Zmluva o KSZP/CT Agreement

v Emmes

DOVERNE/CONFIDENTIAL

ZMLUVA O VYKONANI KLINICKEHO SKUSANIA
ZDRAVOTNICKEJ POMOCKY PO UVEDENI NA
TRH

uzatvorena podla ustanovenia § 51 zdkona ¢.
40/1964 Z.z., obcianskeho zakonnika (dalej len
»Zmluva“)

medzi:

Emmes Biopharma Slovakia s.r.o., spolo¢nost so
sidlom Pri nemocnici 3, 040 01 Kosice, Slovensko
ICO: 44174039, DPH: SK2022611217, zastlpena
MUDr. Pavlem Markem, konatelom spolocnosti,
vedend v Obchodnom registri pri Okresnom sude
v Kosiciach, oddiel sro, vlozka 21880/V (dalej len
»Spoloénost”), konajlica na zéklade riadnej plne;j
moci vystavenej dia 6.9.2021 za spolocnost Fidia
Farmaceutici S.p.A., zaloZzenu a prevadzkovanu
podla talianskeho prdva, so sidlom v Via Ponte
della Fabbrica 3/A - 35031 Abano Terme (PD) —
Taliansko, registrovanu v obchodnom registri pri
Obchodnej komore v Padove, Taliansko, spis ¢.
00204260285, VAT: IT00204260285, zastupenou
Dr. Carlom Pizzocarom, jej prezidentom,

(dalej len ,,Zadavatel™)

[+]

Univerzitna nemocnica Bratislava so sidlom v
Bratislave na ul. Pazitkova 4, 821 01, Slovenska
republika, pracovisko: IV. chirurgicka klinika LF
UK a UNB, Nemocnica RuZinov

1ICO: 31813861
IC DPH: SK2021700549

zastUpend riaditeflom MUDr. Alexander Mayer,
PhD., MPH, MHA,

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

made and entered into pursuant to the
provisions of Section 51 of Act No. 40/1964 Coll.,
the Civil Code (hereinafter the “Agreement”)

by and between:

with
registered office at Pri nemocnici 3, 040 01

Emmes Biopharma Slovakia s.r.o., its
Kosice, Slovak republic, Identification Number:
44174039, VAT SK2022611217
represented by MUDr. Pavel Marek, Managing

Number:

Director, registered in the Commercial Registry
kept by District Court in KoSice, part sro, file
21880/V
Slovakia s.r.0.“) on behalf of, by means of a
proper Letter dated 6
September 2021, Fidia Farmaceutici S.p.A., a

(hereinafter ,Emmes Biopharma

of Authorization

company organized and existing under the law of
Italy, with its registered office at Via Ponte della
Fabbrica 3/A - 35031 Abano Terme (PD) -
Italy, registered in the Commercial Registry kept
by the Chamber of Commerce of Padua, Italy,
under the file No. 00204260285, VAT:
IT00204260285, represented by Dr. Carlo
Pizzocaro, its President,

(hereinafter only the “Sponsor”)

and

Univerzitna nemocnica Bratislava with its
registered office PazZitkovd 4, 821 01 Bratislava,
Slovak republic with the place of operation: IV.
Chirurgicka klinika LF UK a UNB, Nemocnica
RuZinov

ID: 31813861

VAT ID: SK2021700549

represented by MUDr. Alexander Mayer, PhD.,
MPH, MHA, Director,
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Bankové spojenie: Statna pokladnica,
Radlinského 32, 810 05 Bratislava

IBAN: SK 58 8180 0000 0070 0027 9808

SWIFT: SPSRSKBA

(dalej len ,Poskytovatel zdravotnych sluzieb”

alebo ,Poskytovatel™)

MUDr. Rudolf Sokol, MPH
datum narodenia

bytom

IBAN:

SWIFT:

(dalej len ,,Hlavny skusajuci“)

takto:
CLANOK I.

Predpoklady pre uzatvorenie tejto Zmluvy

1.1.
Zmluvu o vykonani

Zmluvné strany sa rozhodli uzavriet tato
klinického sledovania na
zaklade tychto skutocnosti:

a) Spolo¢nost Fidia Farmaceutici S.p.A., ako
Zadavatel ma zaujem vykonat PMCF klinické
sledovanie Zdravotnickej pomdcky s CE znackou
(dalej
»Zadavatel”) a je z pozicie Zadavatela klinického

uvedenej dalej v tejto Zmluve; len

sledovania zdravotnickej pomadcky subjektom
opravnenym prijimat plnenie a vykonavat préava
Zadavatela.

b) Hlavnym skudsajuacim tohto klinického
sledovania je MUDr. Rudolf Sokol. Poskytovatel
ma uzatvoreny platny pracovny pomer s Hlavnym

skusajucim. Poskytovatel suhlasi s vykonanim

klinického sledovania zdravotnickej pomaocky
v priestoroch Poskytovatela;
c) Spolo¢nost Emmes Biopharma Slovakia

s.r.o. je zmluvnou vyskumnou organizaciou a je v
klinického

skusania zdravotnickej pomocky, Zadavatel ju

zmluvnom vztahu k Zadavatelovi

Bank account: National treasury, Radlinského 32,
810 05 Bratislava

IBAN: SK 58 8180 0000 0070 0027 9808

SWIFT: SPSRSKBA
(hereinafter the
“Provider”)

“Health care provider” or

and

MUDr. Rudolf Sokol, MPH

born:

residence at Vrbova 2, 821 07 Bratislava
IBAN:

SWIFT:

(hereinafter only “Principal Investigator®)

as follows:
ARTICLE I.

Preconditions for the conclusion of this
Agreement

1.1.
conclude this Clinical Investigation Agreement in

The contracting parties have decided to

view of the following facts:

a) the company Fidia Farmaceutici S.p.A.,
as the Sponsor, wishes to perform a PMCF
clinical follow-up of CE marked medical device
specified below in this Agreement (hereinafter
the “Sponsor”); the Sponsor, on grounds of its
position of a sponsor, is entitled to receive
performance and exercise rights of the sponsor.
b) The for the clinical
investigation of medical device is MUDr. Rudolf
Sokol (“hereinafter the “Principal Investigator”).
The Provider has a valid employment agreement

investigator

concluded with the Investigator. The provider
agrees with the clinical investigation of medical
device performance within its premises;

c) Emmes Biopharma Slovakia s.r.o. is a
contractual research organisation and it is in a
contractual relationship with the Sponsor of the
clinical investigation of medical device who has
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splnomocnil k zaisteniu plnenia ¢innosti alebo
funkcii Zadavatela vztahujucich sa ku klinickému
skdsaniu. Zadavatel poveril spolo¢nost Emmes
Biopharma Slovakia s.r.o. tiez k monitorovaniu
tohto klinického skusania.

d)
sposobili a kvalifikovani pre riadne avcasné
tohto klinického
zdravotnickej pomocky podla schvaleného planu

Poskytovatel a Hlavny skusajuci su plne
vykonanie skudsania
klinického skusania.

CLANOK 1.

Predmet zmluvy

Predmetom tejto Zmluvy je Klinické skusanie
pomocky po uvedeni na trh
(dalej
podla planu
klinického skusania ,Clinical Investigation Plan
AQG6.21.01” (dalej ,Klinické skusanie
zdravotnickej pomocky ¢i Klinické skdsanie”),

zdravotnickej
,HYALO4 SKIN GEL“
»Zdravotnicka

s ndzvom len

pomaocka“),
len
vykonané v silade s touto Zmluvou a za odmenu
pre Poskytovatela a pre Hlavného skusajuceho
(viacv ¢l. 4.1).

CLANOK III.

Zakladné predpoklady pre vykonanie klinického

authorised Emmes Biopharma Slovakia s.r.o. to
ensure the performance of the Sponsor’s
activities or roles in relation to the clinical
investigation. The Sponsor has also authorised
Emmes Biopharma Slovakia s.r.o. to monitor the
clinical investigation.

d)
fully competent and qualified for due and timely

the Provider and the Investigator are
performance of this clinical investigation of
medical device in compliance with the approved
Clinical Investigation Plan.

ARTICLE Il

Subject of Agreement

The subject of this Agreement is the post —
market clinical follow-up of the medical device
named ,HYALO4 SKIN GEL“ (hereinafter the
“medical device”) in compliance with the Clinical
Investigation Plan “Clinical Investigation Plan
AQG6.21.01“ (hereinafter ,clinical investigation
of medical device or clinical investigation”) and
with  this
remuneration being paid both to the Provider

in  compliance Agreement for
and to the Investigator (more in Art. 4.1).
ARTICLE IlI.

Basic preconditions for the performance of the

skusania

Poskytovatel vykona klinické skusanie
zdravotnickej pomocky v sulade so Zakonom ¢.
362/2011 Z.z,, zdravotnickych
pomockach (dalej len ,Zakon o zdravotnickych
pomodckach”) pravnymi
predpismi Eurépskej Unie a Slovenskej republiky,
klinického

stanoviskom prislusnej Etickej komisie, touto

o liekoch a

a dalSimi zdvaznymi

planom skdsania,  suhlasnym

Zmluvou a dals$imi pokynmi Spoloc¢nosti Emmes
Biopharma Slovakia s.r.o. ¢i Zadavatela.

CLANOK IV.

clinical investigation

The shall the clinical
investigation of medical device in compliance
with Act No. 362/2011 Coll. on drugs and medical
the “Act on Medical

Devices”), and in compliance with other binding

Provider perform

devices (hereinafter
legal regulations of the European Union and
Slovak Republic, the Clinical Investigation Plan,
the positive opinion of the competent Ethics
committee, this Agreement and any other
instructions that may be provided by Emmes

Biopharma Slovakia s.r.o. or the Sponsor.

ARTICLE IV.
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Miesto vykonania Klinického skusania
Zdravotnickej pomocky a definovanie Hlavného

skusajuceho

4.1.
sa bude vykonavat v Univerzitnej nemocnici
Bratislava, pracovisko: IV. chirurgicka klinika LF
UK a UNB, Nemocnica RuZinov pod vedenim
Rudolf Sokol.
Klinické

Klinické skdsanie zdravotnickej pomocky

Hlavného skusajuceho MUDr.

