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ZMLUVA O KLINICKOM SKUSANI
2024CL0O0015

uzatvorena podla § 269 ods. 2 a nasl. zakona ¢€.
513/1991 Zh. Obchodny zdkonnik v platnom
zneni (dalej len ,Obchodny zdkonnik”)

(dalej len ,Zmluva*)

Medzi

F. Hoffman-La Roche Ltd.
so sidlom: Grevnzacherstrasse 124,
4070 Bazilej, Svajciarsko

Splnomocneny zastupca zadavatela:
Roche Slovensko, s.r.o.

so sidlom: Pribinova 7828/19, 811 09
Bratislava — Staré Mesto

ICO: 35 887 117

DIC: 2021832087

zapisana: v Obchodnom registri vedenom
Mestskym sudom Bratislava Ill, oddiel: Sro,
vloZzka ¢.: 31845/B

konajuca prostrednictvom: Mgr. Martin Fucik,
prokurista a MUDr. Jan Malo, prokurista

(dalej len “Zadavatel™)
a

FNsP J. A. Reimana PreSov

Oddelenie klinickej onkologie

so sidlom: Jana Hollého 5898/14

081 81, PresSov

ICO: 00610577

DIC: 2021281559

zriadeny / zapisany: Zriadena zriadovacou
listinou MZ SR, zo dria 14.6.1991, &. 1970/1991—
A/XI-1

konajuci prostrednictvom: MUDr. Juraj Smatana,
MBA, MPH

(dalej len “Centrum” alebo ,Zdravotnicke
zariadenie")
a

MUDr. Jaroslava LeSkova PhD.

I

I '
(dalej len “Hlavny skuSajaci”)

(Centrum a Hlavny skudSajuci spolu dalej len
“Zmluvni partneri®, Zadavatel s Centrom

a Hlavnym skusajucim spolu dalej len ,Zmluvné
strany®)

Zmluva o klinickom skusani, trojstranna (25082023)
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CLINICAL TRIAL AGREEMENT
2024CLO0015

concluded pursuant to Section 269 (2) of Act no.
513/1991 of Coll., the Commercial Code, as
amended (hereinafter referred to as the
“Commercial Code”)
(hereinafter referred to as the “Agreement”)

By and between

F. Hoffman-La Roche Ltd.
registered office: Grenzacherstrasse 124,
4070 Basel, Switzerland

Sponsor’s authorized representative:

Roche Slovensko, s.r.o.

registered office: Pribinova 7828/19 19, 811 09
Bratislava — Staré Mesto

ID No.: 35887 117

VAT No.: 2021832087

registered with the Commercial Register
maintained by the City Court Bratislava lll,
Section: Sro, File No.: 31845/B

Represented by: Mgr. Martin Fucik, Proxy holder
and MUDr. Jan Malo, Proxy holder

(hereinafter referred to as the “Sponsor”)
and

FNsP J. A. Reimana PreSov

Oddelenie klinickej onkologie

registered office: Jana Hollého 5898/14

081 81, PreSov

ID No.: 00610577

VAT No.: 2021281559

established / registered by the decision of the
Ministry of health of Slovak republic dated
14.6.1991, €. 1970/1991— A/XI-1

represented by: MUDr. Juraj Smatana, MBA, MPH

(hereinafter referred to as the “Center” or
“Institution”)

and

MUDr. Jaroslava LeSkova PhD.

I

.

(hereinafter referred to as the “Principal
Investigator”)

(the Center and the Principal Investigator
hereinafter collectively referred to as the

“Contracting Partners”, the Sponsor with the
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Preambula

VZHLADOM K TOMU, ZE Zadavatel poZiadal
Zmluvnych partnerov, aby vykonali klinické
skdSanie so skdSanym humannym produktom /
liekom atezolizumab a/alebo tiragolumab (dalej
len ~SkuSany liek") S nazvom
RANDOMIZOVANE, DVOJITO ZASLEPENE
SKUSANIE Ill. FAZY S TIRAGOLUMABOM
PLUS ATEZOLIZUMABOM V POROVNANI S
PLACEBOM PLUS ATEZOLIZUMABOM
PACIENTOV S KOMPLETNE RESEKOVANYM
PD-L1 POZITIVNYM NEMALOBUNKOVYM
KARCINOMOM PLUC V STADIU 1B, IIIA
ALEBO VO VYBRANYCH PRIPADOCH lIIB,
KTORI UZIVALI ADJUVANTNU
CHEMOTERAPIU NA BAZE PLATINY (dalej len
JKlinické skasanie* alebo ,Stadia“), ktoré je
blizSie popisané v protokole ¢. GO45006, ktory
bude  Zmluvnym partnerom odovzdany
Zadavatelom a ktory moOze byt Zadavatelom
jednostranne doplfiovany (dalej len ,Protokol®).

VZHCADOM K TOMU, ZE Zmluvni partneri
disponuju znalostami, skusenostami a zdrojmi
potrebnymi na vykonanie Klinického skuSania
podla ich najlepSieho vedomia maju pristup k
pozadovanému poctu subjektov skiSania podla
kritérii pre zaradenie alebo vyradenie tak, ako sU
vymedzené v Protokole, a su ochotni Klinické
skuSanie vykonat.

