ZMLUVA O FINANCOVANI VYSKUMU

Tato Zmluva nadobuda 0linnost diiom jej
podpisu poslednou zo zmluvnych stran, ktora ju
podpisala niZSie (d’alej len ,Defi tidinnosti®),
a uzatvara sa medzi:

)
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&)

Johnson & Johnson, s.r.0., so sidlom
KaradZiCova 12, 821 08 Bratislava,
Slovenska republika;

(d’alej len ,,SPOLOCNOST”)
A

Vychodoslovensky onkologicky tistav, a.s.,
so sidlom Rastislavova 43, 041 91 Kosice;

(dalej len ,INSTITUCIA®)

A

doc. MUDr. Pavol Dubinsky, PhD.,
spolupracujici s INSTITUCIOU, s
miestom vykonu podnikatel'skej ¢innosti na
Rastislavova 43, 041 91 Kosice

(dalej len , HLAVNY SKUSAJUCI*)

INSTITUCIA a HLAVNY SKUSAJUCI
dalej spolo¢ne len ako ,,Zadavatel-

Skisajuaci

RESEARCH FUNDING AGREEMENT

This Agreement is effective as of the date of
execution by the last party to sign below (the
“Effective Date”) and is made by and between:

6))

@

3

Johnson & Johnson, s.r.o., having a
place of business at Karadzi¢ova 12, 821
08 Bratislava, Slovak republic;

(hereinafter referred to as “COMPANY?)
And

Vychodoslovensky onkologicky ustav,
a.s., Rastislavova 43, 041 91 Ko#Sice;

(hereinafter referred to as
“INSTITUTION”)

And

doc. MUDr. Pavol Dubinsky, PhD.
affiliated with INSTITUTION, located at
Rastislavova 43, 041 91 Kosice

(hereinafter referred to as “PRINCIPAL
INVESTIGATOR”)

Both INSTITUTION and PRINCIPAL
INVESTIGATOR  referred to  as
“Sponsor-Investigator”.

Cislo Klinického skti$ania / Clinical Trial
number:

56021927PCR2046

SkuSany liek / Study Product:

Apalutamid / Apalutamide

Nazov Protokolu / Protocol title:

AD ASTRA Androgénova deprivacia s
Apalutamidom a STereotakticka
RAdioterapia

(»Stiidia%) / AD ASTRA Androgen
Deprivation with Apalutamide and
STereotactic RAdiotherapy (the
“Study”)

Cislo v BudraCT / EudraCT number:

2021-006674-22

Fakturaéna adresa SPOLOCNOSTI

Janssen, Johnson & Johnson, s.r.0.

Company Invoice Address
Janssen, Johnson & Johnson, s.1.0.

1748




Karad?i¢ova 12, 821 08 Bratislava, Slovenska
revpublika
IC DPH: SK2020300931

VZHIADOM NA TO, ZE SPOLOCNOST
sthlasila s financovanim a podporou
INSTITUCIE a HLAVNEHO SKUSAJUCEHO
pri realizacii klinického skuSania, v ktorom
INSTITUCIA vystupuje ako regulaény zadavatel
a ktoré sa ma vykonat’ podl'a protokolu a vietkych

suvisiacich zmien (d’alej len ,Protokel”) s-

nazvom ,,AD ASTRA (Androgénova Deprivacia s
Apalutamidom a STereotaktickd Radioterapia)®,
ktory tvori Prilohu ..A“ tejto Zmluvy zaclenenej
v nej prostrednictvom odkazu.

VZHLEADOM NA TO, ZE INSTITUCIA je
vybavena na realizaciu Stadie na vlastnu
zodpovednost a pod vedenim HLAVNEHO
SKUSAJUCEHO, ktory méa pozadovani
kvalifikaciu a je schopny prevziat’ zodpovednost
za zabezpeCenie riadneho priebehu Stadie.

VZHEADOM NA TO, ZE INSTITUCIA a
HLAVNY SKUSAJUCI sa dohodli na vykonani
Stadie ako Zadavatel-SkuiSajiici, a to za
podmienok uvedenych niz§ie.

VZHIADOM NA TO, ZE SPOLOCNOST,
INSTITUCIA a HLAVNY SKUSAJUCI maji
zdujem o rozSirovanie a Sirenie vedeckych
poznatkov.

VZHEADOM NA TO, ZE SPOLOCNOST ako
podmienku financovania a podpory Stadie
Zadavatel'a-Skusajiceho si Zeld zaviazat' sa a
INSTITUCIA a HLAVNY SKUSATUCI sthlasia,
¢ budl viazani podmienkami podpory
uvedenymi v tejto Zmluve.

A PRETO TERAZ, na ziklade tychto
podmienok a vzajomnych prislubov, a zavizkov
vyjadrenych v tejto Zmluve sa Zmluvne strany
dohodli nasledovne:

1. VYKONANIE STUDIE

INSTITUCIA a HLAVNY SKUSAJUCI sa
zavdzuju vynaloZit maximalne usilie a
odborné znalosti na vykonanie Studie v
sulade s Protokolom vratane vSetkych
naslednych zmien Protokolu, vSetkymi
platnymi  pravaymi a  regulanymi
poziadavkami a v stlade s podmienkami

KaradZi¢ova 12, 821 08 Bratislava, Slovak
republic
VAT: SK2020300931

WHEREAS, COMPANY has agreed to provide
funding and support to INSTITUTION and
PRINCIPAL INVESTIGATOR to conduct a
clinical trial, for which INSTITUTION is acting
as the regulatory sponsor, and to be performed
according to a protocol and any related
amendments (the "Protocol") entitled "AD
ASTRA  (Androgen  Deprivation  with
Apalutamide and STereotactic RAdiotherapy)",
attached hereto as Exhibit "A" and incorporated
herein by reference.

WHEREAS, INSTITUTION is equipped to
undertake the Study under its own responsibility
and under the direction of PRINCIPAL
INVESTIGATOR who has the required
qualifications and is able to assume the
responsibilities to ensure the proper conduct of
the Study.

WHEREAS, INSTITUTION and PRINCIPAL
INVESTIGATOR have agreed to perform the
Study as Sponsor-Investigator, on the terms and
conditions hereinafter set forth.

WHEREAS, COMPANY, INSTITUTION, and
PRINCIPAL INVESTIGATOR are interested in
the expansion and dissemination of scientific
knowledge.

WHEREAS, COMPANY as a condition for the
funding and support of the Sponsor-Investigator
Study desires to bind, and INSTITUTION and
PRINCIPAL INVESTIGATOR agree to be
bound, to the conditions of support identified
herein.

NOW, THEREFORE, in consideration of the
premises and the mutual promises and covenants
expressed herein, the parties agree as follows:

1. PERFORMANCE OF THE STUDY

INSTITUTION and  PRINCIPAL
INVESTIGATOR agree to use their best
efforts and professional expertise to
perform the Study in accordance with the
Protocol, including any subsequent
Protocol amendments, all applicable legal
and regulatory requirements and in
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1.2

1.3

1.4

tejto Zmluvy. INSTITUCIA a HLAVNY
SKUSAJUCI nest zodpovednost za vetky
ulohy vykonané akymikol'vek
zamestnancami a/alebo subdodavatel'mi,
ktoryjch mézu INSTITUCIA a/alebo
HLAVNY SKUSAJUCI angaZovat pri
vykonavani Stadie.

INSTITUCIA a HLAVNY SKUSAJUCI si
ako zadavatel  Studie  ponechavaju
vyhradnii a tiplnt regulacnil zodpovednost’.

SPOLOCNOST bude podporovat’
INSTITUCIU a HLAVNEHO
SKUSAJUCEHO pri plneni niektorych
regulaénych povinnosti ako zadévatela
Stadie, ako je uvedené v tejto Zmluve.
SPOLOCNOST bude dalej podporovat
INSTITUCIU a HLAVNEHO
SKUSAJUCEHO poskytnutim
apalutamidu/tabliet/60 mg  (,,SkiSany
liek“) v sulade s c&lankom 5 a/alebo
financovania v stlade s ¢lankom 6.

V pripade, ¢ HLAVNY SKUSAJUCI
ukon& spolupracu s INSTITUCIOU,
INSTITUCIA je povinna o tejto skutocnosti
SPOLOCNOST pisomne informovat do
troch (3) dni od tohto ukoncenia. V pripade,
e HLAVNY SKUSAJUCI uz dalej s
INSTITUCIOU nespolupracuje,
INSTITUCIA uréi nového HLAVNEHO
SKUSAJUCEHO. SPOLOCNOST ma
pravo rozhodnut' o schvéleni  kazdého
nového HLAVNEHO SKUSAJUCEHO
uréeného INSTITUCIOU. Novy HLAVNY
SKUSAJUCI je povinny sthlasit’ s
podmienkami tejto Zmluvy. V pripade, Ze
SPOLOCNOST neschvali tohto nového
HLAVNEHO SKUSAJUCEHO,
SPOLOCNOST je opravnens tito Zmluvu
ukonéit’ v sulade s ¢lankom 14.2 niZsie,
pri¢om INSTITUCIA je povinna podnikniat
vSetky potrebné kroky, aby rozhodnutiu

SPOLOCNOSTI vyhovela.
ETICKA KOMISIA (EK) -
INFORMOVANY SUHLAS -

PROTOKOL - POVOLENIA

1.2

1.3

14

2.

accordance with the terms and conditions
of this Agreement. INSTITUTION and
PRINCIPAL INVESTIGATOR  shall
remain liable for any tasks performed by
any staff and/or subcontractors that may
be appointed by INSTITUTION and/or
PRINCIPAL INVESTIGATOR in the
conduct of the Study.

The INSTITUTION and PRINCIPAL
INVESTIGATOR retain the sole and
complete regulatory responsibility as the
sponsor of the Study.

COMPANY will support the
INSTITUTION and  PRINCIPAL
INVESTIGATOR in fulfilling certain of
its regulatory duties as the sponsor of the
Study, as set forth in this Agreement.
COMPANY will further support the
INSTITUTION and  PRINCIPAL
INVESTIGATOR by providing
Apalutamide/tablets/60mg (the “Study
Product”) in accordance with Section 5
and/or funding in accordance with Section
6.

In  the event that the PRINCIPAL
INVESTIGATOR becomes no longer
affiliated with INSTITUTION,
INSTITUTION shall provide written
notice to COMPANY within three (3)
days of such departure. In case that
PRINCIPAL INVESTIGATOR is no
longer affiliated with INSTITUTION,
INSTITUTION will designate a new
PRINCIPAL INVESTIGATOR.
COMPANY shall have the right to
approve any new  PRINCIPAL
INVESTIGATOR designated by
INSTITUTION. The new PRINCIPAL
INVESTIGATOR shall be required to
agree to the terms and conditions of this
Agreement. In the event COMPANY does
not approve such new PRINCIPAL
INVESTIGATOR, COMPANY may
terminate this Agreement in accordance
with  Section 142 below and
INSTITUTION shall take all necessary
steps to accommodate COMPANY’s
decision.

ETHICS COMMITTEE (EC) -
INFORMED CONSENT -
PROTOCOL - AUTHORIZATIONS
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2.1

2.2

2.3

24

HLAVNY SKUSAJUCI je vylutne
zodpovedny za vypracovanie Formulara
informovaného sthlasu (d’alej len ,,ICF* z
anglického Informed Consent Form) pre
tidastnikov za&astiujicich sa na Stidii.
INSTITUCIA a HLAVNY SKUSAJUCI
poskytnu SPOLOCNOSTI navrh
Protokolu, zmeny Protokolu a ICF na
reviziu a finalny Protokol a ICF schvaleny
EK.