Hlavny skusajuci vykona skusanie

Zdravotnickej pomocky v sulade s pokynmi
Poskytovatela zdravotnych sluzieb, vsulade s
prislusnymi pravami a povinnostami stanovenych
touto Zmluvou vo vztahu k Poskytovatelovi
zdravotnych sluZzieb a prislusnych pravnych

EMMES BIOPHARMA
SLOVAKIA S.R.O. preverila sposobilost pracoviska
k Klinického

pracovisko je k vykonaniu sposobilé.

predpisov. Spolocnost

vykonaniu skdsania a toto

4.2,
a)

schopnostami a skisenostami a ako lekar je plne

Poskytovatel prehlasuje, ze:
Hlavny skusajuci disponuje odbornymi

kvalifikovany bez akéhokolvek obmedzenia

prijimat akékolvek lekarske rozhodnutia tykajlce
sa subjektov skdSania, ktoré v sulvislosti

s Klinickym skudSanim Zdravotnickej pomdcky
ucini alebo pripadne bude nuteny ucinit;
b)

ktori sa budu podielat na vykonani Klinického

Ostatni ¢lenovia Timu klinického skusania,

skdsania Zdravotnickej pomocky, su pre plnenie

svojich uloh naleZite vzdelani a rovnako

disponuju prislusnymi znalostami
a schopnostami.

c) Ziaden zvysSie spomenutych ¢lenov nebol
vyluceny z vykonu svojho povolania v dosledku
ulozenych  pravnymi

porusenia  povinnosti

predpismi, nebolo proti Ziadnemu zclenov
vedené konanie vo veci zdkazu cinnosti, nebol
obvineny, odsudeny, a ani inak zapojeny do
konania, v désledku ktorého, by bolo mozné viest
konanie vo veci zdkazu cinnosti. Pokial by doslo

ku zmene tychto skutocnosti, Poskytovatel je

Place of the clinical investigation of medical
device and definition of the Investigator

4.1. The clinical

device shall take place at Univerzitna nemocnica

investigation of medical

Bratislava, with the place of operation: IV.
Chirurgicka klinika LF UK a UNB, Nemocnica
RuZinov under the supervision of the Principal
MUDr. Rudolf Sokol. The
shall perform the clinical
investigation in compliance with the employer’s

Investigator
Investigator

instructions, in compliance with applicable rights
and obligations stipulated herein with respect to
the
compliance with applicable legal regulations.
EMMES BIOPHARMA SLOVAKIA S.R.O.
verified qualification of the site for conducting

Investigator or the Provider and in

has

the clinical investigation, and this site is qualified
for the conduct thereof.

4.2.
a)

The Provider hereby declares that:

the Investigator possesses professional skills
and capabilities and is fully qualified as a
physician, without any limitations, to adopt all
medical decisions relating to the investigation
subjects that will be made or will have to be
made by the Investigator in connection with the
clinical investigation of medical device;

b) the other members of the Clinical Trial Team
participating in the performance of the clinical
investigation of medical device are adequately
educated for the performance of their tasks and
also possess appropriate knowledge and skills.

c) none of the aforementioned members have
been prohibited from the performance of their
job as a consequence of a breach of their
by
proceedings

obligations  imposed applicable legal

regulations, no relating to
prohibition of job performance have been
conducted against any of the aforementioned
persons, none of the aforementioned persons

have been accused, sentenced or otherwise
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povinny neodkladne informovat Zadavatela a
Spolo¢nost Emmes Biopharma Slovakia s.r.o..

4.3.
dovodu ukondi ¢i prerusi na dobu dlhSiu ako 1

Pokial Hlavny skusajuci z akéhokolvek

(jeden) mesiac svoju ucast na Klinickom skusani

Zdravotnickej pombcky alebo z akéhokolvek
doévodu nebude riadne plnit svoje zavazky, je
Poskytovatel povinny neodkladne oznamit tuto
skutoénost Zadavatelovi a Spolo¢nosti Emmes
Biopharma Slovakia s.r.o. v pisomnej podobe.
Poskytovatel sa zavazuje navrhnut Zadavatelovi
prostrednictvom Spolo¢nosti Emmes Biopharma
Slovakia s.r.o. Bez
ohladu

Poskytovatelom,

nahradného skusajuceho.

na ndvrh ndhradného skusajuceho

je  Spolo¢nost  Emmes
Biopharma Slovakia s.r.o., v pripade ukoncenia ci
prerusenia Ucasti na skudsani Skusajucim,
opravnena odstupit od tejto Zmluvy v sulade

s ustanovenim ¢l. 12.2. pism. (a) tejto Zmluvy.

CLANOK V.

Doba trvania klinického skusania

5.1. T4to Zmluva sa uzatvara na dobu trvania
Klinického skusania Zdravotnickej pomocky a jej
uéinnost zanika riadnym ukonéenim Klinického
skdsania, tzn. uzatvorenim centra spolu s
predanim pisomnej informdcie od Zadavatela o
Klinického

Predpokladany termin uzavretia centra spolu

uzavreti databazy skudsania.

s predanim pisomnej informacie od Zadavatela

o uzavreti databdzy je November 2022.

5.2.
bude prebiehat

Nabor subjektov do Klinického skusania
odo dna ucinnosti Zmluvy
pribliZzne 6 mesiacov. Samotné trvanie Klinického

involved in any acts that might result in the
of the
prohibition of their job performance. Should any

commencement proceedings on
of these facts change, the Provider shall be

obliged to promptly inform the Sponsor and

Emmes Biopharma Slovakia s.r.o. of such
changes.
4.3, Should the Investigator for any reason

terminate or suspend his/her participation in the
clinical evaluation of medical device for a period
longer than one (1) month or should the
Investigator for any reason fail to duly perform
his/her the the
Investigator shall inform the Sponsor and Emmes

obligations, Provider or
Biopharma Slovakia s.r.o. of this fact in writing
without delay. The Provider undertakes to
propose a substitute investigator to the Sponsor
through Emmes Biopharma Slovakia s.r.o..
Irrespective of the Provider’s proposal of the
substitute investigator, Emmes Biopharma
Slovakia s.r.o. shall be entitled, in the event of
termination or suspension of the Investigator’s
the
withdraw from this Agreement in compliance

with Art. 12.2 (a) hereof.

participation in clinical evaluation, to

ARTICLE V.

Duration of the clinical investigation

5.1. This Agreement has been concluded for the
term of the clinical investigation duration and its
shall
completion of the clinical investigation, i.e. upon

effectiveness terminate upon due
closing the centre and delivery of written
information by the Sponsor on closing the clinical
investigational database.

The expected date of closing the center together
with the delivering of written information from
the Sponsor on closing the database is November
2022.
5.2.

subjects shall take place from the effective date

The enrolment of the clinical investigation

of the agreement concluding approximately 6
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skdsania podla planu Klinického skusania je 8

mesiacov.
CLANOK VI.
Nabor subjektov skusania
6.1. Do Klinického skuSania bude Hlavnym

skusajucim  zaradenych maximdlne [ 28 ]

subjektov skusSania, po riadnom pouceni a
podpise

skusajuci

informovaného  sdhlasu.  Hlavny
bude v priebehu 6 mesiacov od
inicidlnej navstevy zaradovat subjektov skusania
do tohto klinického skusania. Poskytovatel berie
na vedomie, Ze ide o kompetetivny ndbor a tento
mozZe byt kedykolvek Zadavatelom ukonceny,
akondhle pocet subjektov skusania zaradenych
do klinického

Uroven.

skdsania dosiahne potrebnu

Hlavny skudsajuci zacne zaradovanie
subjektov do klinického skdsania po splneni
vietkych  povinnosti stanovenych platnymi
pravnymi predpismi. Poskytovatel je povinny
bezodkladne po doruceni pisomného oznamenia
o pripadnom  ukonceni  ndboru  subjektov
skdsania ukoncit dalsie zaradovanie subjektov do

klinického skusania.

6.2. Zaradenie subjektov do klinického
skisania je moiné iba sich pisomnym
informovanym suhlasom apo ich riadnom
pouceni. VyZiadanie suhlasu od subjektov

skdsania musi byt v zhode s etickymi principmi,
platnymi pravnymi predpismi a v zhode so
zasadami Spravnej klinickej praxe.

6.3. Hlavny
klinického
informovaného suhlasu od kaZdého subjektu
od
zastupcu, pokial Subjekt skusania nie je plne

skdsajuci  je pred zacatim

skdsania povinny zaistit podpis

klinického skusania, Ci jeho zakonného

sposobily ktomuto pravnemu uUkonu. Hlavny
bezodkladne

skusania rovnopis podpisaného a datovaného

skudsajuci odovzdda  subjektu

informovaného suhlasu, a tiez i vytlacok

months. The duration of the clinical investigation
pursuant to the Clinical Investigation Plan shall
be 8 months.

ARTICLE VI.

Investigation subject enrolment

6.1.
[_28_]
investigation, subject to their being properly

The Investigator shall enrol maximum
investigation subjects in the clinical
informed and signing an informed consent form.
In the course of 6 months after the initial visit,
the Investigator shall enrol subjects into the
clinical investigation. The Provider acknowledges
that the enrolment is of competitive nature and
may be terminated at any time, as soon as the
subjects
reaches the sufficient level. The Provider through
shall
subject enrolment after the fulfilment of all
stipulated by applicable legal
The Provider obliged, upon
delivery of a written notice on the investigation

number of investigation enrolled

Investigator commence investigation
obligations
regulations. is
subject enrolment termination, to discontinue
any further enrolment of subjects into the clinical

investigation.

6.2. Subjects may only be enrolled in the clinical
investigation subject to their written informed
consent and subject to having been properly
informed. The consent must be obtained from
the investigation subjects in compliance with
ethical principles, applicable legal regulations
and the principles of good clinical practices.

