owner of these rights, i.e.
employees of the Center and/or third parties
involved in the Clinical Trial, would allow the
Contracting Partners to grant the aforementioned
license to the Sponsor. The Contracting Partners
confirm that all such images shall be obtained
subjects’ consent that shall be
submitted to the Center by the Sponsor and that
the images shall not contain any information,
through which the relevant trial subject could be
identified.

with trial

5.8 The Sponsor provides the Contracting Partners
with a non-exclusive license to Results created at
the Center for internal non-commercial research
and  educational purposes, subject 1o
confidentiality and publication terms specified in
this Agreement. Such license does not allow for
granting any sub-licenses.

Article 6 — Confidentiality

6.1 The Contracting Partners agree to treat as
strictly confidential all information marked as
“Confidential” and received from or on behalf of
the Sponsor or any of iis Affiliates in relation to
the Clinical Trial, the Investigational medicinal
device, the Protocol or this Agreement as well as
Results {(hereinafter referred to as “Confidential
Information”}. The Contracting Parties agree that
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strany sa zaroven dohodli, Ze sO Zmluvni partneri
povinni zacbchédzat ako s dbvernymi aj s tymi
informaciami, ktoré sice ako ,Dbverné” nie sd
oznacené, ale moéZu byt povaiované za Doverné
informécie, a to na zdklade ich povahy alebo
podmienok, ktoré sa vztahovali k ich poskytnutiu
alebo spristupneniu, vratane vietkych uadajov
tykajacich sa Klinického ski3ania, adajov pre
vhitornd potrebu, alebo informécii vytvorenych
na zéklade Klinického skdsania, a to napriklad
Protokolu, sOboru pre
ski3ajiceho & predbeinych vysledkov Klinického

vratane informacii
skugania. Zmluvni partneri smu pouiivat Déverné
informacie iba na acely pinenia tejto Zmiuvy a
zavdzuji sa nespristupnit takéto Doéverné
informécie Ziadne] trete] strane mimo stran
poverenych Zadavatefom bez predchadzajiceho
pisomného sthlasu Zaddvatela. Zmluvni partneri
sa zavdzuju umoinif pristup k dbvernym
informaciam len osobam, ktoré sa s Ddvernymi
informéciami maji potrebu zoznamovat na ucel
poskytovania sluzieb na zdklade tejto Zmluvy, a aj
to len vtedy, ak tieto osoby boli Zmluvnymi
partnermi
reipektovaniu podmienok aspoii tak prisnych, ako
su podmienky podla tohto &lanku. 6.

preukazatelfne zaviazané k

6.2 Zmluvni partneri sO oprévneni publikovat
Vysledky v sulade s &l 7. Zmluvy.

6.3 Pojem Déverné informdcie, ako je pouZivany v
tejto Zmluve, sa nevztahuje na ddaje a informacie,
pri ktorych méZu Zmluvni partneri preukazat, ze
(i) nimi alebo Hlavny skusajdci
disponovali bez povinnosti zachovavat o nich
ml¢anlivost v ¢ase, ked im boli spristupnené
Zadavatelom alebo jeho Prepojenymi osobami,
alebo menom niektorych z nich, {ii} s0 alebo sa
stand sucastou verejnych informécii inak ako
konanim alebo opomenutim Centra
Hlavného skasajuceho, (iii) ich Centrum alebo
Hlavny skisajici pravom nadobudli od tretej

Centrum

alebo

sor Institution Principal investigatc

the Contracting Partners must also treat as strictly
confidential any information that is not marked as
“Confidential” but can be considered Confidential
Information based on its nature or conditions
under which it was provided or disclosed,
including any data concerning the Clinical Trial,
information for internal use only or information
created based on the Clinical Trial, for example
including the Protocol, the dataset for the
investigator or preliminary results of the Clinical
Trial. The Contracting Partners may use
Confidential Information only for the purposes of
performance of this Agreement and agree not to
disclose such Confidential Information to any
third party other than parties authorized by the
Sponsor without the Sponsor's prior written
consent. The Contracting Partners agree to
provide access to Confidential Information only to
that need to know Confidential
Information for the purpose of providing services
based on this Agreement and only if such persons
were provably bound by the Contracting Partners
to observe conditions that are at least as stringent
as the conditions under this Article 6.

persons

6.2 The Contracting Partners have the right to
publish Results in accordance with Article 7 of this
Agreement.

6.3 The term Confidential Information, as used in
this Agreement, does not apply to data and
information where the Contracting Partners can
prove that such data and information (i) were
already in possession of the Center or the
Principal Investigator without the confidentiality
obligation at the time of their disclosure to them
by or on behalf of the Sponsor or any of its
Affiliates, (ii) are or become a part of public
information by means other than by an act or
omission on the part of the Center or the Principal
Investigator, (iii) were legally acquired by the

nt SK-009 6 September 2021
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strany, ktora nie je voéi Zadavatelovi alebo jeho
Prepojenym osobam viazana vyslovnou alebo
implicithou povinnostfou mi¢anlivosti, alebo (iv)
boli vytvorené nezavisle Centrom alebo Hlavnym
skusajuocim bez odkazovania sa na Doverné
informacie alebo ich pouZitie.
6.4 Navye st Zmluvni partneri opravneni
spristupnit Déverné informacie v takom rozsahu,
v akom je takéto zverejnenie vyzadované
zakonom alebo  vykonatelnym
rozhodnutim, aviak za podmienky, Ze Zmluvni
parineri o tejto skutofnosti v primeranom
¢asovom predstihu informuji Zadavatela a na
jeho Ziadost s nim budd spolupracovat v snahe
dosiahnut opatrenia na téely ochrany alebo iného
primeraného pravneho prostriedku.
partneri sa zavdzuju vyvin(t vietko primerané
usilie, aby zabezpecili doverné zaobchadzanie s
ktoroukolvek z Dévernych informécii, ktora bude
spristupnena.

6.5 Tieto povinnosti zachovavat mlcanlivost a

sudnym

Zmluvni

zdkaz pouiZivania Dévernych informacii pedla
tejto Zmluvy zostanu v platnosti aj po skonleni
tejto Zmluvy,

6.6 Zmluvni partneri sa zavdzuji na Ziadost
Zadavatela zlikvidovat a zmazat Déverné
informacie, ktorymi disponujui alebo ich vratit
Zadavatelovi.

6.7 Vietky dohody existujice pred uzavretim tejto
Zmluvy, ktoré sa tykajui povinnosti zachovavaf
miéanlivost vo vztfahu ku Klinickému sku3aniu, sa
nahradzaju toute Zmluvou a len pokial sa tykaju
Klinického skdgania.

6.8 Zadavatel sa zavazuje zachovavat mi€anlivost
o skuto€nostiach, ktoré Centrum oznadi ako
skutoénosti ddverné.

Center or the Principal Investigator from a third
party not bound to the Sponsor or its Affiliates by
an explicit or implied confidentiality obligation or
(iv) were created independently by the Center or
the Principal Investigator without reference to
Confidential Information or its use.

6.4 Furthermore, the Contracting Partners may
disclose Confidential Information to the extent
required by law or an enforceable court order,
provided, however, that the Contracting Partners
shall give the Sponsor reasonable advance notice
and shall cooperate with the Sponsor to seek a
protective order or any other appropriate remedy
upon the request of the Sponsor. The Contracting
Partners agree to make maximum reasanable
efforts to ensure confidential treatment of any
Confidential Information that shall be disclosed.

6.5 This confidentiality obligation and the
prohibition to use Confidential Information as
specified in this Agreement shall remain in effect
even after this Agreement is terminated.

6.6 The Contracting Partners agree to liquidate
and delete any Confidential Information in their
possession ar to return it to the Sponsor upon the
request of the Sponsor.

6.7 All pre-existing agreements regarding the
confidentiality obligation with regard to the
Clinical Trial shall be superseded by this
Agreement and only with regard to the Clinical
Trial.

6.8 The Sponsor agrees not to disclose any fact
that the Center designates as confidential.
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€). 7 - Publikovanie, tlatové spravy a verejné
oznamenia

7.1 Zadavatef wuznava zdujem Zmluvnych
na  nekomerénom
publikovani Vysledkov, bez ohfadu na to, ¢i
vysledok Klinického skidsania je pozitivny alebo
negativny. S ohladom na oprdavnené zaujmy
Zadavatela sa Zmluvni partneri zavazujd
dodriiavat nasledujiice povinnosti a podmienky

partnerov vedeckom

na publikovanie:

7.1.1 Zmluvni partneri sa zavazuju poskytovat
Zadavatelovi vietky navrhy na publikovanie alebo
Gstne prezentacie tykajlce sa Klinického skdsania
alebo Skusaného lieku alebo Vysledkov (dalej len
"Publikacie") najmene] 3estdesiat (60) dni pred
zamysfanym predloienim alebo prezentaciou
Publikécie, aby ich Zadavate! mohol skontrolovat,

7.1.2 Pokial Zadavatel neoznami Zmluvnym
partnerom v ramci lehoty 45 dni odo diia, ked mu
bola dorufena zamysfand Publikacia, Zmluvni
partneri sa zavdzuji pripomenat Zadavatelovi
predpokladany datum Publikacie.
partneri nie si opravneni publikovat Publikacie
bez vyslovného sihlasu Zadavatela.