Clanok 1

Predmet Zmluvy
1.1  Predmetom tejto Zmluvy je vykonanie
Klinického skiSania v Centre a rozdelenie
povinnosti  savisiacich s Klinickym
skuSanim medzi Zadavatefa a Zmluvnych
partnerov. Predmetom tejto Zmluvy su
zavazky Zmluvnych partnerov tykajlce sa
vykonania  Klinického skdSania za
podmienok dohodnutych v tejto Zmluve a
zavazok Zadavatela k uhrade odmeny za
spravne vykonanie Klinického skuSania.
Akékolvek odchylky od Protokolu a
dodatky k Protokolu, vratane, avSak nielen
akéhokolvek vySetrovania alebo sku3ania
doplfiujucich klinickych ¢&i laboratérnych
parametrov, vyzaduju predchadzajuci
pisomny suhlas Zadavatela.
1.2  Kilinické sku$anie liekov sa vykonava podfa
§ 29 az 44 zakona ¢. 362/2011 Z. z.
o liekoch a zdravotnickych pomdckach a o
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Centre and the Principal Investigator hereinafter
collectively referred to as the “Contracting Party”)

Preamble

WHEREAS, the Sponsor asked the Contracting
Partners to conduct a clinical trial involving the
study product / drug atezolizumab and/or
tiragolumab (hereinafter referred to as the
“Investigational medicinal product”) titled A
PHASE 1ll, RANDOMIZED, DOUBLE-BLIND
STUDY OF TIRAGOLUMAB PLUS
ATEZOLIZUMAB COMPARED WITH PLACEBO
PLUS ATEZOLIZUMAB IN PARTICIPANTS WITH
COMPLETELY RESECTED STAGE l1IB, IlIA, OR
SELECT 1B, PD-L1 POSITIVE, NON SMALL
CELL LUNG CANCER WHO HAVE RECEIVED
ADJUVANT PLATINUM BASED
CHEMOTHERAPY (hereinafter referred to as the
“Clinical Trial”) as described in more detail in
protocol number GO45006 which will be provided
to the Contracting Partners by the Sponsor and
which may be unilaterally updated by the Sponsor
(hereinafter referred to as the “Protocol”).

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

Article 1

Subject of the Agreement
1.1 The subject of the Agreement is the
performance of the Clinical Trial at the Center
and the division of Clinical Trial-related
obligations among the Sponsor and the
Contracting Partners. The subject of the
Agreement are covenants of the Contracting
Partners to conduct the Clinical Trial under
the terms and conditions agreed herein and
the covenant of the Sponsor to pay
remuneration for a duly conducted Clinical
Trial. Any deviations from the Protocol or
amendments of the Protocol, including
without limitation, any investigation or
evaluation of additional clinical or laboratory
parameters, require the prior written approval
of the Sponsor.
1.2 The Clinical Trial is performed pursuant to
Sections 29 to 44 of No. 362/2011 Coll.,, on
pharmaceuticals and medical devices and on
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21

2.2

2.3

zmene a doplneni niektorych zakonov
(dalej len ,zadkon o liekoch™).

Clanok 2
Povinnosti Zmluvnych partnerov

Zmluvni partneri sa zavazuju vykonat a
zdokumentovat’ Klinické  skuSanie
hospodarne a s nalezitou odbornou
starostlivostou v prisnom sulade s (a)
Protokolom; a (b) podmienkami tejto
Zmluvy; a (c) etickymi zasadami Helsinskej
deklaracie; a (d) Harmonizovanym
trojstrannym usmernenim ICH pre spravnu
klinick prax vratane jeho naslednych
zmien a vSeobecne akceptovanymi
normami spravnej klinickej praxe; a (e)
vSetkymi prisluSnymi pravnymi predpismi,
vratane predpisov o ochrane osobnych
Gdajov; a (f) vSetkymi prikazmi a
smernicami prisluSnych organov verejnej
moci a spravy, zdravotnych poistovni a
etickych komisii, ak také existuju; a (g)
inStrukciou Zadavatela nazvanej ,Prirucka
pre skuSajuceho” (Investigator's Brochure)
obsahujucej vsetky v sucasnej dobe
zndme informacie o SkdSanom lieku
pouzitom v Stadii a jeho vlastnostiach.
Prirucku Zadavatel odovzdal Hlavnému
skuSajucemu a/alebo jemu delegovanému
Clenovi &tudijného timu a bude ju
aktualizovat v periodicite vyZadujucej
stavom Stadie alebo stanovej pravnymi
predpismi. Priru¢ka bude pripojend k
dokumentacii Studie; a (h) so vdeobecnymi
podmienkami Zadavatela (pokial ich
Zadavatel vydal a poskytol Centru) o
vykonavani klinickych skdsani, s vynimkou
tych podmienok, ktoré su modifikované
touto Zmluvou. Centrum sa zavazuje
poskytnut’ primerané zdroje a vybavenie
na vykonavanie Klinického skusania.

Klinické  skuSanie bude v Centre
vykondvané pod dohfadom Hlavného
skuSajuceho, ktory je zodpovedny za jeho
riadny priebeh. Hlavny skudSajaci je
zodpovednym vedicim skupiny
skdSajucich v pripade, ze Klinicke
skuSanie je v Centre vykonavané viac ako
jednym  skuSajucim (dalej len
"SkasSajuci”). Hlavny skdSajaci  je
zodpovedny za celkovy dobry zdravotny
stav subjektov skusania zucastriujucich sa
Klinického skusania z hladiska
poskytovania zdravotnej starostlivosti na
primeranej odbornej Urovni.

Hlavny skuSajuci suCasne bude sluZit pre
Zadavatela ako kontaktna osoba v Centre
vo vztahu ku Klinickému skuSaniu, pokial
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amendments to certain acts (hereinafter the
“Pharmaceuticals Act”).