6.3.
commencement, the Investigator is obliged to

Prior to the clinical investigation
arrange for the signing of the informed consent
form by each investigation subject or their lawful
representative, if the investigation subjects are
not fully competent to perform this legal act. The
Investigator shall promptly hand over to each
investigation subject a counterpart of the signed

and dated informed consent form, as well as a
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pisomnych informdcii o Klinickom skuasani

uréenych pre subjektov skdsania. Hlavny

skasajuci je dalej povinny informovat Subjektov
skusania o vsetkych nevyhnutnych
skutocnostiach tykajucich sa klinického skusania,
vratane jeho prerusenia.

6.4.

zavazuje poskytovat Zadavatelovi a Spolocnosti

Poskytovatel zdravotnych sluzieb sa

Emmes Biopharma Slovakia s.r.o. vsetky
informacie vyZadované pldnom klinického
skisania o subjektoch skusania, vrdtane

vysledkov vstupnych vySetreni. Pokial Hlavny

skusajuci kedykolvek v priebehu klinického
skudania zisti, Ze Subjekt skuania nesplifia
klinického bude

Poskytovatel zdravotnych sluzieb bezodkladne

kritéria skusania, o tom

pisomne informovat  Spolocnost = Emmes

Biopharma Slovakia s.r.o..

CLANOK VII.

Prava a povinnosti Zadavatela

7.1.
Zadavatel prostrednictvom Spolo¢nosti Emmes

Pred uzavretim tejto Zmluvy predal

Biopharma Slovakia s.r.o. Hlavnému skudsajucemu
tieto dokumenty: Plan klinického skudsania,
Zaznamové formuldre subjektov klinického
skisania (,Case Report Form“ — dalej tiez len
»CRF“, Priruc¢ka pre skusajuceho (,Investigator’s
Brochure”) a dalSie protokoldrne predané
informacné materidly poskytnuté Spolo¢nostou
Emmes Biopharma Slovakia s.r.o. alebo priamo

Zadavatelom.

7.2.
strany Zdravotnickeho zariadenia alebo Hlavného

Vyssie uvedené dokumenty nesmu byt zo
skisajuceho menené bez predchadzajuceho
pisomného suhlasu Zadavatela.

7.3.
pomocka

Zadavatel zaistuje, Ze Zdravotnicka

riadne balend, distribuovana
tak,

chranena pred kontaminaciou a znehodnotenim

je

a uchovavand aby bola preukazatelne

pocas dopravy. Predanim Zdravotnickej pomocky

copy of written information on the clinical
investigation addressed to the investigation
subjects. The Investigator shall be further obliged
to inform the investigation subjects on all
the

investigation, including its termination.

necessary facts relating to clinical
6.4. The Provider undertakes to provide to the
Sponsor and Emmes Biopharma Slovakia s.r.o.
with all information required by the Clinical
Investigation Plan regarding the investigation
the

examinations. Should the Provider find out, at

subjects, including results of initial
any time during the clinical investigation, that an
investigation subject fails to meet the criteria of
the clinical investigation, he/she shall promptly
inform Emmes Biopharma Slovakia s.r.o. of this

fact in writing.

ARTICLE VII.

Rights and obligations of the Sponsor

7.1. the conclusion of this

Agreement, the Sponsor delivered the following

Prior to
documents to the Investigator through Emmes
Biopharma Slovakia s.r.o.: Clinical Investigation
Plan, the Case Report Form (hereinafter also the
“CRF”), the Investigator’s Brochure” and other
information materials the delivery of which by

Emmes Biopharma Slovakia s.r.o. or directly by

the Sponsor was confirmed by a written
protocol.
7.2. The documents specified above may not

be altered by the Provider or by the Investigator
without the Sponsor’s prior written consent.

7.3.
Investigational

shall
medical

The Sponsor ensure that the
device be packaged,
distributed and stored in compliance with good
distribution practice so as to be demonstrably
contamination and

protected against
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nedochddza k prevodu vlastnickeho prava na

Poskytovatela ¢i  Hlavného  skusajuceho.

Zadavatel prostrednictvom Spoloénosti Emmes
zaistuje pripadnu

Biopharma Slovakia s.r.o.

napravu vzniknutych nedostatkov. Zmluvné
strany potvrdia predanie a prevzatie Skusanej

zdravotnickej pomaocky.

7.4.
Emmes

Zadavatel prostrednictvom Spoloc¢nosti

Biopharma Slovakia s.r.o. poskytne
Hlavnému skusajucemu a Poskytovatelovi vietky
informacie v Uplnej ariadnej podobe vcas tak,
aby tento mohol vykonat Klinické skusanie
a povinnosti stym suvisiace riadne avcas,
v stlade s platnymi pravnymi predpismi a touto
Zmluvou. Zadavatel prostrednictvom Spolocnosti
Emmes Biopharma Slovakia s.r.o. bude bez
odkladu  poskytovat

skdsajucemu  vsetky

zbytocného priamo

Hlavnému informacie

a udaje tykajuce sa Skusanej zdravotnickej
pomocky alebo Klinického skusania, ktoré budu

zname aZ po uzavreti tejto Zmluvy.

7.5.
s.r.o. sa zavazuje k jednaniu s Etickymi komisiami

Spoloénost Emmes Biopharma Slovakia

a Zdravotnymi poistovriami

vsuvislosti  stymto  Klinickym  skdSanim
zdravotnickej pomaocky.
7.6. Pred zacatim Klinického  skudSania

Zadavatel uzavrel v sulade s ustanovenim § 33
odst.
pomockach poistenie zodpovednosti pre pripad

2 pism. h) Zakona o zdravotnickych
Skody, ujmy na zdravi ¢i smrti.

CLANOK VIII.

Prava a povinnosti Poskytovatela a Hlavného

adulteration during transport. Upon delivery of
the the
ownership title shall not pass to the Provider or

Investigational medical device,
the Investigator. The Sponsor shall arrange,
through Emmes Biopharma Slovakia s.r.o., for
the

contracting parties shall confirm the delivery and

remedy of any occurring defects. The

receipt of the investigational medical device.

7.4. The shall the
Investigator and the Provider through Emmes

Sponsor provide
Biopharma Slovakia s.r.o. with any and all
information, complete and proper, allowing for
due and timely performance of the clinical
investigation and fulfilment of the related
obligations in compliance with applicable legal
regulations and this Agreement. The Sponsor
shall provide the Investigator directly through
Emmes Biopharma Slovakia s.r.o. without undue
delay with all information and data relating to
the Investigational medical device or the clinical
investigation that will become known after the
conclusion of this Agreement.

7.5. Slovakia
undertakes to deal with the Ethics committees

Emmes Biopharma s.r.o.
and Health Insurance companies for multi-centre
with  this
investigation of medical device.

7.6.

clinical investigation, the Sponsor has concluded,

studies in connection clinical

Prior to the commencement of the
in accordance with the provisions of Section
33(2)(h) of the Act on Medical Devices, insurance
of liability for damage, injury or death.

ARTICLE VIII.

Rights and Obligations of the Provider and the

skusajuceho

8.1. Pred zacatim Klinického skusania sa

Poskytovatel a Hlavny skudsajuci oboznamia so

spravnym pouzivanim a vlastnostami

Zdravotnickej pomocky, ako vyplyva z tejto

Investigator

Prior to the commencement of the
the
Investigator shall get acquainted with the proper

8.1.

clinical investigation, Provider and

use and characteristics of the Investigational
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Zmluvy a predanej dokumentacie ku Klinickému

skdsaniu.
8.2. Poskytovatel podpisom tejto Zmluvy
sthlasi s wvykonanim Klinického skusania

vo svojich priestoroch, s poskytnutim priestoru
pre vySetrenie Subjektov skusania, ktoré suvisia
iba Klinického
Poskytovatel umoZni Hlavnému skidsajucemu

s vykonanim skdsania.
pristup na internet, aby mohol riadne plnit
povinnosti stanovené Hlavnému skusajucemu pri
vykondvani Klinického skdsania.

8.3.
nevyhnutné ukony, prijat akékolvek nevyhnutné

Poskytovatel je povinny ucinit akékolvek

opatrenia aspolupracovat so Spolo¢nostou
Emmes Biopharma Slovakia s.r.o. a Zadavatelom
tak, aby Klinické skusanie bolo vykonané riadne a
vcas, umoznit

ako aj jeho monitorovanie.

Poskytovatel sa zavazuje prostrednictvom

Hlavného skdsajuceho zodpovedat

v Zadavatelom pozadovanej lehote aforme

véetky  dotazy, tzv. queries, vznesené
Spolo¢nostou Emmes Biopharma Slovakia s.r.o.
alebo Zadavatelom. Poskytovatel je povinny
zabezpecit pristup do priestorov Poskytovatela,
ku zdrojovym dokumentom (tzn. ku zdravotnej
dokumentdcii jednotlivych Subjektov skisania) a
ku sprdvam pre ucely monitorovania, auditov,
indpekcii Statneho Ustavu pre kontrolu lie¢iv
alebo zdravotnych poistovni alebo zahrani¢nych
kontrolnych dradov.

8.4.

dohodnutého postupu,

Poskytovatel sa nesmie odchylit od
je obsiahnuty
dalsich

dokumentoch a pravnych predpisoch, vratane

ktory
hlavne v Plane klinického skudsania,
tejto Zmluvy. V nevyhnutnych pripadoch je
odchylit od
dohodnutého postupu, avsak iba za predpokladu,

Poskytovatel  opravneny sa
Ze je to nutné v zaujme zabrdnenia poskodenia
Subjektov

prostrednictvom

zdravia skdsania.  Poskytovatel

Hlavného skusajuceho je

povinny informovat Zadavatela, Spoloc¢nost

Emmes Biopharma Slovakia s.r.o. a etickd

medical device, as stipulated in this Agreement
and the delivered documentation relating to the
clinical investigation.

8.2.
agrees with the performance of the clinical
with the
provision of its premises for the examination of

By signing this Agreement, the Provider

investigation within its premises,
the investigation subjects relating only to the
clinical investigation performance. The Provider
shall provide Internet access to the Investigator

in order to be able to duly fulfil his/her
obligations  prescribed for the clinical
investigation performance.