Zmluvni

7.1.3 Zmluvné strany beri na vedomie a sthlasia,
ie v pripade multicentrickych Studii sa Vysledky
Klinického skisania publikuja iba prostrednictvom
koordinacie so  Zadavatelom na
kombinovania wvysledkov zo vietkych centier
ziéastnenych  Klinického Zmluvni
partneri st opravneni publikovat Vysledky ich
Centra za podmienky, Ze celkové vysledky neboli
publikované do 18 mesiacov od dokondenia
Klinického skaZania, a sufasne za podmienky
podmienkami

ucel

skusania,

postupovania v sulade s

stanovenymi v tomto lanku.

Article 7 — Publication, Press Releases and Public
Announcements

7.1 The Sponsor acknowledges the interest of the
Contracting Partners in the non-commercial
scientific publication of Results, regardless of
whether the outcome of the Clinical Trial is
positive or negative. Considering the Sponsor’s
reasonable interests, the Contracting Partners
agree to comply with the following publication
obligations and terms:

7.1.1 The Contracting Partners agree to provide
the Sponsor with all proposed publications or oral
presentations relating to the Clinical Trial or the
Investigational medicinal product or Results
(hereinafter referred to as the “Publication”) at
least sixty (60} days prior to the intended
submission or presentation of the Publication in
order to allow the Sponsor to review it.

7.1.2 If the Sponsor does not notify the
Contracting Partners within 45 days of the
Sponsor's receipt of the intended Publication, the
Contracting Partners agree to remind the Sponsor
of the intended date of the Publication. The
Contracting Partners are not allowed to publish
Publications without the explicit consent of the
Sponsor.

7.1.3 The Contracting Parties acknowledge and
agree that, in case of multi-center studies, Results
of the Clinical Trial are published only through
coordination with the Sponsor in order to
combine the results of all centers participating in
the Clinical Trial. The Contracting Partners may
publish Results of their Centers on the condition
that overall results were not published within 18
months of the completion of the Clinical Trial,
subject to the compliance with the terms set forth
in this Article.
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7.1.4 Zadavatel a Zmiuvni partneri sa zavazuju
prediskutovat vietky rozdiely v ndzoroch na
zamyslany obsah Publikicie s cielom najst
rieSenie uspokojivé pre Zadévatefa aj pre
Zmluvnych partnerov. Zadavatel je opravneny
navrhnat akékolvek zmeny Publikicie, ktoré
oddvodnene povaZuje za potrebné na vedecké
dcely. Zmluvni partneri sa zavazuja, Ze
implementdcia takychto odporadanych zmien
nebude bezdévodne odmietnuta.

7.1.5 Ak moZno ofakavat, ie takato Publikdcia by
mohla mat neiiaduci u&inok na zachovanie
dovernosti ktorejkolvek z Doévernych informacii
Zadavatela, Zmluvni partneri sa zavdzuju zabranit
takejto Publikécii, ibaze by predmetna Doverna
informacia nemohla byt vymazana z Publikdcie
bez ujmy vedeckej spravnosti Publikicie.

7.1.6 Ak by Publikdcia z pohladu Zaddvatela mohla
mat neZiaduci G€inok na schopnost ziskaf
patentovii ochranu pre ktorykelvek Vyndlez,
Zadavatel ma pravo poZadovat odklad Publikacie
na primeranu dobu na tucel pripravy a podania
Ziadanej patentovej prihlasky Zaddvatelfom alebo
v jeho mene, aviak tato doba nesmie presiahnut
Sest {6} mesiacov od ddtumu, kedy bola
Zaddvatelovi Publikidcia dorufend na kontrolu.
Zaddvatel md pravo poiadovat daldi odklad
Publikicie, ak patentova prihlaska bola podand a
ak prihlaska s pravom prednosti je netpind a v
ramci 1 roka od podania prihladky s pravom
prednosti musi byt do Ziadosti doplneny predmet
patentovej prihlasky. V tomto pripade ma
Zadavatel pravo poiadovat odklad akejkolvek
Publikacie aZ do dopinenia prihldsky s prdvom
prednosti. Zaddvatel nebude zakazovat Publikéciu
v pripade, ked' informécia, ktoré je sposobila byt
predmetom patentovej ochrany,
pianovanej Publikacie odstranena.

bela =

7.1.4 The Sponsor and the Contracting Partners
agree to discuss any difference of opinion with
regard to the intended content of the Publication
in order to find a solution satisfactory for the
Sponsor and the Contracting Partners. The
Sponsor may recommend any changes in the
Publication, which the Sponsar reasonably deems
necessary for scientific purposes. The Contracting
Partners agree that the implementation of such
recommended changes shall not be unreasonably
refused.

7.1.5 If such Publication is expected to have an
adverse effect on the confidentiality of any of the
Sponsor's Information,  the
Contracting shall prevent such
Pubtication, unless the Confidential Information
can be deleted from the Publication without
detriment to the scientific correctness of the
Publication.

Confidential
Partners

7.1.6 If the Publication may - in the Sponsor’s view
- have an adverse effect on the ability to obtain
patent protection for any Invention, the Sponsor
may request a delay of the Publication for a
reasonable period of time in order to enable the
preparation and filing of any desired patent
application by, or on behalf of, the Sponsor; such
period, however, may not to exceed six (6)
months from the day the Sponsor received the
intended Publication for review. The Sponsor may
request a further delay of the Publication in the
case that the patent application has been filed
and the priority application is incomplete, and the
subject-matter must be added to the application
during the priority year. In such case, the Sponsor
has the right to request a postponement of any
Publication until completion of the priority
application. The Sponsor shall not prohibit the
Publication if the patentable information was
removed from the planned Publication.
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7.1.7 Zmluvni partneri sa zavdzuji zahrnuf do
kaZzdej Publikacie ustanovenia informujiice, Ze
vytvorenie Udajov bolo podporené Zadavatelfom a
st¢asne sa Zmiuvni partneri zaviazujd informovat
o svojej miere angaZovanosti na Klinickom skdsani
i prospechu, ktory im z Klinického skdsania plynul.
Autorstve a uznanie za vedecké publikovanie by
mali byt v silade s jednotnymi poZiadavkami na
rukopisy vydanymi Medzinarodnym vyborom
redaktorov lekarskych casopisov - ICMIJE (Uniform
Requirements for Manuscripts).

7.2 Zmluvni partneri sa zaviazat
povinnostami
publikovanie, ktoré sd stanovené v E&l. 7.1 tieZ
vietkych Clenov $tudijného timu.

zavdzujl

rovnakymi a poZiadavkami na

7.3 Povinnosti stanovené v ¢l. 7.1 zostanu v
daldich pdatnast {15) rokov po
predéasnom ukonéeni alebo po ukonéeni tejto
Zmluvy.

platnosti

7.4 Zadavatel je opravneny zverejnit vysledky
Klinického skd3ania spdsobom, ktory uzna za
vhodny, a to ako po celd dobu trvania tejto
Zmiuvy, tak aj po jej ukondeni, dalej je Zadavatel
opravneny umiestnit informécie o Klinickom
skisani a o Vysledkoch na internet, napr. na
www.ClinicalTrials.gov ~ (zverejnenie
registra) a na stranky pre zverejnenie vysledkov,
na firemné stranky Zadavatela
registra a vysledkov) a v ktorejkolvek databaze
a/alebo v registri v stilade s pravnymi predpismi a
s prisiuinymi normami vo vztahu k rozsahu, forme
a obsahu.

stranky

(zverejnenie

7.5 Zmluvni partneri sa zavdzuji nepublikovat
spravy alebo iné verejné
oznamenia o Klinickom skisani, Vysledkoch
Klinického skisania afalebo Skasanom lieku bez
predchédzajiceho pisomného
Zadavatela, s vynimkou oprdvnene uverejnenych

Ziadne tladové

sthlasu

a verejne dostupnych informacii.

7.1.7 The Contracting Partners agree to include in
every Publication information that the creation of
data was supporied by the Sponsor as well as
information about their in the
Clinical Trial and their benefits from the Clinical
Trial. Authorship and acknowledgements for
scientific publications should be consistent with
the Uniform Requirements for Manuscripts issued
by the International Committee of Medical
Journal Editors (ICMJE).

involvement

7.2 The Contracting Partners agree to impose the
same requirements  for
publications as set forth in Article 7.1 on all
Clinical Trial Team Members.

obligations and

7.3 The obligations set forth in Article 7.1 shall
remain in effect for another fifteen (13) years
after early termination or expiration of this
Agreement.

7.4 The Sponsor may publish Results of the Clinical
Trial in any manner it deems appropriate, both
during, and following termination of this
Agreement; the may also post
information about the Clinical Trial and Results on
the Internet,
(register posting} and on websites for results
posting, on the Sponsor's company website

Sponsor

e.g. on www.ClinicalTrials.gov

{register and results posting) and in any other
database and/for registry required by laws in
accordance with applicable standards regarding
scope, form and content.

7.5 The Contracting Partners agree not to publish
any press release or any other public
announcements about the Clinical Trial, Results of
the Clinical Trial and/or the
medicinal product without the Sponsor's prior
written consent, except for justifiably disclosed
and publicly available information.