Article 2
Obligations of the Contracting Partners

The Contracting Partners shall conduct and
document the Clinical Trial in a diligent and
efficient manner in strict compliance with (a)
the Protocol; and (b) the terms and
conditions of this Agreement; and (c) the
ethical principles of the Declaration of
Helsinki; and (d) the ICH Harmonised
Tripartite Guideline for Good Clinical Practice
as amended from time to time as well as
generally accepted standards of Good
Clinical Practice; and (e) all applicable legal
regulations, including data protection laws;
and (f) all orders and directives of competent
public administration authorities, health
insurance companies and ethics committees,
if any; and (g) an instruction issued by
Sponsor entitled “Investigator’'s Brochure”,
which  contains all currently known
information on Investigational medicinal
product and on its properties. The Sponsor
provided the Principal Investigator or
adequately delegated Clinical Trial Team
Member with the Brochure and shall
periodically update the Brochure as required
by the status of the Clinical Trial or set out in
the legal regulations. The Brochure will be
appended to the Clinical Trial documents;
and (h) general terms and conditions of
Sponsor (provided that Sponsor has issued
them and submitted them to the Centre) on
the conduct of clinical studies, except for the
conditions modified by this Agreement. The
Center shall provide adequate resources and
facilities for the performance of the Clinical
Trial.

The Clinical Trial at the Center shall be
conducted under the supervision of the
Principal Investigator who shall be
responsible for due course of the Clinical
Trial. The Principal Investigator is the
responsible head of the group of
investigators in case the Clinical Trial is
conducted at the Center by several
investigators (hereinafter referred to as
“Investigators”). The Principal Investigator
is responsible for the well-being of the trial
subjects participating in the Clinical Trial in
terms of professional medical services
provided.

The Principal Investigator may also serve as

the contact person for Sponsor with regard to
the Clinical Trial at the Center, unless this
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2.4

2.5

nie je nizSie v tejto Zmluve stanovené inak.
Hlavny skuSajaci nevykonava  Klinické
skuSanie v ramci svojho pracovného
pomeru k Centru.

Centrum sa zavazuje umoznit a Hlavny
skuSajuci sa zavazuje zabezpecit, aby
SkuSajuci a ostatné osoby zahrnuté do
vykonavania Klinického skuSania (dalej
len "Clenovia $tudijného timu") konali v
stulade s podmienkami tejto Zmluvy.
Centrum sa prostrednictvom Hlavného
skusajuceho zavazuje zabezpedit, zZe
povodni aj novi Clenovia $tudijného timu
su riadne preskoleni, kvalifikovani a
vzdelani, obzvlast, Ze sa zuc€astriuju
vSetkych Skoliacich stretnuti o Klinickom
skuSani, vratane 3Skoleni na spravnu
klinicka prax vyZzadovanych a
zabezpeCovanych Zadavatelom, ak sa
také organizuju. Clenovia $tudijného timu
vSak nemusia Skolenie na spravnu klinicku
prax absolvovat, ak sa preukazu
certifikatom z absolvovaného Skolenia
spravnej klinickej praxe nie stars§im ako 3
roky odo diia zaCatia Klinického skusania.
Zadavatel ma pravo odmietnut
konkrétnych Clenov $tudijného timu, ak sa
Zadavatel domnieva, Ze nie su prislusne
vzdelani a / alebo kvalifikovani. Clenovia
Studijného timu a Hlavny skdSajici sa budu
zUcCastrovat Skoleni, ktoré v suvislosti s
Klinickym skdSanim pre tieto osoby
Zadavatel zorganizuje a Centrum je
povinné takuto ucast umoznit, ak takato
uCast negativne neovplyvni plnenie
pracovnych povinnosti Clenov $tudijného
teamu voCi Centru. Zadavatel nahradi
primerané cestovné a ubytovacie naklady
suvisiace so vzdelavanim podfa tohto
¢lanku, ak to bude potrebné, avSak za
ucast na tomto vzdelavani nenalezi
ucastnikom ani nikomu inému Ziadna
odmena. Hlavny skuSajuci sa zavazuje
informovat Zadavatela bez zbyto¢ného
odkladu o akychkolvek  zmenach
v zostave Studijného timu. V pripade
existencie takychto zmien sa Zmluvné
strany dohodli, Ze nie je nevyhnutné
uzatvarat dodatok k tejto Zmluve.

Centrum sa zavazuje umoznit Hlavnému
sku$ajucemu, Skusajucim a Clenom
Studijného timu, zucasthiovat sa podfa
potreby stretnutia skasajucich a
telekonferencii uskuto¢novanych v
priebehu Klinického skiSania v rozsahu
pozadovanom Zadavatefom, ak takato
ucast negativne neovplyvni plnenie
pracovnych povinnosti Clenov $tudijného
teamu vodi Centru.

Zmluva o klinickom skusani, trojstranna (25082023)
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Agreement specifies otherwise. The Principal
Investigator shall conduct the Clinical Trial as
part of his or her employment at the Center.

2.4 The Center shall allow and the Principal
Investigator shall ensure that the
Investigators and other persons involved with
the Clinical Trial (hereinafter referred to as
“Clinical Trial Team Members”) comply with
the terms and conditions of this Agreement.
The Center shall ensure through the Principal
Investigator that original and new Clinical
Trial Team Members are appropriately
trained, qualified and educated, in particular
that they participate in all training sessions
regarding the Clinical Trial, including any
good clinical practice training required and
organized by the Sponsor if applicable.
However, the Clinical Trial Team Members
do not have to complete good clinical
practice training if they can prove themselves
with a certificate of completed good clinical
practice training no older than 3 years from
the date of the start of the Clinical Trial. The
Sponsor shall have the right to reject specific
Clinical Trial Team Members, if the Sponsor
deems them not appropriately educated
and/or qualified. Clinical Trial Team
Members are employees of the Center and
they are listed in the Appendix 4 hereto. The
Clinical Trial Team Members and the
Principal Investigator shall attend trainings
organized for them by the Sponsor in
connection with the Clinical Trial, and the
Center shall allow such persons to attend, if
this activity would not negatively impact
his/her regular work duties. The Sponsor
shall reimburse reasonable travel and
accommodation costs, if applicable related to
the trainings under this article, but no
remuneration shall be provided to
participants or any other persons for
attending such trainings. The Principal
Investigator undertakes to inform the
Sponsor about any changes in the
composition of the study team without undue
delay. In the event of such changes, the
Parties agree that it is not necessary to
conclude an amendment to this Agreement.

