CLINICAL STUDY AGREEMENT

ZMLUVA O KLINICKOM HODNOTENI

This  Clinical
“Agreement”)

Study Agreement

is entered into by and

between Auto Tissue Bedin GmbH and
Investigator / Medical Center as specified in
| the following Contract Details.

The Study is designed to be a purely
observational study, as per 362/2011
Collection of Laws in lieu of latest
novelisations, whereas par.111 and 45
does not apply for this study.

Contract Details (“Contract Details™):

{the |

Tato zmiuva o klinickom hodnoteni (dalej len
~Zmluva®) je uzavretd medzi spolofnostou Auto

Tissue Berlin

GmbH  a SkiSajucim  /

Zdravotnickym zariadenim, ktorych udaje si
uvedené v nasledoviych Zmiuvnych Gdajoch.

Tato Stidia je navrhnutd ako
pozorovatel'ska

Cisto

Sthdia, pod¥a Zakona

362/2011 2z v zneni neskorsich novelizacii,
na ktord sa neaplikuje par. 111 a 45 Zakona.

Zmluvné Gdaje (dalej len ,Zmluvné udaje™):

Name

A Poét« Market  Clinical

A Post-Market Clinical Follow-

83352 Bratislava

om zariadeni

. of Foliow-up Study of the Auto N?z(_:v P up Study of the Auto Tissue
Clinical . Klinického .
Study ﬁsspe Berlin Hodnotenia B_eﬁ:m )
Equine Matrix Patch™ Equine Matrix Patch™
Effective Day of signature of all v e ye . | Def podpisu vietkymi
Date parties Den ucinnosti zmiuvnymi stranami
é‘;i?_;;i:ejggﬁ{;n GmbH Auto Tissue Berlin GmbH
14167 Berlin, Germany Goerzalige 305 d
' i 14167 Berlin, Germany
Sponsor Udaje L+
Details sponzorovi
. Website:
Website: o .
https://www.autotissue. de https://www.autotissue.de
MUDr. Matej Nosal, PhD. ) MUDr. Matej Nosal, PhD.
. Detské kardiocentrum Udaje Detské kardiocentrum
' igzes:;ggrg;l Narodny Gstav srdcovych a | o SkaSajico Narodny dstav srdcovych a
Center cievnych chordb, a.s. m cievnych chorfb, a.s.
Details Limbova 1 a Zdravotnick | Limbova 1

83352 Bratislava

Marodny Gstav
srdcovych a cievnych
chorédb a.s.,

with its registered office at
Pad krasnou hirkou 1, 833
48 Bratistava, Slovakia
acting through Ing.Mongi
Msolly, MBA, Chairmiain of
the Board and General
Manager and doc. MUDr.
Juraj Madaric, PhD.,
MPH, vice chairman of the
Board

Registered in Companies
Register of the District

Narodny Gstav srdcovych a
cievnych choréb a.s.,
spolotnost so sidlom na Pod
krasnou horkou 1, 833 48
Bratislava, Slovenska
republika

Statutdrny organ:Ing. Mongi
Msolly, MBA , predseda
predstavenstva a generdiny
riaditel’ a doc. MUDr. Juraj
Madaric, PhD,,

MPH, podpredseda
predstavenstva

zapisand v Gbchodnom registr

Court Bratislava I, Okresného sidu Bratislava 1
Section: Sa Insert No.: Section: Sa Insert No.: 3774/B
3774/8 1d. No.: 35 {,Zdravotnicke

971 126 ("Medical zariadenie"),

Center”).
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("Medical Center”}.

Medicali Center represents
and agress that
Investigator, MUDr. Matej

MNosat, PhD.
“Investigator™), shali
| petform the services

meeting Medicai Center’s
obligations hereunder, and
that Investigator shall be
informed of the terms of
this Agreement and is
under iegal obligation to
Medical Center to fully
comply with all applicable

Zdravotnicke zariadenie
vyhlasuje a suhlasi s tym, aby
Skigajiac, MUDr. Matej
Nosal; PhD. (dalej len
Skasajaci™), poskytoval
sluzby, ktorymi sa pinia
povinnosti Zdravoinickeho

zariadenia podfa tejto Zmiluvy,
aby sa Skasajuci oboznamil
s podmienkami  tejto  Zmiuvy
amal prévnu povinnost voli
Zdravptnickemu zariadeniu
v pinom rozsahu plnit vietky

Duration of
Study

(“Study End Date”)
(subject to change due to
changes of the Clinicafl
Investigation Plan)

trvanie Stadie

provisions of this prisludné ustanovenia tejto
Agreement, Zimiuvy.
Clinical Post Market Clinical Follow- | Plan Post Market Clinical Follow-up
Investigatio | up Study ATB-1, ATB-1, | klinického Study ATB-1, ATB-1, Version:
n Plan Version: 1.1 skusania 1.1
' December 2020 December 2020 (dalej len
("Study Start Date”) Zatiatoény den Stadie*)
Estimated November 2026 Odhadované November 2026 {dalej len

Koneény den Stadie™)
{podlieha zmenam z dovodu
zmien v piane klinického
skisania)

Ex ected 20 ("Maximum number | Ofakavany 20 (dalej len ,Maximalny
p of Patients™) pocet pocet Gacastnikov Stadie™)
number of .
. zaradenych
Patients ucastnikov
enrolments i
Studie ]
Compensation:
Lump sum payment for all enrolled patients: 2500¢€
Cost for archiving documents for Hospital only: 350€
Sponsor pays all the costs for the ethic committee as per invoice
Compensati | Kompenzacia:
- on for | Jednordzovy poplatok za vBetkych zaradenych pacientov: 2500€
Services Poplatok za archivaciu materigiov pre Nemaocnicu; 350 €

Sponzor uhradi vietky poplatky pre Ftick Komisiu na zaklade vystavenei

faktiry

0O Compensation will be
paid following the below
split ("Compensation
Split™)

In addition, if applicable,
sponsor agrees o cover
reasonable external costs
refating to the local Ethics

Odmena za
| poskytnutie
stuzieb

O Odmena bude vyplatena
paodia nastedovneho
rozdelenia (dalej len
~Rozdelenie odmenvy™):

Sponzor sa okrem toho, ak sa
to aplikuje, zavézuje uhradif
primerané externé naklady
suvigiace so sublagom miestnej |
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invoice from the Ethics

Committee or gther
regulatory approval upon
receipt of a separaie

Committee or relevant
authority as applicable.

Etickej komisie alebo iného
regulaéného sthlasu po prijati
samostatnej faktdry od Etickej
komisie alebo regulainého
organu (podia okoinosti).

Payment to Medical Center Platba Nemocnici a
and Investigator will be SkuSajucemu  sa  uskutolni
done once , after the jednordzove, po  ukonleni
enroliment of patients is naboru pacientov do Stadie.
_ compieted.

MEDICAL

CENTER Account details Medical Center

Bank

Account

Details /

Udaje 0

bankovom

acte _

INVESTIGAT | Account details Investigator

OR

Bank

Account

Details /

Udaje o

bankovom

Géte

Payment 60 davys Piatobné 60 dni

Terms podmienky o

Governing g?:r?tk ‘a,,) ("Home Rozhodne Slovenska republika {dalej len

Law ountry pravo ~Domaca krajina")

Language Slovak (*Language”) Jazyk Slovensky (,Jazyk™)
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PREAMBLE

Sponsor intends to carry out a Study which
is a pure observational Study and henca tha
provisions on clinical investigation of

of the Act No. 362/2011 Coll. on Drugs and
Medicali Devices, as amended does not
appiy.

The Study is scheduled to begin on Study
Start Date and should be completed on
Study End Date.

The Study may be initiated only on the
condition that the competent Fthics
Committee and other necessary regulatory
approvals have been obtained (if applicable)
and that notifications to any competent
authorities, required under applicable
medical device law or data privacy law,
have been made.

The parties hereby agree as follows:

medical devices under Section 111 and 45 |

PREAMBULA

Sponzor chee vykonat Stddiu, ktora predstavuje
len pozorovatefski Stidiu a preto ustanovenia
o kiinickom ski$ani podia § 111, 45 zakona £.
362/2011 Z.z. oliekoch a zdravotnickych
pomdckach, v zneni neskorSich predpisov, sa
neaplikuja.

Zaciatok Stidie je naplanovany na Zacratocny
den Stidie a k jej dokondeniu by malo dbjst v
Koneény deh Stadie.

Stidiu je mo2né zalaf iba za podmienky, e bol
ziskany suhlas prislunej Ftickej komisie
a dalsie regulatné sthlasy (ak sa tak vyZaduje)
a boli vykonané notifikdcie prislus$nym organom
vyZadované na zakiade platnych pravnych
predpisov aplikujiicich sa na zdravotnicke
pombcky a ochranu osobnych Gdajov.

Zmiuvné strany sa dohodli nasledovne:

1. DUTIES

Medical Center and/or Investigator agree to
perfarm the following duties ("Duties”):

1.1 Collect and evaluate data in
-accordance with the Clinical Investigation
Plan.
1.2 Sponsor decided to delegate the
responsibility of submission of
documentation to the Ethics Committee -2
he CRO CR5 Gesmaae o | Sponsor or the
authonzed representative of sponsar (CRO)
is fully responsible for the content and
formal outline of the submitted
documentation and also for the legal effects
resulting from this action and hereby
commits to cover all potential damages or
costs resuiting from incorrect action and
commits to cover the legal services for
defending of such action.

1.3 Make best efforts to patients, but not
exceed the Maximum Number of Patients
until study enrolment has been compieted.
The patients shall be enrolied based on the
inclusion criteria established in the Clinical
Investigation Plan with no guarantee that
the intended number of patients can be
chtained at the Medical Center.

1. POVINNOSTX

Zdravotnicke zariadenie a/alebo SkdZajuci sa
dohodli na pineni nasledovnych povinnosti
(dalej ien ,Povinnosti™):

i.1. Zozbierat a vyhodnotif Gdaje v stilade s
Planom kiinického skidsania.

1.2, Sponzorsa rozhodol delegovaf povinnost
podania dokumentdcie na miestnu Etick(
komisiu zdravothickeho zariadenia na CRO CSG
Germany.

Sponzar, respektivne zastupca sponzora {CRO)
pine zodpoveda po obsahovej a formainej
stranke za podant dokumentdciu aj za pravne
ndsledky vyplyvajice ztohoto konania a
zavdzuje sa uhradif potencidine skody alebo
nakiady vzniknuté z nespravneho konania, a
uhradit ndldady za pravne sluiby potrebné
k obhajobe konania.

1.3. VynaloZit maximalne dsilie na zaradenie

- (Castnikov kiinického skd3ania, _bez toho, aby

do skondenia zaradovania do Stidie doilo k
prekrofeniu MaXimatnehf; poftuy (&astnikov
klinického skaSania. Udastnici  klinického
sk(Sanla sa zaraduji na zdklade kritérii pre
zaradopvanie uvedenych v Plane klinického
skiSania___bez _akejkolvek  zéruky, Ze
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1.4 Transfer all data collected in
accordance with the Clinical Investigation
Plan, by means of data forms or electronic
data forms in key-coded form (the *Case
Record Forms” or "CRF”} and have all
CRFs completed, signed, and returned to
sponsor in a timely manner, and promptly
respond to requests for missing or
additional patient information from sponsor.