Investigational
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7.6 Nézov Zadavatela nesmie byt pouiivany v
Ziadnom inom materiali
predchadzajiceho

pisomného schvalenia Zadavatefom.

reklamnom alebo
Zmluvnych partnerov bez

7.7 Nazov Zadévatefa nesmie byl pouiZivany
v Ziadnom inom maieriali
Zmluvnych partnerov bez predchadzajiceho

pisomného schvélenia Zadavatefom.

reklamnom alebo

€l. 8 - Zodpovednost a odikodnenie

8.1 Zmluvni partneri sa zavdzuju Zadavatelovi
nahradit skodu {vratane Skody nemajetkovej a
smrti subjektu skasania) vzniknutej z dévodu (i)
umyselného protiprdvneho konania a / alebo (ii)
porudenia povinnosti prijatych na zédklade tejto
Zmluvy ako aj (iii} porusenia pravnych predpisov
ktorymkobvek z nich, alebo ktorymkolvek zo
zamestnancov Centra (Skusajuci, Spoluskisajica,
Clenovia $tudijného timu), ktori budy participovat
na plneni tejto Zmluvy. Narok na nahradu skody
nevznikd, pripadne vznika len v pomernej vyske,
ak skoda na zdravi (vratane smrti) bola spdsohend
zavinenim ¢&i spoluzavinenim subjektu skasania Ci
jeho zdkonného zdstupcu, €o aj z nedbanlivosti.

8.2 Zadavatel je Zmluvnym partnerom {Centrum
alebo Hlavny skusajuci dalej oznafovani len
"Odskodiiovand strana") povinny nahradit skodu
(vratane Skody nemajetkovej asmrti subjektu
skusania) v rozsahu, v akom je voéi nim na
prisluénom side subjektom ski3ania alebo inymi,
na to podia platnych pravnych predpisov
opravnenymi osobami, Uspesne uplatneny najma
narok na nahradu skody na zdravi (vratane smrti}
vzniknutej z dovodu uZivania  Skdsanej
zdravotn9cke; pomoécky alebo akéhokolvek
vykonu alebo postupu vykonaného na subjekte
skdSania podfa poiiadaviek Protokolu, a to za
podmienky, Ze tato skoda:

7.6 The name of the Sponsor may not be used in
any advertising or any other material of the
Contracting Partners without the Sponsor's prior
written authorization,

7.7 The name of the Sponsor may not be used in
any advertising or any other material of the
Contracting Partners without the Sponsar’s prior
written authorization.

Article 8 — Liability and Indemnity

8.1 The Contracting Partners agree to indemnify
the Sponsor for any damage (including non-
pecuniary damage and death of trial subject)
incurred as a result of (i) a willful illegal act and/or
(i) a breach of obligations assumed under this
Agreement as well as (iii) breach of legal
regulations by either of them or any employee of
the Center {the Principal Investigator, the Sub-
Investigator, the Study Team Members used for
the purposes of fulfilment of this Agreement.
Claim for damages does not arise, or arises only in
a proportional amount, if health-related harm
{(including death) occurred due to the fault or
contributory fault of the trial subject or his/her
legal representative, also due to negligence.

8.2 The Sponsor must indemnify the Contracting
Partners (hereinafter the Center and the Principal
Investigator collectively referred to as the
“Indemnified Party”} for damage (including non-
pecuniary damage and death of the trial subject)
to the extent to which a trial subject or any other
under law entitled person successfully claims
namely damage to health (including death) as a
result of using the Investigational medicinal
product or any clinical intervention or procedure
required by the Protocol in a competent court of
justice, provided that such damage:
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8.2.1 nevznikla z ddvodu, e Odskodrfiovana strana
nekonala v sdlade {a} s podmienkami tejto
Zmluvy; afalebo (b} Protokolom; a/alebo (c)
vietkymi prisluinymi  pravinymi predpismi a
pravidlami upravujicimi vykondvanie Klinického
skGdania; afalebo {d) bezpetnostnymi
opatreniami a pisomnymi pokynmi Zadavatela
alebo jeho Prepojenych oséb; a/alebo

8.2.2 nevznikla z dévodu nedbanlivostného alebo
umyseiného  protipravneho
opomenutia Odskodfiovanej strany; a/alebo

konania alebo

8.2.3 nie je plne hradenj z poistenia dohodnutého
v sulade s pravnymi predpismi v prospech
Qdskodiovanej strany.

8.3 Dalej plati, Ze ak vznikne takd ujma iba s¢asti z
dbévodov na strane Od3kodfiovanej strany
uvedenych v ¢l. 8.2.1, alebo 8.2.2, Od$kodfiovanej
strane vznikd ndrok na nahradu ujmy vodi
Zadavatelovi v rozsahu, v akom wvznikla 3kodu
mimeo dévodov uvedenych v €l 8.2.1 afalebo
8.2.2. neprispel k vzniku $kody.

8.4 Pravo Zmluvnych partnerov na nahradu ujmy
podia €l. 8.2 dalej nevznikne a Zadavatel nebude
mat povinnost ndhradu ESkody poskytnat, s
vynimkou ods. 8.4.3, len v rozsahu, v ktorom bude
mat porudenie niektorej z niZdie uvedenych
povinnosti zo strany Zmluvnych partnerov
negativny vplyv na moznost lspe$ne sa brénit
proti uplatnenému naroku na nahradu Skody:

8.4.1 Zmluvni partneri sa zavdzuja pisomne
informovat Zadavatela o kaidom naroku afalebo
Zalobe v maximdlnom moZnom rozsahu, podia
tychto ustanoveni o ndhrade 3kody, a to do
patnastich {15) dni odo diia, ked sa o nich
dozvedia, a
Zadavatelovi, aby schvaloval vietky Gkony a
ocbranu proti takto uplatnenému ndroku alebo
7alobe vratane rozhodovania o urovnani sporu; a

siufasne sa zavézuji umoZnit

ipal investig

8.2.1 did not arise from the failure of the
Indemnified Party to comply with {(a} the terms of
this Agreement; and/or {b) the Protocol, and/or
{c} all applicable laws and regulations governing
the performance of the Clinical Trial, and/or (d)
safety measures and written instructions of the
Sponsor or its Affiliates; and/or

8.2.2 does not arise from a negligent or wiliful
illegal act or omission of the Indemnified Party;
and/or

8.2.3 is not fully covered by insurance taken out in
compliance with applicable laws for the benefit of
the indemnified Party.

8.3 In the case that such damage incurs only in
part due to reasons on the part of the Indemnified
Party as specified in Article 8.2.1 or 8.2.2, the
Indemnified Party shall be entitled to
indemnification from the Sponsor to the extent to
which the reasons indicated in Article 8.2.1and/or
8.2.2 did not contribute to the damage.

8.4 The Contracting Partners shall not be entitled
to indemnification under Article 8.2 and the
Sponsor shall not provide indemnification, with
the exception of Paragraph 8.4.3, if the
Contracting Partners breach any of the following
obligations and such breach has a negative impact
on the possibility of successful defense against the
lodged claim:

8.4.1 The Contracting Partners agree to notify the
Sponsor in writing and as much as possible about
a claim andfor lawsuit according to these
provisions on indemnification within fifteen (15)
days of learning about such a claim or lawsuit and
to allow the Sponsor to approve all acts and
defense against such a claim or lawsuit, including
the right to decide on its settiement; and

009 6 Septemb
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8.4.2 Zmluvni partneri st povinni spolupracovat
so Zadavatefom a jeho pravnymi zastupcami a
poistovatelmi pri obrane proti takému naroku
alebo zalobe, a zabezpedit tak(to spolupricu to
strany svojich zamestnancov; a

8.4.3 Zmluvni partneri nesmu uznat ani uspokojit
Ziadny takyto narok mimo alebo v ramci sidneho
konania predchadzajaceho  pisomného
sihlasu Zadavatela.

bez

8.5 Zaddvatel je Odikodfiovanej strane povinny
nahradit $kodu na zdravi (vratane smrti), ktora
vznikla subjektu skiZania vyhradne v ddsledku
pouZitia Skusanej zdravotnickej pomébcky pouZitej
v ramci Klinického skusania a to za predpokladu,
v dbsledku porudenia
povinnosti Zmluvnych partnerov.

Ze narok nevznikol

Cl. 9 — Poistenie
9.1 Zadavatel zodpoveda za zabezpelenie
poistenia na ucel Klinického skuiania v silade s
prisluinymi pravnymi predpismi. Na tento ucel
Zadéavatel wyhlasuje, Ze zabezpedil poistenie
zodpovednosti Zadavatela a Cenira za 3$kodu
(vratane nemajetkovej ujmy, okrem nemajetkovej
skody spdsobenej poruienim prav na ochranu
oscbnosti ¢i mena, urédZkou na cti, ohovéranim,
Sikanovanim, nerovnakym
zaobchadzanim ¢i inymi spdsobmi diskrimindcie),

obtaZovanim,

prostrednictvom kitorého je zabezpeéené aj
odskodnenie v pripade smrti subjektu skusania
alebo v pripade ujmy vzniknutej
subjektu

na zdravi
skiSania v dosledku vykonavania
Klinického skusania v stlade s § 43 pism. hj bod 3
zdkona o liekoch. Zaddvatel dalej prehlasuje, Ze
zabezpetil poistenie zodpovednosti Centra za
Skodu, ktord mobie byt spdsobend subjektu
skisania v stlade s § 43 pism. h) bod 4. zdkona o
liekoch. Pre vylicenie pochybnosti Zadavatel a
Zmluvni partneri vyhlasuji, ie poistenie podla

8.4.2 The Contracting Partners must cooperate
and require its employees to cooperate, with the
Sponsor and its attorneys and insurers in the
defense of such a claim or lawsuit; and

8.4.3 The Contracting Partners may not recognize
or settle any such claim or lawsuit without the
prior written consent of the Sponsor.