2.5 The Center shall make it possible for the
Principal Investigator, Investigators and
Clinical Trial Team Members, as required, to
participate in Investigators’ meetings and
teleconferences held in the course of the
Clinical Trial to the extent requested by the
Sponsor, if such activity would not negatively
impact his/her regular work duties.

2.6 The Center is obliged to fulfill this Agreement
personally and with a prior written consent of
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2.6

26.1

2.6.2

2.7

27.1

2.7.2

Centrum je povinné plnit tato Zmluvu
osobne a s predchadzajicim pisomnym
suhlasom Zadavatela, ktory moze byt
udeleny aj v tejto Zmluve, tak mbze urobit
aj prostrednictvom tretich oséb; avsak aj v
pripade plnenia tejto Zmluvy
prostrednictvom tretich oséb zodpoveda
Centrum, ako keby tato Zmluvu pinilo
samo. Udelenie takéhoto suhlasu je na
vyluénom rozhodnuti Zadavatela. V
pripade udelenia takéhoto suhlasu zo
strany Zadavatela

Centrum je povinné zabezpecit u subjektu,
na ktorého svoju povinnost prenasa,
dodrziavanie podmienok, (a) ktoré su
vzhfadom Kk charakteru poZadovanej
sluzby relevantné a podobné podmienkam
tejto Zmluvy vratane, avSak nielen, leh6t
na plnenie povinnosti, (b) na zéaklade
ktorych tretia strana postupi vSetky prava k
vysledkom svojej &innosti / Studie na
Centrum alebo Zadavatefa a (c) podla
ktorych tretia strana umozni Zadavatelovi
alebo tretim stranam Zmluvne opravnenym
Zadavatelom a prislusnym regulacnym
Uradom vykonanie auditov a inSpekcii u
takejto tretej strany, ¢&o sucasne
neznamena  obmedzenie povinnosti
Centra vo vztahu k auditom a inSpekcie; a

Centrum bude niest zodpovednost za
riadne plnenie vSetkych povinnosti, ktoré
budi  predmetom subdodavatelskych
zmlQv.

Zmluvni partneri sa zavazuju vynalozit
vSetko Usilie na zaradenie 3 subjektov
skuSania ro¢ne do Klinického skdSania v
sulade s poziadavkami na zaradovanie a
lehotami ustanovenymi v Protokole (dalej
len ,subjekty skuSania“). Su¢asné lehoty
vztahujuce sa k vykonavaniu Klinického
skdSania su nasledovné:

Predpokladany zac&iatok naboru subjektov
skuSania je april 2024 a predpokladané
ukoncenie naboru je januar 2029. Nabor
subjektov  skdSania sa vzdy riadi
aktualnymi podmienkami Protokolu.

Hlavny skaSajici a Centrum suhlasia, ze
Zadavatel moZze jednostranne kedykolvek
zmenit’ poCet subjektov skuSania, ktorych
Hlavny ski$ajici do Studie méze zaradit
al/alebo ¢asovy harmonogram naboru, a to
prostrednictvom  vydania  prisluSného
pokynu ku Klinickému skdSaniu. Takyto
pokyn sa nebude vztahovat na uz
zaradené subjekty skiSania.
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Zmluva o klinickom skaSani 2024CLO0015

the Sponsor, which may also be granted in
this Agreement, it may also do so through
third parties; however, even in the case of the
fulfilment of this Agreement through third
parties, the Center is responsible as if it had
fulfilled this Agreement itself. Granting of such
consent shall be within the Sponsor's sole
discretion. In the case that such Sponsor's
consent is granted,

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

be responsible for due performance of all
subcontracted duties.

The Contracting Partners agree to make
maximum efforts to enroll 3 trial subjects
annually in the Clinical Trial in accordance
with the inclusion requirements and timelines
set forth in the Protocol (hereinafter referred
to as “trial subjects”). The current timelines
for conducting the Clinical Trial are as
follows:

Recruitment of trial subjects is expected to
begin in April 2024 and to be completed
by January 2029. Recruitment of trial
subjects is always governed by current terms
and conditions of the Protocol.

The Principal Investigator and Center agree
that the Sponsor may unilaterally change the
number of trial subjects that the Principal
Investigator shall include in the Clinical Trial
and/or the recruitment timeframe by issuing
a relevant instruction for the Clinical Trial.
Such an instruction shall not concern the
already included trial subjects.
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2.8

2.9

Hlavny skdSajuci sa zavazuje do
Klinického skuSania zaradit iba riadne
spOsobilé subjekty skudSania v sulade s
Protokolom a ozndmit’ zaradenie subjektu
skuSania do Klinického skusania s
uvedenim C&isla rozhodnutia o Klinickom
skiSani a datumu zaradenia subjektu
skuSania do Klinického skdSania
zdravotnej poistovni vykonavajuce;j
verejné zdravotné poistenie subjektu
skuSania bezodkladne po zaradeni
subjektu skuSania do Klinického skdSania
v sllade s ustanovenim 8§ 44 pism. o)
zakona o liekoch. Hlavny skuSajdci sa
zavazuje Zadavatelovi nahlasovat vSetky
pripady nedodrziavania Protokolu a inych
platnych pravnych predpisov, najma
zavazné poruSenia, a umoznit tak
Zadavatelovi  splnit  poziadavky na
urychlené hlasenie, pokial sa také
vyZaduje. Zavazné poruSenie znamena
akukolvek odchylku od schvélenej verzie
Protokolu alebo prislusnych zakonov,
ktord mdze vo vyznamnej miere ovplyvnit
bezpe€nost, prava ucastnikov skuSania
alalebo spolahlivost a robustnost’ idajov v
Klinickom skusani.