8.3. The Provider shall be obliged to perform
any necessary acts, adopt any necessary
measures and co-operate with Emmes

Biopharma Slovakia s.r.o. and the Sponsor so as
to ensure that the clinical investigation be
performed in a due and timely manner, and to
allow the clinical investigation monitoring. The
Provider through the Investigator undertakes to
respond all queries raised by Emmes Biopharma
Slovakia s.r.o. or the Sponsor and to do so within
a period and in a form requested by the Sponsor.
The Provider shall be obliged to ensure access to
the the

documents (i.e. the medical records of individual

Provider’s premises, to source
investigation subjects) and to the reports for the
purpose of monitoring, audits and inspections of
the State Institute for Drug Control or Health
insurance companies or any foreign inspection
authorities.

8.4.

agreed procedure, as described in particular in

The Provider may not deviate from the

the Clinical Investigation Plan, as well as other
documents and legal regulations, including this
Agreement. In necessary cases, the Provider shall
be entitled the
procedure, but only if this is necessary in order

to deviate from agreed
to prevent causing damage to health of any of
the investigation subjects. The Provider through
the Investigator shall be obliged to inform the
sponsor, Emmes Biopharma Slovakia s.r.o. and
the local Ethics committee without undue delay
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komisiu bez zbyto¢ného odkladu o kazdej takej
odchylke, ak neustanovuje dalej tato Zmluva
alebo prislusné pravne predpisy inak.

8.5.
skdsajuceho je bez zbyto¢ného odkladu povinny

Poskytovatel' prostrednictvom Hlavného

informovat Zadavatela prostrednictvom
Spolocnosti Emmes Biopharma Slovakia s.r.o. a
etickd komisiu o akychkolvek zmendch vyznamne

ovplyviujucich vykon Klinického skdsania alebo

zvysujucich riziko Subjektov skusania,
neoCakdvanych  udalostiach a  zavainych
neziaducich ucinkoch Zdravotnickej pomacky.
Dalej je Poskytovatel povinny informovat

Zadavatela prostrednictvom Spolo¢nosti Emmes
Biopharma Slovakia s.r.o. o vSetkych uplatnenych
narokoch a poziadavkach tretich os6b, hlavne
Subjektov
ku Klinickému skusaniu a o vsetkych neziaducich

skusania, vztahujucich sa
ucinkoch.

8.6.
Citatelné a véasné zaznamendvanie podrobného

Hlavny skusajaci zaisti spravne, uplné,

priebehu Klinického skusania, vratane uvedenia
prislusSného datumu a podpisu skusajuceho,
najma potom akychkolvek klinickych pozorovani,
dalsich potrebnych pre
zrekonstruovanie a

zisteni a cinnosti

podrobné hodnotenie
klinického skusania. Hlavny skdsajuci aktualizuje
CRF do 48 (Styridsiatich 6smych) hodin od
okamihu, kedy sa dozvie o novych skutocnostiach
a v rovnakej lehote je Hlavny skusajuci povinny
dotazy
Spolo¢nosti Emmes Biopharma Slovakia s.r.o.

pisomne  zodpovedat  akékolvek
alebo Zadavatela tykajuce sa dat uvedenych
v CRF,

nezrovnalosti v klinickych uUdajoch uvedenych v

nedostatkov, nejasnosti alebo

zdravotnickej dokumentacii subjektov skusania.

8.7.
zavazuju,

Poskytovatel a Hlavny skdsajuci sa dalej
Zze podla podmienok stanovenych
v Plane klinického skusania budd Zadavatelovi
prostrednictvom Spolo¢nosti Emmes Biopharma
Slovakia s.r.o. bezodkladne hlasit vsetky zavainé
neziaduce udalosti a dalSie vyznamné zdravotné
prejavy stanovené Planom klinického skusania,

of any such deviation, unless otherwise
stipulated in this Agreement or in applicable legal
regulations.

8.5.

obliged to inform the Sponsor through Emmes

The Provider through the Investigator is

Biopharma Slovakia s.r.o. and the local Ethics
committee without undue delay of any changes
materially affecting the conduct of the clinical
risk for the
investigation subjects, unexpected events and

investigation or increasing the

serious adverse effects of the Investigational
medical device. The Provider is further obliged to
inform the Sponsor through Emmes Biopharma
Slovakia s.r.o. of all claims raised by third parties,
the
connection with the clinical investigation as well

in particular investigation subjects, in

as any early de-blinding of the Investigational
medical device and any and all adverse effects.

8.6.
complete,

The Investigator shall ensure accurate,
legible and timely recording of
detailed course of the clinical investigation,
including specification of the date and signature
of the Investigator, in particular with respect to
all clinical observations, findings and other
activities necessary for detailed reconstruction
and assessment of the clinical investigation. The
Investigator shall update the CRFs within forty
eight (48) hours after the moment of having
learned for any new facts and shall be obliged,
within the same period of time, to answer any
queries raised by Emmes Biopharma Slovakia

s.r.o. or the Sponsor in connection with the data

contained in theCRFs, any deficiencies,
ambiguities or discrepancies in the clinical data
contained in the medical records of the

investigation subjects.
8.7.
undertake to notify the Sponsor through Emmes

The Provider and the Investigator further

Biopharma Slovakia s.r.o. by means of a detailed
fax or e-mail report without delay and in
compliance with the terms set out in the
Protocol of any serious adverse events and other

material health manifestations, as specified in
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ktoré sa vyskytnu u akéhokolvek Subjektu v
ramci Klinického skudsania, a to najneskér do
dvadsiatich Styroch (24) hodin od ich zistenia
formou pisomnej faxovej spravy. Poskytovatel sa
dalej zavazuje, Ze toto hldsenie nasledne doplni o
podrobné pisomné spravy v sulade so vSetkymi
pravnymi a regula¢nymi poziadavkami.

8.8. bude uchovavat
dokumentaciu Klinického skdsania po dobu
15 (patnastich)
ukoncenia Klinického skusania v takom stave, aby

Poskytovatel uplnu

najmene;j rokov od datumu
vietky udaje tykajuce sa Klinického skusania bolo
mozné kedykolvek presne vykazat, hodnotit a
overit, atak
kedykolvek
ukonceni Klinického skdsania a na vyZiadanie

priebeh  Klinického skusania

zrekonstruovat. Poskytovatel po

Zaddvatela vrati predané dokumenty

s dovernymi informdciami, vzorky a dalsie

materidly, ktoré su vyluénym majetkom
Zadavatela.
8.9. Poskytovatel  neumozni tretej osobe

pouzit Skusanu zdravotnicku pomdcku uréend
pre vykonanie Klinického skusania a ani ju
nepouZije pre iné ucely, nez pre ktoré boli
poskytnuté.
ktoré nebudu

Skusané zdravotnicke pomécky,
Klinického

skdsania, je Poskytovatel, povinny bezodkladne

pouzité v ramci

vratit Zadavatelovi, na naklady Zadavatela.
V ostatnych pripadoch je Poskytovatel povinny
nahradit

Spolo¢nosti Emmes Biopharma Slovakia s.r.o.

Zadavatelovi prostrednictvom

hodnotu Zdravotnickych pomdcok, ktoré neboli

v Studii  pouZité a zaroven neboli vratené

Zadavatelovi prostrednictvom Spoloénosti
Emmes Biopharma Slovakia s.r.o. Zmluvné strany
potvrdia predanie a prevzatie pomadcky
podpisanim protokolu o predani a prevzati, ktory
bude

a prevzatia, druh, mnozstvo a osobu, jednajucu

obsahovat asporn datum predania

na jednej i druhej strane.

the Clinical Investigation Plan, occurring in any
subject in the course of the clinical investigation,
no later than within twenty four (24) hours after
their detection. The Provider further undertakes
to supplement such report at a later stage with
detailed written reports in compliance with all
statutory and regulation requirements.

8.8. The shall
documentation of the clinical investigation for a

Provider keep complete
period of at least fifteen (15) years after the date
of the clinical investigation completion in a form
allowing for precise recording, assessment and
verification of all data relating to the clinical
at any and thus

the course of the

investigation at any time. After the clinical

investigation time, for

reconstructing clinical
investigation completion and upon request of
shall
containing

the Sponsor, the Provider return all

received documents confidential
information, samples and other materials in
exclusive ownership of the Sponsor.

8.9.
party to use the Investigational medical devices
the

performance and shall not use them for any

The Provider shall not allow any third

assigned  for clinical  investigation
other purpose than the purpose for which they

were provided. The Investigational medical
devices not used in the clinical investigation shall
be promptly returned by the Provider to the
Sponsor on sponsor’s expenses. In all other
cases, the Provider shall be obliged to reimburse
the Sponsor through Emmes Biopharma Slovakia
s.r.o. for the value of the Investigational medical
devices not used in the clinical investigation and
not returned to the Sponsor through Emmes
Biopharma Slovakia s.r.o. The contracting parties
shall confirm the delivery and receipt of the
Investigational medical device by signing a
delivery and acceptance protocol that shall state
at least the date of delivery and acceptance, the
type and amount of the preparation and the

persons representing each party.
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8.10.
s.r.o. je opravnend vkazdej faze Klinického

Spolo¢nost Emmes Biopharma Slovakia

skisania vykonat monitorovaciu  navstevu

Poskytovatela s cielom overit kvalitu

zhromazdovanych dat podla pozZiadaviek Planu
Klinického skusania,

zasad Sprdvne] klinickej

praxe a prislusnych pravnych predpisov.

CLANOK IX.

Odplata
9.1. Spolo¢nost Emmes Biopharma Slovakia
s.r.o. sa zavazuje uhradit Poskytovatelovi

sithrnnd odmenu pri zaradeni maximalneho

mozného poctu Subjektov skusania vo vyske

4868,64 EUR (slovom: Styritisic osemsto
Sestdesiatosem EUR a SestdesiatStyri centov),
bez DPH, ato na zdklade odsuhlasenych

podkladov doruéenych Poskytovatelovi. Rozpis, v
ktorom su uvedené platby za jednotlivé ukony
v ramci Klinického skdsania, je uvedeny v prilohe
¢. 2 tejto Zmluvy. DPH bude pripocitana podla
platnych pravnych predpisov.