8.5 The Sponsor is obliged to indemnify the
Indemnified Party for health damage (including
death) to trial subject as a result of using the
investigational medicinal device and used in
Clinical Trial provided that such claim was not due
to a breach of the Contracting Partners’
obligations.

Article 9 - Insurance

9.1 The Sponsor shall be responsible for taking out
insurance for the purposes of the Clinical Trial in
compliance with applicable legal regulations. For
these purposes, the Sponsor represents and
warrants that it took out insurance of liability of
the Sponsor and the Institution for damage
{(including the non-pecuniary damage, with the
exception of non-pecuniary damage caused by
violation of personality or name protection rights,
by defamation, slander, bullying, harassment,
unequal treatment or by any other way of
discrimination), including indemnification in case
of death of a trial subject or damage to health to
a trial subject due to the Clinical Trial perfoermance
pursuant to Section 43, letter h) point 3 of
Pharmaceuticals Act. The Sponsor further
represents and warrants that it took out insurance
of liability of the Centre for damage that may be
caused to the trial subject pursuant to Section 43
jetter h) point 4 of Pharmaceuticals Act. In order
to eliminate any doubts, the Sponsor and the
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tohto odseku nenahrédza poistenie vztahuijice sa
k aktivitdm, ktoré nesivisia s Klinickym skdsanim
Studiou, napr. beiné poskytovanie zdravotnych
sluZieb.

€l. 10 - Ochrana a spristupnenie osobnych
udajov

10.1 Zmluvni partneri st si vedomi, e Zadavatel
alebo tretia osoba Zadavatefom poverena budu
vkladat Vysledky Klinického skusania a vietky
spravy suvisiace s Klinickym ski$anim, zdznamy o
skoleniach v mieste realizdcie Klinického skiZania
a vystupy z akychkolvek auditov vykonanych
Zadavatelom alebo v jeho mene podla pravidiel
spravnej klinicke] praxe alebo inspekcii do
internych elektronickych databdz Zadavatela a /
alebo tretich os6b poverenych Zadavatefom. V
ramci tejto spravy udajov mdiu byt v silade s
poziadavkami pravidiel spravnej klinickej praxe a
pristuénych pravnych predpisov na dseku ochrany
osobnych udajov uchovévané, spracované a
pouiité Zadavatelom, jeho Prepojenymi osobami
a poverenymi tretimi stranami osobné udaje
Hlavného sku3ajuceho, ako sii meno, priezvisko a
adresa, finaniné zaujmy podla Potvrdenia o
finanénych zdujmoch, a dalej tieZ oschné ddaje
inych zamestnancov Centra, Clenov Studijného
timu a ich zaangaZovanie v Klinickom skasani a
vystupy auditov vykonanych Zadavatefom podfa
pravidiel spravnej klinickej praxe alebo indpekcii
{dalej len ,Udaje”}) a pravnych predpisov
vztahujlicich sa k ochrane osobnych udajov.
Zadévatel bude poskytovat tieto Udaje externym
verejnym databazam, hapr.
clinicaltrials.gov a v nevyhnutnom rozsahu na
zaklade prisluinych pravnych predpisov tieZ
organom verejnej moci. Udaje budu spracovavané
pre plnenie pravnych povinnosti Zadavatefa a pre
Udaje budd
spracovavané po dobu neurdity, najdlhSie viak do
napinenia Ocelu.

ako je

manaZiment klinickych skasok.

Contracting Partners represent and warrant that
this insurance does not replace
covering activities which are not related to the
Clinical Trial, e.g. a regular provision of medical
services.

insurance

Article 10 - Personal Data Protection and
Disclosure
10.1 The Contracting Parthers understand that
the Sponsor or a third party authorized by the
Sponsor shall enter Results of the Clinical Trial, all
reports related to the Clinical Trial, site-training
records and outcomes of all audits performed by,
or on behalf of, the Sponsor into internal
electronic databases of the Sponsor and/or third
parties authorized by the Sponsor in compliance
with good clinical practice rules or inspections. As
part of such data management, the personal data
of the Principal investigator, such as first and last
name, address and financial interests according to
the Financial Interests Declaration, as well as the
personal data of other employees of the Center,
Clinical Trial Team Members their
involvement in the Clinical Trial and cutcomes of
audits performed by the Sponsor in compliance
with good clinical practice rules or inspections
{hereinafter referred to as “Data”) and persanal
data protection laws may be stored, processed
and used by the Sponsor, its Affiliates and
authorized third parties in compliance with good
clinical practice rufes and applicable personal data
protection laws. The Sponsor shall provide Data to
external public
clinicaltrials.gov, as well

and

databases, such as
as, to the extent
necessary under applicable law, to government
authorities. Data shall be processed for the
purposes of compliance with the Sponsor’s legal
obligations and for the management of clinical
trials. Data shall be processed for an indefinite
period of time, however, no longer than until the

purpose, for which they are processed, is fulfilled.
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10.2 Zmluvni partneri sa zavdzuju zabezpeéit, ie
do vykonavania Klinického ski$ania nebudui
zaangaZované Ziadne fyzické osohy, kym tieto
osoby neudelia sthias s Géastou na Klinickom
skidani, pricom taky suhlas ma byt uloieny
Centrom, Hlavnym ski3ajicim a Spoluskigajicim
v stlade s pravnymi predpismi.

10.3 Zmluvni partneri sa zavazuju bezodkladne a
pisomne informovat Zadavatela o akomkolvek
porudeni ustanoveni o bezpeénosti osobnych
udajov, vkazdom pripade viak najneskor do
piatich {5} dni od datumu takéhoto porusenia.

10.4 Zmluvni partneri a Zadavatel sa zavdzuju
konat v sulade s prisluinymi pravnymi predpismi
na uUseku ochrany osobnych ddajov, najmd s
Nariadenim Eurépskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane fyzickych
osbb pri spracovani oscbnych Gdajov a volfnom
pohybe tychto iddajov a o zrufeni smernice
95/46/ES (vieobecné nariadenie o ochrane
asobnych udajov), dalej so zakonom & 18/2018
Z.z. o ochrane osobnych (dajov a o zmene a
doplneni niektorych zdkonov v platnom zneni
{dalej len ,zakon o ochrane Gdajov”) a v stlade s
prislu¥nymi pokynmi SUKL.

10.5 Na dcely tejto Zmluvy Zmluvné strany
uznavaji, Ze Zadavatel aCentrum konaji ako
samostatni a nezavisli previdzkovateliz (ako je
tento pojem definovany vzakone o ochrane
Gdajov) k akymkolvek osobnym
Gdajom, ktoré spracivajl v suvislosti s Klinickym
skasanim, a Ze akakolvek tretia strana konajlca
v mene Zadavatefa kona ako sprostredkovatel,
Centrum a Hlavny skasajlici:

vo vztahu

{a) majui dodrZiavat svoje povinnosti podla zdkona
o ochrane ddajov v savislosti s touto Zmluvou;

{b) bezodkladne poskytniit ZADAVATELOVI takd
primeran( spolupracu, informacie a pomoc, ako

1 AQG6.21.01_Sponsor_Institution_ Principal Investigate

10.2 The Contracting Partners agree not to enroll
any natural persons in the Clinical Trial until such
persons grant their consent to participate in the
Clinical Trial and such consents shall be stored by
the Center,
Investigator in accordance with pplicable laws and
regulations.

Principal Investigator and Sub-

10.3 The Contracting Partners agree to inform the
Sponsor in writing about any breach of personal
data protection provisions without undue delay;
however, no later than five (5) days following such
breach.

10.4 The Contracting Partners and the Sponsor
agree to adhere to applicable personal data
protection laws, especially Regulation (EU)
2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of
natural persons with regard to the processing of
personal data and on the free movement of such
data, and repealing Directive 95/46/EC (General
Data Protection Regulation), the Act. No. 18/2018
Coll. on Protection of Personal Data and on
Amendments to Certain Laws, as amended and
relevant guidelines of the RA.

10.5 For the purposes of this Agreement, it is
acknowledged by the parties that the Spensor and
the Center act as separate and independent
controllers (as such term is defined in Data
Protection Law) in relation to any personal data
they process in connection with the Study, and
that any third party acting on behalf of the
Sponsor acls as a processor.