Zmluvni partneri sa zavazuju zabezpecit,
Ze Klinické skuSanie bude vykonavané v
sulade s povolenim alebo suhlasom k
ohlaseniu vydanym Statnym Gstavom pre
kontrolu lie¢iv (dalej aj ako ,SUKL®) a
stuhlasmi prisluSnych etickych komisii.
Zmluvni partneri sa zavézuju poskytnat
Zadavatelovi su€innost pri  priprave
dokumentov tykajucich sa Klinického
skuSania a odovzdat Zadavatelovi alebo
tretej strane urCenej Zadavatelom
bezodkladne vSetky vyhlasenia potrebné
na povolenie Klinického skudsSania
regulaénymi organmi a / alebo etickymi
komisiami, vratane avSak nielen (i)
Vyhlasenie o finanénych zaujmoch, (ii) CV
a (iii) potvrdenie o zodpovedajucom
vybaveni miesta skGSania. Zmluvni
partneri sa zavazuju zabezpeclit, Ze
poskytnuté  dokumenty tykajlce sa
Klinického skdSania su Gplné a spravne.
Napriklad, Vyhlasenie o finanénych
zaujmoch musi obsahovat vSetky finanéné
vztahy medzi Hlavnym skudsajucim a
ktorymkolvek Clenom $tudijného timu, a
ich finanéné zaujmy, na jednej strane a

Zadavatelom alebo ktoroukolvek
spolo€nostou prepojenou SO
Zadavatelom, na strane druhej, vratane -
avSak nielen - odmeny alebo iného

finanéného prospechu prijatého kazdym z
nich od Zadavatela alebo ktorejkolvek zo
spolo¢nosti prepojenych so Zadavatefom
za konzultaéné cinnosti alebo iné sluzby
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The Principal Investigator agrees to include
in the Clinical Trial only such trial subjects
that are duly suitable for the Clinical Trial in
compliance with the Protocol and announce
the inclusion of the trial subject to the Clinical
Trial specifying the decision number of the
Clinical Trial and the date of inclusion of the
trial subject in the Clinical Trial to the health
insurance company conducting the Public
Health Insurance of trial subject immediately
after inclusion of the trial subject to Clinical
Trial in accordance with the provisions of
Section 44 (o) of the Pharmaceuticals Act.
The Principal Investigator undertakes to
report to the Sponsor all non-compliance with
the Protocol and other applicable regulations
and laws, e.g. serious breach, enabling the
Sponsor to meet requirements for the
expedited reporting when and where
required. Serious breach means any
deviation of the approved Protocol version or
the clinical trial regulation that is likely to
affect the safety, rights of trial participants
and/or data reliability and robustness to a
significant degree in a Clinical Trial.

The Contracting Partners agree to ensure
that the Clinical Trial shall be conducted in
compliance with the approval or consent with
notification issued by the State Institute for
Drug Control (hereinafter referred to as
“SIDC”) and approvals of the competent
ethics committees. The Contracting Partners
agree to cooperate with the Sponsor in
preparing documents concerning the Clinical
Trial and to immediately provide the Sponsor
or a third party specified by the Sponsor with
all declarations necessary for the approval of
the Clinical Trial by regulatory authorities
and/or ethics committees, including without
limitation, if applicable, (i) Financial Interest
Declarations, (ii) CVs and (iii) confirmation of
adequate trial site facilities. The Contracting
Partners shall ensure that the provided
Clinical Trial documents are complete and
correct. For example, the Financial Interest
Declarations shall contain all financial
relations between, and financial interests of,
the Principal Investigator and any Clinical
Trial Team Member, on one hand, and the
Sponsor or any of the Sponsor’s affiliates, on
the other hand, including - but not limited to -
remuneration or other financial benefits
received by each of them from the Sponsor
or any of the Sponsor's affiliates for
consultations or other services not covered in
this Agreement. The Financial Interest
Declarations should be submitted in the
course of the Clinical Trial, upon a change in
the Clinical Trial and one year after
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2.10

2.11

nepokryté touto Zmluvou. Potvrdenia o
finan€nych  zdujmoch by mali byt

predlozené v priebehu Klinického
skdSania, pri jeho zmene a jeden rok po
skonceni Klinického skusania.

"Prepojenou osobou" je akakolvek
pravnicka osoba alebo spolo¢nost, ktora
(a) je ovladanou osobou v zmysle § 66a
ods. 1 Obchodného zakonnika, (b) je
ovladajucou osobou v zmysle § 66a ods. 2
Obchodného zakonnika, (c) je osobou
ovladanou tou istou ovladajucou osobou,
(d) je ¢lenom tej istej skupiny, alebo (e)
ktora priamo alebo nepriamo,
prostrednictvom jedného alebo viacerych
sprostredkovatelov , vykonava kontrolu, je
kontrolovana alebo je pod spoloénou
kontrolou so Zmluvnou stranou.