V stlade so zdkonmi a predpismi platnymi
pre pracovisko (pracoviskd) vykonavajice
Stadiu- s INSTITUCIA a HLAVNY
SKUSAJUCI zodpovedni za ziskanie
kladného stanoviska k Protokolu a jeho
zmendm, Formuldru  informovaného
stthlasu, postupom naboru do Stidie (napr.
inzeraty, financnda kompenzacia) a
akymkol'vek inym relevantnym
dokumentom v stvislosti so Stidiou od
prisluinej EK pred zalatim Stadie. V
pripade, Ze EK poZaduje zmeny v Protokole
alebo Formulari informovaného sthlasu
alebo ak ma Zadavatel-SkuSajuci v umysle
zmenit  Protokol  alebo  Formular
informovaného suhlasu, takéto zmeny sa
nesmt vykonat' bez predchadzajuceho
oznamenia tejto skuto¢nosti
SPOLOCNOSTL

INSTITUCIA a HLAVNY SKUSAJUCI st
zodpovedni za to, Ze Formular
informovaného sthlasu podpise kazdy
ucastnik alebo sa podpiSe v jeho mene pred
prvou aktivitou savisiacou so Stadiou.
Tento dokument Informovaného sthlasu je
dokumentom, ktory pred ucast'ou u€astnika
na Stadii schvali kazda z EK stvisiacich s
pracoviskom vykonavania Stadie.
INSTITUCIA a HLAVNY SKUSAJUCI sa
dohodli, Ze do Formulara informovaného
suhlasu zahrni prvky, ktoré
SPOLOCNOST povazuje za rozhodujice
vzhladom na svoje $pecidlne znalosti o
Skasanom lieku.

Na iadost SPOLOCNOSTI poskytne
INSTITUCIA a HLAVNY SKUSAJUCI
SPOLOCNOSTI képiu listu s kladnym
stanoviskom EK, schvaleny Formular
Informovaného sthlasu a akukolvek
relevantni komunikéciu s EK, ktora zahriia
okrem iného informacie, ktoré modzu

21

2.2

2.3

24

The PRINCIPAL INVESTIGATOR is
solely responsible for the development of
the Informed Consent Form (“ICF”) for
subjects participating in the Study. The
INSTITUTION and  PRINCIPAL
INVESTIGATOR shall provide
COMPANY with a draft Protocol,
Protocol amendments and ICF for review
and the final EC approved Protocol and
ICF.

In accordance with the laws and
regulations applicable at the Study Site(s),
INSTITUTION and  PRINCIPAL
INVESTIGATOR shall be responsible for
obtaining positive opinion of the Protocol
and its amendments, Informed Consent
Form, Study recruitment procedures (e.g.
advertisements, financial compensation)
and any other relevant documents in
connection with the Study, from the
appropriate EC prior to commencement of
the Study. In the event the EC requires
changes in the Protocol or Informed
Consent Form or the Sponsor-Investigator
intends to change the Protocol or the
Inform Consent Form, such changes shall
not be implemented until COMPANY is
notified.

INSTITUTION and  PRINCIPAL
INVESTIGATOR shall be responsible for
ensuring that the Informed Consent Form
is signed by or on behalf of each human
subject before the first Study-related
procedure. This Informed Consent
document shall be the document approved
by each of the Study sites related ECs,
prior to the subject’s participation in the
Study. INSTITUTION and PRINCIPAL
INVESTIGATOR agree to include
elements in the Informed Consent Form
that COMPANY considers critical in light
of its special knowledge of the Study
Product.

If requested by the COMPANY,
INSTITUTION and  PRINCIPAL
INVESTIGATOR shall provide

COMPANY with a copy of the positive
opinion letter from the EC, the approved
Informed Consent Form and any relevant
communications with the EC, which
includes but is not limited to information
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2.5

31

3.2

33

ovplyvnit’ priebeh Stadie.

Povolenia. INSTITUCIA a HLAVNY
SKUSATUCI st zodpovedni za splnenie
vSetkych ostatnych povolovacich formalit
stvisiacich s vykonavanim Stadie (napr.
predloZenie ziadosti o klinické skuSanie) a
v pripade potreby za ziskanie pisomného
povolenia od prisluinych zdravotnickych
orginov pred zadatim Stadie. Ak o to
SPOLOCNOST  poziada, Zadavatel-
Skusajtici poskytntt SPOLOCNOSTI képiu
tychto povoleni.

HLASENIE NEZIADUCICH
UDALOST A REKLAMACIE NA
KVALITU LIEKU

INSTITUCIA a HLAVNY SKUSAJUCI
ako zadavatel Stiadie si  vyluéne
zodpovedni za to, Ze v pozadovanych
lehotach splnia vSetky povinnosti tykajice
sa podavania sprav o bezpecnosti voci
prislusnym  zdravotnickym  orgénom,
etickym komisiam a zGcastnenym (spolu-
alebo pod-) skusajicim tak, ako su tieto
povinnosti vymedzené v platnych zakonoch
a predpisoch. .

HLAVNY SKUSAJUCI a INSTITUCIA
poskytmi  SPOLOCNOSTI alebo jej
poverene] osobe zoznam  vSetkych
neziaducich udalosti (AE) a kopiu vsetkych
hlaseni o  zavaznych  neZiaducich
udalostiach (SAE) (ofakavanych alebo
neocakavanych), Specialnych situdciach
vratane tehotenstiev a reklamacii na kvalitu
liekov savisiacich so Stidiou a/alebo
SkiGganym liekom, ako je podrobnejsie
uvedené v Prilohe C tejto Zmluvy. Okrem
toho sa HLAVNY SKUSAJUCI a
INSTITUCIA zavizuju poskytnut’
nadvizujice informécie o bezpecnosti a
reklamaécie na kvalitu lieku podl'a pokynov
SPOLOCNOSTIL.

INSTITUCIA a HLAVNY SKUSAJUCI sa
zavizuju aktualizovat’ Protokol a Formular

informovaného  sihlasu  vyZiadanych
SPOLOCNOSTOU z bezpetnostnych
dovodov.

MONITORING - KONTROLA -

2.5

3.1

3.2

3.3

4.

which may affect the conduct of the
Study.

Authorizations INSTITUTION  and
PRINCIPAL INVESTIGATOR shall be
responsible for fulfilling all other
authorization formalities related to the
conduct of the Study (such as submitting
a clinical trial application) and if required,
for obtaining the written authorization
from the competent Health Authorities
prior to commencement of the Study. If
requested by the COMPANY, Sponsor-
Investigator shall provide COMPANY
with a copy of these authorizations.

ADVERSE EVENT REPORTING

AND PRODUCT QUALITY
COMPLAINTS

As the sponsor of the Study, the
INSTITUTION and  PRINCIPAL
INVESTIGATOR  shall be solely

responsible for complying, within the
required timelines, with any safety
reporting  obligation towards the
competent Health Authorities, the Ethics
Committees and the participating (co- or
sub-) investigators, as defined in the
applicable laws and regulations.

PRINCIPAL INVESTIGATOR and
INSTITUTION will provide COMPANY
or its designee with a list of all adverse
events (AEs), and a copy of all serious
adverse event reports (SAEs) (expected or
unexpected), special situations including
pregnancies and product Quality
Complaints related to the Study and/or the
Study Product as more fully set forth in
Exhibit C to this Agreement. In addition,
PRINCIPAL INVESTIGATOR and
INSTITUTION agree to follow-up on
safety information and Product Quality
Complaints as requested by COMPANY.

INSTITUTION and PRINCIPAL
INVESTIGATOR agree to update the
Protocol and Informed Consent Form at
the request of COMPANY for safety-
related reasons.

MONITORING -  AUDIT -
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4.1

4.2

4.3

5.2

INSPEKCIA

Monitoring. INSTITUCIA a HLAVNY
SKUSAJUCI siihlasia s tym, Ze ako
zadavatel’ Stadie st vluéne zodpovedni za
monitorovanie Stadie v stilade so spravnou
klinickou praxou.

Kontrola/In§pekcia. INSTITUCIA a
HLAVNY SKUSATUCI sa zavizuju, Ze po
dobu platnosti tejto Zmluvy wumoZnia
zdstupcom  SPOLOCNOSTI  vykonat
kontrolu (na zaklade oznamenia zaslaného
14 dni vopred) v primeranom Case polas
beznej pracovnej doby: (i) zariadeni, v
ktorych sa Stiidia vykonava, a (ii) vietkych
relevantnych informaécii potrebnych (okrem
primarnych udajov, vratane origindlnych
zéznamov o pacientoch) na potvrdenie
toho, Ze sa Stadia vykonava v stlade s
Protokolom a v stlade s platnymi zakonmi
a predpismi, a v silade s podmienkami tejto
Zmluvy. INSTITUCIA a HLAVNY
SKUSAJUCI st povinni bezodkladne
informovat’ SPOLOCNOST v pripade, Ze
prislu§ny organ verejnej spravy pre oblast’
zdravotnictva  naplanuje alebo  bez
naplanovania za¢ne in$pekciu pracoviska.

INSTITUCIA a HLAVNY SKUSAJUCI sa
zavézuju prijat’ vetky primerané opatrenia

pozadované  SPOLOCNOSTOU  na
odstrénenie nedostatkov zistenych pocas
kontroly ~ alebo inSpekcie vykonanej
SPOLOCNOSTOU.

SKUSANY LIEK

V . ramci  podpory  poskytovane;
SPOLOCNOSTOU poskytne
SPOLOCNOST  priblizne 880 [flia$

apalutamidu po 120 tabletich (60 mg)]
jednotick SkuSaného lieku bezplatne pre
opravnenych pacientov, ktori st zaradeni
do Stadie, aZ do ukon&enia Studie.

SPOLOCNOST bude tiez poskytovat
podporu INSTITUCH a HLAVNEMU
SKUSAJUCEMU, aby mohli plnit
povinnosti zadavatela opisané v spravnej
klinickej praxi, ktoré sa tykaju vyroby,
dodavky a kvality Skusaného lieku a
suvisiacich informacii, ktoré sa maju

4.1

4.2

4.3

5.2

INSPECTION

Monitoring. INSTITUTION and
PRINCIPAL INVESTIGATOR agree that
as sponsor of the Study they are solely
responsible for the monitoring of the
Study in compliance with good clinical
practices.

Audit/Inspection. During the term of this
Agreement, INSTITUTION and
PRINCIPAL INVESTIGATOR agree to
permit representatives of COMPANY to
examine (up to 14 days’ notice in
advance) at any reasonable time during
normal business hours: (i) the facilities
where the Study is being conducted, and
(i) any relevant information necessary
(other than raw data including original
patient records) to confirm that the Study
is being conducted in conformance with
the Protocol and in compliance with
applicable laws and regulations and in
conformity with the terms of this
Agreement. INSTITUTION and
PRINCIPAL INVESTIGATOR  shall
immediately notify COMPANY if a
competent health authority schedules or,
without scheduling, begins an inspection
of the site.

INSTITUTION and PRINCIPAL
INVESTIGATOR agree to take any
reasonable  actions requested by
COMPANY to cure deficiencies noted
during an audit or inspection performed
by the COMPANY.

STUDY PRODUCT

As part of the support provided by the
COMPANY, COMPANY will provide
approximately 880 [bottles  of
Apalutamide with 120 tablets each
(60mg)] units of the Study Product free of
charge for eligible patients who are
enrolled in the Study until such time as
they complete the Study.