1.5 Obtain the written informed consent
of legal representatives/parents of each
patient participating in the Study using the
form provided by sponsor (hereafter:
“Informed Consent”) and provide
information to the legal
representatives/parents of patients in the
extent required by law, applicable
regulation or other relevant official
documentation related to the Study.

1.6 Adhere to the Clinical Investigation
appropriate Ethics Committee and/or other
relevant authority, and all other applicable
institutional or legal requirements. Ensure
that all physicians / staff assisting the
Investigator in conducting the Study will
comply with the terms and conditions of this
Agreement and inform sponsor accordingly.

1.7  Ensure that all personnel performing
duties relating to the Study are adequately
trained in all applicable regulations and any
other applicable institutional procedures. All
personnel participating in the Study will
attend all training sessions that are required
by sponsor,

1.8 Maintain records of correspondence
as required by applicable reguiation,
including all correspondence with other
investigators, Ethics Committee, sponsor,
monitors, competent authorities and where
applicable. Report to the Ethics Committee,
and/or other relevant authorities as
required and send sponsor a copy of any
such communication.
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Plan and any requirement imposed by the |

v Zdravotnickom =zariadeni je moZné ziskat |

zamysfany  pocCet  Gcastnikov  klinického
skasania.
1.4. Previest véetky Odaje ziskané v sdlade s

Planom klinického skiSania prostrednictvom
tdajovych formuldrov alebo elektronickych
tdajovych formuldrov v anonymizovanej podobe
daie] len ,Zéznamové formulare afastnika

adie®  alebo  anglickd  skratka |, CRFY)
a zabezpelit vfasné vyplnenie, podpisanie
a vratenie vSetkych formuldrov CRF sponzorovi,
8 bezodkladne reagovat na Ziadosti sponzora
o doplnenie chybajuach alebo dodatotnych
informacii o O¢astnikoch Stiidie.

1.5. Ziskat pisomny informovany sahlas od
ohoch autonzovanych zastupcov/roditov
kaZdého dcastnika Stadie zifastiujliceho sa
Stidie vo vzore poskytnutom sponzorom (dalej
len _Informovany sidhias™) a poskytnit
autonzovanym zastupcom/rodidom (astnikov
Stadie informdcie v rozsahu poZzadovaného
pravom, prisiudnou regulaciou alebo inou
oficidlnou dokumentaciou vzfahujlcou sa na
Stidiu.

1.6. DodrZiavaf Pldn klinického skdZania
a vietky poZiadavky ulofené prisiugnou Ftickou
komisiou a/alebo inym prisludnym organom, a
vsetky ostatné platné indtituciondine alebo
pravne poZiadavky. Zabezpelit, aby vietci lekari
/ vsetok personal asistujlci Skiidajiicemu pofas
vykondvania Stddie dodrZiavali podrmienky tejto
Zmiluvy a primerane oboznamovali sponzora .

1.7. Zabezpelif, aby bol vietok persondl
piniaci povinnosti tykajlce sa Stidie primerane
vyskoleny chiadom vietiych platnych predpisov
a akychkelvek inych platnych institucionalnych
Qostupov Vietok persondl, ktory sa podiela na
Stadii, sa zdlastni vietkych &koleni, ktoré
sponzor vyzaduje.

1.8. Viest zaznamy o koreSpondencii v stilade
s poZiadavkami platnych predpisov, vratane
vietkej korespondencie s ostatnymi
sku3ajicimi, s Etickou komisigu, so sponzorom,

monitormi,  prisluSnymi orgdnmi, a v
oddvodnenych  pripadoch. Pcdavat vykazy
Etickej komisii, a/alebo nym prislusnym

organom v silade s poZiadavkami a predkladat

sponzorovi képhu akejkolvek takeito
komunikacie.
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1.9 Ensure the availability of the
Investigator and/or Medical Center's staff
members for the preparation of monitoring
visit(s), and during the visit, to respond to
monitor's queries and to follow up on any
action items assessed during the visit.

1.10 Ensure the participation of
Investigator in Investigator meetings which
may be organized by sponsor from time to
time or, in case of non-availability of
Investigator, delegate such participation to
any other appropriate and qualified person
participating in the Study.

1.11 Cooperate with audits initiated by
sponsor and/or regulatory authorities by
allowing access to the original medical
records, including scurce documentation,
for purposes related to this Study, provided
that such access is not prohibited by privacy
protection laws concerning the patients
involved in the Study.

1.12 Sponsor ensures any national
registrations, approvals and notifications of
the Study in accordance with the applicable
laws and regulations.

1.13 Promptly report to sponsor all
adverse events related to the Study / report
such events, as required, to the Ethics
Committee and, in accordance with the
applicable laws, to the -competent
authorities (if applicable).

1.14 Provide sponsor with a copy of the
Curriculum Vitae of Investigator. Upon
request of sponsor Medical Center shall also
provide the Curriculum Vitae of Co-
Investigators under the Investigators
responsibility.

1.15 Collect and maintain full
documentation connected with Study in the
extent required by applicable regulation and
make it avallable to regulatory authorities,
the Ethics Committee, other authorities and
to the extent required by law.

1.16 Enter into and maintain appropriate'

{ liability insurance coverage if and as required
under applicable laws and regulations.

i e o S et 4 T i e A

1.9. Zabezpelit dostupnost SkdSajliceho
afalebo  Clepov  persondiu  Zdravotnickeho
zariadenia pre pripravu monitorovacej navitevy
(navstev) a pofas navétevy na zodpovedanie
otézok monitora a pinenie filoh uloZenych potas
navstevy.

3.10. Zabezpelif (cast Skddajiuceho na
Investigatorskych stretnutiach organizovanych
sponzorom, pripadne v pripade nedostupnosti
Skusajuceho delegovat tito povinnost zhifastnit
sa na akikolvek Ind vhodni a kvalifikovan(
osobu, ktora sa podiela na Stidii.

1.11. Spolupracoval s auditmi iniciovanymi
sponzorom a/alebo regulatnymi organmi tak,
Ze im umoZni pristup k pévodnym zdravotnym
Zaznamom, vratane zdrojovej dokumentécie,
pre Gcely tykajlce sa tejto Stidie, pokial takyto
pristup nie je zakdzany pravnymi predpismi
0 ochrane stkromia tykajucimi sa Ulastnikov
Studie.

1.12. Sponzor zabezpeli akékolvek narodné
registracie  Sthdie, sthlasy sfiou 2 jej
notifikacie v silade s platnymi  pravnymi
predpismi a regulaciou.

1.13. Bezodkladne ozndmil sponzorovi vietky
nepriaznivé udalosti stvisiace so Studiou a v
stlade s poziadavkami tieto udalosti oznamit aj
Etickej kornisii a v stilade s platnymi pravnymi
predpismi aj prisluSnym orgdnom (ak sa to
aplikuje).

1.14, Poskytnif sponzorovi képiu Zivotopisu
Skusajiceho. Na  Ziadost sponzora  je
Zdravotnicke zartadenie tie? povinné predlozit
Zivotopis spolu-sk(sajicich, ktori podliehaju
Skdsajacemu.

1.15. Zbierat a  udrfiavaf  kompletnd
dokumentdciu v sQvislosti so Stiidiou v rozsahu

j vyzadovanom podfa platnej regulicie a

poskytnit ju regulainym orgdnom, Etickej
komisti, inym orgdnom v rozsahu vyZadovanom
podla pravnych prepisov.

1.16. Uzatvorit a udrziavat primerané poistenie
zodpovednosti ako je to vyZadované podla
platnych pravnych predpisov a reguldcie.
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1.17 Perform the Study at the agreed | 1.17. Vykonavat Stidiu na dohodnutom
workplace Medical Center which fully pracovisku Zdravotnicke zariadenie ktoré pine
complies with legal and other requirements | spifia pravne a iné poZiadavky pre Stidiu podia
for the Study (including requirements for | platnej reguldcie (vratane poZiadaviek na
equipment, premises and staff) under the | vybavenie, priestory a personal).

applicable regulation.

7/25




2. COMPENSATION

2.1 Compensation for Services,
Sponsor shall pay the party specified in the
Contract Details for the Duties performed
under this Agreement in full and exclusive
compensation according to the
Compensation Scheme in compliance with
the Compensation Split (if applicable).

The above compensation is excluding VAT
which will be paid if and when applicable, and
provided the contract party submits an
invoice showing VAT separately. The
compensation includes payment for any and
all costs incurred by Medical Center /
Investigator in performing the duties,
Including but not limited to the use of any
facilities, materials and equipment.

2.2 Expenses. Sponsor shall, in
addition, reimburse the party specified in the
 Contract Details for reasonable expenses of
travel, lodging, daily meals and other
necessary and reasonable expenses incurred
in the performance of the activities described
in this Agreement, provided that such
expenses are supported by original receipts
and other supporting documentation, and
that the party specified in the Contract
Details obtains the written authorization of
$ponsor prior to incurring any such expenses.

2.3 Payment. Payment is conditioned on
timely receipt and approval of the
documentation set forth befow. Payment of
compensation will be made within the
Payment Terms and made payable by bank
transfer as specified in the Contract Detalls
based on itemized invoice and/jor
compensation report. Invoice should be
written in the English language and mention
the Study name.

Prior to the payment of the compensation
sponsor shall receive the complete CRF,
meaning:

a) All required data are provided.

b) The CRF is appropriately signed by
the Investigator or by a certified staff
member of the Medical Center.

) The CRFs are in compliance with the
Clinical Investigation Plan

2.4 Fair Market Value, No
inducement: The Parties agree that the
payments hereunder (a) are consistent with

2, ODMENA

2.1 Odmena za SluZby. Za Povinnosti,
ktore osoba uvedena v Zmluvnych Gdajoch pini
v plnom rozsahu podia tejto Zmluvy, je jej
sponzor je povinny wyplacal vylund odmenu
podfa  Schémy odmenovania v stlade
s Rozdelenim odmeny (ak sa aplikuje).

Vy3Sie uvedeng odmena je bez DPH; DPH bude
vhradena, pokial sa bude uplatiioval, za
podmienky, Ze zmiuvnd strana predloZi faktiru
50 samostatne vykazanou DPH. Odmena zahra

platbu za v3etky naklady, ktoré vznikli
Zdravotnickemu zariadeniu / SkusSajlicemu pri
pineni povinnosti, vratane, avéak bez

obmedzenia, za pouZitie akychkolvek zariadeni,
materiglov a vybavenia.