The Center and the Investigator shall:

(a) comply with its obligations under Data
Protection Law in relation to this Agreement;

{b) promptly provide SPONSOR with such

reasonable cooperation, information and

agreement_SK-009_6 September
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sa to vyiaduje zcasu na &as, aby umoinili
ZADAVATELOVI splnit svoje povinnosti podla
zakona o ochrane ldajov; a

{c} nebude vedome pinit svoje povinnosti podfa
tejto Zmluvy takym spbsobom, ktory by spbsobil,
e ZADAVATEL, alebo nim poverena osoba porusi
ktorikolvek zo svojich povinnosti podla zdkona
o ochrane udajov.

10.6 Centrum a/alebo Hlavny skisajuci bez toho,
aby obmedzovali aplikovatefnost ¢&l. 10.5, tohto
¢lanku tymto wvyhlasuju a zarudujd, Ze wvyuiiju
jeden alebo viac zékonnych zékladov podfa
zakona oochrane udajov, ktoré legitimizuju,
a splnia poziadavku upozomit subjekty ski3ania,
Hlavného skiZajiceho a Clenov $tudijného timu
o spracovani osobnych Gdajov, a to tak, Ze osohné
Udaje tychto subjektov skisania,
Studijného timu a Hlavného skl3ajiceho mdiu
byt spracované (a prenesené) ZADAVATELOM,
nim poverenou osohou alebo akoukolvek z ich
pridruzenych spoloénosti a regulacnymi organmi
v kaidom pripade v krajine alebo mimo krajiny,
z ktorej takéto lidaje pochadzaju.

Clenov

10.7  Centrum  a/alebo Hlavny  skuiajici
bezodkladne pisomne informuji ZADAVATELA
anim poverend osobu {najneskér vsak do 72
hodin}) po tom, ako sa dozvedia o akomkolvek
poruieni udajov
s Klinickym skisanim,

bezpetnosti v slvislosti

10.8 Ak ZADAVATEL alebo nim poverend osoba
poZiada platnych  préavnych
predpisov a spractvanie akychkoivek osobnych
Gdajov, Centrum a Hlavny ski3ajici budd v dobrej
viere spolupracovat so ZADAVATELOM alebo nim
poverenou osobou na rieSeni akéhokolvek
problému tykajiceho sa spracovania osobnych
Udajov.

o dodriZiavanie

€1. 11 - Trvanie Zmluvy

assistance as required from time to time to enable
SPONSOR to comply with its obligations under
Data Protection Law; and

{c) not knowingly perform its obligations under
this Agreement in such a way as to cause
SPONSOR or its designee to breach any of its
obligations under Data Protection Law.

10.6 Without limiting the generality of Section
10.5, Center and/or Investigator hereby represent
and warrant that they shall utilize one or more
bases under Data
legitimizing, and comply with the requirement to
notify Subjects, Investigator's and Study
Personnel of the Personal Data Processing so that
such Study
Investigator’s Personal Data can be Processed by
(including transferred to) SPONSOR its designee
or any of its Affiliates and regulatory authorities in
each case within or outside the country where
such data originates,

lawful Protection Law

Subjects’, Personnel’s  and

10.7 Center and/or the Principal Investigator shall
notify SPONSOR and its designee immediately in
writing (but in no event later than 72 hours) after
becoming aware of any Data Security Breach
related to the Study.

10.8 If requested by SPONSOR or its designee to
comply with any Applicable Law and to Process
any Personal Data, Center and Investigator will
work with SPONSOR or its designee in good faith
to address any issue relating to the Processing of
Perscnal Data.

Article 11 — Term of the Agreement

nber 2021
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11.1 Tato Zmluva nadobida ucinnost diiom
nasledujiicim po dni jej zverejnenia v centralnom
registri zmldv na www.crz.gov.sk, a skonci ditom
kedy (a) bude dokonfend celkovd sprava o
Klinickom skidsani, alebo (b} bude wvykonana
posledna platha Zadavatefom, priéom
rozhodujica je td z tychto skutoénosti, ktora
nastane neskor.

11.2 Prava a povinnosti Zadavatela a Zmluvnych
partnerov stanovené v tejto Zmluve, ktoré
vzhfadom na svoju povahu maju pretrvat aj po
skonceni tejto Zmluvy (vratane prav s ohfadom na
vlastnictvo, Vynalezy, zachovdvanie mlitanlivosti,
publikacie, protikorupénych

zodpovednosti a od3kodnenie),
platnosti aj po skonéeni tejto Zmluvy.

ustanoveni,
zostavajd v

€l. 12 - Ukonéenie

12.1 Bez ohladu na akékolvek iné pravo ukonéit
tuto Zmluvu, kioré mbie byt stanovené v tejto
Zmluve alebo vyplyva zo vSeobecne zdvaznych
pravnych predpisov, Zadavatel ma pravo ukonéit
tuto Zmluvu kedykoivek aj bez uvedenia dévodu
na zaklade pisomnej vypovede s tridsatdiiovou
{30) vypovednou dobou. Vypovedna doba zaéne
plynat prvym diiom mesiaca nasledujicom po
v ktorom bola pisomnda vypoved
dorugend ostatnym Zmluvnym stranam. lhned po

mesiaci,

doruceni pisomnej vypovede tejto Zmluvy druhej
Zmluvnej zaklade ktoréhokolvek
ustanovenia tejto Zmluvy, sa Centrum a Hlavny
skdsajtici zavézuju (i) zastavit nabor a zaradovanie
subjektov skusania do Klinického skisania, (ii)
zastavit vykondvanie vietkych postupov, u ui
zahrnutych subjektov ski3ania, a to v miere, v akej
to dovoluje lekarske hlfadisko, a (iii} zdrat sa v
maximalnej moZnej miere vytvarania dalsich
nakladov a vydavkov.

strane na

11.1 This Agreement shall come into force on the
day following the day of its publication in the
central register of contracts on www.crz.gov.sk
and shall end on the day (a) the overall Clinical
Trial report is completed or {b) the Sponsor makes
its last payment, whichever occurs later.

11.2 The rights and obligations of the Sponsor and
the Contracting Partners that are set forth in this
Agreement and by nature are to survive this
Agreement (including, without limitation, rights
with respect to
confidentiality, publication, anti-bribery, liability
and indemnification) shall remain in effect even
after this Agreement is terminated.

ownership, Inventions,

Article 12 - Termination

12,1  Notwithstanding any other termination
right set forth in this Agreement or in the
applicable generally binding legal regulations, the
Sponsor reserves the right to terminate this
Agreement at any time without cause based on
thirty-day written notice. The notice period begins
on the first day of the month following the month
in which the written notice was delivered to the
other Contracting parties. immediately upon
receipt of the written notice by other Contracting
party based on any provision of this Agreement,
the Center and the Principal Investigator agree to
(i) cease recruiting and enrolling trial subjects in
the Clinical Trial, (il) cease all procedures to the
extent medically permissible on trial subjects
already enrolled in the Clinical Trial and (iii) refrain
as much as possible from incurring additional
costs and expenses.
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12.2  Zmluvni partneri a Zadavatel, kaZdy z nich,
majli pravo ukoncit tdto Zmluvu s okamiZitym
Gcinkom formou pisomnej vypovede dorucenej
druhej Zmluvnej strane v pripade, Ze vykondvanie
Klinického skadania v Centre musi byt ukonéené z
lekérskych alebo etickych dévodov. Ufinky takejto
vypovede nastanud driom jej doruéenia poslednej
stran.  Ukongenie  Zmluvy
Zmluvnymi partnermi pedfa predchddzajucej vety
skiZajuci povinny
so Zadavatelom.

zo  Zmluvnych

je Hlaviny vopred
prekonzultovat lhned po
doruéeni pisomnej vypovede tejto Zmluvy druhej
strane na zaklade ktoréhokolvek
ustanovenia tejto Zmluvy, sa Centrum a Hlavny
skd3ajuci zavazuju (i) zastavit ndbor a zarad'ovanie
subjektov skisania do Klinického skdsania, (ii)
zastavit vykonavanie vietkych postupov, u ui
zahrnutych subjektov skisania, ato v miere, v akej
to dovoluje lekdrske hladisko, a (iii} zdriat sa v
maximalnej moZnej miere vytvérania daldich

Zmluvnej

nakladov a wydavkov. Zmluvné strany budd
aby bola bezpeéne
ukonéend lie¢ba subjektov skdSania SkdZanou

spolupracovat na tom,

zdravotnickou poméckou v priebehu vzajomne
dohodnutej doby, ale v Ziadnom pripade nebude
zavazok  Zadavatela  dodavat Skuzanu
zdravotnicku pomécku podla tejto Zmluvy trvat
dlhdie ako primerand dobu. Bez ohfadu na
predchadzajlice ustanovenie, v pripade kritickych
alebo déleZitych zisteni v rémci auditu alebo
indpekcie tykajucich sa spravne] klinickej praxe,
dohlfadu nad liekmi alebo regulatnych zaleZitosti,
praxe alebo postupu, kioré maju nepriaznivy
vplyv na prava, bhezpeénost, alebo
pohodu subjektov skidSania alebo ktoré mdiu
predstavovat potencialne

celkovu

riziko pre verejné
zdravie alebo ktoré méiu mai za nasledok
neprijatelnost idajov z Klinického skidania alebo
ktoré predstavujii vdine porusenie prisludnych
pravnych predpisov a pravidiel, ma Zadavatel
prave (podfa svojej volby) s okamiitym uéinkom
docasne zastavit nabor subjektov skasania, kym
nebudl predmetné zistenia dplne posdadené