COMPANY will also provide support to
the INSTITUTION and PRINCIPAL
INVESTIGATOR to enable them to
comply with the sponsor's duties
described in the good clinical practices
related to the manufacturing, supplying
and quality of the Study Product and
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53

5.4

55

predkladat’ prisluSnym organom verejnej
spravy pre oblast’ zdravotnictva. V pripade,
¥e SPOLOCNOST iniciuje stiahnutie lieku
z trhu, Zadavatel-Skasajtci je povinny toto
stiahnutie z trhu dodrZiavat’.

SPOLOCNOST vyhlasuje a zaruluje, Ze
Skii$any liek bude vyrobeny a kontrolovany
v stlade so spravnou vyrobnou praxou.
SPOLOCNOST si ponechava vietky prava,
naroky a zAujmy spojené so Skusanym
liekom a prava dusevného vlastnictva, ktoré
existuju alebo v budicnosti vznikn k
Sktsaného lieku. Tato Zmluva nezaklada
INSTITUCHI ani HLAVNEMU
SKUSAJUCEMU #iadne pravo ani licenciu
na SkuSany liek ani akékol'vek prava
dusevného vlastnictva alebo iné prava,
ktoré SPOLOCNOST vlastni alebo na ktoré
m4 SPOLOCNOST licenciu, a to ani
implicitne, ani inak, s vynimkou prava
pouzivat’” Skusany liek vyluCne na ucely
Studie.

HLAVNY SKUSAJUCI bude riadit
podavanie, vydaj a pouzivanie SktSaného
lieku. INSTITUCIA a HLAVNY
SKUSAJUCI buda zodpovedat' za wiplny
stlad lieku a jeho pouzivania so spravnou
klinickou praxou a zavizuji sa, Ze SkuSany
liek poskytnuty SPOLOCNOSTOU na
zéklade podmienok tejto Zmluvy sa pouzije
len na &ely tejto Stidie a do nej zaradenym
teastnikom. INSTITUCIA a HLAVNY
SKUSATUCI zabezpetia, aby bol Skiisany
lieck pred podanim ktorémukol'vek
tcastnikovi  tejto  Stadie  3pecificky
oznadeny v sulade s platnymi a uCinnymi
pravaymi predpismi ako liek na tcely tejto
Stadie a nalezite uvolneny. INSTITUCIA a
HLAVNY SKUSAJUCI zabezpetia, aby
bol SkuSany liek vhodne skladovany a
distribuovany na zGcastnené pracoviska a
aby Ziadnemu ulastnikovi tejto Stadie
nebol podany SkuSany liek, ktorému
uplynul datum exspiracie. Po skonceni
alebo ukon&eni tejto Stadie sa vietok
nespotrebovany Skisany liek zlikviduje v
stlade s pokynmi SPOLOCNOSTI.

. INSTITUCIA a HLAVNY SKUSAJUCI
sa zavizui pouZivat liek dodany
SPOLOCNOSTOU v dobrej viere vylu¢ne
na pouzitie uCastnikmi zaradenymi do

5.3

5.4

5.5

related information to be submitted to the
competent Health  Authorities. If
COMPANY initiates a recall, Sponsor-
Investigator shall comply with this recall.

COMPANY declares and warrants that
the Study Product will be manufactured
and controlled in compliance with the
Good Manufacturing Practices.
COMPANY retains all right, title and
interest in and to the Study Product and
intellectual property rights subsisting in
the Study Product. This Agreement does
not give INSTITUTION or PRINCIPAL
INVESTIGATOR any right or license to
the Study Product or any intellectual
property or other rights owned by or
licensed to COMPANY, by implication or
otherwise, except the right to use the
Study Product solely for the Study.

PRINCIPAL INVESTIGATOR  shall
direct the administration, dispensing and
use of the Study Product. INSTITUTION
and PRINCIPAL INVESTIGATOR shall
be responsible for complete product
accountability in accordance with good
clinical practices and agree that Study
Product provided by COMPANY under
the terms of this Agreement shall be used
only for this Study and its enrolled
subjects. INSTITUTION and
PRINCIPAL INVESTIGATOR  shall
ensure that Study Product is Study-
specifically labeled in accordance with the
applicable laws and appropriately released
prior to being given to any of the subject
in this Study. INSTITUTION and
PRINCIPAL INVESTIGATOR  shall
ensure that Study Product will be stored
and distributed to participating sites
adequately and that no expired Study
Product will be given to any subject in this
Study. At the conclusion or termination of
this Study, all unused Study Product shall
be disposed of in accordance with
COMPANY’s instructions

INSTITUTION and  PRINCIPAL
INVESTIGATOR are obliged to use the
Study Product supplied by COMPANY in
good faith solely for the use of subjects
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6.2

6.3

Stadie, ako aj sluzby a finanéné prostriedky

poskytnuté INgTITI'JC,IIV ~alebo
HLAVNJEMU y SKUSAJUCEMU
SPOLOCNOSTOU v stvislosti s touto

Stadiou vyhradne na Ggely uvedené v tejto
Zmluve anajmd neposkytnit’ uvedené
plnenia akymkol'vek tretim stranam, ak to
nie je touto Zmluvou vyslovne uvedené
alebo odsthlasené SPOLOCNOSTOU.

FINANCOVANIE

Celkovy rozpocet financovania, ktoré sa
SPOLOCNOST  zaviazala  poskytnit
INSTITUCH a HLAVNEMU
SKUSAJUCEMU na podporu Stadie s
po&tom pacientov uvedenym v Protokole je
Vo vyske
stodevidtdesiatSesttisicdevit'stodeviatdesiat
eur Sest'desiatosem centov [196 990,68 €],
ako je uvedené v Rozpocte financovania,
ktory tvori Prilohu .. D“ tejto Zmluvy v nej
zaclenenej prostrednictvom odkazu.

Platby budi prevedené na nasledujuci ucet
INSTITUCIE: SK14 1111 0000 0014
2503 2002, SWIFT code UNCRSKBX

INSTITUCIA a HLAVNY SKUSAJUCI
ubezpeduju a garantuji, Ze platby budi
pouZité vyhradne na realiziciu Stadie.
Spravne odvadzanie dani zabezpelia
INSTITUCIA a HLAVNY SKUSAJUCL
Platby sa uskuto¢nuju ako &isté tzv. netto
platby. V pripade, Ze vznikne povinnost
uhradit DPH, SPOLOCNOST uhradi aj
DPH po doruceni podrobne;j faktury.

Zmluvné strany bert na vedomie a suhlasia
s tym, Ze financovanie a podpora, ktoré
SPOLOCNOST poskytuje INSTITUCII a
HLAVNEMU SKUSAJUCEMU podra
tejto Zmluvy, predstavuyji spravodlivi
trhovia hodnotu, a boli dohodnuté v rameci
transakcie za beZznych obchodnych
podmienok, a neboli stanovené spdsobom,
ktory by zohl'adiioval objem alebo hodnotu
akychkol'vek odporficani alebo inych
obchodov, ktoré by inak vznikli medzi
zmluvnymi  stranami, a nezavidzuje

6.2

6.3

enrolled in the Study, as well as the
services rendered to administer Study
Product to Study subjects, and funding
budget for the procurement of Study
Product provided to the INSTITUTION or
PRINCIPAL INVESTIGATOR by the
COMPANY in relation to the Study,
solely for the purposes stated in this
Contract, and in particular not to provide
such performances to any third parties
unless expressly stated in the Contract or

approved by the COMPANY.
FUNDING
The total funding budget which

COMPANY has agreed to provide to
INSTITUTION and  PRINCIPAL
INVESTIGATOR to support the Study
with the number of patients specified in
the Protocol is one hundred ninety-six
thousand nine hundred ninety euros and
sixty-eight cents [196 990,68 €] as set
forth in the Funding Budget attached
hereto as Exhibit "D" and incorporated
herein by reference.

The payments will be transferred to the
following account of the INSTITUTION:
SK14 1111 0000 0014 2503 2002,
SWIFT code UNCRSKBX

The INSTITUTION and PRINCIPAL
INVESTIGATOR assure and guarantee
that the payments will be used only for the
conduct of the Study. The correct payment
of taxes is to be ensured by the
INSTITUTION and  PRINCIPAL
INVESTIGATOR. Payments are made as
net payments. If any VAT is due,
COMPANY will also pay VAT after
receipt of a detailed invoice.

The parties acknowledge and agree that
the funding and support provided by
COMPANY to INSTITUTION and
PRINCIPAL INVESTIGATOR pursuant
to this Agreement represents a fair market
value, has been negotiated in an arms-
length transaction, and has not been
determined in a manner that takes into
account the volume or value of any
referrals or other business otherwise
generated between the parties and shall
not obligate INSTITUTION and/or
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8.1

8.2

INSTITUCIU ~ a/alebo  HLAVNEHO
SKUSAJUCEHO k nakupu, pouZivaniu,
predpisovaniu, odporucaniu alebo
sprostredkovaniu pouZivania akéhokol'vek
v§robku SPOLOCNOSTI.

PODAVANIE SPRAV O PRIEBEHU
STUDIE

INSTITUCIA a HLAVNY SKUSAJUCI
buda kazdych 12 tyzdiiov SPOLOCNOST
pisomne informovat o stave svojho
vyskumu podl’a tejto Zmluvy (okrem iného
vratane poctu pacientov/icastnikov Stadie
alebo inych vhodnych informécii o stave
Stadie, vysledky budii uvedené v
zéveretnej sprave o Stadii vo forme
prijatelnej pre SPOLOCNOST, ktora bude
okrem iného obsahovat tplné zhrnutie
informacii o bezpe€nosti a u€innosti lieku
na zéklade Stadie, a to do Siestich (6)
mesiacov od (a) ukonéenia Stadie alebo (b)
ukondenia tejto Zmluvy. Spravy podl'a tejto
Zmluvy sa budl zasielat’ na adresu: Mgr.
Akos Nagy, Janssen, Johnson & Johnson
s.r.0., KaradZi¢ova 12, 821 08 Bratislava,
(e-mailovéa adresa: anagy7@its.jnj.com).

DO]?RiIAVANIE PLATNYCH
PRAVNYCH PREDPISOV

INSTITUCIA a HLAVNY SKUSAJUCI
ako zadavatel budn vykonavat Stidiu a
uchovavat zaznamy a udaje po dobu
platnosti tejto Zmluvy a po jej skonceni v
stilade so vSetkymi platnymi pravnymi a
reguladnymi poZiadavkami, ako aj so
vieobecne uznavanymi dohovormi, ako je
Helsinska deklaracia a ICH-GCP (Spravna
klinicka prax — medzinarodna konferencia o
harmonizacii).

OCHRANA QSQBNYCH UDAJOV A
BEZPECNOST UDAJOV

8.2.1 KaZda zmluvna strana stihlasi s tym,
7e  ziskavanie, spracivanie a
poskytnutie akychkol'vek udajov
tykajtcich sa identifikovanej alebo
identifikovatel'nej osoby (d’alej len
,,Osobné udaje”) v suvislosti s touto
Zmluvou je a bude v stlade s
platnymi pravaymi predpismi o
ochrane osobnych udajov vratane

8.1

8.2

PRINCIPAL  INVESTIGATOR to
purchase, use, prescribe, recommend or
arrange for the use of any product of the
COMPANY.