2.2 Naklady. Sponzor je okrem toho povinny
nahradit osobe uvedenej v Zmiuvnych ddajoch
primerané naklady na cestu, ubytovanie,
stravovanie a ostatné nevyhnutné a primerané
nakiady, ktoré jej vznikli pri vykondvani &nnosti
opisanych v tejto Zmluve, za podmienky, Ze tieto
néklady su doloZend pévodnymi potvrdenkami
a inou sprievodnou dokumentdciou, a e osoba
uvedend v Zmiluvnych COdajoch ziskala od
sponzora pisomné opravnenie pred tym, ako iej
ktorykolvek z tychto nakiadov vznikol.

2.3 Uhrada. Uhrads je podmienend véasnym
prifatim a schvdlenim vyssie uvedenej
dokumentdcie. Nahrada bude vyplatend v sdlade
s Platobnymi podmienkami bankovym prevodom
v salade so Specifikdciou v Zmiuvnych Gdajoch na
zaklade polozkovej faktiry afalebo spravy
o nahrade. FaktGra by mala byt v angfickom
jazyku a mal by v nej byt uvedeny nazov Stidie.
Pred vyplatenim Ghrady musi sponzor dostat
vyplneny formuldr CRF, ¢o znamend, Je:

a) vietky poZadované (daje st poskytnuté.
b} formuldr CRF je riadne podpisany
Skasajicim alebo oprédvnenym &enom personaliu
Zdravotnickeho zariadenia.

c) formuldre CRF sii v silade s Planom
klinickeho skiSania

2.4  Objektivna trhova hodnota, vyliicenie
stimulov: Zmluvhé strany sa dohodli, %e platby
podia tejto Zmluvy (a) zodpovedajl objektivne;
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the fair market value of the Duties and (b)
have not been determined in a manner that
takes into account the volume or value of
any referrals or business otherwise
generated or anticipated between the
parties. Nothing contained in  this
Agreement shall be construed in any
manner as any obligation or inducement for
Medical Center / Investigator to purchase,
order, prescribe, or recommend any
sponsor products,

trhovej hodnote Povinnosti a (b) ich vygka nebola
urlena spbsobom, ktory by zohfadfioval objem
alebo hodnotu akychkofvek odporidani alebo
zdkaziek dohodnutymi alebo predpokladanymi
medzi zmluvnymi strarami. Ni¢ z toho, ¢o je
uvedené v tejto Zmiuve, sa nema vykladat ako
zavdzok alebo stimul pre Zdravotnicke
zartadenie/Sk(sajliceho kupit, objednat,
predpisat alebo odporudif ktorykolvek z vyrobkov
Sponzora.

3 CONFIDENTIALITY AND USE OF
DATA

3.1 Definition of Confidentiail
Information. “Confidential Information”
means any information, tangible or

intangible item that:

3.1.1 is acquired by Medical Center /
Investigator from sponsor that:

| &) is identified as confidential at
the time of disclosure or within a reasonable
time thereafter;

b) is non-public information such as
that relating to medical devices or
therapies; research or developmental work;
specifications or engineering information:
business plans such as financial, marketing
or sales information; or computer code,
information or documentation; or

c) Investigator / Medical Center has a
reasonabte basis to believe it is confidential;

3.1.2 Relates to Protected Materials
pursuant to Section 4; or

3.1.3 Arises from or relates to the Duties
under this Agreement.

Medical Center / Investigator hereby
acknowledge that  the Confidential
Information has real or at least potential
material or immaterial value, it is not
available in the relevant professional fieid
and that sponsor undertakes measures to
protect its confidentiality.

3.2 Disclosure and Non-Use of
Confidential Information. Medical Center
/ Investigator shall not disclose Canfidential
Information and shall safeguard
Confidential Information using reasonable

3. MLCANLIVOST A POUZITIE UDAJOV

3.1 Definicia pojmu Doéverné informacie.
~Doverné informacie® znamena aklkolvek
informaciu, hmotnd alebo nehmotnu vec, ktord:

3.1.1 nadobudlo Zdravotnicke zariadenie /
Skdsajuci od sponzora a ktora:

a) je oznadena za dbverny v Case
svojho poskytnutia alebo v primeranej lehote
po poskytnuti;

b) je nevergjnou informaciou, napr.
informaciou  tykajicou sa  zdravotnickych
pomdcok alebo terapii; vyskumnou alebo
vyvojovou  pracou;  Specifikdciami  alebo
technickymi  informaciami; podnikatefskymi
planmi ako napr. finantnymi, marketingovymi
alebo  odbytovymi  informdciami;  alebo
politaCovym  kdédom, informdciami alebo
dokumentaciou; alebo

<) o ktorej je Skasaijici/Zdravotnicke
zariadenie odOvodnene presvedfené, e je
déverna;

3.1.2 sa tyka Chrdnenych materidlov podfa
étanku 4; aleho

3.1.3 vznika z alebo sa tyka Povinnosti na
zdklade tejto Zmluvy.

Zdravotnicke zariadenie /SkdSajlci tymto ber(
na vedomie, Ze Déverné informacie maji redinu
alebo aspoft potencidinu materidlnu  alebo
imateridinu hodnoty, nie s befne dostupné v
relevaninych profesnych kruhoch a Ze sponzor
prijima opatrenia na ochranu ich dovernosti.

3.2 Poskytnutie a nepouzitie Dévernych
informacii. Zdravotnicke zariadenie / Skisajdci
nesmie spristupnit Déverné informdcie a je
povinry ich chranit s vynaloZenim primeranei
starostlivosti, ktorl by vynakladal na ochranu
svoiich _ viastnych __dévernvch  informacii.
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care as they would apply to safeguard their
own confidentlal information. Medical
Center / Investigator may only use
Confidential Information as necessary for
performing the Duties under this Agreement
and may not publish or present Confidential
Information without the prior written
approval of sponsor. Medical Center /
Investigator shall immediately notify
sponsor if Confidential Information was, or
may have been, accessed, disclosed, lost or
otherwise wused in violation of this
Agreement. Any disciosure of Confidential
Information by Medical Center / Investigator
to employee, agent, or representative
(collectively, “Investigator's Associate”)
shall be only to an individual who has the
need to know the Confidential Information
for the purposes of this Agreement and who
shall subsequently be obliged to comply with
the terms of this Agreement.

3.3 Rights to Confidential
Information. Sponsor shall retain all right,
title and interest in and to its Confidential
Information. Neither this Agreement, nor
any disclosure of Confidential Infarmation,
shall be deemed to imply or grant Medical
Center / Investigator any license, interest
in, right to use, intellectual property or
other similar rights to the Confidential
Information.

3.4 Legally Required Disclosure of
Confidential Information. In the event
that, upon advice of legal counsel, Medical
Center / Investigator is compelled by law to
| disclose Confidential Information, Medical
Center / Investigator shail notify sponsor
promptly and shall take every reasonabie
action to ensure protection of the disclosed
Confidential
acceptable by law.

3.5 Return or Destruction of
Confidential Information. Medical
Center / Investigator may not copy or
duplicate any materials containing
Confidential Information except as necessary
to perform the Duties under this Agreement.

Medical Center / Investigator shall return all
materials containing Confidential Information

at the termination of this Agreement or upon |

sponsor's request, provided that Medical

Information to the extent;

Zdravotnicke zariadenie / Skdajici moése
pouZivat Ddverna informacie iba
v nevyhnutnom pripade na pinenie Pgvinnosti
podla tejto Zmiuvy a nesmie zverejnif ani
prezentovaf Doverné informacie bez
predchadzajiceho pisomného stihlasu
sponzora. Zdravotnicke zariadenie / Skugajtici
je povinny bezodiladne oznamit sponzerovi, ak
doSlo alebo by mohlo ddjst k spristupneniu,

poskytnutiu, strate alebo inému pouZitiu
Dovernych  informdcli v rozpore s touto
Zmiuveu. Zdravotnicke zariadenie / Skégajtici

modze poskytnif akékolvek Déverné informicie
zamestnancovi, agentovi alebo zastupcovi
{spolotne dalej len ,Zastupca Skusa;uceho“),
iba ak sa jednd o osobu, ktora potrebuje vediet
Déverné informécie pre Gfely tejto Zmiuvy
a ktoré bude nasledne povinnd dodrZiavaf
ustanovenia tejto Zmiuvy.

3.3 Prava k Dévernym informaciam.
Sponzor si ponechava vetky prdva, tituly
a podiely na svojich Dévernych informaciach.
Této Zmluva anl Hadne poskytnut;e Dévernych
informacii sa nepovaZujli za také, z ktorych by
vyplyvala alebo ktoré by poskytovah
Zdravotnickemu zariadeniu / Skusajucemu
aktkolvek licenciu, podiel, pravo pouzivat alebo

ing prava duSevného viastnictva alebo iné
obdobné préva k Dovernym informéaciam.
3.4 Poskytnutie Dédvernych informécii

vvzadovane padla pravnych predpisov,
V pripade, Ze po porade s pravnym peradcom
bude musiet Zdravotnicke zariadenie /
Skusajici podia pravnych predpisov poskytnif
Déverné informacie, Zdravotnicke zariadenie /
SkiiSajiact  je tito  skutonost  povinny
bezedkladne oznamit sponzorovi a vykonat
vietky primerané (kony rna zabezpelenie
ochrany poskytnutych Dévernych informécii
v rozsahu moZnom podta pravnych predpisov,

3.5 \Vratenie a zni€enie Dévernych
informacii. Zdravotnicke zariadenie [
Skifajici nesmie kopirovaf ani vyhotovovat
duplikaty Ziadnych materidlov obsahujdcich
Bdverné informdcie, pokial to nie je nevyhnutné
na plnenie Povinnosti podia tejto Zmiuvy.
Zdravotnicke zariadenie / Skusajici je pavmny
vratit vietky materialy obsahujiice Doéverné
informacie pri skondeni tejto Zmluvy alebo
kedykolfvek na Ziadost sponzorovi stym, ?e
Zdravotnicke zariadenie / Skudajici si méde
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Center / Investigator may retain a copy if
legally required.

3.6 Personal Data of Investigator.
Medical Center / Investigator agrees that
sponsor and its Affiliates may, for the
purpose of administering the relationship
with Medical Center / Investigator, collect,
process and store personal data (i.e., name,
address, CV, etc.). Medical Center /
Investigator further agrees that such
information may be provided to sponsor,
including those affiliates in EU with
adequate level of data protection.

3.7 Public Transparency. Sponsor will
comply with all applicable laws, regulations
and applicable government or industry
guidelines ("Transparency Requirements”)
with regard to transparency of payments to
healthcare professionals. Medical Center /
Investigator therefore agree that sponsor
may disclose all information relating to this
Agreement to the extent required under the
applicable Transparency Requirements.
Such information may include, but is not
limited to name of health care professional
providing the Duties and receiving
payment, value of amounts transferred, and
nature of services.