12.2  The Contracting Partners and the Sponsor
each have the right to terminate this Agreement
with immediate effect by giving written notice to
the other party in the case that the Clinical Trial at
the Center needs to be terminated due to medical
or ethical reasons. Such termination becomes
effective on the date of its receipt by the last of
the Contracting parties. The Principal Investigator
must consult termination of this Agreement by
the Contracting Partners under the previous
with the beforehand.
Immediately upon receipt of the written notice by
other Contracting party based on any provision of
this Agreement, the Center and the Principal
Investigator agree to (i} cease recruiting and
enrolling trial subjects in the Clinical Trial, (i)
cease all procedures to the extent medically
permissible on trial subjects already enrolled in
the Clinical Trial and {iii) refrain as much as
possible from incurring additional costs and
expenses. The Contracting Parties shall cooperate
so that the treatment of the trial subjects with the
investigational medicinal product would be safely
terminated during a mutually agreed period of
time; however, the Sponsor shall not be required
to provide the investigational medicinal product
based on this Agreement for an unreasonable
period of time. Without prejudice to the
foregoing, in the event of critical or important
findings from an audit or inspection related to
good clinical practice,
regulatory matters, practice or procedure that
have a negative impact on the rights, safety or
well-being of trial subjects or that may pose a
potential risk to public health or that may render
Clinical Trial data inadmissible or that seriously
violate applicable legal regulation and rules, the
Sponsor reserves the right (at its own discretion)
to temporarily stop the recruitment of trial
subjects with immediate effect until the relevant
findings are fully assessed or to terminate by
written notice this Agreement with immediate
effect.

sentence Sponsor

pharmacovigilance or
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alebo s ckamZitym dGéinkom pisomne vypovedat
tdto Zmluvu.

12.3  Vpripade, Ze ktorékolvek z povoleni alebo
sthlasov potrebnych na vykonavanie Klinického
skidsania je (i) préavoplatne zamistnuté alebo (ii)

pravoplatne zruSené, skonéi tdto Zmiuva
automaticky dnom  doruéenia  ozndmenia
(rozhodnuiia} o takomto pravoplatnom

zamietnuti alebo pravoplatnom zruseni.

12.4 Ak sa Zadavatel primerane domnieva, Ze
Zmluvni partneri nebudd schopni zaéat nabor
alebo plnit svoje povinnosti tykajice sa ndboru v
ramci dohodnutej lehoty, ma Zadavatel pravo na
oznamenia dorudeného
partnerom {a) s okamiitym dcinkom znifif podet
subjektov skiania, ktori sa maju zaradit do
Klinického skisania; alebo (b} predifit dobu
nabaoru; alebe (c) ukonéit tito Zmluvu vypovedou.
Podla pismena ¢} méie Zaddvatel pisomne
vypovedat Zmluvu s okamzitym Géinkom, aviak
len ak vopred pisomne upozornil Zmluvnych
partnerov na ich omeskanie s naborom subjektov
sktsania a potziadal ich o napravu v dodatoénej
lehote, ktord
a Zmluvni

zaklade Zmluvnym

im na tento ucel
ani v takej
dodatoénej lehote napravu neurcbia. Zmluvni
partneri musia byl o moinosti Zadévatela
vypovedatf tlte Zmluvu s ockamiitym déinkom v

primeranej

stanovuje, partneri

pripade, ak Zmluvni partneri nezjednaji napravu
ani v dodatoCne stanovene] lehote, nélefite
pisomne poudeni.

12.5 V pripade, Ze Zadavatel neschvali nového
Hiavného skugajuceho alebo sa tento novy Hlavny
skisajici pisomne nezaviaie k povinnostiam
podla tejto Zmluvy formou dodatku k tejo Zmluve,
Zadévatel je opravneny tato Zmluvu ukonéit
vypovedou ku diiu dorudenia vypovede Centru. V
pripade, Ze Hlavny skd3ajuci a Zadavatel maja
zaujem pokraovat v spoluprici pri vykondvani

Klinického skGSania v inom zdravotnickom

12.3
consent necessary for the performance of the
Clinical Trial is (i) finally rejected or {ii) withdrawn,
this Agreement shall be automatically terminated
on the day of receipt of notification (decision) of
such final rejection or withdrawal.

In the case that any authorization or

12.4 In the case that the Sponsor reasonably
believes that the Contracting Partners shall be
unable to start recruitment or to fulfil their
recruitment obligations by the agreed deadline,
the Sponsor shall have the right, by sending
written notice to the Contracting Partners, to (a)
decrease with immediate effect the number of
trial subjects to be recruited; or {b) extend the
recruitment deadline; or {c} terminate this
Agreement. According to (c}, the Company may
terminate this Agreement by written notice with
immediate effect, provided that the Sponsor
informed the Contracting Partners about their
delay with recruiting trial subjects in writing
beforehand and asked them to remedy this delay
within an additional reasonable time-limit and the
Contracting Partners failed to remedy this delay
within such additional reasonable time-limit. The
Contracting parties must be duly informed in
writing about the Sponsor's possibility to
terminate this Agreement with immediate effect
if the Contracting Parties do not remedy the
situation even within an additional period of time.

12.5 In the case that the Sponsor does not
approve a new Principal Investigator or a new
Principal Investigater does not accept in writing
the obligations under this Agreement in the form
of an amendment to this Agreement, the Sponsor
may terminate this Agreement as of the day of
delivery of the termination notice to the Center.
In the case that the Principal Investigator and the
Sponsor wish to continue to cooperate with
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zariadeni, Centrum sa zavidzuje poskytnat
udajov,
informacii a materialu, ktoré nie s(i vlastnictvom

Centra, v prospech nového centra.

stéinnost pri prevedeni refevantnych

12.6 V pripade, Ze pofas auditu alebo inipekcie
regulatnych orgdnov bude zistené porudenie
ustanovenitejto Zmluvy alebo Protokolu zo strany
skiajiiceho,
Zadavatel pravo tuto Zmluvu pisomne vypovedat
s okamZitou uéinnostou, pritom ulinky takejto
vypovede nastand diiom jej doruéenia poslednej

Centra alebo Hlavného ma

zo Zmluvnych strén.

12.7 Zadavatel je povinny uhradit vietky dliné
fiastky za riadne poskytnuté sluzby Zmluvnymi
partnermi na zadklade tejto Zmluvy a ndklady,
ktoré im oddvodnene vznikli, ku diiu doruéenia
vypovede alebo v pripade ukonéenia tejto Zmluvy
podfa &. 12.1 k poslednému diiu vypovednej
lehoty alebo v pripade ukontenia tejto Zmluvy
podla ¢€l. 12.3 ku diiu doruéenia pravoplatného
zamietnutia/zrudenia. Ak Zmluvni partneri
preukazatefne obdriali vy3siu sumu odmeny a
nékladov, na ktoré im podla skutoéne vykonanych
ginnosti vznikol narok v sulade s touto Zmiuvou,
Centrum sa prislu$ny rozdiel zavazuje zaplatit spat
Zadavatelovi bez zbytoéného odkladu.

12.8 Pri skonéeni Zmluvy sa Zmluvni parineri
zavdzuju vrétit Zaddvatefovi na jeho ndklady
vietok nespotrebovany material a predmety,
ktoré im boli poskytnuté v suvislosti 5 Klinickym
skiidanim, a to najneskdr do tridsiatich (30)
pracovnych dni od datumu ukonéenia Zmluvy.
Centrum vrati Zadavatelovi podas tridsiatich {30)
kalendarnych dni od dédtumu aéinnosti vywpovede
ktoré neboli k datumu
Géinnosti vypovede vynaloiené alebo kiorych

vietky prostriecky,

regard to the Clinical Trial in another medical
facility, the Center agrees to cooperate with
transferring relevant data, information and
materials that are not owned by the Center to
such a medical facility.

12.6  In the case that an audit or inspection of
supervising authorities discovers a breach of this
Agreement or the Protocol on the part of the
Center or the Principal Investigator (or failure by
any Clinical Trial Team Members to observe the
provisions of this Agreement), the Sponsor shall
have the right to terminate this Agreement by
written notice with immediate effect, and such
termination becomes effective on the date of its
delivery to the last of the Contracting Parties.

12,7 The Sponsor must pay all outstanding
amounts for the services properly provided by the
Contracting Partners based on this Agreement
and all reasonably incurred costs, as of the day of
receipt of the notice or, in the case that this
Agreement is terminated pursuant to Article 12.1,
as of the last day of the termination period or, in
the case that this Agreement is terminated
pursuant to Article 12.3, as of the day of receipt
of the final rejection. In the case that the
Contracting partners provably received higher
payments than the payments due according to
the work actually performed based on this
Agreement, the Center shall refund the balance to
the Sponsor without undue delay.