REPORTING OF STUDY
PROGRESS

INSTITUTION  and  PRINCIPAL
INVESTIGATOR  shall report to

COMPANY in writing the status of their
research under this Agreement every 12
weeks (including but not limited to
number of patients/subjects in the Study
or other appropriate information on Study
status, results shall be issued in a final
Study report, in a form acceptable to
COMPANY, which shall among other
things include a full summary of safety
and efficacy information from the Study,
within six (6) months following (a)
completion of the Study or (b) termination
of this Agreement. Reports hereunder
shall be sent to: Mgr. Akos Nagy, Janssen,
Johnson & Johnson s.r.o., Karadziova
12, 821 08 Bratislava, (email:
anagy7@its.jnj.com).

COMPLIANCE WITH APPLICABLE
LAWS

INSTITUTION and  PRINCIPAL
INVESTIGATOR, being the sponsor, will
conduct the Study and maintain records
and data during and after the term of this
Agreement in compliance with all
applicable  legal and  regulatory
requirements, as well as with generally
accepted conventions such as the
Declaration of Helsinki and the ICH-GCP.

PRIVACY & DATA SECURITY

8.2.1 Each party agrees that its
collection, processing and
disclosure of any data relating to an
identified or identifiable individual
(“Personal  Information”™)  in
connection with this Agreement is
and will be in compliance with
applicable data protection laws,
including, where applicable, the EU
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8.2.2

823

pripadného vSeobecného nariadenia
EU o ochrane tdajov (dalej len
»GDPR") a Ze ziskala vSetky prava a
suhlasy potrebné na ziskavanie,
spractivanie a poskytnutie Osobnych
udajov. Pri ziskavani a spractivani
Osobnych udajov sa zmluvné strany
zavizuju prijat’ primerané opatrenia
na ochranu Osobnych udajov,
zachovanie dévernosti zdravotnych a
lekarskych informacii o pacientoch,
riadne informovat’ dotknuté osoby o
ziskavani a spractivani ich Osobnych
udajov,  poskytnat’  dotknutym
osobdm primerany pristup k ich
Osobnym dajom, riesit’ d’al$ie prava
dotknutych o0s6b podla platnych
pravnych predpisov a zabranit
pristupu neopravnenych osob. Kazda
zmluvna strana suhlasi a zarucyje, ze
bude riadit’ a prijimat’ vetky vhodné
opatrenia na rieSenie akéhokol'vek
porusenia bezpecnosti, ktoré vedie k
ndhodnému alebo nezakonnému
znideniu, strate, zmene,
neopravnenému poskytnutin alebo
pristupu  k  Osobnym 1dajom
prenaSanym, - uchovavanym alebo
inak spractivanym takouto zmluvnou
stranou  (dalej len ,,Pripad
poruSenia  ochrany osobnych
udajov®) v stlade s platnymi
zakonmi a predpismi v oblasti
ochrany tdajov. Takato povinnost
mbze zahfiiat’ zabezpecenie
vykonania potrebnych oznameni o
poruseni ochrany osobnych tidajov a
vydanie potrebnych posudeni vplyvu
na daje, ktoré sa mézu vyzadovat
alebo su vhodné v shvislosti s
Pripadom poruSenia  ochrany
osobnych tdajov.

Kazdda zmluvna strana zavedie
vhodné technické a organizaéné
opatrenia na zabezpeCenie Urovne
bezpecnosti  Osobnych  udajov
spracivanych v  stvislosti  so
Zmluvou, ktora je primerana riziku.

INSTITOCIA a2  HLAVNY
SKUSAJUCI vyhlasujn, zaruéuja a
zavizuju sa, ze pri vykonavani
Stidie budi Osobné udaje tykajuce

8.2.2

8.2.3

General Data Protection Regulation
(the “GDPR”), and that it has
obtained all rights and consents
necessary to collect, process and
disclose the Personal Information.
When collecting and processing
Personal Information, the parties
agree to take appropriate measures
to safeguard the  Personal
Information, to maintain the
confidentiality of patient health and
medical information, to properly
inform the concerned data subjects
about the collection and processing
of their Personal Information, to
grant data subjects reasonable
access to  their  Personal
Information, to address other data
subject rights as per applicable law,
and to prevent access by
unauthorized persons. Each party
agrees and warrants that it shall
manage and take all appropriate
measures to treat any breach of
security leading to the accidental or

unlawful destruction, loss,
alteration, unauthorized disclosure
of, or access to Personal

Information transmitted, stored or
otherwise processed by such party
(“Privacy Incident™) in
accordance with applicable data
protection laws and regulations.
Such obligation may include
ensuring that the necessary data
breach notifications have been
made and to issue the necessary
data impact assessments, as may be
required or appropriate to the
Privacy Incident.

Each party will implement
appropriate technical and
organizational measures to ensure a
level of security for Personal
Information processed in
connection with the Agreement that
is appropriate to the risk.

INSTITUTION and PRINCIPAL
INVESTIGATOR represent,
warrant and covenant that when
conducting the Study, Personal
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8.2.4

8.2.5

sa ucastnikov Stadie
pseudonymizované tak, aby sa
vetky informacie, ktoré priamo

identifikuji  twdastnika  Stadie,
nahradili  identifikaénym koédom
ucastnika.

Bez toho, aby bola dotknuta

vieobecna platnost’ c¢lanku 8.2.1
vyssie, v pripade, ze INSTITUCIA
a/alebo HLAVNY SKUSAJUCI ako
Zadavatel-Ski$ajici Stadie
angazuji  akdkol'vek pridruzenu
spolo¢nost’ alebo tretiu stranu ako
sprostredkovatel'a idajov (v zmysle
platnych pravnych predpisov o
ochrane udajov) na vykonavanie
Cinnosti ziskavania a spracuvania
udajov. v mene Zadavatela-
Skdsajuceho, INSTITUCIA a/alebo
HLAVNY SKUSAJUCI (i) buda
zodpovedni za zabezpeCenie toho,
aby akykolvek sprostredkovatel
udajov, ktory je trefou stranou,
dodrZiaval platné zdkony a predpisy
o ochrane Wdajov a (ii)) buda
zodpovedni za vSetky Cinnosti
takychto sprostredkovatelov udajov,
ktori st tretimi stranami.

Osobné  udaje  tykajlice  sa
HLAVNEHO SKUSAJUCEHO a
vietkych pracovnikov podielajucich
sa na vykonavani Stadie (napr. meno,
adresa a telefonne ¢islo nemocnice
alebo kliniky, zivotopis) mozu byt
prenasané pridruzenym
spolo¢nostiam spolo¢nosti Johnson
& Johnson na uéely monitorovania
liekov, dodrZiavania povinnosti
SPOLOCNOSTI ~ podla tejto
Zmluvy, ako aj na kontaktovanie ich
a ich prislu$nych agentGr na celom
svete v pripade niektorych buducich
$tadii alebo skusSani sponzorovanych
SPOLOCNOSTOU, na ktorjch sa
moézu podielat. Zmluvné strany sa
tiez dohodli, Ze Osobné tudaje
poskytnuté HLAVNYM
SKUSAJUCIM budd pouZivat na
riadenie internych §tddii a na
zabezpelenie  doveryhodného a
Uplného  uvedenia  kontaktnych
udajov v inych systémoch v stlade s

8.2.4

825

Information related to Study
subjects will be pseudonymized to
replace any information that
directly identifies a Study subject
with a subject identification code.

Without prejudice to the generality
of Section 8.2.1 above, in the event
INSTITUTION and/or
PRINCIPAL INVESTIGATOR as
Sponsor-Investigator of the Study
engage any affiliate or third party as
data processor (as defined under
applicable data protection law) for
the performance of data collection
and processing activities on behalf
of Sponsor-Investigator,
INSTITUTION and/or
PRINCIPAL INVESTIGATOR (i)
shall be responsible for ensuring
that any third party data processor
complies with applicable data
protection laws and regulations,
and (i) shall be liable for all actions
of such third party data processors.

Personal Information related to
PRINCIPAL  INVESTIGATOR
and any investigational staff (e.g.
name, hospital or clinic address and
phone number, curriculum vitae)
may be transferred to Johnson &
Johnson’s affiliates for purposes of
drug monitoring, complying with
COMPANY’s obligations under
this Agreement, as well as for
contacting them and their
respective agencies around the
world in case of certain future
COMPANY-sponsored studies or
investigations in which they may be
involved. The parties also agree to
use Personal Information provided
by the PRINCIPAL
INVESTIGATOR for managing
internal studies and ensuring that
contact information is contained in
a faithful and complete way in other
systems, in compliance with this
Section.
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8.3

tymto ¢lankom.

8.2.6 SPOLOCNOST méZe Osobné udaje,
ktoré ziska na zaklade tejto Zmluvy,
prenasat’ inym pridruZzenym
spolo¢nostiam skupiny spolocnosti
Johnson & Johnson a ich prislusnym
zastupcom na celom svete. Osobné
udaje sa preto mdzu prenaSat’ do
krajin mimo Eurépskeho
hospodarskeho priestoru (EHP), ako
su napriklad Spojené staty americké,
o ktorych EU rozhodla, Ze v
suCasnosti nemaju primerané zakony
o ochrane osobnych udajov, ktoré by
poskytovali  primerani  trovei
ochrany osobnych twdajov. Bez
ohladu na vySSie uvedené bude
SPOLOCNOST a jej pridruZené
spolo¢nosti  skupiny Johnson &
Johnson a prislusni zastupcovia
uplatiiovat’  primerané  zaruky
ochrany osobnych idajov na ochranu
takychto Osobnych tidajov, ako sa
vyzaduje v EHP. Osobné tdaje mozu
byt poskytnuté aj podla poZiadaviek
jednotlivych regulacnych organov
alebo platnych pravnych predpisov,
napriklad na tcely dodrziavania
povinnosti SPOLOCNOSTI
tykajucich sa bezpe€nosti.

8.2.7 SPOLOCNOST poskytla uréité
informacie o svojich postupoch
nakladania s Osobnymi udajmi, ktoré
sa  tykaji = Osobnych 1dajov
HLAVNEHO SKUSAJUCEHO a
vietkych vyskumnych pracovnikov,
vratane prav dotknutych os6b, v
Prilohe .F*“. HLAVNY SKUSATUCI
sa zavizuje informovat vSetkych
vyskumnych  pracovnikov, od
ktorych sa v priebehu Stadie v
rozsahu tejto Zmluvy ziskavaji
Osobné udaje, o  postupoch
nakladania s Osobnymi udajmi podl'a
Prilohy ..E*.

V pripade, Ze sa zisti, Ze niektora Cast’ tejto
Zmluvy je v rozpore s platnymi zakonmi a
predpismi, zmluvné strany sa zavizuji
rokovat’ v dobrej viere o revizii ustanovenia
alebo ustanoveni, ktoré su v rozpore. V
pripade, Ze sa zmluvné strany nedohodni

8.3

8.2.6 COMPANY may transmit Personal
Information which it receives under
this Agreement to other affiliates of
the Johnson & Johnson group of
companies and their respective
agents worldwide. Accordingly,
Personal Information may be
transmitted to countries outside the
European Economic Area (EEA),
such as the United States, which the
EU has determined currently lack
appropriate privacy laws providing
an adequate level of privacy
protection. Notwithstanding the
above, COMPANY and its
affiliates of the Johnson & Johnson
group of companies and respective
agents will apply adequate privacy
safeguards to protect such Personal
Information as required in the EEA.
Personal Information may also be
disclosed as required by individual
regulatory agencies or applicable
law, such as for complying with
COMPANY’s safety obligations.