3.8 Use of Data. Sponsor is committed
to support evidence-based medicine, and the
scientific integrity and ethical principles in the
design, conduct and reporting of clinical
research. Medical Center / Investigator
retains ownership of/proprietary and other
relevant rights to all raw clinical data as
contained in its patiert medical records or
other original source documentation and may
use such data as it deems reasonable and
appropriate except for commercial purposes.
Sponsor is entitled to freely transfer, assign,
license or sublicense the Study Data and the
rights to them. Medical Center / Investigator
specifically agree that to all dlinical data
collected In accordance with the Clinical
Investigation Plan, including the CRF {the
"Study Data”) sponsor has all possible
ownership, intellectual and other proprietary
or similar rights and that the Study Data may
be pocled in a common database that
belongs to or is contracted by sponsor or its
Affiliate ("Study Database™ and will be

ponechat ich képiu, ak to vyZaduji pravne
predpisy.

3.6 Osobné tudaje skigajliceho.
Zdravoinicke zariadenie / Skafajici sthiasi
s tym, aby sponzor a jeho Spriaznené osoby
zhromazdovali, spracovavali  a uchovavali
osobné uadaje {t.j. meno, adresu, Zivotopis
apod.) pre Glely spravy vziahu so
Zdravotnickym  zeriadenim /  Ské3ajicim.
Zdravotnicke zariadenie / SkdSajici dale
sthlasi s tym, aby boli tieto informacie
poskytované Spriaznenym osobdm sponzora
v réamci EU, kde je primerand ochrana osobnych
adajov.

3.7 Vereina transparentnost. Sponzor
bude konat vsllade so vietkymi platnymi
pravnymi predpismi, reguldciou a platnymi
Statnymi alebo odvetvovymi usmerneniami
(dalej len ,PoZiadavky na transparentnost”)
Vo vziahu k transparentnosti platieb
zdravotnickym pracovnikom. Zdravotnicke
zariadenie / Skisailci preto sihiasia s tym, aby
sponzor poskytoval vSetky informdcie tykajlice
sa tejto Zmluvy v rozsahu, aky vyZadujl platné
PoZiadavky na  trarnsparentnost. Tieto
informacie  modzu  zahfaf, aviak bez
obmedzenia, meno zdravotnickeho pracovnika,
ktory plni Povinnosti a prijima platby, hodnotu
prevadzanych Ciastok a povahu sluZieb.

3.8 PouzZitie Gdajov. Sponzor sa zaviazal
podporoval medicinu zaloZent na ddkazoch,
a vedeckt integritu a etické 2dsady v navrhy,
vykenavani a vykazovany klinického vyskumul.
Zdravotnicke zariadenie / Skusaitici si ponechdva
viastnictvo/majetkové a iné relevantné préva
vietkych nespracovanych klinickych tdajov
obsiahnutych v zdravotnych zdznamoch svojich
G&astnikov Stidie alebo v inej povodneJ zdrojovej
dokumentacii a méZe ich pouzivat spdsobom,
ktory povazuje za primerany a vhodny,
s vynimkou pouzitia na komercné ﬁéeiy Sponzor
je opravneny voine prewest tdaje
zhromazdenym pre Stadiu alebo prava k nim,
postdpif ich, udelift knim licenciu alebo
sublicenciu. Zdravotnicke zariadenie / SkdSajlci
vyslovne sthlasi s tym aby sponzor mal vsetky
vlastnicke prdva, préva duSevného vlastnictva
ainé majetkové alebo obdobné préava ku
véetkym  Klinickym  Gdajom  zhromaZdené
v s(ilade s Planom klinickeého skd3ania, vrétane
formuldrov CRF (dale] len ,Udaje Stadie™) a aby
sa_tieto Udaje Sitdie zlddili do spololnej
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used for regulatory submissions and
presentations / publications and any other
purpose as determined by sponsor or its
Affiliate,  Subject to the Confidentiality
section of the Agreement, sponsor grants
Medical Center a non-exclusive license to use
the Study Data it has collected for publication
purposes for unlimited fime for no additional
compensation. Medical Center / Investigator
undertake to sign such documents, perform
all actions and other steps, necessary or
reasonably required by sponsor to give effect
to the foregoing.

databazy, kitoré patri alebo podia zmiuvy
prindlei sponzorovi afalebo jej Spriaznenej
osobe (dalej ien ,Databaza Stiadie™), a pouzivali
sa na podanla regulatnym orgdnom av
prezentaciach/publikadach a na akékolvek daldie
ulely urfené sponzorom alebo jeho Spriaznenou
osobou. S vynimkou podia ¢&asti Micanlivost
Zmluvy sponzora udeluje Zdravotnickemu
zariadeniu nevyluéngd licenciu na pouzitie Udajov
Stidie, ktoré zhromaidilo, na publikatné ufely
a to na neobmedzeny Cas a bez naroku na daldiy
odmenu. Zdravotnicke zariadenie / Ski(sajac sa
zavdzuji podpisat také dokumenty a vykonaf
také Gkony a dalSie kroky, ktoré s nevyhnutné
alebo rozumne poZadované sponzorom za
ucelom splnenia predchadzajicich ustanoveni.

4.  PROTECTED MATERIALS AND |4.  CHRANENE MATERTALY
PUBLICATION A PUBLIKACIE
4.1 Protected Materials. Except for | 4.1 Chranené materialy. S vynimkou

Publications (as defined in article 4.2 below),
Medical Center / Investigator agree that any
materials developed
performing the activities described in this
Agreement (the “"Protected Materials")
shall become the property of sponsor (to the
extent possible under applicable taw) shall
have all proprietary, intellectual property and
other relevant rights to them unless
applicable law determines otherwise. Medical
Center / Investigator hereby assign and/or
transfer the Protected Materfals and the
rights to them to sponsor and agree to sign
and deliver to sponsor any docurments and to
perform all actions and other steps required
to complete such assignment and/or transfer
and procure that , all relevant third parties
1 sign and deliver such documents and perform
all such actions and other steps. The parties
agreed that no further compensation will be
provided to Medical Center / Investigator ar
any other third party for the ownership,
| transfer and/or assignment of the Protected
Materials and the rights to them. Should
applicable faw preclude sponsor's ownership
of the Protected Materials, Medical Center /
Investigator hereby grants to sponsor an
exclusive, unlimited, perpetual and royalty
free license to use, reproduce and distribute
the Protected Materials and agrees to sign
and deliver to sponsor any documents and to
perform all actions and cther steps required
to complete such ficense.

4.2
all

Publications. “Publication” means
abstracts, _ articles, _manuscripts,

in the course of

Publikacii (tak, ako s definované v odseku 4.2
nizSie) sa Zdravotnicke zariadenie / SkdSajici
dohodli, Ze materidly vytvorené pocas
vykondvania &innosti opisanych v tejto Zmiuve
{dalej len ,Chranené materidly") sa stanu
majetkom sponzora a ten k nim bude maf vietky
majetkové préva, prava duSevného viastnictva
ainé relevantné prava, pokial platné pravne
predpisy  neupravuijll  inak.  Zdravotnicke
zariadenie / SkdSajict  tymto  postupujd
a prevadzaju Chrdnené materidly a vietky prava
knim na sponzora azavazujl sa podpisaf
adorulit sponzorovi akékolvek dokumenty
a vykonat vietky Gkony a daldie kroky, ktoré sa
vyzaduili na uskutognenie takéhoto postipenia
2 prevodu a zabezpecia, aby vSetky relevantné
tretie strany podpisali a dorudili takeé dokumenty
& uskutofnili také Gkony a dalSie kroky. Strany sa
dohodli, Ze Zdravotnickemu zaradeniu /
Skusajicemu ani Ziadnej tretej osobe nebude
poskytnuta Ziadna dalSia odmena za viastnictvo,
prevod alebo postipenie Chranenych materidlov
a prav k nim. Ak by platné pravne predpisy
znemaéiiovall viastnictvo Chranenych materidlov
sponzorovi, Zdravotnicke zariadenie / Skdgajlci
tymto poskytuje sponzovori vyluéna,
neobmedzeny, trvalll a bezplatnd licenciu na
pouzitie, reprodukovanie a distribiiciou
Chranenych materidlov a zavidzuje sa podpisat
a doruCt sponzovori akékolvek dokumenty
a vykonat akékolvek Gkony a dalsie kroky, ktoré

58 vyZaduji na udelenie takejto licencie.

4.2 Publikacie. ,Publikacia® znamend
vietky abstrakty, &ldnky, rukopisy, prezentécie |
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presentation and other forms of publication
regarding the Study Data or results. Medical
Center / Investigator may publish the
results of work performed under this
Agreement, in accordance with the
Publication Policy described in the Clinical
Investigation Plan and  publication
guidelines from the Declaration of Helsinki;
provided, however, that any
Publication shall be at a time determined by
sponsor and shall be provided to sponsor for
review at least sixty (60) days prior to
submission or presentation.

4.3 Multicentre Publication. Medical
Center / Investigator acknowledges that
this Study is conducted at multiple sites and
that sponsor has a legitimate interest in
ensuring that a multi-center publication is
the first publication to be released or
presented regarding the completed Study.
Accordingly, Medical Center / Investigator
agrees that it will not independently pubilish,
publicly disclose, present or discuss any
results of or information pertaining to the
Study until a multi-center publication is
released; provided however, that if a muiti-
center publication is not released within one
year after completion of the Study at all
Study sites, Medical Center / Investigator
will have the right to publish the results of
and information pertaining to their activities
conducted under this Agreement in
accordance with the provisions of this
section.

4.4 Sponsor review. Sponsor will limit
its review to a determination of whether
Confidential Information is disclosed and
will not censor or in any way interfere with
presentation or condclusions beyond the
1 extent necessary to protect Confidential
Information (other than Study Data) to
allow sponsor or its Affitiate (as applicabie)

to protect its rights in patentable,
copyrightable or similarly protectable
materials, and {0 check for technical

correctness of sponsor information. When
requested by sponsor, Medical Center /
Investigator will delay publication up to an
additional ninety (90) days to allow
spaonsor, or its Affiliate (as applicable), to
protect its right in patentable, copyrightable
or similarly protectable material. If notified
by sponsor within the sixty (60) day review
period that such Publication contains
Confidential Information or technical errors

of sponsor information, Medicat Center / ;;'ipfo:rnlggie alebo_Informdécie sponzora mail

such |

a iné formy zverejnenia Udajov Studie alebo
vystedkov Zdravotnicke zariadenie / Skusajaci
mdZe zverejnit vysledky price vykonanej na
zdkiade tejto Zmluvy v stlade s Publikaénou
politikou opisanou v Plane klinického skiifania
a usmerneniami ohfadom publikovania
Z Helsinskej deklardcie; stym, Ze ku kaidej
takejtc Publikdcii dfjde v fase urienom
sponzorom a bude poskytnutd sponzorovi na
posadenie asport Sestdesiat (60) dni pred
podanim alebo odprezentovanim.