9.2.
musia

Akékolvek platby nad rdamec tejto Zmluvy
byt
Spolo¢nostou Emmes Biopharma Slovakia s.r.o.

predom pisomne schvdlené
Spolo¢nost Emmes Biopharma Slovakia s.r.o.
nebude preplacat naklady na vySetrenia, ktoré
boli uhradené zinych zdrojov a boli vykonané
nezavisle na Ucasti Subjektu skusania v Klinickom
skasani. Odmena zahfia

vSetky ndklady

Poskytovatela, vynalozZené v sUvislosti
s vykonanim Klinického skusania.

9.3.a) Odmena Poskytovatelovi podla odst. (1)
tohoto ¢lanku bude vyfakturovana
Poskytovatelom. Platba je bez DPH. DPH bude
pripocitand podla platnej pravnej Upravy v den
Platba  bude

vykonana na zaklade fakturacie Poskytovatelom

fakturacie  Poskytovatelom.

podla  kalkuldcie  uskutoCnenych  navstev

vytvorenej Emmes Biopharma Slovakia s.r.o.om a
odsuhlasenych Hlavnym skusajucim. Splatnost

8.10.
entitled at any stage of the clinical investigation

Emmes Biopharma Slovakia s.r.o. shall be

to carry out a monitoring visit of the Provider in
order to verify the quality of the collected data
pursuant to the requirements set out in the
Clinical Investigation Plan, the principles of good
clinical practice and applicable legal regulations.

ARTICLE IX.

Remuneration

9.1.
undertakes to pay aggregate remuneration to

Emmes Biopharma Slovakia s.r.o.
the Provider for the maximum possible number
of enrolled subjects in the amount of EUR
4868,64 (in words: four thousand eight hundred
sixty eight EUR and sixty four cents) excl. VAT, on
the basis of agreed documents delivered to the
Provider. The schedule specifying the payments
for individual activities within the framework of

the clinical investigation is attached hereto as

Annex No. 2. VAT shall be added under
applicable law.
9.2. Any payments in excess of this

Agreement must be approved in writing in
advance by Emmes Biopharma Slovakia s.r.o.
shall
reimburse any costs of examinations covered
from other
independently on the participation in the clinical

Emmes Biopharma Slovakia s.r.o. not

sources and performed
investigation. The remuneration includes all costs
of the Provider incurred in connection with the
clinical investigation performance.

9.3.a) The the

Provider pursuant to paragraph (1) above shall

remuneration payable to
be invoiced by the Provider. The payment is
without VAT. VAT will be added according to the
valid legal regulations on the date of the issue of
the invoice by the Provider. The payment will be
made on the basis of the invoice of the Provider
according to the calculation of the visits made by
Emmes Biopharma Slovakia s.r.o. and agreed

Fidia_AQG6.21.01_Sponsor_Institution_ Agreement_final_03 December 2021



faktar vystavenych Poskytovatelom je stanovena
na 30 dni odo dna dorucenia Spolocnosti Emmes
Biopharma Slovakia s.r.o. Fakturacna adresa
Spolocnosti Emmes Biopharma Slovakia s.r.o., Pri
nemocnici 3, 040 01 Kosice, kontaktna adresa:
Emmes Biopharma Slovakia s.r.o., PajStinska 1,
851 02 Bratislava. Podklady pre fakturaciu a
vietky ozndmenia poskytovatela budu zaslané do
30 dni odo dnfia zmonitorovania zaradenych

Subjektov skudsania.

9.3. b) Odmena Hlavnému skusajucemu a obom
Studijnym sestram bude realizovana podla odst.
(1) tohto ¢lanku. Platba je bez DPH. Platba bude
vykonand na zdklade Zmluvy bez povinnosti
vystavovat faktiru, a to v rdmci leh6t splatnosti
faktur

Odmena

riadne
bude
bankovym prevodom na nizSie uvedené bankové

vystavenych Poskytovatelom.
uhradenda  bezhotovostne
ucty Hlavného skusgajuceho a Studijnych sestier.

9.3. c¢) Zadavatel bude poskytovat zalohové
platby Hlavnému skusajucemu v hotovosti vo
vyske 980 EUR bez DPH po otvoreni centra a
nasledovné 3 zdlohy vo vyske 980 EUR bez DPH
po zaradeni kazdych 7 subjektov. Tato zdloha je
uréend k uhrade pausalnych cestovnych ndhrad
subjektom skdsania. Nahrady budud vyplacané v
hotovosti subjektom skdsania po absolvovani
kazdej Studijnej navstevy vo vySke 20 EUR.
zucétovanie
bude
potvrdenia od pacientov na konci Klinického

Finalne zadloh verzus skutocnych

nakladov uskutoénené na zaklade
skusania. Potvrdenie od subjektov skusania bude
podpisanie dokumentu o prevzati platby vo vyske
20 EUR za navstevu.

9.4,

s.r.o. nie je povinna platit odmenu za Subjekt

Spolo¢nost Emmes Biopharma Slovakia

skusania, ktory:

a) nie je kvalifikovany pre ucast v Klinickom
skdsani na zdklade kritérii pre zaradenie Subjektu
skusania podla Planu klinického skusania;

upon by the Investigator. The invoices issued by
the Provider shall be payable within thirty (30)
days after their delivery to Emmes Biopharma
Slovakia s.r.o. Emmes Biopharma Slovakia s.r.o.
billing address: Emmes Biopharma Slovakia s.r.o.
040 01 Kosice,
Biopharma

s.r.o., Pri nemocnici 3,

correspondence address: Emmes
Slovakia s.r.o., Pajstunska 1, 851 02 Bratislava.
The documents for invoicing and all notifications
to the Provider will be sent to within 30 days
from the day, which enrolled subjects have been
monitored

9.3. b) The

Principal Investigator and both Study Nurses will

remuneration payable for the

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 both Study Nurses.

9.3. c) Emmes Biopharma Slovakia s.r.o. shall pay
an advance payment in cash to Principal
investigator in amount of EUR 980 without VAT,
after initiation of the site and the following 3
advance payments of EUR 980 without VAT, after
the enrolment of every 7th subjects. This
advance payment is intended for the payment of
flat-rate travel allowances to 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 receipt of payment of 20 EUR per visit.

9.4.
not be obliged to pay remuneration for an

Emmes Biopharma Slovakia s.r.o. shall

investigation subject who:
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;
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b) podpisal informovany suhlas, ale neobdrzal
skdsanu zdravotnicku pomdcku; alebo

c) ho nie je moiné hodnotit z doévodov
nedodrZania Planu klinického skusania alebo
iného povinnosti  zo

porusenia strany

Poskytovatela alebo Hlavného skusajuceho.

9.5.
skusania pre zaradenie do Klinického skusania
byt
Biopharma Slovakia s.r.o., a to pred zaradenim
Subjektu do Klinického skudsania.
Spolo¢nost Emmes Biopharma Slovakia s.r.o. je

Otazky tykajuce sa vhodnosti Subjektu

musia adresované Spolocnosti Emmes

daného

povinnd tieto otazky bez zbytocného odkladu
zodpovedat.

9.6.
z Klinického

Odmena za Subjektov skdsania, ktori boli
skusania vyradeni, sa vypocita
umerne k poctu skuto€ne vykonanych navstev a

procedur podla Planu klinického skidsania.

9.7.
platby dani, ktoré vzniknud na zdklade vykonania

Poskytovatel je zodpovedny za vsSetky

Klinického skudsania v priestoroch Poskytovatela.

CLANOK X.

Zachovanie micanlivosti, ochrana osobnych

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 Provider or by the
Investigator.

9.5.
investigation

relating to eligibility of
the clinical
investigation must be addressed to Emmes

Any queries
subjects  for
Biopharma Slovakia s.r.o. prior to the enrolment
of the given investigation subject into the clinical
investigation. Emmes Biopharma Slovakia s.r.o.
shall be obliged to answer such queries without
undue delay.

9.6. The remuneration for any investigation
subjects the
investigation shall be calculated in proportion to

disqualified  from clinical
the number of visits and procedures actually
performed, based on the Clinical investigation
Plan.
9.7.

payments of taxes charged on grounds of the

The Provider shall be responsible for all

clinical investigation performance within the
Provider’s premises.

ARTICLE X.

Confidentiality, protection of personal data and

udajov a dusevného vlastnictva

10.1.
mlcanlivost o vsetkych informaciach a udajoch

Zmluvné strany sa zavazuju zachovavat

tykajucich sa Klinického skdsania, a to bez
Casového obmedzenia. Tieto Udaje sa povazuju
za doverné,

s vynimkou pripadov, kedy je

zmluvnou stranou, v ktorej neprospech by
akékolvek zverejnenie tychto informacii mohlo
viest, vyslovne uvedené, Ze sa nejedna o déverné
informacie. O doverné informacie sa vsSak v
Ziadnom pripade nejedna, ak tieto informacie su
za obvyklych podmienok vseobecne zname a

verejne beZne dostupné, teda najma ak nedoslo

intellectual property

10.1.
maintain confidentiality of all information and

The contracting parties undertake to

data relating to the clinical investigation, without
any time limitations. This information shall be
deemed confidential, except for cases when the
contracting party that might suffer a harm from
any disclosure of such information expressly
states that the information is not classified as
confidential. However, information shall not be
deemed confidential if it is generally known and
under usual

commonly publicly accessible

circumstances, in particular if its disclosure does
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k tomuto zverejneniu v doésledku porusenia
povinnosti niektorej zo zmluvnych stran.

10.2.
nepriamo spristupnit tieto informacie a Udaje

Zmluvné strany nesmu priamo (i

tretej osobe, svynimkou situdcii blizSie
upravenych v sucasnej pravnej Uprave a dalej
v tejto Zmluve. Vsetky osoby, ktorym boli tieto
informacie a Udaje poskytnuté vsak musia byt
sucasne poucené o doleZitosti tychto informdcii a
Udajov a zaviazané mlcanlivostou v rovnakom
rozsahu v sulade s touto Zmluvou. Informaciami
audajmi sa pre ucely tejto Zmluvy rozumeju
hlavne vsetky informdcie a lUdaje zahriujlce
hlavne informdcie o Struktire, povahe skusanej
zdravotnickej pomocky, pouzitych technickych
procesoch pri jej vyrobe, informdcie o obchodne;j
a registracne] stratégii Zaddavatela, informacie
spadajuce pod obchodné tajomstvo Zaddavatela a
Spolocnosti Emmes Biopharma Slovakia s.r.o. a
informacie ako dbverne oznacené a
s vykonanim  tohto
a dalej osobné udaje
tohto Klinického

dalsie
poskytnuté
Klinického
pacientov

v sUvislosti
skdsania
zaradenych do
skdsania.