8.2.7 COMPANY has provided certain
details regarding its Personal
Information handling practices,
concerning Personal Information
related to PRINCIPAL
INVESTIGATOR and any
investigational staff, including data
subject rights, in Exhibit F.
PRINCIPAL  INVESTIGATOR
agrees to inform all investigational
staff from  who  Personal
Information is collected during the
course of the Study in scope of this

Agreement about Personal
Information handling practices as
specified in Exhibit E.

In the event that any part of this
Agreement is determined to violate
applicable laws and regulations the parties
agree to negotiate in good faith revisions
to the provision or provisions that are in
violation. In the event the parties are
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8.4

na novych alebo upravenych podmienkach,
ktoré si potrebné na zosuladenie celej
Zmluvy, ktorakol'vek zmluvna strana je
opravnena ukoncit’ tito Zmluvu na zéklade

pisomnej vypovede zaslanej druhej
zmluvne; strane Sest'desiat (60)
kalendarnych dni vopred.

INSTITUCIA a HLAVNY SKUSAJUCI
vyhlasuji a zaruduju, ze HLAVNY
SKUSAJUCI ani INSTITUCIA, ani Ziadna
z ich pridruZenych spolo¢nosti, ani Ziaden z
ich ¢lenov Statutarnych orgénov, veducich
pracovnikov, zamestnancov alebo
zastupcov (vSetci vySSie uvedeni vratane
pridruZenych spoloCnosti d’alej spolocne
len ako ,Zastupcovia INSTITUCIE®)
nepodnikli ziadne kroky, ktoré by mali za
nasledok poruSenie miestnych alebo
medzinarodnych protikorupénych zakonov,
pravidiel alebo predpisov platnych pre
INSTITUCIU, HLAVNEHO
SKUSAJUCEHO a SPOLOCNOST (dalej
spoloéne len ako ,Protikorupéné
zakony") zo strany tychto osdb.

INSTITUCIA a HLAVNY SKUSAJUCI
priamo ani nepriamo nevykonaju Ziadnu
platbu, nepontknu ani neprevedd nic
hodnotné, ani sa nedohodni alebo neslibia
vykonat' Ziadnu platbu, neponuknu ani
neprevedd  ni¢  hodnotné  Statnemu
uradnikovi alebo §tatnemu zamestnancovi,
politickej strane alebo kandidatovi na
politicka funkciu alebo akejkol'vek inej
tretej strane s cielom ovplyvnit’ rozhodnutia
tykajuce sa SPOLOCNOSTI a/alebo jej
podnikania spdsobom, ktory by poruSoval
Protikorupcné zékony.

INSTITUCIA, Zéastupcovia INSTITUCIE a
HLAVNY SKUSAJUCI vykonévali a buda
vykonavat’ svoju podnikatel'ski €innost’ v
stilade s Protikorupénymi zakonmi, priCom
INSTITUCIA bude mat’ zavedené potrebné
postupy na predchadzanie Gplatkarskemu a

koruptnému spravaniu Zastupcov
INSTITUCIE.

INSTITUCIA a HLAVNY SKUSAJUCI
budu udrZiavat’ G¢innd vnatornt uctovni
kontrolu a zabezpecia, aby vSetky aspekty
tejto Stadie boli zaznamenané v ich

84

unable to agree to new or modified terms
as required to bring the entire Agreement
into compliance, either party may
terminate this Agreement on sixty (60)
calendar days prior written notice to the

other party.

INSTITUTION and  PRINCIPAL
INVESTIGATOR represent and warrant
that neither the PRINCIPAL
INVESTIGATOR nor the

INSTITUTION, nor any of its affiliates,
nor any of their respective directors,
officers, employees or agents (all of the
foregoing, including affiliates
collectively, “INSTITUTION
Representatives”) has taken any action
that would result in a violation by such
persons of local or international anti-

bribery laws, rules or regulations
applicable to either or both the
INSTITUTION, PRINCIPAL
INVESTIGATOR and COMPANY

(collectively “Anti-Corruption Laws”).

INSTITUTION and  PRINCIPAL
INVESTIGATOR shall not, directly or
indirectly, make any payment, or offer or
transfer anything of value, or agree or
promise to make any payment or offer or
transfer anything of wvalue, to a
government official or government
employee, to any political party or any
candidate for political office or to any
other third party with the purpose of
influencing decisions related to the
COMPANY and/or its business in a
manner that would violate Anti-
Corruption Laws.

INSTITUTION, INSTITUTION’s
Representatives and  PRINCIPAL
INVESTIGATOR have conducted and
will conduct their businesses in
compliance with the Anti-Corruption
Laws, and INSTITUTION will have
necessary procedures in place to prevent
bribery and corrupt conduct by
INSTITUTION Representatives.

INSTITUTION and PRINCIPAL
INVESTIGATOR shall maintain
effective internal accounting control and
shall make sure all aspects of this Study

13748



9.1

uctovnych knihach a zaznamoch presne,
uplne a pravdivo a aby dokumenty, na
ktorych si tieto uétovné knihy a zaznamy
zaloZené, boli vo vsetkych podstatnych
ohladoch presné, tuplné a pravdiveé.
INSTITUCIA a HLAVNY SKUSAJUCI st
povinni viest a umoznif SPOLOCNOSTI a
jej auditorom a inym zastupcom pristup k
zdznamom (finanénym a inym) a
podkladovej dokumentacii tykajucej sa
predmetu Zmluvy, ak o to SPOLOCNOST
poziada, s cielom zdokumentovat’ alebo
overit dodrziavanie ustanoveni tohto
¢lanku 8.4; a

Bez ohladu na ¢&lanok 14. 2 (Ukoncenie
zmluvy) a €lanok 13 (Odskodnenie), ak
INSTITUCIA alebo HLAVNY
SKUSAJUCI  nedodr?ia  niektoré z
ustanoveni tohto ¢lanku, povaZuje sa takéto
nedodrzanie za podstatné poruSenie
Zmluvy a pri kazdom takomto nedodrzani
ma SPOLOCNOST pravo tato Zmluvu s
okamZitou platnost'ou ukoncit' na zéklade
pisomnej vypovede dorucenej INSTITUCH
a HLAVNEMU SKUSAJUCEMU bez
toho, aby SPOLOCNOST niesla aktikolvek
finanéntt  zodpovednost  alebo  inG
zodpovednost’ akejkol'vek povahy
vyplyvajucu z takéhoto ukoncenia.

VLASTNICTVO -  POUZITIE
UDAJOV - DOVERNOST -
REGISTER - PUBLIKOVANIE

Vsetky formulére sprav o pripadoch a iné
udaje (vratane, okrem iného, pisomného,
tlaceného, grafického, obrazového a
zvukového  materialu  a  informaécii
obsiahnutych v akejkol'vek pocitadovej
databaze alebo v pocitatom Citatelnej
forme) vytvorené alebo vypracované v
priebehu Stadie (,,Udaje) si majetkom
INSTITUCIE a HLAVNEHO
SKUSAJUCEHO, ktori mé2u Udaje pouzit’
akymkol'vek spdsobom, ktory povazuji za
vhodny, s vyhradou a v sulade s platnymi
pravaymi predpismi o ochrane osobnych
udajov a podmienkami tejto Zmluvy.
INSTITUCIA A HLAVNY SKUSAJUCI
tymto sthlasia s tym, aby SPOLOCNOST
mala neobmedzeny pristup ku vSetkym
Udajom, a zaroved, aby ich mohla pouZit
na akykol'vek ucel, ktory povazuje za

9.1

are recorded in its books and records in an
accurate, complete and truthful way and
that the documents on which such books
and records are based are in all major
aspects accurate, complete and true.
INSTITUTION and PRINCIPAL
INVESTIGATOR shall maintain and
provide COMPANY and its auditors and
other representatives with access to
records (financial and otherwise) and
supporting documentation related to the
subject matter of the Agreement as may be
requested by COMPANY in order to
document or verify compliance with the
provisions of this Section 8.4; and

Notwithstanding Section 14.2
(Termination) and Section 13
(Indemnification), if INSTITUTION or
PRINCIPAL INVESTIGATOR fail to
comply with any of the provisions of this
Section, such failure shall be deemed to be
a material breach of the Agreement and,
upon any such failure, COMPANY shall
have the right to terminate the Agreement
with immediate effect upon written notice
to INSTITUTION and PRINCIPAL
INVESTIGATOR without COMPANY
having any financial liability or other
liability of any nature whatsoever
resulting from any such termination.

OWNERSHIP - USE OF DATA -
CONFIDENTIALITY — REGISTRY -
PUBLICATION

All case report forms and other data
(including without limitation, written,
printed, graphic, video and audio material,
and information contained in any
computer database or computer readable
form) created or developed during the
course of the Study (the "Data™) shall be
the property of INSTITUTION and
PRINCIPAL INVESTIGATOR, which
may utilize the Data in any way it deems
appropriate, subject to and in accordance
with applicable privacy laws and the terms

of  this Agreement. However,
INSTITUTION and  PRINCIPAL
INVESTIGATOR hereby agree the

COMPANY to have unrestricted access to
the Data, and may use it for any purpose it
deems fit in compliance with applicable
laws without any further claims by
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9.2

vhodny, v stlade s platnymi zakonmi, a to
bez akéhokolvek naroku INSTITUCIE
AHLAVNEHO SKUSAJUCEHO na
d’al$iu odmenu.

Vsetky informacie tykajuce sa Skusaného
lieku alebo &innosti SPOLOCNOSTI, ako
su jej patentové prihlasky, receptiry,
vyrobné postupy, zdkladné vedecké tudaje,
predchadzajice klinické udaje a informécie
o zloZeni, ktoré SPOLOCNOST poskytla
INSTITUCIT ~ alebo ~ HLAVNEMU
SKUSAJUCEMU a ktoré neboli predtym
zverejnené (dalej len ,Doverné
informacie SPOLOCNOSTI*), sa
povazuji za doverné a zostavaju vyluénym
vlastnictvom SPOLOCNOSTI. Po dobu
platnostl tejto Zmluvy, ako aj po skonCeni
jej platnosti, INSTITUCIA a HLAVNY
SKUSAJUCI vynaloZia maximalne usilie
na to, aby zachovali dévernost’ a pouzivali
len na ucely predpokladané v tejto Zmluve
(i) informacie, ktoré si v predchadzajuce;j
vete oznacené ako déverné alebo o ktorych
by rozumna osoba ustdila, zZe st dovernym
a _majetkovym vlastnictvom
SPOLOCNOSTI, a ktoré boli INSTITUCIH
alebo HLAVNEMU SKUSAJUCEMU
poskytnuté SPOLOCNOSTOU alebo v jej
mene, a (ii) Udaje, ktoré st vysledkom tejto
Stadie. Predchadzajice povinnosti sa
nevzt'ahuja na Udaje alebo informécie, (a)
ktoré boli zverejnené bez zavinenia
INSTITUCIE ~ alebo ~ HLAVNEHO
SKUSAJUCEHO, (b) ohladom ktorych
SPOLOCNOST pisomne suhlasi, e moZu
byt pouiité alebo poskytnuté, (c) ktoré si
zverejnené v sulade s bodom 9.4 tohto
&lanku, alebo (d) ktoré st v INSTITUCII
vyvinuté nezavisle osobami, ktoré nemali
priamy alebo nepriamy pristup k Dévernym
informaciam SPOLOCNOSTI, &o je
preukazané sucasnymi pisomnymi
zéznamami. VSetky Doverné informacie
SPOLOCNOSTI budd SPOLOCNOSTI
vratené po ukonéeni tejto Stadie alebo po
ukonCeni tejto Zmluvy podla toho, Co
nastane skor. Na akékolvek doverné
informacie  poskytnute INSTITI'JCII
a/alebo HLAVNEMU SKUSAJUCEMU
na zéklade dohody o zachovani
ml&anlivosti so SPOLOCNOSTOU v
sivislosti s touto Stidiou sa buda
vztahovat' povinnosti uvedené v tomto
bode 9.2, a teda tAto Zmluva rusi a nahradza

9.2

INSTITUTION  AND
INVESTIGATOR.