4.3 Multicentricka publikacia.
Zdravotnicke zariadenie / Skosajici berie na
vedomie, 7e tato Stidia sa vykonava na
viacerych miestach a Ze sponzor ma opravneny
zaujem na zabezpeleni toho, aby multicentricka
publikidcia bola prvou publikdciou vydanou
alebo odprezentovanou ohladom dokonfenej
Stidie. Zdravotnicke zariadenie / SkdSajiici sa
preto zavdzuje, Ze do vydania muiticentrickej

publikdcie nezdvisle nevydd, nezverejni,
necdprezentuje ani  nebude  diskutovat
o Ziadnych  vysledkech ani  informdaciach

tykajicich sa Stadie; za podmienky, e ak
k vydaniu multicentrickej publikédcie neddide do
jedneho roka po dokonceni Sttdie na vietkych
miestach Stidie, Zdravotnicke zariadenie /
Sku3ajuci bude mat pravo zverejnif vysledky
alebo informacie tykajlice sa svojej finnosti
vykonanej na zaklade tejto Zmiuvy v sdlade
s ustanoveniami tohto clanku.

4.4 Posadenie sponzarom. Sponzor
obmedzi svoje postdenie na urlenie toho, &i nie
st poskytnuté Diverné informacie a nebude
cenzuroval ani nijako zasahovaf do prezentdcie
alebo zdverov nad rdmec toho, &o bude
nevvhnutne na ochranu Dévernych informacii
(okrem Udajov Stadie), za lelom aby sponzor
alebo jeho Sprtaznena osoba (podia okolnosti)
mohla ochranit svoje prava k materidlom, ktoré
moZu byt predmetom autorského, patentového
alebo obdobného préva, aaverit’ technickd
spravnost informdacii sponzora. Na poZiadanie
sponzora alebo jeho Spriaznenej osoby (podfa
okolnosti) Zdravotnicke zariadenie / SkG3ajuci
odloZi zverejnenie o daldich maximalne
devitdesiat (90) dni, aby sponzorovi alebo jej
Spriaznenej osobe (podia okolnosti) umoZnil
ochrani sveje préva k materidlu, ktoré je
moZné chranit patentovym autorskym alebo
obdobnym prévom. Ak sponzor pofas
Sestdeslatich (60) dni obdobia posudzovania
oznami, Ze Publikdcia obsahuje Déverné

13/25




- Investigator shall delete what is reasonably
identified as Confidential Inforrnation and
make the corrections of sponsor information
prior to publication or presentation.

technické vady,
Skasajuci  je

Zdravotnicke zariadenie /
pred  zverejnenim  alebo

odprezentovanim povinny vypustit informacie,
ktoré boli odévodnene oznafenéd za Déverné
informacie, a opravif informacie Sponzora,

5. DATA PROTECTION & | 5. OCHRANA OSOBNYCH UDAJOV A
" INSURANCE POISTENIE
3.1 Data Protection. Medical Center /| 5.1 Ochrana osocbnych adajov.
Investigator shall ensure that any Zdravotnicke zariadenie / SkaSajici je
personal data, in particular relating to povinny zabezpedit, aby akékolvek
the health conditions of patients who osobné Udaje, najma osobné dGdaje
participate in the Study, is protected tykajice  sa  zdravotného  stavy
as required by law, in particular all ucastmkov Stidie zdfastnenych na
applicable data protection laws and Studu boli chréanené v sdlade s
regulations, including but not limited poiiadavkami pravnych  predpisov,
to the General Data Protection najma vSetkych platnych prdvnych
Regulation (EU) 2016/679. Medical predpisov a regulacie ochrany osobnych
Center / Investigator shall also ensure tdajov, najma vietky prisiuné zakony a |
that all necessary consents for nariadenia o ochrane Gdajov, vratane,
provision of such data and its transfer aie nie vyhradne, nariadenia o Ochrane
to sponsor and its Affiliates and to osobnych  Gdajov  (GDPR) (EWU)
other parties involved in this Study 2016/679. Zdravotnicke centrum [/
are obtained and that patient Skiajlci taktieZz zabezpedi, aby boli
information data provided to sponsor ziskané vietky nevyhnutné sthlasy s
or its Affiliate shall not contain any poskytnutimi  tychto JdGdajov a ich
identifying characteristics. prenosom sSponzoravi a jeho
Sponsor wili process personal data of Spriaznenym  osobam & ostatnym
Investigator in order to execute the subjektom podiefajicim sa na tejto
Agreement and comply with its legal Stadii a aby Udaje o (¢astnikoch Stidie
obligations. For the purpose of this poskytnuté  sponzorovi alebo  jeho
Study, Investigator agrees to the Spriaznenej osobe neobsahovali Ziadne
collection, processing and storage of identifikalné znaky.
personal data by signing the sponsor Sponzor bude spracovavat osabné ddaje
Data Processing Clause in Attachment Ska3ajiceho v ramd tejto Zmijuvy a
1. dodrziavat jej zakonné povinnosti. Na
afely tejto Stidie skusa;ucs suhiasi so
zberom, spracovanim a uchovavanim
osabm’rch tdajov podpisanir Kauzuly o
spracovani Udajov sponzorovi v Priloche
5.2 Non Insurance. This Study is 1.
designed to be a purely . .
observational study, meaning that | 5.2 Ziadne poistenie. Tdto Stddia Je

participating patients receive the
same standard care of the hospital
as any other patient that is not
participating in the Study. There is
no direct involvement with the

patient because of the Study and no

additional treatments, investigations
or experiments are mandated by the
Clinical Investigation Plan.
Therefore, participation in the Study
creates no additional risk or burden
for the patient. For this reason, no

navrhnutd ako é&isto pozorovatelskd
studia o znamend, Ze zulastneni
alastnici  Stidie  obdrgia  rovnakd
standardnu nemocniéni o ambulantng
starostilivost ako akykofvek iny pacient,
ktory ~sa nezdlastiuje na  Studi.
V désledku Stiidie nie sG Géastnici studie
nijake avplyvneni a Plan kiinickej $tadie

nepredpoklada Ziadnu dalsiu
starostlivost, vyskum y alebo

experimenty. Preto Ulast na Stddii
nepredstavuje Ziadne dodatoéné riziko
alebo zataz pre Ucastnika Studie. Z tohto _
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specific clinical trial insurance is
issued for this Study.

ddvodu sa pre tiffo Stiudiu neuzatvara
Ziadne sSpecifické kiinické poistenie.

6. REPRESENTATIONS

6.1 Authorization and WNotification.
Medical Center / Investigator represents
and agrees that:

6.1.1 Medical Center / Investigator has full
right and authority to enter into this
Agreement under any law, regulation or
policy applicable to Medical Center /
Investigator (including, where Investigator
is an individual, the internal rules of any
medical institution where Investigator
practices or is employed);

6.1.2 Medical Center / Investigator has no
cbligations or agreements currently and wili
not have during the term of this Agreement,
which are inconsistent or in conflict with the
execution of this Agreement or performance
of the Duties.

6.2 Compliance Certification. The
parties agree that this Agreement, including
the provision of Duties, and request for and
payment of compensation and
reimbursement, shall be performed in
accordance with applicable law, regulation
and any policy, including the policies of any
organization with which Medical Center /
Investigator is assaciated.

6.3 Required Disclosures. Medical
Center / Investigator agree to make
complete and accurate disclosures of this
financial relationship and engagement as
required for any scientific medical
publications or presentations. Alsc, Medical
Center / Investigator will make all
necessary disclosure regarding the contents
of this Agreement to any relevant
professional association, industry body,
authority or institution.

6.4 No Competing Activities, Conflict
of Interest. Medical Center / Investigator
shall not perform services in contravention
of their obligations to third parties. If a
conflict of interest may arise as a result of
Medical Center / Investigator’s activities with
third parties, Medical Center / Investigator
wilt promptly notify sponsor. The parties will
discuss the best means for avoiding such
_conflict,

6. ZAVAZNE VYHLASENIA

6.1 Opravnenie a oznamenie.
Zdravotnicke zariadenie / Skdsailci vyhlasuje
a suhlasi s tym, Ze:

6.1.1. Zdravotnicke zariadenie / SkiSajici ma
plné pravo a opravnenie uzavriet tGto Zmluvy
na zdkiade akéhokolvek pravheho predpisu,
nariadenia alebo internej smernice platnej pre
Zdravatnicke zariadenie / Skidajiceho (vratane
pripadu, kedy je SkiSajici fyzickou osobou,
podfa internych pravidiel akejkolvek zdravotnej
inStitucie, v ktorej Skdsajici vykonava prax
alebo je zamestnany);

6.1.2. Zdravotnicke zariadenie [/ SkdSajlci
nema vsufasnost Ziadne povinnosti  api
zmluvy, ktoré by boli v rozpore s plnenim tejte
Zmiuvy alebo plnenim povinnosti.

6.2 Potvrdenie o silade. Zmiuvné strany
sa dohodl, Ze tdto Zmluva, vratane plnenia
Povinnosti, Ziadosti o ocdmenu a jej vyplatenie
sa vykonaji v stlade s platnymi pravnymi
predpismi, reguldciou a akoukolvek internou
smernicou,  vratane  internych  smernic
akejkolvek organizacie, v ktorej je Zdravotnicke
zariadenie / SkGsajici zdruZeny.

6.3 VyZadované zverejnenia.
Zdravotnicke zariadenie / Skii$ajici sa dohodli
na uplnom a presnom zverejneni tohto
finantného vztahu a Ofasti tak, ako sa to
vyZzaduje pre akékolvek vedecké zdravotné
publikdcie alebo prezentdcie. Zdravotnicke
zariadenie / SkuSajuci tieZz vykonaju vietky
nevyhnutne zverejnenia chfadom obsahu tejto
Zmiuvy akémukolvek prisiusnému profesijinému
zdruzeniu, odvetvovému orgénu, autorite alebo
institdadii.

6.4 Vylicenie konkurenénej &innosti,
konfliktu zaujmov. Zdravotnicke zariadenie /
Skadajici nesmie vykondvat sluzby v rozpore
so svojimi povinnostami vodi tretim osobam. Ak
by v dosledku Cinnosti Zdravotnickeho zariadenia
/ Skisajiceho vykondvanych s tretimi osobami
vznikol konflikt zdujmov, Zdravatnicke zariadenie
/ Bkusajuci to berodkladne ozndmi sporizorovi.
Zmluvné strany prediskutujli naflepdi spdsob,
ako sa takémute konfliktu vyhnit
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6.5 Ethicali Conduct and Medical
Decision-Making.

6.5.1 Medical Center / Investigator
represents and warrants that all personnel
selected to participate in the conduct of the
Study has never participated in a study or
other research activity that has been
terminated by the Ethics Committese, other
relevant authority or sponsor of such
activity for reasons of non-compliance, that
he/she has never Individually been
terminated from an investigational study for
reasons of non-compliance and that he/she
has not been disqualified, restricted or
debarred by any regulatory authority from
conducting clinical trials.

6.5.2 Medical Center / Investigator shall
perform the Duties in accordance with the
highest standards of the medical profession
and sponsor's  instructions. Where
applicable, any medical decisions shall be
made by Medical Center / Investigator in

accordance with Medical Centers [/
Investigator’s professional medical
judgment

6.6 Competence.

6.6.1 Medical center / Investigator

represents and warrants that Investigator is
an individual who, because of formal
education, training and experience, qualifies
as a suitable expert to investigate the safety
and performance of the Study Device, and
that an accurate Curriculum Vitae has been
submitted to sponsor.