10.3.
stran bude povaZovat za nevyhnutné spristupnit

V pripade, ze ktorakolvek zo zmluvnych

vyssie uvedené informdcie a Udaje, alebo ich ¢ast
tretej osobe, u ktorej mozno dévodne ocakavat,
Ze ich nezneuiije, je tato zmluvna strana povinna
vyziadat si predchadzajuci pisomny suhlas druhej
strany. Nasledne je tato zmluvna strana povinna
poucit tato tretiu osobu o ddleZitosti tychto
informacii a Gdajov a zaviazat ju k povinnosti
mlcanlivosti v sulade a rozsahu tejto Zmluvy.

10.4. zo Zakonom

doévodov

Pokial je stanovenych
tieto informacie a
druha

pisomne tuto skutoCnost bezodkladne prvej

nutné udaje

spristupnit, oznami zmluvna strana

strane a vykona sama, alebo spolocne s druhou
zmluvnou stranou, vsetky ukony nevyhnutné

not breach any obligations of either contracting
party.
10.2.
or indirectly, disclose such information and data

The contracting parties may not, directly
to any third parties with the exceptions
described in more detail in applicable legal
regulations and this Agreement. However, all
persons to whom such information and data is
disclosed must be informed of the importance of
such information and data and must be bound by
a confidentiality obligation within the same
scope as provided for in this Agreement. For the
purposes hereof, information and data shall
include in particular all information and data
relating to the structure and nature of the
Investigational medical device, the technical
processes used in its manufacture, information
regarding the business and registration strategy
of the Sponsor, information constituting a
business secret of the Sponsor and Emmes
Biopharma Slovakia s.r.0., and other information
marked as confidential and provided in
connection with this clinical investigation, as well
as personal data of the investigation subjects
enrolled in this clinical investigation.

10.3.
it necessary to disclose the information and data
specified above or any part thereof to a third

party that can be reasonably expected not to

Should either contracting party consider

misuse such information and data, the disclosing
party shall be obliged to obtain prior written
consent of the other contracting party with such
disclosure. Subsequently, the disclosing party
shall be obliged to inform the recipient third
party of the importance of the disclosed
and data and bind it
confidentiality obligation within the scope of this

information by a
Agreement.

10.4.
reasons set out in applicable laws to disclose the
the
disclosing party shall inform the first (affected)

Should it become necessary for any

information and data specified above,

party of this fact without delay in writing and the
first (affected) party shall itself or in co-operation
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na zabranenie vzniku akejkolvek Skody v tejto
suvislosti.

10.5. budu
spracovavat osobné (daje Subjektov skdsania

Zmluvné strany zarucuju, ze

ziskané v suvislosti s vykondvanim Klinického
skdsania v stlade so Zakonom ¢. 18/2018 Z.z., o
ochrane osobnych udajov a o zmene a doplneni
niektorych zakonov, a to vyluc¢ne pre potreby
uvedeného Klinického skudsania.
zabezpedi, aby neoprdavnené osoby nemali
pristup k databazam obsahujicim osobné udaje
Subjektov skusania a pokial su osobné udaje
spracovavané pocitacovym systémom, zabezpedi,
aby
vyzadovanu pravnymi

systém zarucoval Uroveri bezpelnosti

predpismi o ochrane
osobnych ddajov a to hlavne ochranu proti

zmene, strate, poskodeniu alebo zniceniu.

10.6. zaisti

udajov ziskanych v priebehu Klinického skusania

Poskytovatel anonymizovanie
¢i kdédovania identifikacnych Udajov Subjektov

skdSania  vsulade  spisomnymi  pokynmi
Zadavatela. Zadavatel bude Hlavnym skudsajidcim
¢i Poskytovatefom prostrednictvom Spolo¢nosti
Emmes Biopharma Slovakia s.r.o. informovany o
akomkolvek zniceni, strate, zmene alebo
neopravnenom spristupneni alebo zverejneni
Udajov ziskanych v priebehu Klinického skusania

a to bez zbyto¢ného odkladu po vzniku takej

udalosti.
10.7. Poskytovatel a Hlavny skusajuci
spracovavaju iba spravne Udaje, ktoré su

systematicky aktualizované, nepresné a neuplné
Udaje su opravené. Poskytovatel na poZiadanie
Subjektu skusania mu kedykolvek umozni pristup
k jeho udajom, ich doplneniu, aktualizacii alebo
ihned’
prostrednictvom Spolo¢nosti Emmes Biopharma

opravu a upovedomi  Zadavatela
Slovakia s.r.o. o tejto Ziadosti. Poskytovatel zaisti,
aby zamestnanci a pripadni dodavatelia sluzieb

vramci tohto Klinického skusania boli riadne

Poskytovatel

with the disclosing party take any and all steps
necessary for preventing any damage occurring
in connection with such disclosure.

10.5.
that they shall process personal data of the

The contracting parties hereby warrant

investigation subjects obtained in connection
with the clinical investigation in compliance with
the provisions of Act No. 18/2018 Coll.,, on
Personal Data Protection and Supplementation
to Certain Related Laws, as amended, exclusively
for the purposes of the clinical investigation
specified above. The Provider shall ensure that
no unauthorised persons have access to the
data of the
investigation subjects and if personal data is

databases containing personal

processed in a computer system, the Provider
shall ensure that the system guarantee a security
level required by applicable legal regulations
pertaining to personal data protection, in
particular protection against modifications, loss,
damage or destruction.

10.6. The Provider shall
nature of the data obtained in the course of the

ensure anonymous

clinical investigation and encoding of the
identification data of the investigation subjects in
compliance with written instructions provided by
the Sponsor. The Sponsor shall be informed by
the Investigator or the Provider through Emmes
Biopharma Slovakia s.r.o. of any damage, loss,
modification or unauthorised access or
disclosure of the data obtained in the course of
the clinical investigation without undue delay
after the occurrence of any such event.

10.7.

process

The Provider and the Investigator shall
data that shall be
any inaccurate and

only correct
systematically updated;
incomplete data shall be corrected. Upon the
investigation subject’s request, the Provider shall
allow the investigation subject access to their
data at their

supplementation, updating or correction. The

any time, including

Sponsor shall be promptly notified of such
request through Emmes Biopharma Slovakia
The Provider shall

s.r.o. ensure that the
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preskoleni o ochrane osobnych udajov a pokial

by dosSlo ku zmene pravnej ¢i inej Upravy

zaobchddzania s osobnymi  Udajmi, budu
zamestnanci bezodkladne o tejto zmene
informovani.

10.8. Vysledok  Klinického  skusania je

vyluénym vlastnictvom Zadavatela. V pripade, Ze

by v rdmci plnenia vykonavania Klinického
skusania doslo k vytroveniu vyndlezu, nalezi
pravo na povodcovstva Zadavatelovi, ktory je
opravneny podat vo svojom mene a na vlastné
naklady patentové prihlasky na také vynalezy a
objavy u prislusnych dradov v Slovenskej
republike i v zahranici, pricom Hlavny skusajuci
alebo ind osoba podielajuca sa na vyndleze bude
menovana poévodcom (dalej len ,povodca“) a
uznany za autora vyndlezu. Pri podani tychto
povodca poskytne

vakom ju moZno

prihlaSok  Zaddavatelom

suc¢innost v rozsahu,
spravodlivo pozadovat, v ramci podpisu celej
dokumentacie pozadovanej ako vzemi pdvodu,
tak v zahrani¢i. Za uvedené uUkony nendlezi
Ziadna odmena

pbévodcovi okrem odmeny

stanovenej v ¢l. IX.

10.9.
Emmes

Zadavatel prostrednictvom Spolocnosti

Biopharma Slovakia s.r.o. povoli
prezentacie a publikdcie vysledkov Klinického
skusania ¢i cCiastkové vysledky za podmienky, Ze
Poskytovatel alebo Hlavny skudsajuci poskytne
kazdu

najmenej 15 (patnast) pracovnych dni pred jej

Zadavatelovi zamySland  prezentdciu

planovanym zverejnenim akazdd zamyslanu

publikaciu najmenej 45 (Styridsat pat) dni pred
jej planovanym zverejnenim resp. predanim
publikacie do tlace a sucasne za podmienky, Ze
Zaddavatel bude mat pravo pozadovat Upravy
kazdej prezentacie a

takej navrhovanej

publikdcie. Zadavatel méze vidy odmietnut

autorizovat  publikdciu alebo  prezentaciu

pozadovanu Poskytovatefom alebo Hlavnym
skusajacim.

employees and service providers involved in the
clinical investigation, if any, be duly trained with
respect to personal data protection and that they
be promptly informed of any potential changes
of legal or other regulations pertaining to
personal data processing.

10.8.

shall be the exclusive property of the Sponsor.

The results of the Clinical Investigation

Should any inventions be conceived in the course
of the Clinical Investigation performance, the
right to their origination shall belong to Sponsor,
which will be entitled to file, in its own name and
at its own expenses, patent applications relating
with the
authorities in the Slovak Republic and abroad,

to such inventions competent
while the Investigator or another inventor who
participated in the invention shall be designated
as inventor (hereinafter the “Inventor”) and
recognized as author of the invention. The
Inventor shall provide its co-operation within the
scope that can be reasonably requested for the
purpose of filing these applications by the
the

documentation for both the country of origin and

Sponsor, including signing all required
abroad. No remuneration will be due to Inventor
for the said designation in addition to the
remuneration set out in Art. IX.

10.9.