Hlavny skiSajaci sa zavazuje vsetky
subjekty skdSania spbsobom
zodpovedajucim spravnej klinickej praxe
informovat o  ciefoch, metddach,
predpokladanych prinosoch a
potencialnych rizikach Klinického skuSania
a o okolnostiach, za ktorych by ich osobné
udaje mohli byt spristupnené
Zadavatelovi, jeho Prepojenym osobam,
prislusnym organom, tretim stranam, ktoré
poskytuju sluzby Zadavatelovi a / alebo
etickym komisiam. Hlavny skuSajuci sa
zavazuje zabezpecit, Ze subjekty skusania
sa zucastnia  Klinického skuSania az
potom, ¢o podpiSu pisomny informovany
suhlas s ich u¢astou na Klinickom skusani
v stlade s ustanovenim § 29 ods. 13 a 14
zakona o liekoch, ktorého vzorové znenie
je sucastou dokumentacie odovzdanej
Zadavatelom Zdravotnickemu zariadeniu
na ucely plnenia tejto Zmluvy (dalej len
.Informovany sahlas"). Hlavny skusajuci
uchova original takého sudhlasu v
zdravotnej dokumentacii subjektu
skiSania. Ak subjekt skdSania svoj suhlas
v priebehu Klinického skuSania odvola,
Zmluvni partneri nesmu vo vztahu k
tomuto subjektu vykonat Ziadne dalSie
postupy v ramci Klinického skuSania
okrem pripadnych opatreni tykajicich sa
dalSieho sledovania predpisanych
Protokolom, s ktorymi subjekt skuSania
suhlasil. Nasledna lieCba subjektu, ktora
nestvisi s Klinickym skdSanim, je
vyhradnou lekarsku zodpovednostou a
pravnou zodpovednostou Zmluvnych
partnerov.

Zmluvni partneri sa prostrednictvom
Hlavného skuSajuceho zavazuju
zabezpelit, Ze subjektom skuSania
zaradenym do Klinického skuSania sa v
Centre nebudu podavat iné neregistrované
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completion of the Clinical Trial. “Affiliate”
shall mean any legal entity or company,
which (a) is a controlled person pursuant to
Section 66a para. 1 of Commercial Code, (b)
is a controlling person pursuant to Section
66a, para. 2 of Commercial Code, (c) is a
person controlled by the same controlling
person, (d) is a member of the same group,
or (e) which directly or indirectly, through one
or more intermediaries, controls, is controlled
by or is under joint control with a Contracting
Party.

The Principal Investigator agrees to
appropriately and in GCP compliant way
inform all trial subjects of the aims, methods,
expected benefits and potential risks of the
Clinical Trial and the circumstances under
which their personal data might be disclosed
to the Sponsor, its Affiliates, competent
authorities, third parties providing services
for the Sponsor and/or ethics committees.
The Principal Investigator agrees to ensure
that the trial subjects shall not participate in
the Clinical Trial until after they sign their
informed consent with their participation in
the Clinical Trial pursuant to Section 29 (13)
and (14) of the Pharmaceuticals Act, the ICF
template is part of the documentation handed
over by the Sponsor to Centre for the
purpose of fulfiling this Agreement
(hereinafter referred to as “ICF"). The
Principal Investigator shall keep the original
of such ICF in the trial subjects’ medical
records. If such ICF is revoked in the course
of the Clinical Trial, no further Clinical Trial-
related procedures may be performed by the
Contracting Partners with regard to the
respective trial subject, except for any
Clinical Trial-related follow-up monitoring laid
down in the Protocol and consented to by the
trial subject. Subsequent treatment of the trial
subject, which is not related to the Clinical
Trial, lies in the sole medical responsibility
and legal liability of the Contracting Partners.

The Contracting Partners shall ensure that
the trial subjects included in the Clinical Trial
do not receive other unregistered medicinal
products according to Section 46 of
Pharmaceuticals Act and within the meaning
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2.12

2.13

lieky podfa § 46 z&kona o liekoch a v
zmysle Vyhlasky Ministerstva
zdravotnictva SR &. 507/2005 Z.z., ktorou
sa upravuju podrobnosti o povolovani
terapeutického pouZzitia hromadne
vyrdbanych liekov, ktoré nepodliehaju
registracii, a podrobnosti o ich dhrade na
zaklade verejného zdravotného poistenia,
ani sa nebudd zu€astiiovat iného
klinického skiSania, pri ktorom by subjekty
skuSania dostavali v Slovenskej republike
neregistrovany liek v priebehu Klinického
skuSania bez predchadzajuceho
pisomného suhlasu Zadavatela.

Ak podas Klinického skuSania v Centre
dojde k posSkodeniu zdravia subjektu
skuSania, Zmluvni partneri sa
prostrednictvom Hlavného skuSajiceho
alebo nim delegovaného ¢lena timu
zavazuju informovat o kazdej takejto
udalosti Zadavatela (i) v pripade
zdvazného nezZiaduceho ucinku a/alebo
zavaznej neziaducej udalosti, a/alebo
neziaducej udalosti osobitného zaujmu,
al/alebo v pripadoch tehotenstva, ak také
existuju, najneskér do 24 hodin a (ii) v
pripade neziaduceho Ucinku alalebo
neziaducej udalosti bezodkladne v ramci
leh6t stanovenych v Protokole a inych
pokynoch danych Zadavatelom o hlaseni
udajov  tykajucich sa  bezpecnosti.
Sucastou takého hlasenia musi byt tiez
posudenie pricinnej suvislosti. O
akomkolvek inom poSkodeni zdravia
subjektu skuSania alebo akomkolvek
zavaznom poruSeni Protokolu alebo
pokynov spravnej klinickej praxe, musia
Zmluvni partneri prostrednictvom
Hlavného  skdSajuceho alebo  nim
delegovaného ¢&lena timu informovat
Zadavatela bez zbytocného odkladu.
Zmluvni partneri budu vzdy spolupracovat
so Zadavatelom pri jeho hlaseniach
vSetkych zavaznych neziaducich udalosti a
podozreni na neZiaduce Uucinky liekov
SUKL, etickej komisii, prisludnej zdravotnej
poistovni vykonavajucej verejné zdravotné
poistenie subjektu sk(Sania, pripadne
prislusnym organom ¢lenskych $tatov, na
ktorych Gzemi sa vykonava multicentrické
klinické skuSanie, a v pripade ak to
stanovuju pravne predpisy alebo o to
poziada Zadavatel, poskytnu prislusnym
organom aj pozadované informécie.
Zmluvni partneri su povinni poskytovat
Zadavatelovi  suCinnost s plnenim
povinnosti  tykajucich sa  hlaseni
neZiaducich ucinkov.