6.6.2 Irivestigator is aware that instructions
and study materials may be provided in the
English language. He/she understands this
language.

6.7 Continuing Compliance. Medical
Center / Investigator shall remain in
compllance with the above representations
and agreements and shall promptly inform
sponsor if Medical Center / Investigator are /
is no longer able to comply. Each party is
obliged to ensure that all representations and
warranties it gives in this Agreement are, and
during the term of this Agreement remain,
true, correct and not misleading. If any of the

6.5 Etickeé
rozhodovanie.

konanie a zdravotné

6.5.1. Zdravotnicke zariadenie / Skisajici
vyhlasuje a zaruluje sa, Ze Ziaden den
personaluf ktory bol wvybraty pre dfast na
vykone Stud;e, sa nikdy nezUlastnil Ziadnej
Stidie ani inej vyskumnej &innosti, ktor by
skonCila Etickd komisia, iny prisiudny organ
alebo zadavatel te;to finnostt  z dévodu
nestladu z predpismi, Ze jeho/jej individuaina
acast na vyskumnej Stadii nebola mkdy
skonfena z dévodu nestladu s predpismi a e
onfona nebola nikdy Ziadnym regulatnym
organom z vykonavania klinického skasania
diskvalifikovana, vylicena ani jej Gcast na hom
nebola obmedzena.

6.5.2. Zdravotnicke zariadenie / Skusa}ucr je
povinny pinit Povinnosti v silade s najvy3Simi
Standardmi zdravotnickej profesie a pokynmi
SPONZOra. V odévodnenych pripadoch 3e
Zdravotnicke zariadenie / Skud3ajlci povinny
prijimat akékolvek medicinske rozhodnutie
v silade so svojim odbornym medicinskym
usudkom.

6.6 Spdsobilost.

6.6.1. Zdravotnicke zariadenie / SkaSajici
vyhiasuje a zaruCuje sa, Ze Skusajici je osobou,
ktora je vzhfadom na svoje formalne vzdelame,
vyskolenie a skisenosti spésobilou posobit ako
vhodny znalec za dGfelom  preskidania
bezpecnost: a vykonu Zariadenia pouZitého v
rémci Stidie a fe sponzorovi bol predioZeny jej
presny Zivotopis.

6.6.2. SkiSajaci si je vedomy toho, Ze vsetky
inStrukcie a Studijné materidly mou byt

poskytnuté v anglickom jazyku. Skusgajlici
tomuto jazyku rozumie a vyhlasuje.
6.7 Nepretrzity stlad. Zdravaotnicke

zariadenie [/ SkusaJuca je povinny nepretiiite
dodrZiavat vyssne uvedené vyhlasema a dohody
& je povinny bezodkladne oznamif spanzorovi
ak tuto povinnost prestane byl schopny plnit
Kazda =zo zmiuvnych strdan  je povinnd
zabezpelif, Ze vsetky vyhldsenia a Zaruky,
ktoré déva v tejto Zmiuve s(, a podas trvania
Zmiuvy zostany, pravdiva, spravne
a nezavadzajuce. Ak ktorékolvek 2z vyhidseni
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representations or warranties proves to be
untrue, incorrect or misleading, the relevant
party will be liable for damage caused to the
other party. A breach of any of the
representations or warranties is deemed to
be material breach of this Agreement.

alebo zaruk sa ukaZe ako nepravdivé,
nespravne alebo zavadzaijlce, dana zmluvna
strana bude zodpovedrda za Skodu tym
spésobentt druhej zmiuvnej strane. Porugenie
ktoréhokolvek vyh!asema alebo zaruky sa
povazuje za zavainé porusenie tejto Zmiuvy

7. TERM AND TERMINATION

7.1 Effective Date. This Agreement shall
begin on the day when signed by all parties
or upon full compliance with afi the
requirements set forth in Article 6.1 hereof,
whichever ocecurs last.

7.2

Term. This Agreement shall continue in
effect until:

a) The Agreement is terminated as
provided in this Agreement or the Clinical
Investigation Plan; whichever occurs first.

7.1 Termination. If either party to this
Agreement should breach any provision
hereof, the injured party may give written
notice of the breach to the defaulting party.
If such breach is not remedied within 30
(thirty} days of the written notice thereof,
the complaining party may terminate this
Agreement immediately by providing
written notice to the defaulting party. The
fallure of a party to so terminate this
Agreement due to a breach on the part of
the other party shall not constitute a waiver
of its right to so terminate on the basis of
any subsequent breach.

Furthermore, sponsor is entitled to
terminate this Agreement upon thirty (30)
days’ prior written notice to Medical Center
/ Investigator, should sponsor decide to
discontinue the Study. In addition, sponsor
is entitled to terminate the Study for the
reasons  specified in the  Clinlecal
Investigation Plan.

7.2  Effect of Termination. In the event
of an early canceliation or termination of
this Agreement, the Agreement terminates
on the termination dafe. All rights and
obligations incurred prior to the termination
date shall remaln unaffected. Sponzor shall
pay Medical Center / Investigator pro-rata
for the services rendered until such
cancellation or termination.

7 TRVANIE A SKONCENIE

7.1 Def 4&innosti. Tsto Zmluva nadoblda
Ginnost  podpisom  vietkych strén, alebo
spinenim  vSetkych poZiadaviek uvedenych

v odseku 6.1 tejto Zmiluvy, podia toho, k comu
d&ide neskdr.

2.2 Trvanie. Tato Zmiuva je U&inna az do:
a) skondenia Zmiuvy v stllade
s ustanoveniami  tejto  Zmiluvy alebo Planu
klinického skisania, podia toho, ktord udalost
nastane skar,

7.3 Skonfenie. Ak  kiorakolvek zo |
zmiuvnych strén tejto Zmiuvy porudi akékotvek
jej ustanovenle, poskodena zmiuvna strana
mdée porusenie pisomne gznamit porusuluce]
zmluvnej strane, Ak k odstraneniu porugenia
nedOJde v lehote 30 (tridsat) dni od plsomneho
oznamenia, staZujiica sa zmluvnd strana mése
vypovedat tito Zmiuvu s okamzitou G&innostou
pisomnou  vypovedou zaslanou porudujicej
zmluvnej strane. Ak zmluvnd strana nevypovie
tito Zmiuvu kvéli jej poruSeniu druhou
zmiluvnou stranou, nepredstavuje to vzdanie sa
iej prava vypovedat iu na zdklade akéhokoivek
nasledného porudenia.

Sponzor je okrem toho oprdvneny vypovedaf
tato Zmiuvi pisomnou vypovedou
Zdravotnickemu zariadeniu / SkgSajlcemu
s vypovednou dobou tridsat (30) dni, .ak sa
sporizor rozhodne zastavit vykonavanie Studie,
Sponzor je navyse opravneny skondit StOdiu
Z ddvodov uvedenych v Pléne klinického
skasania.

7.4  (Odinky skon&enia. V pripade
predCasného zrudenia alebo skonfenia tejto
Zmiluvy, tBto Zmiuva zanikd v dell skoncenia.
Véetky préva a povinnosti, ktoré vznikli pred |
diom skoncenia ostavaji nedotknuté. Sponzor je
povinny uhradif Zdravotnickemu zariadeniu /
Skisajucemu  platbu zodpovedajucu objernu
sluzieb poskytnutych do takéhoto zrudenia alebo
skonéenia.
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7.3 Survivability, The Confidentiality,
Protected Materials and Representations
sections of this Agreement shatl survive the
expiration or termination of this Agreement.

7.5 Pretrvanie. Clanky teito  Zmluvy
s nadpismi Micanlivost, Chrdnené materdly a
Vyhiasenia pretrvaji zaénik alebo skoncenie
tejto Zmiuvy.

8. MISCELLANEOUS 8 ROZNE USTANOVENIA
8.1 Independent Contractor; No| 8.1 Nezdvisly dodavatel; neexistencia
Authority ito Bind. Medical Center /| opravnenia zavizoval. Zdravotnicke zariadenie

Investigator shall be deemed to be an
independent contractor for all purposes and
shall not be considered an agent,
representative or employee of sponsor for
any purpose. Except as explicitly permitted
in this Agreement, Medical Center /
Investigator may not incur any lability on
sponsor's behalf nor bind sponsor to any
obligations without the prior written consent
of sponsor.

8.2  Entire Agreement. This Agreement,
and any attachments, constitutes the entire
contract or understanding between the
parties related to the subject matter of this
Agreement. No amendments, changes,
extensions or maodifications to this
Agreement shall be valid and binding unless
done in writing and signed by the parties
hereto.

8.3 Counterparts. This Agreement may
be signed in three counterpart copies all of
which together shall constitute
| Agreement and each of which may equally
evidence this Agreement.

8.4 Governing Law. The Agreement shalf
| be construed and interpreted under and in
accordance with the substantive laws of the
Slovak republic, especially Section 269(2)
of the Commercial Code. The parties
explicitly agree with the application of the
Commercial Code to this Agreement and the
relationships resulting from or connected
with this Agreement. The competent courts
of the Slovak republic shall have exclusive
Jurisdiction over any disputes arising out of
this Agreement which cannot be solved
| amicably between the parties.,

8.5 lLanguage. The official text of this
Agreement is in the Slovak Language as
determined in the Contract Details. Shouid
the parties sign or execute 2 bilingual
version of this  Agreement, any
interpretation or construction thereof shall

one’

/ Skdsajici sa na vietky Glely povaiuje za
nezavislého dodavatefa a v Ziadnom pripade sa
nepovazuje za agenta, zastupcu alebo
zamestnanca sponzora, Pokial to v tejto
Zmluve nie je vyslovne povolené, Zdravotnicke
zariadenie  / Skasajuci nesmie bez
predchadza}uceho pisomného sihlasu sponzora
prevziat Ziadnu zodpovednost ani povinnost
v mene spenzora.

8.2 Cela dohoda. Tato Zmluva a vietky jej
prilohy predstavujd celis dohodu a porozumenie
medzi  zmiuvnymi stranami  tykajuce sa
predmetu lejto Zmluvy Ziadne dodatky,
zmeny, rozsirenia alebo dpravy te;tc Zmluvy nie
si platné a zavazné, ak nie si vykonané v
pisomnej forme a pcdplsane jei zmiuvnymi
stranami.

8.3 Rovnopisy. Tato Zmluva mdZe byt
podpisand v troch rovnopisoch, ktoré vietky
spoloCne predstavu;u jednu Zmluvu a kaidy
jednotlive mbze preukazovaf tito Zmluvu.