PRINCIPAL

All  information concerning Study
Product, or COMPANY's operations,
such as COMPANY's patent applications,
formulas, manufacturing processes, basic
scientific data, prior clinical data and
formulation information supplied by
COMPANY to INSTITUTION or
PRINCIPAL INVESTIGATOR and not
previously published (the "COMPANY
Confidential Information") are
considered confidential and shall remain
the sole property of COMPANY. Both
during and after the term of this
Agreement, INSTITUTION and
PRINCIPAL INVESTIGATOR will use
diligent efforts to maintain in confidence
and use only for the purposes
contemplated in this Agreement (i)
information which is identified in the
preceding sentence as confidential or
which a reasonable person would
conclude is the confidential and
proprietary property of COMPANY and
which is disclosed by or on behalf of
COMPANY to INSTITUTION or
PRINCIPAL INVESTIGATOR, and (i1)
Data which is generated as a result of this
Study. The preceding obligations shall not
apply to Data or information (a) which has
been published through no fault of
INSTITUTION or PRINCIPAL
INVESTIGATOR, (b) which
COMPANY agrees in writing, may be
used or disclosed, (c) which is published
in accordance with sub-paragraph 9.4 of
this Paragraph, or (d) that is developed
independently at INSTITUTION by
persons who had no direct or indirect
access to the COMPANY Confidential
Information, as shown by
contemporaneous written records. All
COMPANY Confidential Information
shall be returned to COMPANY at the
earlier of the conclusion of this Study or
termination of this Agreement. Any
confidential information provided to
INSTITUTION and/or PRINCIPAL
INVESTIGATOR under a confidentiality
agreement with COMPANY in relation to
this Study will be covered by the
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9.3

9.4

akukol'vek takuto dohodu o zachovani

micanlivosti odo Dpia ucinnosti tejto
Zmluvy.
Pred zaCatim  ndboru  pacientov

INSTITUCIA a HLAVNY SKUSAJUCI
ako zadavatel zaregistruje Stadiu vo
verejnom registr, ktory je volne pristupny
(napr. www.clinicaltrials.gov), spésobom,
ktory je v sulade s prevladajicimi
redakénymi normami a vyhlaseniami (vid’
napr. Medzinarodny vybor redaktorov
lekarskych &asopisov). Po ukon&eni Studie
sa INSTITUCIA a HLAVNY SKUSAJUCI
ako zadavatel' budi snazit' publikovat’ v
odborne; literatare vysledky Stadie a vietky
podkladové informacie poskytnuté
SPOLOCNOSTOU, ktoré je potrebné
zahrmat do  akejkolvek  publikacie
vysledkov Stidie alebo st potrebné pre
inych vedcov na overenie takychto
vysledkov  vyskumu. Po  uverejneni
INSTITUCIA a HLAVNY SKUSAJUCI
ako zadavatel' uvedu citaciu publikacie na
webovej stranke venujucej sa vysledkom
klinickych stadii (napr.
www.clinicalstudyresults.org). Ak
vysledky nebudi prijaté na uverejnenie do
18 mesiacov od ukondenia Stadie,
INSTITUCIA a HLAVNY SKUSAJUCI
zverejnia vysledky na webovej stranke
venujucej sa vysledkom klinickych §tadii
(napr. www.clinicalstudyresults.org) vo
forme sthrnnej spravy o klinickej §tadii vo
formate ICH E-3. Na poziadanie
SPOLOCNOSTI Zadévatel-Skusajtci
poskytn dokaz o registracii a/alebo
uverejneni na verejne dostupnej webovej
stranke. INSTITUCIA a HLAVNY
SKUSAJUCI st povinni  zverejnit
akukol'vek podporu poskytnutt
SPOLOCNOSTOU. ~ Okrem  toho
INSTITUCIA a HLAVNY SKUSAJUCI
zabezpelia, aby vSetci autori zverejnili
finan¢né alebo osobné vizby, ktoré by sa
mohli povazovat’ za konflikt zaujmov.

INSTITUCIA a HLAVNY SKUSAJUCI
mdzu slobodne publikovat’ alebo verejne
prezentovat’ vysledky Stadie a akékolvek
podkladové informacie poskytnuté
SPOLOCNOSTOU, ktoré st potrebné na
zahrnutie do akejkolvek publikacie

9.3

9.4

obligations of this Section 9.2 and this
Agreement shall cancel and replace such
confidentiality agreement as from the
Effective Date.

Prior to initiating enrollment,
INSTITUTION and  PRINCIPAL
INVESTIGATOR, being the sponsor,
shall register the Study in the public
registry accessible for free (e.g,
www.clinicaltrials.gov) in a manner that
comports to prevailing editorial standards
and statements (see e.g., International
Committee of Medical Journal Editors).
Upon completion of the Study,
INSTITUTION and  PRINCIPAL
INVESTIGATOR, being the sponsor, will
seek to publish in the peer-reviewed
literature the results of the Study and any
background information provided by
COMPANY that is necessary to include in
any publication of Study results or
necessary for other scholars to verify such
research  results. Once published
INSTITUTION and  PRINCIPAL
INVESTIGATOR, being the sponsor,
shall cite the publication on a clinical
study results web site (e.g,
www.clinicalstudyresults.org). If the
results are not accepted for publication
within 18 months of completion of the
Study, INSTITUTION and PRINCIPAL
INVESTIGATOR will post the results on
a clinical study results web site (e.g.,
www.clinicalstudyresults.org) in the form
of a clinical study report synopsis using
the ICH E-3 format. Upon request of
COMPANY, Sponsor-Investigator shall
provide proof of the registration and/or
posting on a publicly available website.
The INSTITUTION and PRINCIPAL
INVESTIGATOR will disclose any
support provided by COMPANY. In
addition, the INSTITUTION and
PRINCIPAL  INVESTIGATOR  will
ensure all authors disclose financial or
personal affiliations that could be
considered conflicts of interest.

INSTITUTION and  PRINCIPAL
INVESTIGATOR shall be free to publish
or publicly present the results of the Study
and any background information provided
by COMPANY that is necessary to
include in any publication of Study results
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10.
10.1

10.2

vysledkov Stadie alebo st potrebné pre
inych vedcov na overenie takychto
vysledkov vyskumu. Pred predloZenim na
publikovanie alebo prezentaciu
INSTITUCIA a HLAVNY SKUSAJUCI
poskytn SPOLOCNOSTI materiél, ktory
ma byt prezentovany alebo publikovany
najmenej S$estdesiat (60) dni vopred na
posadenie  rukopisu. SPOLOCNOST,
HLAVNY SKUSAJUCI a INSTITUCIA
zabezpecdia zrychlené posudenie abstraktov,
posterovych prezenticii alebo inych
materialov. Bez ohl'adu na vyssie uvedené,
Ziadny prispevok, ktory obsahuje Déverné

informacie =~ SPOLOCNOSTI, nebude
predlozeny na  publikovanie  bez
predchadzajiceho  pisomného  suhlasu

SPOLOCNOSTI. Ak oto SPOLOCNOST
pisomne poziada, INSTITUCIA a
HLAVNY SKUSATUCI pozastavia takéto
publikovanie az na d’alSich Sest'desiat (60)
dni, aby bolo moZné podat patentovi
prihlagku. INSTITUCIA a HLAVNY
SKUSAJUCI rutia za dodrZiavanie
ustanoveni  tohto  odseku  vSetkymi
Skii$ajicimi a ostatnymi pracovnikmi
podielajiicimi sa na Stadii.

PATENTY

Vsetky prava na akukolvek patentova
prihlagku alebo patent ako vysledok préace
vykonanej na zaklade tejto Zmluvy v stilade
s  Protokolom sa  zakladajiT na
vynalezcovstve podla patentového prava
USA a budd postipené na majitela
vysledného patentu alebo patentovej
prihlasky na zaklade existujucich alebo
uzavretych zamestnaneckych alebo inych

zmliv ~ medzi vynalezcami ~ a
INSTITUCIOU  a/alebo HLAVNYM
SKUSAJUCIM.

Za podporu a financovanie Stidie zo strany
SPOLOCNOSTI poskytni INSTITUCIA a
HLAVNY SKUSAJUCI SPOLOCNOSTI
nevyhradnii, tzemne neobmedzenl, po
dobu trvania majetkovych prav autorskych
k dielu, vynéalezu alebo objavu trvajicu,
bezodplatni licenciu na komerné a
nekomeréné ucely na vsetky patentové
prihlasky alebo patenty, ktoré vzniknd na
zdklade Stadie a ktoré vlastni alebo
spoluvlastni INSTITUCIA a/alebo
HLAVNY SKUSAJUCI INSTITUCIA a

10.
10.1

10.2

or necessary for other scholars to verify
such research results. Prior to submission

for  publication or  presentation,
INSTITUTION and  PRINCIPAL
INVESTIGATOR will provide

COMPANY with at least sixty (60) days
for review of a manuscript. COMPANY,
PRINCIPAL INVESTIGATOR, and
INSTITUTION will arrange expedited
reviews for abstracts, poster presentations
or other materials. Notwithstanding the
foregoing, no paper that incorporates
COMPANY Confidential Information
will be submitted for publication without
prior written consent of COMPANY. If
requested in writing, INSTITUTION and

PRINCIPAL INVESTIGATOR  will

withhold such publication for up to an
additional sixty (60) days to allow for

filing of a patent application.
INSTITUTION and PRINCIPAL
INVESTIGATOR warrant the

compliance of all Study Investigators and
other personnel involved with the Study
with the provisions of this paragraph.

PATENTS

All rights to any patent application or
patent as a result of the work conducted
under this Agreement in accordance with
the Protocol shall be based on
inventorship under U.S. patent laws and
shall be assigned to the owner of the
resulting patent or patent application
based on existing or executed employee or
other agreements between the inventors
and the INSTITUTION and/or the
PRINCIPAL INVESTIGATOR.

In consideration of COMPANY’s support
and funding for the Study, INSTITUTION
and PRINCIPAL INVESTIGATOR will
grant to COMPANY a non-exclusive,
worldwide, for duration of copyright of
the author to the work, invention or
discovery, royalty-free license for
commercial and non-commercial
purposes on any patent applications or
patents that arise out of the Study that are
owned or co-owned by INSTITUTION
and/or PRINCIPAL INVESTIGATOR.
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11.

12.

13.
13.1

HLAVNY SKUSAJUCI st povinni
bezodkladne oznmit SPOLOCNOSTI
akykol'vek vynalez alebo objav, ktory
vznikne na zaklade tejto Zmluvy.