Biopharma Slovakia s.r.o. any presentations and

The Sponsor shall allow through Emmes

publications of the clinical investigation results or
partial results, provided that the Provider of the
Investigator submit each planned presentation to
the Sponsor at least fifteen (15) business days
prior to its intended date and each planned
publication at least forty five (45) days prior to its
intended date of publication or the date of its
handover for the print, subject further to the
condition that the Sponsor shall have the right to
request changes of each such proposed
presentation or publication. The Sponsor may
always refuse to authorise publication or the
presentation required by Provider or by the

Investigator.

Fidia_AQG6.21.01_Sponsor_Institution_ Agreement_final_03 December 2021



10.10. Zadavatel modze  pozadovat,

zverejnenie

aby

konkrétnej prezentdcie alebo
publikacie bolo odloZené za uUcelom pripravy a

podania Ziadosti o registraciu patentu.

10.11. V pripade multicentrického Klinického
skusania, prvé zverejnenie Udajov a dat bude
zaloZené na konsolidovanych datach zo vsetkych
centier, ktoré budd analyzované podla Planu
klinického

nedohodnu inak skusajuci z centier zahrnutych v

skusania, pokial sa pisomne

studii a Zadavatel.

10.12. Podpisom
a Hlavny skusajuci berd na vedomie, Ze ziadna

tejto Zmluvy Poskytovatel
odbornd publikidcia k objavom ¢i skdSanym
pomdckam nesmie byt Hlavnym skusajucim di
Poskytovatelom vydand pred okamihom podania
Ziadosti o patentovu prihlasku, pokial vzhfadom k
povahe vysledkov Klinického skudsania bude

podanie takej prihlasky prichadzat do tvahy.

10.13. Ustanovenia tohoto ¢lanku nie su
obmedzené dizkou trvania tejto  Zmluvy.
Povinnosti Poskytovatela a Hlavného

skusajuceho stracaju platnost ku driu, kedy sa
také informacie stanu verejne dostupnymi, bez
toho aby doslo k pochybeniu Poskytovatela ci
Hlavného skusajuceho, alebo kdatumu, kedy
Zadavatel prostrednictvom Spolocnosti Emmes
Slovakia  s.r.o. suhlas

Biopharma vydal

s pristupom k vy$Sie uvedenym informdcidam,

ktoré boli predmetom ochrany.

CLANOK XI.

Narok Poskytovatela na nahradu Skody

Zaddvatel sa zavazuje poskytnut Poskytovatelovi
nahradu skody za ujmu na zdravi spOsobenu
Subjektu skdsania vo vyske Subjektom skusania
Uspesne uplatneného ndroku na sude. Tento
narok sa vSak musi vyluéne tykat nepredvidanej
zdravi, ktord

a nepredvidatelnej ujmy na

10.10. The Sponsor
publication of any particular presentation or

may request that the
publication be postponed for the purpose of
preparation and filing a patent registration
application.

10.11.
investigation, the first publication of information

In the case of this multi-centre clinical

and data shall be based on the consolidated data
from all centres that shall be analysed according
to the
otherwise agreed in writing by the investigators

Clinical Investigation Plan, unless
from the centres participating in the clinical
investigation and the Sponsor.

10.12. By signing this Agreement, the Provider
and the Investigator acknowledge that neither
the Investigator nor the Provider may publish any
specialised publication relating to the discoveries
or investigational medical devices prior to filing
an application for patent registration if the
nature of the clinical investigation results allows
for considering to file such application.

10.13. The provisions of this Article shall not be
restricted by the term of this Agreement. The
obligations of the Provider and the Investigator
shall expire as of the day when such information
become publicly available without a fault at the
side of the Provider or the Investigator or, as the
case may be, as of the day when the Sponsor
grants its consent through Emmes Biopharma
with  the the
aforementioned information that was subject to

Slovakia s.r.o. access to
confidentiality.
ARTICLE XI.

Entitlement of the Provider to damage
compensation

The Sponsor undertakes to compensate the
Provider for any damage on health caused to any
investigation subject in the amount successfully
recovered by the investigation subject in court.
However, this entitlement must relate exclusively
to unpredicted and unpredictable damage to
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Subjektu skudsania, riadne zucastnil
Klinického

vykonanim Klinického skusania.

ktory sa

skusania, vznikla v suvislosti s

CLANOK XilI.

Predc¢asné ukoncenie Zmluvy

12.1. Tato Zmluva nadoblda platnost driom
podpisu poslednej zmluvnej strany a Gcéinnost
diom nasledujucim po dni zverejnenia

v centralnom registri zmldv a ak nie je stanovené
inak, jej uc¢innost zanikd k okamihu uzatvorenia
centra spolu
s predanim pisomnej informacie od Zadavatela
prostrednictvom Spolo¢nosti Emmes Biopharma

Slovakia s.r.0. o uzatvoreni databazy Klinického

skusania.
12.2. Ktorakolvek zo zmluvnych stran je
opravnena tuto Zmluvu ukonéit, ato iba

v nasledujucich pripadoch:

a) pokial niektora zmluvna strana nesplini i
neplni niektoré z ustanoveni tejto Zmluvy
lehote 30

vyzvy  kjej

a neodstrani zavadny stav ani v
(tridsiatich) dni
odstraneniu, je druhd zmluvna strana opravnenad

od dorucenia

odstupit od tejto Zmluvy s okamZitou
ucinnostou;
b) ak bude riziko vyplyvajuce z aplikacie

Skusanej zdravotnickej pombécky pre Subjektov
skdsania podfa uvahy Zaddavatela ¢i Hlavného
skdsajuceho nelmerne zvysené; v tomto pripade
mozZe Zadavatel odstupit s okamZitou Gcinnostou
od tejto Zmluvy a Poskytovatel a Hlavny skusajuci
moze ukondit tato Zmluvu  vypovedou.
Vypovedna doba je 30 dni a zadina plynut driom
nasledujucim po dni, v ktorom bola vypoved

dorucena Zadavatelovi a druhej zmluvnej strane,

c) v pripade podstatného porusenia akejkolvek
zmluvnej povinnosti; druha zmluvna strana je
opravnena odstupit od tejto Zmluvy s okamzitou
udinnostou;

d) iba Zadavatel je opravneny odstupit

health suffered by a investigation subject who
properly participated in the clinical investigation
in connection with the providing of the Clinical
investigation.

ARTICLE XIl.

Early termination of the Agreement

12.1.
the date of last contracting party’s signature and

This Agreement shall become valid on

effective on the date following the day of its
publication in the Contract register. and unless
agreed shall
terminate upon closing the centre and delivery of

otherwise, its effectiveness

written information by the Sponsor on closing
the clinical investigation database to Emmes
Biopharma Slovakia s.r.o..

12.2.
to terminate this Agreement only

Either contracting party shall be entitled
in the
following cases:

a) if any of the contracting parties fails to fulfil
any of the provisions of this Agreement and fails
to remedy the defective situation even within a
period of thirty (30) days after the delivery of a
request for remedy, the other contracting party
shall be entitled this
Agreement with immediate effect;

to withdraw from

b) if the risk associated with the application of
the the
investigation subjects is, in the opinion of the

Investigated medical device for
Sponsor or the Investigator, disproportionally
be entitled to

withdraw from this Agreement with immediate

increased, the Sponsor shall

effect and the Provider and the Investigator shall
be entitled to terminate this Agreement by
notice. The notice period shall be thirty (30) days,
commencing on the day following the delivery of
the termination notice to the Sponsor and the
other contracting party,

c) in the event of a material breach of any
contractual obligation, the other contracting
party shall be entitled to withdraw from this
Agreement with immediate effect;

d) only the Sponsor shall be entitled to
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s okamZitou Uc¢innostou od tejto  Zmluvy
kedykolvek az do okamihu predania Skusanej

zdravotnickej pomocky Poskytovatelovi;

e) iba Emmes Biopharma Slovakia s.r.o. je
opravneny odstupit s okamzitou Uc¢innostou od
tejto Zmluvy, pokial Zadavatel zisti, Ze Klinické
skdsanie nie je vedecky, technicky uskutocnitelné
uskutocCnitelné s

alebo je neprimeranymi

nakladmi ¢i rizikom pre Subjektov skusania.

12.3.
Zmluvy z dovodov uvedenych vyssie v ustanoveni

Ak dbjde k pred¢asnému ukonceniu tejto

odst. 2), s vynimkou ustanovenia pism. b), d) a e),
je zmluvna strana, ktord svojim konanim dala
podnet k ukonceniu tejto Zmluvy, povinna
nahradit strane druhej vsetky zdokumentované
naklady, ktoré tato skutocne v suvislosti
s plnenim tejto Zmluvy vynaloZila. Ndaklady sa
hradia v pomere, v akom nedoslo k splneniu jej
t.j. poctu

hodnotitefnych zaznamov Subjektov skusania

predmetu a Ucelu, pomer
vzhfadom k objemu ndakladov, ktoré boli na
ziskanie zaznamov Subjektov skusania celkovo
vynaloZzené. Odstupenim od Zmluvy zanikaju
prava a povinnosti zmluvnych stran okamihom

ucinnosti dostupenia.

12.4.
z niektorého z dovodov uvedeného v odst. (2)

V pripade, Ze tdto Zmluva bude ukonéena

tohoto clanku pred okamihom jej ukoncenia
uvedeného v ¢l. V. tejto Zmluvy, Poskytovatel:

a) ukonci zaradovanie Subjektov skusania do
Klinického skusania;

b) ukonci lieCbu Subjektov skdsania podla Planu
klinického skusania a pokynov Zaddvatela, a to
sposobom povolenym a pripustnym z lekarskeho
hladiska; a

c) ukonci €o najskor, najneskér vsak do 30
(tridsiatich) dni od ucinnosti ukoncenia Zmluvy
vramci Klinického

vietky ostatné cCinnosti

skusania.

withdraw from this Agreement with immediate
effect at any time until the moment of delivery of
the the
Provider;

Investigational medical device to
e) only Emmes Biopharma Slovakia s.r.o. shall
be entitled to withdraw from this Agreement
with immediate effect if Sponsor finds out that
the clinical investigation is not feasible in
scientific or technical terms or that it is feasible
only with inadequate costs or risks for the
investigation subjects.

12.3.