8.4 Rozhodné pravo. Zmluva sa riadi a
vykiada na zdkiade a v stlade s hmotnym
pravom Slovenskej republiky, najmé § 269(2)
Obchodného zakonnika. Zmiuvné strany sa
vyslovne dohodli na aplikdcii  Qbchodného
zakonntka na tite Zmiuvu a na vztahy
vypiyvajuce Z tejto Zmiuvy alebo v stvislosti s
fiou. Prislusné stidy Slovenskej republiky majad
vylugna prévomoc rozhodovat akékolvek spory
z tejto Zmluvy, ktoré nie je moiné rozhodnuf
medzi zmluvnymi stranami mimostdne.

8.5 Jazyk. Oficidlne znenie tejto Zmluvy je
v Jazyku slovenskom, ktory je uréeny v
Zmiuvnych UdaJOCh Ak zmluvné strany podpidu
alebo uzavii dvojjazyni verziu tejto Zmluvy,
jej vyklad je zaloZzeny wvyluéne na zneni
v urCenom Jazyku.
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be based solely on the text in the
determined Language.

8.6 Oznamenia. VSetky oznamenia, vyzvy,
B.6  Nofices, All notices, demands, | Ziadosti, podania, spravy alebo akakolvek ina
requests, submissions, reports or any other | komunikdcia, ktord je mofné alebo nutné
communications permitted or required to be | vykonat na zaklade tejto Zmiluvy, sa odosiela
given under this Agreement shall be sent to | zmluvnym strandm na adresy uvedené v
the parties at the addresses indicated in the | Zmluvnych tdajoch tejto Zmluvy a povaZzuje sa
Contract Details of this Agreement and shall | za platne vykonant, ak bola odoslana
be deemed to have been validly effected if | doporuéenou postou kaZzdej takej zmluvnej
sent by registered mail to each of the | strane na takito adresu. Ktordkolvek zmiuvna
parties at such address. Either party may, | strana mé2e ozndmenim druhej zmiuvnej
by notice to the other, change its address. | strane zmenit svoju adresu.

8.7 No Assignment. Medical Center /| 8.7 VylGdenie postipenia. Zdravotnicke
Investigator may not assign and/or transfer | zariadenie / Skidsajuci nesmie postlpit ani
Medical Center / Investigator's rights or | previest préva alebo povinnosti Zdravotnickeho
obligations under this Agreement without | zariadenia / Ska$ajiceho podia tejto Zmiluvy
specific prior written approval from sponsor. | bez pecifického predchadzajiceho pisomného
Also, sponsor may not assign and/or | sihlasu sponzora. Tento postup plati aj pre
transfer rights or obligations to third party | sponzora, ktory bez predchadzajliceho
without prior written consent from Medical | pisomného sthlasu Zdravotnickeho zariadenia/
center/Investigator. Skisajaceho nesmie postupit prava
a povinnosti na tretiu stranu,

8.8 Severability. In the event that any
provision of this Agreement is or becomes | 8.8  QOddelitelnost. Ak ktorékolvek
invalid, prohibited or unenforceable in any | ustanovenie tejto Zmiuvy je alebo sa stane
jurisdiction, the ineffectiveness of such | neplatnym, zakazanym alebo nevykonatelnym
provision shall not invalidate the remaining | v ktorejkolvek jurisdikcii, ned&innost tohto
provisions of this Agreement, which shall | ustanovenia nemd za nasledok neplatnost
remain in full force and effect. zostavajucich ustanoveni tejto Zmluvy, ktoré s
nadalej plne platné a Géinné.

>zka o parthertsve
9.1 Systém riadenia

S e e femmam=meY =
0 vZianu (sSponzor) se

W Clj G] (8]

riadenia

to

abus power, au
or status, for the purpo

le
e

Py OV g 4
iRlaCania

ad

VGmoci

a3
b

a 7=

wia

cinnosti v ramci zmluvné

je wvyko

irication

o =l e - s = Ial
able cheqgues, bank




[transfers, etc.), and to avoid cash payments
| or payments in kind.

- 9.3 Gifts and Rewards

Sponsor agrees that none of its
representatives, agents, employees or
other persons acting on its behalf before or
during the contractual relationship shall,
 directly or indirectly, offer, give, provide,
require or receive funds or any other
measurable value, or grant any advantages,
gifts or entertainment for the purpose of
influencing the actions of NUSCH, a.s.
Institution in their capacity and/or position,
by means of remuneration for or incitement
to incarrect performance of the relevant
- NUSCH, a.s. representatives, in order to
obtain or maintain an advantage in the
performance of their activities contrary to
generally binding laws and regulations of
Slovakia (further reffered to as “SR”). It is
- possible to offer gift of low financial value as
declaration of courtesy, e.g. books, flowers,
catalogues, small gifts during official
business meetings, or dining in an adequate
restaurant.

' 9.4 Relationship with Political Parties
or Public Organisations

Sponsor shall not exert, directly or
indirectly, any pressure on political leaders,
{ civil servants, and public administration
officers (e.g. through providing its own
| premises, accepting proposed job seekers,
consulting agreements) in order to obtain
advantages in entering into contractual
relations with the NUSCH, a.s.

9.5 No Conflict of Interest

Sponsor declares that

representatives:
a) Do not carry out or carried out

its statutory

activities, which would constitute a
terms of

conflict of interest in

concluding a contractual relataonship
with NUSCH, as.;

- prijemcu

- Sponzor

financné prostriedky alebo akékolvek

ktory umozhuje  identifikaciu |
(neprevoditelné Seky, bankové
prevody atd.) a vyhybat sa hotovostnym |

spbsobom,

 platbam alebo platbam v naturalidch.

9.3 Dary a odmeny

sa zavdzuje, Ze Ziaden 2z jej
predstavitelov, zastupcov, zamestnancov,
alebo inych osdb konajticich v jeho mene pred
uzatvorenim alebo pofas plynutia zmiuvného
vztahu nebude priamo alebo nepriamo ponukat,
dévat, poskytovat, wvyZadovat ani prljlmat
ine
ocenitelné hodnoty, alebo poskytovat
akékolvek vyhody, dary, alebo pohostenia za
G€elom ovplyviiovat konanie NUSCH, a.s., s
vyuZitim odmenovania, alebo navadzama
k nekorektnému vykonu prislusnych
predstavitelov NUSCH a. s. za Ucelom ziskania

-alebo udrzania vyhody pri vykone jej €innosti
v rozpore so vieobecne zavdznymi pravnymi
- predpismi Slovenskej republiky (dalej ien ,SR").

Je moiné vSak poskytnit prejav zdvorilosti
s nizkou finanénou hodnotou, napr. knihy,
kvety, katalogy, drobné spomienkové predmety
pri pracovnych stretnutiach alebo oficidlnych
rokovaniach, pripadne pohostenie v hodnote
obeda v primeranej restauracii.

9.4 Vztah k politickym stranam alebo k |
verejnym organizaciam

Sponzer nesmie vyvijatl ¢ uf priamy alebo
nepriamy natlak na politickych predstavitelov,
zamestnancov Statnej a verejnej spravy
(napriklad poskytovanim viastnych priestorov,
prijimanim navrhnutych uchadzacov o pracu,
konzultovanim dohéd) s cielom ziskat vyhody
pri uzatvarani zmluvnych vzfahov s NUSCH,
a.s.

1 9.5 Nulovy konflikt zadujmov

Sponsor vyhlasuje Ze Ziaden z jej Statutérnych

| zéstupcov :

a) nevykonava, ani nevykonaval &innosti,
ktoré by predstavovali konflikt zdujmov z
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' b) Have not been prosecuted for:

. - Subvention fraud;

- Misrepresentation of economic and
commercial records (indication of
false or grossly misrepresented
data, or concealment of mandatory
information about relevant matters
in financial statements);

- Corruption (Sections 328-336 of Act
300/2005; the Criminal Code, as
amended; e.g.: Accepting Bribes,
Bribery, Indirect Corruption).

9.6 Anti-bribery Clause

 Sponsor declares that it acknowledges the
requirements of NUSCH, a.s. related to
generally binding laws and regulations of
Slovak republic in lieu of the fight against
corruption and agrees ta comply with them.
In case further specification of the Clause is
required, NUSCH, a.s. may accept the
approved anti-corruption policy of particular
partner.

At the same time, it agrees to immediately
notify the designated representative of
NUSCH, a.s., in an appropriate form, of any
-suspected violation of any provision of this
Clause, and to be fully cooperative in a
thorough investigation of the suspicion.

The designated representative at NUSCH,
a.s. is the person supervising compliance
with anti-corruption measures - Janette
Mruskovicova, MS, IMS manager, Tel.:
+421.2.59320549, Email:
janette.mruskovicova@nusch.sk

If NUSCH, a.s. notifies sponsor that it has
reasonable grounds to suspect a breach of
| any provision of this Clause:

a) It is entitled to suspend performance of
the subject of the contractual relationship
after prior written notice, for a period which
is inevitable in regards to the extent and
nature of the finding, however, at a
maximum for one month. Sponsor
acknowledges and agrees that during the
_period necessary to establish the facts in

= Subvenény

“hladiska uzatvorenia zmiuvného vzfahu s
'NUSCH, a.s.,

b) nebol trestne stihany za:
podvad,

- Skreslovanie U(dajov hospodérskej a |

- obchodnej evidencie (uvedenie nepravdivych

alebo hrubo skreslujucich
zatajenie povinnych uGdajov
skutocnostiach vo vykazoch),

udajov  alebo |
o zavaznych

- Korupciu (§ 328 - 336 zdkona ¢&.

' 300/2005 Z.z. Trestny zakon v zneni neskorsich

predpisov; napr.: Prijimanie
Podplacanie, Nepriamu korupciu).

uplatku,

9.6 Klauzula proti Gplatkarstvu

Sponzor vyhlasuje, Ze poZiadavky NUSCH, a. s. |
uvedené v tejto doloZke, vyplyvajice z platnych
pravnych predpisov Slovenskej republiky v ramei
boja proti korupcii berie na vedomie a zavazuje sa |
kich dodrziavaniu. V pripade potreby blizgie
Specifikovat poziadavky DoloZky, bude NUSCH,
a. s. akceptovat znenie schvaleného
protikorupéného  programu  u konkrétneho
partnera vecného vztahu.

Zaroven
primeranou

oznamit
zastupcovi

okamzite
uréenému

sa Zavazuje

formou

 NUSCH, a.s., akékolvek podozrenie na poruenie

ktoréhokolvek ustanovenia tejto doloZky, a byt
plne sucinny pri dékladnom &etreni podozrenia.

Poverenym zastupcom v spoloénosti NUSCH, |
as., je oscba vykonavajica dohlad na
dodrziavanim protikorupénych opatreni — Magr. |
Janette Mruskovicovd, manaZér integrovaného
manazérskeho systému (dalej ,IMSY), tel.:
+421.2.569320549, e-mail -
janette. mruskovicova@nusch.sk

Ak NUSCH, a.s., preukdfe sponzorovi,
porusenie  akéhokolvek ustanovenia tejto
dolozky:

a) je opravneny pozasiavif pinenie predmetu
zmluvného vztahu po predchadzajicom
pisomnom upozorneni, a to po dobu, ktord
povaZuje za nevyhnutni vzhladom na rozsah a
charakter zistenia, maximalne v8ak na dobu
jedného mesiaca. Partner vecného vztahu berie
na vedomie a suhlasi, Ze pocas doby nevyhnutnej
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order to investigate a suspected breach of

 the provisions of this Clause, no obligations
and/or sanctions will arise against NUSCH,
a.s. resulting from such suspension of
performance of the contractual relationship;
b) Sponsor shall take all relevant measures
to prevent the loss, misuse or destruction of
documentary and other evidence relating to
the relevant proceedings.