Zmluvni partneri sa prostrednictvom
Hlavného  skdSajuceho  alebo  nim

Zmluva o klinickom skusani, trojstranna (25082023)

G0O45006

2.12

2.13

Zmluva o klinickom skaSani 2024CLO0015

of Decree of Ministry of Health of the SR no.
507/2005 Coll.,, regulating details on
authorization of the therapeutic use of mass-
produced medicines which are not subject to
registration and details of their payment on
the basis of public health insurance, nor shall
they participate in any other clinical trial in
which the trial subjects would use medicinal
products not registered in the Slovak
Republic in the course of the Clinical Trial
without the prior written consent of the
Sponsor.

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

The Contracting Partners, via Principal
Investigator or via Clinical Trial Team
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2.14

2.15

2.16

delegovaného c¢lena timu zavazuji bez
zbyto&ného odkladu zodpovedat vSetky
otazky Zadavatela alebo oséb poverenych
Zadavatelom tykajuce sa dokumentacie
neziaducej udalosti. Toto zahfia najma
aktivne nasledné sledovanie a objasnenie
prislusnych nezrovnalosti v hlaseniach
neZiaducich udalosti, neZiaducich udalosti
osobitného zaujmu a udalosti tehotenstva.
Na ucel hldsenia neZiaducich udalosti,
neziaducich udalosti osobitného zaujmu a
udalosti tehotenstva su Zmluvni partneri
povinni pouZivat formulare poskytnuté
Zadavatelom, ak také existuju.

Pocas a po skonceni Klinického skuSania
sa zavazuju Zmluvni partneri predlozit
Zadavatelovi vSetky dokumenty prijaté od
Statnych organov, etickych komisii a/alebo
prislusnych regulaénych organov tykajuce
sa akychkolvek suhlasov alebo povoleni
alebo prislusnej komunikéacie o}
bezpe€nosti vo vztahu ku Klinickému
skUSaniu do 24 hodin od ich obdrzania.

Zmluvni partneri sa prostrednictvom
Hlavného  ski(Sajuceho alebo  nim
delegovaného ¢lena timu zavazuju

pouzivat Skusany liek vyluéne na ucely
vykonavania Klinického skiSania a iba
spbsobom Specifikovanym v Protokole.
Zmluvni partneri s zodpovedni za riadne
prijimanie, pouzivanie, nakladanie,
skladovanie a vedenie ddkladnej a presnej
evidencie zaobchadzania so SkuSanym
lieckom v priebehu Klinického skuSania v
sulade s poZiadavkami spravnej klinickej
praxe, spravnej lekarenskej praxe a
Protokolom. Naviac sa Zmluvni partneri
zavazuju vratit alebo zabezpedit riadnu
likvidaciu nepouzitého SkaSaného lieku,
ak si Zadavatel likvidaciu vyziadal (na
naklady Zadavatela), a tuto likvidaciu
riadne  zdokumentovat. V  pripade
nacatého a nespotrebovaného SkiSaného
lieku, ktorého forma podania je inflzia,
zaistia Zmluvni partneri likvidaciu ihned po
priprave ¢i Uprave SkuSaného lieku.

Centrum sa tymto zavazuje zabezpecdit
uskladnenie,  pripravu, kontrolu a
distribaciu  SkdSaného lieku v sulade s
ustanovenim Protokolu, ako aj v sulade so
vSeobecne zavaznymi pravnymi predpismi
a v sulade so vSetkymi ustanoveniami

pokynov pre Kklinické skuSanie liekov
Statneho Ustavu pre kontrolu liegiv.
Zmluvni  partneri  nebudd vyZadovat
zaplatenie SkuSaného lieku alebo

akejkolvek sluzby hradenej Zadavatefom
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2.16

Zmluva o klinickom skaSani 2024CLO0015

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

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

The Contracting Partners, via Principal
Investigator or via Clinical Trial Team
members delegated by Principal Investigator,
agree to use the Investigational medicinal
product  exclusively for the purposes of
conducting the Clinical Trial and only as
specified in the Protocol. The Contracting
Partners are responsible for the proper
receipt, use, handling, storage and keeping
detailed and accurate records of handling of
the Investigational medicinal product in the
course of the Clinical Trial pursuant to the
requirements of good clinical practice, good
pharmacy practice and Protocol. The
Contracting Partners agree to return any
unused Investigational medicinal productor
properly liquidate any unused Investigational
medicinal product, provided that the Sponsor
requested such liquidation (at the expense of
the Sponsor), and properly document such
liquidation. The Contracting Partners shall
immediately liquidate any unfinished or
unused Investigational medicinal product
administered by infusion immediately after its
preparation or modification.

The Center hereby agrees to ensure that the
Investigational medicinal product is stored,
prepared, inspected and distributed in
compliance with the Protocol, the applicable
law and all provisions of the instructions for
the clinical trials of drugs issued by the State
Institute for Drug Control. The Contracting
Partners shall not charge any trial subject or
third party, such as a health insurance
company, for the Investigational medicinal
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2.17

2.18

2.19

2.20

podla tejto Zmluvy od subjektu skuSania
alebo od tretej strany, ako je napriklad
zdravotna poistovna.