Agreement for

In the event of early termination of this
reasons specified above in
paragraph 2), except for points b), d) and e), the
contracting party whose conduct resulted in the
termination of this Agreement shall be obliged to
reimburse the other party for any and all
documented costs factually incurred by the other
party in connection with its performance of this
Agreement. The costs shall be reimbursed in the
proportion to which the objective and purpose of
this Agreement has not been fulfilled, i.e. the
proportion of the assessable records of the
investigation subjects to the aggregate amount
of costs spent on obtaining the investigation
subject records. Upon withdrawal from this
Agreement, the rights and obligations of the
contracting parties shall expire as of the moment
of the withdrawal effectiveness.

12.4.
early for

Should this Agreement be terminated
any of the reasons specified in
paragraph (2) above prior to its termination set
out in Art. V. hereof, the Provider:

a) shall terminate enrolment of investigation
subjects into the clinical investigation;

b) shall

investigation subjects pursuant to the protocol

terminate the treatment of the

and instructions of the Sponsor, in a manner
permitted and acceptable in medical terms; and

c) shall terminate as soon as possible, but no
later than within thirty (30) days after the
date of the
termination, any and all other activities within

effectiveness Agreement

the framework of the clinical investigation.
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12.5. véak i v pripade

predéasného ukoncéenia Zmluvy povinny dokon¢it

Poskytovatel je

zhromazdovanie Udajov a vyplfiovanie zaznamov
o Subjektoch Klinického
skusania, ak Zadavatel

skisania v ramci

nestanovi alebo
Spolo¢nost Emmes Biopharma Slovakia s.r.o.
inak. Do 90 (devatdesiatich) dni odo dna
ukoncenia Poskytovatel

Zmluvy  poskytne

Zadavatelovi prostrednictvom Spolocnosti
Emmes Biopharma Slovakia s.r.o. vsetky udaje
zhromazdené v suvislosti s Klinickym skudsanim a
pokial nie je vtejto Zmluve uvedené inak, vrati
Zadavatelovi

prostrednictvom Spolo¢nosti

Emmes Biopharma Slovakia s.r.o. vsetky

materidly aSkusané zdravotnicke pomocky
poskytnuté k vykonaniu Klinického skusania. Za
tieto Cinnosti prinaleZi Poskytovatelovi odmena

podla ¢l. IX. tejto Zmluvy.

CLANOK XIiL.

Zaverecné ustanovenia

13.1. stran

neupravené touto Zmluvou sa riadia pravom

Prdva a povinnosti zmluvnych
Slovenskej republiky, hlavne Zakonom ¢. 40/1964
Zz.,
o zdravotnickych pomdckach, v zneni neskorsich

Obciansky zakonnik, a Zdkonom
predpisov. Strany sa zavazuju riesit pripadné
spory medzi nimi cestou zmieru a vzdjomnou
dohodou, vSak nebudu

pokial vyrieSené

vzdjomnou dohodou, budd sa vsetky spory
vyplyvajuce z tejto Zmluvy a s touto Zmluvou
sUvisiace riesit vecne a v mieste prislusného sudu
v Slovenskej republike.

13.2. Této nahradza

predchadzajuce dojednania v tejto zaleZitosti

Zmluva vsetky
medzi zmluvnymi stranami.

13.3.
len pisomnou dohodou zmluvnych stran.

Zmeny a doplnky tejto Zmluvy si mozné

13.4. Neoddelitelnou sucastou tejto Zmluvy su

12.5.
event of early termination of this Agreement, to

The Provider shall be obliged, even in the

complete the data collection and filling the
records on the investigation subjects in the
clinical investigation, unless instructed otherwise
by the Sponsor or Emmes Biopharma Slovakia
Within (90) the
Agreement termination, the shall
provide the Sponsor through Emmes Biopharma
with all data
connection with the clinical investigation, and

s.r.o. ninety days after

Provider
Slovakia s.r.o. collected in
unless otherwise stipulated herein, they shall
the
Biopharma Slovakia s.r.o. any and all materials

return to Sponsor through Emmes
and investigational medical devices provided for
the clinical The

Provider shall be entitled to remuneration for

investigation performance.
these activities, as set out in Art. IX. hereof.

ARTICLE XIil.

Final provisions

13.1. The rights and obligations of the

contracting parties not regulated in this
Agreement shall be governed by the laws of
Slovak Republic and in particular by the

provisions of Act No.40/1964 Coll., the Civil
Code, and the Act on Medical
amended.

Devices, as

Parties undertake to solve any
disputes between them in a conciliatory way by
mutual agreement. If not solved by mutual
agreement, all disputes resulting form or related
to this agreement shall be governed by the
respective court of the Slovak Republic, having
jurisdiction over such case.

13.2.

understandings between the contracting parties

This Agreement supersedes all prior
relating to the subject matter hereof.

13.3.
Agreement may only be made in the form of a

Any changes and amendments to this

written agreement between the contracting
parties.
13.4. The following annexes shall constitute an
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tieto prilohy:
Priloha €. 1 — Rozpis platieb
Priloha €. 2 — Plan klinického skisania

Tato Zmluva

je rozhodujuca verzia slovenska.

je vyhotovena v 4 (Styroch)
rovnopisoch. V pripade rozporu jazykovych verzii

integral part of this Agreement:
Annex No. 1 — Payments Schedule
Annex No. 2 — Clinical Investigation Plan

This Agreement has been executed in four (4)
of
language versions, Slovak version shall take
precedence.

counterparts. In case contradiction in
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Za poskytovatela, v Bratislave, dia: .............. 2022

Provider, in Bratislava, on: ......cccccoeeevevvennnn.. 2022

MUDr. Alexander Mayer, PhD., MPH, MHA,
Riaditel
Univerzitna nemocnica Bratislava

Za Zadavatela, v Prahe, dha: ......eevvvvvvevnnnnnee. 2022

MUDr. Alexander Mayer, PhD., MPH, MHA,
Director
Univerzitnd Nemocnica Bratislava

Sponsor, inN Prague, ON .......cccvevveeveeevveenenennns 2022

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

Za Hlavného skusajuceho, v Bratislave, dna:

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

Principal Investigator, in Bratislava, on:

MUDr. Rudolf Sokol, MPH
Hlavny skdsajuci

MUDr. Rudolf Sokol, MPH
Principal Investigator
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PRILOHA &. 1 — Rozpis platieb /ANNEX 1 — Payments schedule

1. FINANCNE PODMIENKY/FINANCIAL CONDITIONS

Celkova ciastka za pacienta je 460 EUR, bez DPH (ak je pouzitelné).

The total amount per patient is 460 EUR, excluding VAT (if applicable).

Platby za vykony realizované v ramci klinického skusania sa rozdeluju medzi Poskytovatela, Hlavného
skusajuceho a Studijné sestry nasledovne:

Payments for services performed within the clinical trial are divided between the Provider, the

Principal Investigator and the study nurse as follows:

37.8% z celkovej sumy pre Poskytovatela/37.8% of the total amount for the Provider

Prijemca platby:

Univerzitna nemocnica Bratislava (,,Poskytovatel”)

IBAN/Cislo G¢tu:

SK 58 8180 0000 0070 0027 9808

SWIFT kéd:

SPSRSKBA

Nazov banky:

Statna pokladnica

32.2% 1z celkovej sumy pre Hlavného skusajuceho/32.2% of the total amount for the Principal

Investigator

Prijemca platby:

MUDr. Rudolf Sokol, MPH. (,,Hlavny skasajuci®)

IBAN/Cislo G¢tu:

SK65 1111 0000 0012 6968 8009

SWIFT kéd:

UNCRSKBX

Nazov banky:

UniCredit Bank Slovakia, a.s

15% z celkovej sumy pre $tudijnu sestru: Eva Lengyelova/15% of the total amount for the SN

Prijemca platby:

Eva Lengyelova (,,Studijna sestra“)

IBAN/Cislo Gctu:

SK75 0200 0000 0022 2564 5458

SWIFT kéd:

SUBASKBX

Nazov banky:

VUB banka, a.s.

15% z celkovej sumy pre $tudijnu sestru: Katarina Tothova/15% of the total amount for the SN

Prijemca platby:

Katarina Téthov4 (,,Studijna sestra“)

IBAN/Cislo G¢tu:

SK59 1100 0000 0080 1023 5774

SWIFT kéd:

TATRSKBX

Nazov banky:

Tatra banka, a.s.
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Tabulka 1/ Table 1

Platba pre Platba pre Platba pre Platba pre
Celkova nemochicu/ Hlavného Studijnu Studijna sestru/
elkova Payment for | skusajuceho/ sestru/ Payment for
Platba/ Total .
Néviteva/ Patient’s visit Payment Hospital Payr.nefmt for Payment for Study Nurse
Principal Study Nurse
Investigator
Navsteva €. 1 (Skrining/
Uvodna néviteva)/ 110€ 41.58€ 35.42€ 16.50€ 16.50€
Visit
Screening/Baseline)
Navsteva €. 2 (Den 7)/ 50€ 18.90€ 16.10€ 7.50€ 7.50€
Visit 2 (Day 7)
Navsteva €. 3 (Den 14) 50€ 18.90€ 16.10€ 7.50€ 7.50€
Visit 3 (Day 14)
Navsteva €. 4 (Deni 21) 50€ 18.90€ 16.10€ 7.50€ 7.50€
Visit 4 (Day 21)
Navsteva €. 5 (Deri 28) 50€ 18.90€ 16.10€ 7.50€ 7.50€
Visit 5 (Day 28)
Navsteva €. 6 (Deni 42) 50€ 18.90€ 16.10€ 7.50€ 7.50€
Visit 6 (Day 42)
Navsteva €. 7 (Deni 56) 100€ 37.80€ 32.20€ 15€ 15€
Visit 7 (Day 56)
MAXIMALNA cena za 1
460 € 173.88 € 148.12 € 69 € 69 €

pacienta
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Zmluva o KSZP/CT Agreement

A
v Emmes

DOVERNE/CONFIDENTIAL

Priloha ¢. 2 — Plan klinického skuisania

VloZené len odkazom
(dostupné u Hlavného skusajuceho)

Annex No 2 — Clinical Investigation Plan

Attached by reference only
(available with Principal Investigator )
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