9.7 Termination of the Contractual
i Relationship

In the event of a proved breach of any
obligations set out in this Clause by
sponsor, NUSCH, a.s. is entitled to withdraw
from the contractual relationship based on
prior written notice, and if based on this
proceedings, the sponsor does not present
a correction within 10 business days,
NUSCH, a.s. can withdraw from the
i contractual relationship.

Sponsor will indemnify NUSCH, a.s. for
proved legal claim, which arose in
connection with the breach of this Clause.

9.8 Amendments to the Provisions and
Conditions of this Partnership Clause

These provisions and conditions of the

| Partnership Clause shall become fegaliy
binding and effective on the date of
signing, and may be amended and updated
in writing in cooperation between sponsor
and NUSCH, a.s.

5.8

na zistfovanie skutotnosti pre vySetrenie
podozrenia na porudenie ustanoveni tejto doloZky
nebuda vznikat akeékolvek povinnosti a/alebo
sankcie vogi NUSCH, a.s., vyplyvajtice z takéhoto
pozastaveného pinenia zrmiuvného vztahu;

b) sponzor je povinny prijat vSetky relevantné
opatrenia, aby zabranil strate, zneuZitiu alebo

{ zniceniu listinnych a inych dékazov vztahujicich

sa k prislusnemu konaniu.

9.7 Ukoncenie zmluvného vztahu

V pripade zistenia a preukdzania porusenia
akychkolvek povinnosti uvedenych v tejto
doloZke partnerom vecného vztahu je NUSCH,
a.s.,, na zaklade predchadzajiceho pisomného
upozomenia, aak na tomio zaklade partner
vecného vztahu neuskutoéni napravu v lehote 10
pracovnych dni, opravneny odstipif od
zmluvného vziahu.

Partner vecného zodpoveda NUSCH, a. s. za
preukazanu Skodu, kiora vznikla porusenim
ustanoveni tejto dolozky.

Dodatky k ustanoveniam a |
podmienkam tejto doloZky o partnerstve

Tieto ustanovenia a podmienky DoloZky
o partnerstve nadobudaju pravnu zavaznost' |
a ucinnost diom ich podpisu. DoloZzka méZe byt |
dopifiana alebo akiualizovana pisomnou formou
v spolupraci medzi partnerom vecného vztahu
a NUSCH, a.s.

IN WITNESS WHEREOF, the parties have
executed this Agreement

NA DOKAZ TOHO zmiuvné strany podpisali
tito Zmiuvu

S . _ Date/Datum
Stefan Seidl
Auto Tissue GmbH, CEQ
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INVESTIGAT

Date/Datum

MUDr. Matej Nosa: )
Head physician, Cardiosurgery, Destké kardiocentrum, NUSCH, a.s.
Primar Kardiochirurgického oddelenia, Detské kardiocentrum, NUSCH, a.s.

MEDICAL CENTER /ZDRAVOTNICKE ZARIADENIE

Date/Datum
Ing. Mongi Msoily, MBA
Chairman of the Bo;;c‘{and General Manager
Predseda predstaverstva, Generdlny riaditel

Date/Datum

doc. MUDr. Jug?j Mad‘ari, PhD., MPH
Vice-chairman &F the Board
Podpredseda predstavenstva

Attachment 1 - Data Processing Clause Priloha €. 1 - Kiauzula o spracovavani

| tdajov

The Data Processing Clause in accordance with i Klauzula o spracovavani tidajov sponzorom v
Article 13 and the relevant recitals of | sglade s Elankom 13 a pristusnych recitalov
Regulation (EU) 2016/679 of the European ; Nariadenia Eurdpskeho parlamentu a Rady
Partiament and of the Council on the | (EU) 2016/679 o ochrane fyzickych oséb pri
protection of individuals with regard to the | spractivani osobnych Gdajov a o volnom
processing of personal data and on the free | pohybe takychto udajov {dalej len
movement of such data thereinafter referred ‘ wNariadenie®) a zdkona NR SR €. 18/2018 7. z.
to as "the Regulation”) and act No. 18/2018 | o ochrane osobnych Gdajov a o zmene a
Coli. on the Protection of Personal Data and on dopineni niektorych zékonov (dalej len
Amendments to Certain Acts (the "Personal | ,zakon o ochrane osobnych udajov®),

Data Protection Act™).
1. Processing of Personal Data 1.
Consultant  hereby  acknowledges  that
information which Consultant provides or which
is obtained in the course of the collaboration
with Consultant under the agreement may
constitute personal data (“Consultant Personal

Spracovanie osobnych tidajov

Skusajuci tymto uzndva, Ze informacie, ktoré
skiiSajuci poskytne, alebo ktoré sponzor ziska
pocas spoluprace so skiSajucim na zaklade
Zmluvy o Kklinickom hodnoteni mdZu
predstavovat’ osobné Udaje (,osobné ddaje

Data”) and will in such cases be held by sponsor
in accordance with applicable data protection
laws.

| skisajiceho®), a v danom pripade s nimi bude

sponzor manipulovat v sulade s platnymi

| zakonmi o ochrane osobnych Gdajov.
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2. Conditions for Processing Consultant
Personal Data

2.1 Purpose and Legal Basis; Sponser will collect,
process and store Consultant Personal Data for
the purpose of administering the contractual
relationship and the coltaboration as agreed in
the agreement. Such processing will be
performed on the basis of the necessity of the
processing for: (i) the performance of the
agreement or (ii) complying with a legal
obligation; or {iii) observing sponsor’s and other
third parties’ legitimate interests where they
outweigh the rights of Consultant with regard to
the protection of his or her personal data, or, if
and to the extent appropriate, Consultant’s
consent.

2.2 Types of Data: Consultant Personal Data may
include, but are not timited to, Consultants basic

identity information, comact details,
professional  activities and  affiliations,
prafessional qualifications, education and

training, financial information on honoraria paid
by sponsor to Consultant, and bank account
information. In case Consultant provides
unsolicited additional information, inctuding
personal preferences, sponsor will process such

data in accordance with this data protection.

clause.

2.3 Transfer: Sponsor may make Consultant
Personal Data available to sponsor’s business
partners, suppliers, contractors and affiliated
entities anywhere in the world, insofar as this is
required for any of the purposes of the present
agreement. Where Consultant Personal Data are
transferred outside of the Eurcpean Economic
Area, sponsor will take appropriate steps to
provide for adequate legal safeguards for the
safety and security of Institution Data to a level
equivatent to that provided by applicable data
protection law in the European Economic Area.

2.4 Retention and Data Security: Consuttant
Personal Data will only be processed in an
identifiable format for the duration of the study
until November 2026. Sponsor will take the
technical and organizational measures necessary
to ensure an adequate tevel of protection against

Z. Podmienky tykajuce sa spracovévania
osobnych ddajov skiisajliceho

2.1 Cel a pravny ramec: Sponzor bude
zhromaZdovat, spracevavat a uchovavat
osobné udaje skiSajiceho na GCely spravy
zmluvného vztahu a spoluprdce dahodnutes v
tejto zmluve. Toto spracovavanie sa bude
vykonavat’ v pripade potreby za GZelom: (i)
pinenia Imluvy o klinickem hodnoteni
uzatvorenej so skusajicim; alebo (ii) plnenia
zakonnych povinnosti; alebo (iii} sledovania
opravnenych zaujmov sponzora a inych tretich
stran, ktoré presahuji prava skiBajlceho o
ochrane jehe osobnych Uddjov alebo sihlas
poskytnuty danym skusajlcim.

2.2 Typy Udajov: Osobné udaje skiSajiceho
mézu obsahovat’ zakladné informacie o identite
skiSajuceho, kontakiné informacie, informacie
o profesionalnej Cinnosti a Clenstvach, odbornej
kvalifikacii, vzdelani a 3koleniach, finanéné
informacie o hanararach  vyplatenych
sponzorom  skuSajucemu a  informacie o
bankovom (Cte {roznam nie je Ulplny}. V
pripade, Ze skidajlci poskytne nevyZiadané
dopinkové informacie vratane osobnych
preferencii, sponzor bude tieto informacie
spracovavat v stlade s touto klauzulou o
ochrane Gdajov.

2.3 Prenos: Sponzor mdZe spristupnit osobné
udaje skiSajiceho obchodnym partnerom,
dodavatefom, zmluvnym  partnerom a
pridrufenym subjektom sponzora kdekolvek na
svete, ak sa to vyZaduje na akykotvek (el
uvedeny v tejto zmluve. Pri prenose osobnych
tdajov  skSajiceho  mimo  eurépskeho
ekonomickeho priestoru sponzor urobi prislusné
opatrenia, aby poskytla adekvitne zakonné
zaruky tykajlice sa bezpenosti a zabezpetenia
osobnych tdajov skiSajiceho a na ekvivalentnej
Orovni, ak( poskytujlt zakony o ochrane
osobnych  ddajov  platné v eurdpskom
ekonornickom priestore.

1.4 Tachovavanie a bezpecnost Udajov: Osobné
Gdaje skuSajiceho sa budyd spracovavat v
identifikovatelnom  formate iba  podas
odhadovaného trvania $tddie do Novembra 2026
Sponzor prijme technické a organizacné
opatrenia_potrebné na zarulenie adekvatnej
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unauthorized access or theft as well as
accidental loss, tampering or destruction.

2.5 Data Subject Rights: Consultant has certain
rights regarding sponsor’s processing of his or her
personal data. Such rights include the right to
access, correction, information, restriction,
erasure, withdrawal of earlier given consent,
opposition, data portability and filing complaints
with the competent data protection authorities.

Automatic decision making and profiling
according to Art. 13 Paragraph 2 Letter f) of the
Regulation will not be implemented.

| Grovne ochrany pred neopravnenym pristupom
alebo kradeZou, ako aj nahodnou stratou,
falSovanim alebo destrukciou.

| 2.5 Prava tykajlce sa Udajov: SkiSajlici ma isté
prava tykajlice sa spracovavania jeho osobnych
' udajov zo strany sponzora. Medzi tieto prava
patri pravo na pristup, opravu, informacie,
obmedzenie, vymazanie, stiahnutie vopred
udeleneho  sthlasu, zakdzanie, podanie
staznosti tykajlcich sa prenositelnosti tidajov a
archivovania na pdde kompetentnych Uradov
zameranych na ochranu tdajov.

Automatické rozhodovanie a profilovanie podla
Zl. 13 ods. 2 pism. f) nariadenia sa nebude
| uskutoCrovat.

MUDr. Matej Nosat, Principal Investigator

Date/Datum
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