12.8 Upon termination of this Agreement, the
Contracting Partners shall return to the Sponsor
all unused materials and items provided to the
Contracting Partners in relation to the Clinical
Trial within thirty (30) working days of the day of
termination of this Agreement. Center shall
return to Sponsor within 30 calendar days of the
effective date of termination any funds not
expended or irrevocably obligated by Center prior
to the effective date of the termination.
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vynaloZenie sa edte pred vypovedou nestalo
neodvolaielnym Navyse
Centrum v lehote tridsiatich (30) kalendarnych dni
od datumu vypovede  vystavi
Zadavatelovi koneénii faktliru obsahujiicu vietky
ciastky, ktoré Zadavatel méZe dlhovat vo vziahu k
ukonéenému
ustanoveni tejto Zmluvy.

zavazkom Centra.

ucinnosti

Klinickému  skidsaniu  podia

€l. 13 — Rézne ustanovenia

13.1 Uzatvorenie tejto Zmluvy nie je podmienené
Ziadnym existujucim alebo budicim obchodnym
vzfahom medzi Zmluvnymi partnermi a
Zadavatelom ani  ziadnym obchodnym
rozhodnutim, ktoré Zmluvni partneri urobili alebo
urobia voéi Zadévatelovi
obchodovanym Zadavatelom,

alebo vyrobkom

13.2 Na wylifenie pochybnosti Zmluvné strany
vyhlasuji, Ze vo vietkych pripadoch ked této
Zmluva
Spoloénost wluéne pod svojim menom a ako
zastupca Zaddavatela a nie je Zmluvnou stranou
tejto Zmiuvy.

odkazuje naSpolotnost, kond této

13.3 Zmluvni partneri sa zavdzuji plnit svoje
povinnosti podia tejto Zmluvy spdsobom, ktory
bude v sdlade s prislusnymi pravnymi predpismi
zameranymi proti korupcii a podplacaniu. Zmluvni
partneri zavdzne vyhlasujd, e v sdvislosti s
Klinickym ski3anim neposkytli ani neposkytnua
Ziadnu platbu ani prospech, priamo alebo
nepriamo, uradnej  osobe,
obchodnym partnerom,
zdravotnictve ani Ziadnej ine] osobe na el

zékaznikom,
odbhornikom v

ziskania nedovoleného prospechu alebo nekalej
obchodnej wyhody, nebudd
rozhodovanie v sikromnej ani verejnej sfére,
predpisovanie, ani nebudii nikoho podnecovat k

ovplyviiovat

Fidia_ AQG6.21.01 yonsor_Institutio incipal Investigal

Additionally, within 30 calendar days of the
effective date of the termination, Center shall
submit to Sponsor a final invoice identifying any
amounts Sponsor may owe relative to the
terminated Study (-ies) and pursuant to the terms
of this Agreement.

Article 13 - Miscellaneous

13.1 The conclusion of this Agreement is not
contingent on any existing or future business
relationship between the Sponsor and the
Contracting Partners or on any business decision
that the Contracting Partners made or shall make
with respect to the Sponsor or the products sold
by the Sponsor.

13.2 To eliminate any doubts, the Contracting
Parties represent and warrant that Emmes
referred to in this Agreement act in its name and
as a representative of the Sponsor and are not a
contracting party to this Agreement.

13.3 The Contracting Partners agree to perform
their this Agreement in
compliance with applicable anti-bribery and anti-
corruption The Contracting Partners
represent and warrant that in connection with the
Clinical Trial they did not provide and shall not
provide any payment or benefit, directly or
indirectly, to government officials, customers,
business partners, healthcare professionals or any
other persons in order to secure an improper
benefit or unfair business advantage, shall not
influence private or official decision-making, shall
not influence prescribing and shall not instigate
anyone to breach professional duties or rules. The

obligations under

laws.

greement_SK-009 6 September 2021
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alebo
zavazuju

poru3ovaniu
pravidiel.
bezodkladne
kaidé podozrenie ¢i zistené porudenie vyiiie
uvedenych zdsad v sdvislosti s obchodnou
tinnostou Zadavatela a budi v tychto pripadoch
spolupracovat so Zadavatefom pri preSetreni
takej zalezitosti.

profesijnych  povinnosti
Zmluvni  partneri sa
pisomne oznamit Zadavatelovi

13.4 Zmluvné sirany wvyhlasuji, Ze nemaji v
suasnosti uzatvorent Ziadnu zmluvu ani zévizok,
ktorych plnenie by negativne ovplyvnilo plnenie
povinnosti voci Zadavatelovi na zaklade tejto
Zmluvy a sufasne sa zavazuju po celd dobu
priebehu Klinického sk3ania Ziadnu takito
zmluvu neuzavrief ani Ziadny takyto zavizok
Hlavny skuajici to, Ze
Spoluskudajica ani Ziadny z Clenov $tudijného
timu nemad v siacasnej dobe uzatvorend Ziadnu
takato zmluvu, a zavazuje sa zabezpedéit, Ze Yiadny
z Clenov takiito
neuzavrie.

neprijat. ruéi  za

Studijného  timu zmluvy

13.5 Této Zmluva obsahuje Gplné dojednanie o
predmete Zmluvy a vietkych naleZitostiach, ktoré
Zmluvné strany mali a chceli v Zmluve dojednat, a
ktoré povaiuju za dolefité. SGfasne Zmluvné
strany vyhlasuju, Ze si vzajomne oznamili vetky
informacie, ktoré povaiuji za
podstatné na uzatvorenie tejto Zmluvy.

doleZité a

13.6 Zmluvné strany prejavili volu neuplatfiovat
akékolvek prava a povinnosti Zmiluvnych stran
vyvodené z doterajSej alebo budicej praxe
medzi zvyklosti
udrZiavanych vieobecne & v odvetvi tykajlicom sa
predmetu plnenia tejto Zmluvy, pokial tato
Zmluva neustanovuje inak.

zavedenej nimi  alebo

13.7 KaZda zo Zmluvnych stran kona ako nezévisly
subjekt a na Ziadne udéely nie je v postaveni
partnera, sprostredkovatefa, zamestnanca ani

Contracting Partners agree to immediately report
to the Sponsor in writing any suspected or
detected violation of the above principles in
connection with the Sponsor’s business activity
and, in such cases, shall cooperate with the
Sponsor in reviewing the matter.

13.4 The Contracting Partners represent and
warrant that they are not presently under any
agreement or obligation that would negatively
affect the performance of their obligations with
respect to the Sponsor based on this Agreement
and agree not to enter into any such agreement
or accept any such obligation in the course of the
Clinical Trial. The Principal Investigator warrants
that no Sub-Investigator nor any Clinical Trial
Team Member is presently under any such
Agreement and agrees to ensure that no Clinical
Trial Team Member shall enter into any such
agreement.

13.5 This Agreement represents an entire
agreement about the subject-matter hereof and
all matters that the Contracting Parties were and
wished to negotiate herein and consider
important. The Contracting Parties represent and
warrant that they provided to each other all
information they consider important and
substantial for entering into this Agreement.

13.6 The Contracting Parties do not wish to have
any of their rights and obligations implied from
current or future practice established between
them or from usages observed in general or in the

industry related the subject-matter of this
Agreement, unless explicitly agreed in the
Agreement.

13.7 Each Contracting Party shall act as an
independent entity and shall not be construed for
any purposes as a partner, agent, employee or

greemen K-0( b Septembe
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zéstupcu druhej Zmluvnej strany (okrem vztahu
Centra ahlavného skidajiceho, rsp. Clenov
skusajuceho timu}.

13.8 Zadavatel md pravo postiapit tdto Zmluvu
uplne alebo séasti na ktorikolvek zo svojich
Prepojenych osob. Okrem vyigie uvedeného nie je
Ziadna zo Zmluvnych stran opravnena postupit
svoje prava a / alebo povinnosti Gplne ani scasti
nha tretiu stranu bez predchadzajliceho
pisomného suhlasu ostatnych Zmluvnych stran.
Tato Zmluva zavdzuje Zmluvné strany, ako aj ich
pravnych nastupcov a osoby, na ktoré budd prava
a zavazky Zmluvnych stran v sllade s tymto

£lankom postupené.

13.9
konkrétneho ustanovenia tejto Zmluvy nemd
vplyv na platnost ostatnych ustanoveni, Zmluvné
strany sa nahradit neplatné a
ustanovenie  platnym a
podla potreby,
ktorym bude fo moino najblizSie dosiahnuty
umysel, ktory strany mali v fase uzavretia tejto
Zmluvy.

Neplatnost alebo  nevymahatelnost

zavazuji
nevymahatelné
vymahatefnym ustanovenim,

13.10 Jednostranné vzdanie sa prava alebo tichy
suhlas alebo nelispeiné dovolania sa porusenia
ktoréhakolvek
Zmluvnou

ustanovenia tejto  Zmluvy

stranou nezakladé jednostranné
vzdanie sa prava v suvislosti s akymkolvek
naslednym porusenim ktoréhokolvek

ustanovenia tejto Zmluvy.

13.11 Pokial nie je v tejto Zmluve dohodnuté inak,
povaZuje sa za kontaktn( osobu Centra PharmbDr.
Veronika Mitasova, MBA. Ukon urobeny vodi
Centru sa povaiuje za riadne urobeny aj vodi
Hlavnému skasajucemu, resp. Clenom Studijného
timu.

representative to the other Contracting Party
(except for the relationship between the Center
and the Principal Investigator, or the Study Team
Members).