VYLUCENIE

INSTITUCIA a HLAVNY SKUSAJUCI
nesmu zamestnavat, uzatvarat’ zmluvy ani
si ponechat’ Ziadnu osobu, ¢i uz priamo
alebo nepriamo, na vykonavanie sluzieb
podla tejto Zmluvy, ak takato osoba (1) je
vylidend prislusnym organom verejnej
spravy pre oblast’ zdravotnictva (vratane
pripadného amerického Uradu FDA) alebo
(i1) bola odsidend za nespravny postup v
savislosti s vykonavanim Kklinickych
skSok. Na zéklade pisomne] Ziadosti
SPOLOCNOSTI,  INSTITUCIA  a
HLAVNY SKUSAJUCI do desiatich (10)
dni poskytnt pisomné potvrdenie o splneni
vyssie uvedenej povinnosti. Ide o trvajice
vyhlésenie a zaruku po dobu platnosti tejto
Zmluvy a INSTITUCIA a HLAVNY
SKUSAJUCI sa povinni bezodkladne
informovat SPOLOCNOST o akejkol'vek
zmene stavu vyhlasenia a  zaruky
uvedenych v tomto ¢lanku.

POISTENIE

INSTITUCIA a HLAVNY SKUSAJUCI
zabezpeGia a budd udrziavat’ na vlastné
naklady v plnej platnosti a u€innosti pocas
vykonévania Stadie (a po ukon&eni Stadie
na  pokrytie akychkolvek  narokov
vyplyvajicich zo Stidie) poistné krytie vo
vy§ke primeranej realizécie Stadie a v
stilade s platnymi pravnymi a regula¢nymi
poZiadavkami, ako aj komplexné poistenie
a poistenie profesijnej zodpovednosti s
primeranymi poistnymi limitmi. V pripade
Stadii vo viacerych krajinach alebo $tadii s
viacerymi zuCastnenymi pracoviskami
Zadavatel-SkuSajuci zabezpecia poistné
krytie pre vSetky tieto zUcCastnené
pracoviska.

ODSKODNENIE

INSTITUCIA a HLAVNY SKUSAJUCI
ako zadavatel! sa  zavizuju, Ze
SPOLOCNOST, ani Ziadna 2z jej
pridruzenych alebo dcérskych spolo€nosti,

11.

12.

13.
13.1

INSTITUTION and  PRINCIPAL
INVESTIGATOR shall promptly disclose
to COMPANY any invention or discovery
arising under this Agreement.

DEBARMENT
INSTITUTION and  PRINCIPAL
INVESTIGATOR shall not employ,

contract with or retain any person directly
or indirectly to perform services under this
Agreement if such a person (i) is debarred
by a competent Health Authority
(including, if applicable, the US FDA) or
(ii) has been sentenced for malpractice
related to the conduct of clinical trials.
Upon written request from COMPANY,
INSTITUTION and PRINCIPAL
INVESTIGATOR shall, within ten (10)
days, provide written confirmation that it
has complied with the foregoing
obligation. This shall be an ongoing
representation and warranty during the

term  of this  Agreement and
INSTITUTION and  PRINCIPAL
INVESTIGATOR shall immediately

notify COMPANY of any change in the
status of the representation and warranty
set forth in this Section.

INSURANCE
INSTITUTION and PRINCIPAL
INVESTIGATOR shall secure and

maintain at their own expense in full force
and effect through the performance of the
Study (and following termination of the
Study to cover any claims arising from the
Study) insurance coverage in amounts
appropriate to the conduct of the Study
and in conformance with applicable legal
and regulatory requirements as well as
comprehensive and professional liability
insurance of reasonable policy limits. For
multi-country studies or studies with
several participating sites, Sponsor-
Investigator shall ensure coverage for all
these participating sites.

INDEMNIFICATION

INSTITUTION and  PRINCIPAL
INVESTIGATOR, being the sponsor,
agree that neither COMPANY, nor any of
its affiliates or subsidiaries, their
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13.2

14.

14.1

ich prislusni ¢lenovia Statutdrnych organov,
vedlci pracovnici ani zamestnanci nenest
ziadnu zodpovednost’ za naroky, straty,
urazy alebo iné Skody vyplyvajice z tejto
Zmluvy a stvisiacej Stadie, vyskumu
a/alebo  rokovani alebo  publikacii
tykajiicich sa Stadie, pricom INSTITUCIA
a HLAVNY SKUSAJUCI odikodnia, budd
obhajovat’ a zbavia SPOLOCNOST a jej
prislusné dcérske a pridruZzené spolocnosti
a ich prislu$nych vedicich pracovnikov,
¢lenov Statutarnych organov a
zamestnancov  takejto  zodpovednosti.
SPOLOCNOST nie je na zaklade tejto
Zmluvy povinna odSkodnit’ za akikol'vek
stratu alebo Skodu, ktora vznikne v
dobsledku nedbanlivosti alebo timyselného
konania alebo nekonania Skusajiceho,
INSTITUCIE, ich vedicich pracovnikov,
zastupcov  a/alebo  zamestnancov v
stvislosti s vykonavanim Stidie.

INSTITUCIA A HLAVNY SKUSAJUCI
BERU NA VEDOMIE A SUHLASIA S
TYM, 7E SPOLOCNOST
NEPOSKYTUJE ZIADNU VYSLOVNU
ANI IMPLICITNU ZARUKU
TYKAJUCU  SA POUZIVANIA
SKUSANEHO LIEKU V STUDIIL BEZ
OBMEDZENIA VYSSIE UVEDENEHO
SPOLOCNOST VYSLOVNE
VYLUCUJE AKEKOLVEK
IMPLICITNE ZARUKY PREDAJNOSTI
ALEBO VHODNOSTI NA
KONKRETNY UCEL.

DOBA PLATNOSTI A UKONCENIE
ZMLUVY

Doba platnosti tejto Zmluvy sa zacina
vy$sie uvedenym Diom ucinnosti a konci
sa prijatim zo strany SPOLOCNOSTI
zévereénej spravy o Stadii a pisomného
oznémenia o tom, ¥e Udaje zo Stadie boli
prijaté na uverejnenie v odbornom €asopise,
alebo do splnenia vSetkych povinnosti
podla tejto Zmluvy, alebo do skorSieho
ukonéenia podla tejto Zmluvy (dalej len
,Doba platnosti“). INSTITUCIA a
HLAVNY SKUSAJUCI sa budi snaZif
dodrziavat’ tieto terminy:

(i) zalatie Stadie: [03/2023], najneskor
vSak do Siestich (6) mesiacov odo
Diia Géinnosti;

13.2

14.

14.1

respective  officers,  directors, or
employees will bear any responsibility or
liability for claims, losses, injuries, or
other damages arising under this
Agreement and the related Study,
research, and/or meetings or publications
regarding same, and INSTITUTION and
PRINCIPAL INVESTIGATOR will
indemnify, defend, and hold COMPANY
harmless and its respective subsidiaries

and affiliates, and their respective
officers, directors and employees
harmless from such liability. Company
shall have no  obligation of

indemnification hereunder for any loss or
damages arising out of the negligence or
willful misconduct or failure to act of
Investigator, Institution, their officers,
agents, and/or employees in connection
with the conduct of the Study.

INSTITUTION AND  PRINCIPAL
INVESTIGATOR UNDERSTAND AND
AGREE THAT COMPANY MAKES NO
WARRANTY, EITHER EXPRESS OR
IMPLIED, REGARDING THE USE OF
THE STUDY PRODUCT IN THE
STUDY. WITHOUT LIMITING THE
FOREGOING, COMPANY
EXPRESSLY  DISCLAIMS  ANY
IMPLIED WARRANTIES OF
MERCHANTABILITY OR FITNESS
FOR A PARTICULAR PURPOSE.

TERM AND TERMINATION

The term of this Agreement shall begin on
the Effective Date stated above and end
upon COMPANY's receipt of a final
Study report and written notification that
the Study Data have been accepted for
publication in a peer-reviewed journal or
until completion of all obligations herein,
or until earlier termination as herein
provided (“Term”). The INSTITUTION
and the PRINCIPAL INVESTIGATOR
will strive to adhere to the following
timelines:

(i) commencement of the Study:

[03/2023], but no later than six (6)
months after the Effective Date;
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14.2

posledny pacient zaradeny do Stadie:
[03/2025],

(ii)

(iii)) dokonCenie zavereCnej spravy o
Stidii za lietebnti fazu Studie:
[09/2026], ale najneskor do Siestich
(6) mesiacov od ukondenia liecby
posledného pacienta;

(iv) dokonéenie zavereCnej spravy o
Stadii pre fazu sledovania Stidie:
[11/2029], ale najneskor do Siestich

(6) mesiacov od dokoncenia
sledovania posledného pacienta zo
Stadie.

SPOLOCNOST je opravnena tito Zmluvu
kedykol'vek podla vlastného uvazenia
ukoncit’ na zéklade pisomného ozndmenia
dorugeného INSTITUCII a HLAVNEMU
SKUSAJUCEMU pitnast’ (15) dni vopred.

Do6vody ukoncenia tejto Zmluvy mozu
okrem iného zahiiat’:

(i)  porusenie Zmluvy vratane
nevykonavania Stidie v sulade s
podmienkami  Protokolu, tejto
Zmluvy alebo platnymi zakonmi
alebo predpismi, alebo ak bude
Skusajuci vyluceny;

(ii) prijatie bezpecnostnych informacii,
na zaklade ktorych je to z dévodu
opatrnosti potrebné; alebo

(ii1) prijatie  udajov  naznaCujucich
nedostato¢ni G¢innost’; alebo

(iv) nedodrzanie platnych zékonov a
predpisov; alebo

(v)  Skusajuci ukonCi spolupracu s
INSTITUCIOU  pred dokonCenim
Studie.

Bez ohladu na vysS§ie uvedené je
SPOLOCNOST oprévnenad ukongit tato
Zmluvu s okamzitou platnostou a
pozadovat’ zastavenie Stidie, ak je podl'a jej
vlastného uvazZenia takéto okamZité
ukonéenie  nevyhnutné z  dbvodu
bezpe¢nosti pacienta. Tato Zmluva sa
automaticky ukon¢i aj v pripade, Ze dojde k

14.2

(11) last patient enrolled in the Study:
[03/2025];

(iii) completion of final Study report for
the treatment phase of the Study:
[09/2026], but no later than six (6)
months after last patient off
treatment;

(iv) completion of final Study report for
the follow-up phase of the Study:
[11/2029], but no later than six (6)
months after last patient out of the
Study.

This Agreement may be terminated by
COMPANY at any time in the exercise of
its sole discretion upon fifteen (15) days
prior written notice to INSTITUTION and
PRINCIPAL INVESTIGATOR.

Reasons for termination of this
Agreement may include but are not
limited to:

(i) breach of contract, including failure
to perform the Study in accordance
with the terms of the Protocol, this
Agreement, or applicable laws or
regulations or if the Investigator
becomes debarred;

(i) receipt of safety information that

makes it prudent to do so; or

(iii) receipt of data suggesting lack of

sufficient efficacy; or
(iv) noncompliance with applicable laws
and regulations; or
(v) Investigator becomes - unaffiliated
with INSTITUTION prior to the
completion of the Study.

Notwithstanding the above, COMPANY
may immediately terminate this
Agreement and require that the Study be
stopped if, within its sole judgment, such
immediate termination is necessary based
upon considerations of patient safety. This
Agreement shall also automatically
terminate if the authorization by
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15.

16.
16.1

odiiatiu povolenia regulatného organu
a/alebo kladného stanoviska prislusnej EK
stivisiaceho alebo ovplyviiujaceho Stidiu.
Po dorudeni ozndmenia o ukon&eni Stadie
sa INSTITUCIA a HLAVNY SKUSAJUCI
dohodli, Ze bezodkladne ukondia
vykonéavanie Stidie v rozsahu, ktory je z
lekarskeho hl'adiska pripustny pre vSetkych
pacientov.