13.8 The Sponsor shall have the right to assign this
Agreement, in whole or in part, to any of its
Affiliates. Save for the foregoing, neither Party
may assign its rights or obligations under this
Agreement, in whole or in part, to a third party
without the prior written consent of the other
Parties. This Agreement is binding for all Parties as
well as their legal successors and parties to which
the rights and obligations of the Contracting
Parties shall be assigned in compliance with this
Article.

13.9 The invalidity or unenforceability of a
particular provision of this Agreement shall not
prejudice the validity of the remaining provisions.
The Coniracting Parties agree to replace the
invalid or unenforceable provision with a valid or
enforceable provision that shall correspond as
much as possible to the intent of the Parties at the
time they entered into this Agreement.

13.10 A unilateral waiver of a right or
acquiescence or failure to claim a breach of any
provision of this Agreement by either Contracting
Party shall not establish a unilateral waiver of such
right with respect to any subsequent breach of

any provision of this Agreement.

13,11 Unless otherwise agreed in this Agreement,
the Center’s contact person shall be PharmbDr.
Veronika MitaSova, MBA. All actions taken with
respect to the Center shall be deemed as actions
taken respect to the Principal Investigator or
Clinical Trial Team Members as well.
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13.12 Zmiuvné strany sa dohodli, Ze tato Zmluva
méZe byt s dalej uvedenou vynimkou menend iba
prostrednictvom vzostupne
otislovanych dodatkov podpisanych vietkymi
Zmluvnymi stranami. Zmluvné strany nemusia
uzavriet dodatok k tejto Zmluve v pripade tzv.
nepodstatnych zmien Protokolu. Nepodstatnou
zmenou Protokolu sa pritom rozumie taka zmena
Protokolu,

vykonavania

pisomne

rozsah &i
(najma
vykondvanych Zmluvnymi partnermi v ramci
Klinického skiania a nema teda akykolvek vplyv
na vySku odmeny za vykonavanie Klinického
skddania i inej ceny uvedenej v tejto Zmluve.
Nepodstatné zmeny Protokolu su G&inné diiom
ich dorutenia Centru.

ktora nemeni spdsob

tukanov vyéetrenie)

13.13 Této Zmluva je vytvorend a riadi sa
stovenskym pravom. Zmluvné strany sa v stlade s
ustanovenim & 262 ods. 1 a 2 Obchodného
zakonniku vyslovne dohodli, Ze ich zavdzkowy
vztah upraveny touto Zmluvou sa bude riadit
Obchodnym zdkonnikom. Zmluvné strany sa dalej
dohedli, Ze vietky spory vzniknuté z tejto Zmluvy
budu rieSené vecne a miestne prislunymi sidmi
Slovenskej republiky.

13.14 Tato Zmluva je vyhotovena v slovenskom a
v anglickem jazyku, pri¢com Zmluvné strany
povaiuji obe jazykové verzie za rovnocenné,
aviak pre pripad vykladovych nezrovnalosti medzi
jednotlivymi verziami sa Zmluvné strany dohodli,
ze prednost mé slovenska verzia Zmluvy. Této
Zmluva a vietky jej prilchy predstavuji dplnu
dohodu Zmluvnych strdn o predmete tejto
Zmluvy.

€l. 14 - Prilohy

Institutior

13,12 The Contracting Parties have agreed that
this Agreement may be changed, excluding the
exception mentioned below, only through written
consecutively numbered amendments signed by
all Contracting Parties. The Contracting Parties are
not obliged to execute an amendment to this
Agreement in case of so-called minor changes in
the Protocol. A minor change in the Protocol
means a change in the Protocol that does not
change the scope or manner of procedures (in
particular examination) performed by the
Contracting Partners as part of the Clinical Trial
and has impact on
performing the Clinical Trial or on any other prices
specified in this Agreement. Minor changes in the
Protocol shall come into effect on the day of their
delivery to the Center.

no remuneration for

13.13 This Agreement is construed and governed
by the Slovak law, The Contracting parties, in
accordance with the provision of Section 262
para. 1 and 2 of Commercial Code, expressly agree
that their contractual relationship reguiated by
this Agreement shall be governed by the
Commercial Code. The Contracting Parties have
further agreed that any dispute arising from this
Agreement shall be decided by materially and
locally competent courts of the Slovak Republic.

13.14 This Agreement has been drawn up in the
Slovak and English language, and the Contracting
Parties consider both language versions to be
equal; however, in case of any interpretation
discrepancy between the individual versions, the
Slovak version shall prevail as agreed by the
Contracting Parties. This Agreement and all of its
Appendices represent an entire agreement of the
Contracting Parties with respect to the subject-
matter of this Agreement.

Article 14 — Appendices
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Fidiz

Nasledujice prilohy tveria neoddelitefna sicast
tejto Zmluvy, pokial nie je v tejto Zmluve
stanovené inak:

Priloha €. 1: Harmonogram platieb a rozpocdet

The following Appendices constitute an integral

part of this Agreement, unless set forth otherwise
herein:

Annex 1: Payment Schedule and Budget
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Za Centrum, v. Trnave, difa: ... ......

Fakultnd nem iica 1ava
JuDr.Via v Sn
Riaditel

Za Zaddvatela, v Prahe, dna: .

s

Center in Trnava, on: .....

Fakultnd nemd- " -
JUDr. Vlad _ave
Director

Sponsor, in Prague on: ...

" Tl ?

Fidia Farmaceutici S.p.A.
V zast. Emmes Biopharma Slovakia s.r.o.
MUDr. Pavel Marek
konatel

Za Hlavného skisajlceho, v Trnave, diia:
.......... . 2023

Fidia Farmaceutici $.p.A.
On behalf of Emmes Biopharma Slovakia s.r.o.
Pavel Marek, MD.
Managing Director

Principal Investigator, in  Trnava, on:
....................... 2023

MUDr. Yan Mykyta
Hiav—" .ajuci

ir_Institution_ Principal Investigator agreement SK-00

MUDr. Yan Mykyta
Principal Investigator
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PRILOHA £. 1 — Harmonogram platieb a rozpotet /ANNEX 1 — Payments schedule and Budget

1. FINANENE PODMIENKY/FINANCIAL CONDITIONS

Celkova éiastka za pacienta je 350 EUR, bez DPH (ak je pouZitelné).
The total amount per patient is 350 EUR, excluding VAT (if applicable).

Platby za vykony realizované v rdmci Klinického skuSania sa rozdeluju medzi Centrum, Hlavného
skuiajuiceho a Spoluskidajucy nasledovne:

Payments for services performed within the clinical trial are divided between the Center, the Principal
Investigator and the Sub-Investigator as follows:

20% z celkovej sumy pre Centrum/20% of the total amount for the Center

Prijemca platby: Fakuitnd nemocnica Trnava
IBAN/Cislo G&tu: SK54 8180 {000 0070 0028 1238
SWIFT kod: SPSRSKBA

Nézov banky: Statna pokladnica

40% z celkovej sumy pre Hlavnéha skudajliceho/40% of the total amount for the Principal Investigator

Prijemca platby: MUDr, Yan Mykyta (,Hlavny skusajici}
iBAN/Cislo Gétu:
SWIFT kéd:

Nazov banky: [

40% z celkovej sumy pre Spoluskdsajicu: MUDr. Lenka Bohunicka/40% of the total amount for the
Subinvestigator

Prijemca platby: MUDr. Lenka Bohunicka {,Spoluskiidajica”)
1BAN/Cislo G¢tu:
SWIFT kéd: i
Nazov banky:

Fidia_ AQG6.21.01 Sponsor_Institution Principal Investigator agreement
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Tabulka 1/ Table 1

Platba pre Platba pre Platba pre
nemocnicu/ Hlavného Spoluskigajucu/
Celkova Platba/ | Payment for skiidajuceho/ Payment for
Néviteva/ Patient's visit Total Payment Hospital Payment for Subinvestigator
Principal
Investigator
Naviteva £. 1 (Skrining/ Uvodnd
navsteva)/ 50€ 10€ 20€ 20€
Visit 1 Screening/Baseline)
Navsteva &. 2 (Den 7)/ 50€ 10€ 20€ 20€
Visit 2 (Day 7)
Navsteva &. 3 (Defi 14) 50€ 10€ 20€ 20€
Visit 3 (Day 14)
Navsteva ¢. 4 (Den 21) 50€ 10€ 20€ 20€
Visit 4 {(Day 21}
Navsteva €. 5 (Den 28) 50€ 16€ 20€ 20€
Visit 5 (Day 28)
Naviteva &, 6 {Def 42) 50€ 10€ 20€ 20€
Visit 6 (Day 42)
Naviteva &. 7 (Den 56) 50€ 10€ 20€ 20€
Visit 7 {Day 56)
MRS A, ~cena,, 28 L 350 € 70€ 140 € 140 €
pacienta

Administrativne ndklady/Administrative Costs:

Platba pre nemaocnicu/ Payment for Hospital

Start-up poplatok / Start-up Fee

300

Archivaény poplatok / Achiving Fee

500

ition_Principal Investigator agreement S
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