V pripade, Ze INSTITUCIA alebo
HLAVNY SKUSAJUCI ukon&i Zmluvu
alebo  Stadiu, INSTITUCIA alebo
HLAVNY SKUSAJUCI sa zavizuj
SPOLOCNOST  bezodkladne pisomne
informovat o  dbévodoch  takéhoto
pred¢asného ukondenia a o rozsahu, v akom
je predasné ukonéenie Studie z lekarskeho
hladiska pripustné, ak je to relevantné.

V pripade ukoncéenia tejto Zmluvy, okrem
pripadu, ked’ k ukonéeniu ddjde v dosledku
podstatného  poruSenia  zo  strany
INSTITUCIE ~ alebo ~ HLAVNEHO
SKUSAJUCEHO, sa celkové sumy splatné
SPOLOCNOSTOU podla tejto Zmluvy
spravodlivo rozdelia za skuto¢ne vykonané
prace ku diiu ukoncenia Zmluvy, priCom
vietky nevyCerpané finantné prostriedky,
ktoré SPOLOCNOST predtym
INSTITUCHI uhradila, budd
SPOLOCNOSTI bezodkladne vratené.

NEZAVISLE STRANY

INSTITUCIA a HLAVNY SKUSAJUCI
vystupuji podla tejto Zmluvy ako nezavislé
strany a nie ako zamestnanci alebo
zéstupcovia SPOLOCNOSTI.

KONFLIKT ZAUIMOV

INSTITUCIA a HLAVNY SKUSAJUCI
potvrdzujh, Ze medzi zmluvaymi stranami
neexistuje konflikt zaujmov, ktory by branil
alebo ovplyviioval plnenie INSTITUCIE
a/alebo HLAVNEHO SKUSAJUCEHO
podla tejto Zmluvy a potvrdzujl, Ze ich
plnenie podla tejto Zmluvy neporuSuje
Ziadnu ini dohodu s tretimi stranami.
INSTITUCIA a HLAVNY SKUSAJUCI
budi  SPOLOCNOST  bezodkladne
informovat v pripade, Ze pocas plnenia tejto

15.

16.
16.1

regulatory authority and/or positive
opinion of the competent EC 1is
withdrawn. Upon receipt of notice of
Study termination, INSTITUTION and
PRINCIPAL INVESTIGATOR agree to
promptly terminate conduct of the Study
to the extent medically permissible for any
patients.

In case the Agreement or Study is
terminated by the INSTITUTION or

PRINCIPAL INVESTIGATOR,
INSTITUTION or PRINCIPAL
INVESTIGATOR agree to provide

prompt notification to the COMPANY in
writing, outlying the reasons for such
earlier termination and the extent to which
early Study conclusion is medically
permissible, if applicable.

In the event of termination hereunder,
other than as a result of a material breach
by INSTITUTION or PRINCIPAL
INVESTIGATOR, the total sums payable
by COMPANY pursuant to this
Agreement shall be equitably prorated for
actual work advanced to the date of
termination, with any unexpended funds
previously paid by COMPANY to
INSTITUTION being promptly refunded
to COMPANY.

INDEPENDENT PARTIES

INSTITUTION and  PRINCIPAL
INVESTIGATOR are acting in the
capacity of independent parties hereunder
and not as employees or agents of
COMPANY.

CONFLICT OF INTEREST

INSTITUTION and  PRINCIPAL
INVESTIGATOR confirm that there is no
conflict of interest between the parties that
would inhibit or affect the INSTITUTION
and/or PRINCIPAL INVESTIGATOR's
performance under this Agreement and
confirm that their performance under this
Agreement does not violate any other
agreement with third parties.
INSTITUTION and  PRINCIPAL
INVESTIGATOR will promptly inform
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16.2

17.

18.

19.

Zmluvy do6jde k vzniku akéhokolvek
konfliktu zaujmov.

INSTITUCIA a HLAVNY SKUSAJUCI sa
zavizuji  poskytnit  SPOLOCNOSTI
vSetky informacie potrebné na splnenie
akychkol'vek poZiadaviek na zverejnenie
informacii, ktoré im nariadi akykolvek
prislusny organ verejnej moci pre oblast’
zdravotnictva (vratane, pripadne,
amerického 1dradu FDA), prisluiné
obchodné zdruZenie alebo podobny organ
alebo iné platné vnutro§tatne alebo miestne
pravne predpisy.

PUBLICITA — POUZITIE MENA

Ziadna zo zmluvnych stran nepouZije meno
druhej zmluvnej strany na propagacné ucely
bez predchadzajiiceho pisomného stihlasu
zmluvnej strany, ktorej meno sa navrhuje
pouzit, ani Ziadna zo zmluvnych stran
nezverejni existenciu alebo podstatu tejto
Zmluvy s vynimkou pripadov, ked to
vyZaduje zakon.

ROZHODNE PRAVO A RIESENIE
SPOROV

Tato Zmluva sa riadi a vyklada v stlade s
pravaym poriadkom Slovenskej republiky
bez ohladu na akékolvek kolizne normy.
Na rieSenie vSetkych sporov alebo
nezrovnalosti medzi zmluvnymi stranami,
ktoré sa zmluvnym strandm nepodari
vyrieSit zmierom bude prislusny sud
v Slovenskej republike v sulade
s obcianskym stidnym poriadkom.

OZNAMENIA

Vsetky oznamenia podl'a tejto Zmluvy sa
budu zasielat’ (i) postou s dorucenkou, (ii)
kuriérskou sluzbou alebo (iii)) osobne na
nasledovni adresu:

SPOLOCNOSTI na adresu;

Mgr. Akos Nagy, Johnson & Johnson, s.r.o.
, Karadzi¢ova 12, 821 08 Bratislava,
Slovenské republika

IN§;1"}TUQII/HLAVNEMU
SKUSAJUCEMU na adresu:

16.2

17.

18.

19.

COMPANY if any conflict of interest
arises during the performance of this
Agreement.

INSTITUTION and PRINCIPAL
INVESTIGATOR agree to provide all
information to COMPANY necessary to
comply with any disclosure requirements
mandated by any competent health
authority (including, if applicable, the US
FDA), relevant trade association or
similar body, or other applicable national
or local laws.

PUBLICITY - USE OF NAME

None of the parties shall use the name of
any other party for promotional purposes
without prior written consent of the party
whose name is proposed to be used, nor
shall either party disclose the existence or
substance of this Agreement except as
required by law.

CONTROLLING
JURISDICTION

This Agreement shall be governed by and
shall be construed in accordance with the
laws of Slovakia without regard to any
conflict of law’s provisions. In line with
the Civil procedural code, Slovak’s court
jurisdiction has been agreed for the
resolution of all disputes or controversies
between the parties hereto that the parties
are unable to settle amicably.

LAW AND

NOTICE

Any notices given hereunder shall be sent
by (i) mail, return receipt requested, (ii)
courier service, or (iii) personally
delivered as follows:

TO COMPANY:

Mgr. Akos Nagy, Johnson & Johnson,
s.r.0. , Karadzi¢ova 12, 821 08 Bratislava,
Slovak republic

TO INSTITUTION/PRINCIPAL
INVESTIGATOR:
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20.

21.

22.

23.

doc. MUDr. Pavol Dubinsky, PhD.,
Oddelenie radiaénej onkologie, VOU, as.,
Rastislavova 43, 041 91 Kosice, Slovenska
republika

POSTUPENIE

SPOLOCNOST je opravnena postipit
prava vyplyvajice z tejto Zmluvy na
pridruZent spolo&nost SPOLOCNOSTI po
predchadzajicom pisomnom oznameni
INSTITUCH a HLAVNEMU
SKUSAJUCEMU. Vo vietkych ostatnych
pripadoch nesmie Ziadna zo zmluvnych
stran postipit’ svoje prava alebo povinnosti
vyplyvajice z tejto Zmluvy na int stranu
bez predchadzajiiceho pisomného suhlasu
druhej zmluvnej strany. S vyhradou vyssie
uvedeného je tato Zmluva pre prisluiné
zmluvné strany a ich nastupcov
a postupnikov zavézna v plnom rozsahu.

PRETRVANIE V PLATNOSTI

Ustanovenia ¢lankov 1, 2, 3, 5, 8,9, 10, 13,
16,17, 18, 19,20 a 21 zostavaju v platnosti
aj po ukonceni tejto Zmluvy.

JAZYK ZMLUVY

Této Zmluva bola vyhotovena
v slovenskom a anglickom jazyku. V
pripade akychkol'vek nezrovnalosti medzi
jazykovymi verziami je rozhodujica
slovenska jazykova verzia.

ZMENY ZMLUVY

Tato Zmluvu vratane jej priloh nemozno
menit, doplfiat’ ani upravovat inak ako
pisomnym dodatkom podpisanym vSetkymi
zmluvnymi stranami.

ZVYSOK STRANY PONECHANY UMYSELNE
PRAZDNY

20.

22,

23.

doc. MUDr. Pavol Dubinsky, PhD.,
Department of radiation oncology, vOoU,
a.s., Rastislavova 43, 041 91 Kosice,
Slovak republic

ASSIGNMENT
COMPANY shall have the right to assign
this Agreement to an affiliate of

COMPANY upon prior written notice to
INSTITUTION and PRINCIPAL
INVESTIGATOR. In all other instances,
neither party shall assign its rights or
duties under this Agreement to another
without prior written consent of the other
party. Subject to the foregoing, this
Agreement shall bind and inure to the
benefit of the respective parties and their
successors and assigns.

SURVIVAL

The provisions of Sections 1, 2,3, 5, 8, 9,
10, 13, 16, 17, 18, 19, 20 and 21 shall
survive termination of this Agreement.

LANGUAGE

This Contract has been executed in
English and Slovak language. In the event
of any discrepancies between
the language versions, the Slovak version
shall prevail.

AGREEMENT MODIFICATIONS

This Agreement, including the Exhibits,
may not be altered, amended or modified
except by written document signed by all
parties.

THE REST OF THE PAGE LEFT
INTENTIONALLY BLANK
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PODPISOVA STRANA / SIGNATURE PAGE

NA DOKAZ COHO zmluvné strany zabezpetili, IN WITNESS WHEREOF, the parties hereto
aby tuto Zmluvu podpisali ich riadne have caused this Agreement to be executed by
splnomocneni zastupcovia v deit uvedeny v their duly authorized representatives as of the
zéhlavi tejto Zmluvy. date first above written.

SPOLOCNOST / COMPANY

Podpis / By: Julia, Dvorszki
Meno / Name: Johnson & Johnson, s.r.o.
Funkcia / Title: Konatel spolo¢nosti / Managing Director

Datum / Date: 12.7 2027

INSTITUCIA / INSTITUTION

Podﬁ"m’/ By: MUDr. Tomés Sieber, MPI

ing. Eva Mila
e \TY r P o ekonomicka riaditelka
Meno / Nmr:e. .Vychodosloven§ky opkgloglcky UstaV, a.5. | ioredseda predstavensiva
“Funkcia / Title: Generalny riaditel' / CEO Vychodoslovensky onkologlcky Ustav. & =
Datum / Date: Rastislavova 43, 041 91 Kodirc

03 AUG. 2022

HLAVNY SKUSAJUCI / PRINCIPAL INVESTIGATOR

Podpis / By: doc. MUDr. Pavol Dfibinsky, PhD.
Meno / Name: Vychodoslovensky onkologicky tistav, a.s.
Funkeia / Title: HLAVNY SKUSAJUCI / PRINCIPAL INVESTIGATOR
Datum / Date:

J9  F 2022
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