Centrum sa zavazuje menovat dostatocny
pocet zastupcov, ktori budld zodpovedni za
nakladanie so SkuSanym liekom a za
vedenie  suUvisiacich  zaznamov a
dokumentacie. Ihned po vymenovani tohto
zastupcu alebo  zastupcov, oznami
Centrum Zadavatelovi pisomne meno a
priezvisko poverenych o0séb spolu s
prislusnymi kontaktnymi informaciami.
Hlavny skdSajuci sa zavazuje podavat
SkaSany liek v sulade s Protokolom, a to v
davkovani potrebnom pre kazdu jednotlivi
navstevu subjektu skdsania.

Kedykolvek o to Zadavatel poZiada,
zavazuju sa Zmluvni partneri
prostrednictvom Hlavného skuSajuceho
alebo nim delegovaného ¢&lena timu alebo
nim delegovaného C¢&lena timu podat
hldsenie o postupe v Klinickom skusani v
Centre vratane udajov o =zaradovani
subjektov skusania.

Hlavny skudSajici je povinny zhromazdovat
udaje a vkladat ich do 5 pracovnych dni
od ich wvytvorenia do elektronickych
zaznamovych listov U€astnikov Klinického
skuSania (dalej aj ako “CRF”) v sulade s
néleZitostami stanovenymi v Protokole.
Hlavny skuSajluci sa zavézuje pravidelne
odovzdavat Zadavatelovi CRF a v3etku
dokumentéciu vyzadovanu Protokolom,
aby ich Zadavatel mohol priamo alebo
prostrednictvom iného subjektu priebezne
spracovavat. V pripade omeskania dlhSom
ako 10 pracovnych dni s vkladanim adajov
je Zadavatel opravneny, na zaklade
pisomného oznamenia doru¢eného
Hlavnému skiSajucemu, zastavit
zaradovanie subjektov skuSania Hlavnym
skdSajucim az do doby, kedy bude
vkladanie (dajov aktualizované. Pokial
bude mat toto za nasledok omeskanie v
zaradovani subjektov skusania,
Zadavatelovi prinalezZia prava stanovené v
. 124 tejto Zmluvy. V lehote 5
pracovnych dni po oSetreni posledného zo
subjektov skuSania musi byt dokonlené
vloZenie vSetkych zostavajlucich CRF,
suvisiacej dokumentacie a  takisto
nepouzité CRF v listinnej podobe, ak také
existuju, musia byt odovzdané
Zadavatelovi alebo na poZiadanie
Zadavatela zni€ené. Zmluvni partneri sa
zavazuju  poskytovat  sulinnost  pri
bezodkladnom objasfiovani akychkolvek
otazok tykajlcich sa udajov v CRF a
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product or for any services paid for by the
Sponsor under this Agreement.

2.17 The Center agrees to appoint a sufficient

2.18

2.19

2.20

number of representatives who shall be
responsible for handling the Investigational
medicinal product and for keeping related
records and documentation. Immediately
after the appointment of the
representative(s), the Center shall notify the
Sponsor in writing about the first and last
name and contact details of such appointees.

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

The Contracting Partners, via Principal
Investigator or via Clinical Trial Team
members delegated by Principal Investigator,
agree to report on the progress of the Clinical
Trial at the Center, including information
about the enrolment of trial subjects, upon
the Sponsor’s request.

The Principal Investigator must collect data
and enter them within 5 working days of their
generation in the electronic case report
forms (hereinafter referred to as “CRFs”) in
accordance with the requirements set forth in
the Protocol. The Principal Investigator
agrees to regularly forward CRFs and any
documentation required in the Protocol to the
Sponsor so that the Sponsor could process
them directly or through another entity on a
continuous basis. In case of a delay with data
entering for more than 10 working days, the
Sponsor shall have the right by giving written
notice to the Principal Investigator to stop the
recruitment of trial subjects by the Principal
Investigator until data entering is up to date.
If this results in a delay with recruiting trial
subjects, the Sponsor shall have the rights
set forth in Article 12.4 of this Agreement.
Within five working days of the last trial
subject’s treatment, all outstanding CRFs
must be entered and related documentation
as well as unused paper CRFs, if applicable,
must be forwarded to the Sponsor or
destroyed upon the Sponsor’s request. The
Contracting Partners agree to assist in
promptly clarifying any questions concerning
CRF data and to address and answer such
guestions within 5 working days. The
Sponsor may request answers sooner than
that due to key Clinical Trial milestones, such
as a clean database. Furthermore, the
Contracting Partners agree to reasonably
assist in preparing the overall Clinical Trial
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2.21

2.22

2.23

venovat sa tymto otazkam a zodpovedat
ich najneskdr v lehote 5 pracovnych dni.
Zadavatel mdze poZadovat odpovede aj v
kratSom C€asovom Useku s ohladom na
kluCové Stadia Klinického skuSania, ako
napr. Cista databaza. Zmluvni partneri sa
dalej na ziadost Zadavatela zavazuju
poskytovat primerant sucinnost  pri
priprave celkovej spravy o Klinickom
skaSani. Centrum zabezpeéi, ze CRF
nebudd pristupné nikomu inému ako
Clenom $tudijného timu a Hlavnému
skuSajucemu a pristup k nim, ak budu v
elektronickej podobe, bude chraneny
pristupovym menom a heslom.

Hlavny skusajuci je povinny zabezpedit, ze
vSetky CRF poskytnuté Zadavatelovi su
pravdivo, presne a riadne vyplnené a Ze su
vernym odrazom skutoénych vysledkov
Klinického skasania. Hlavny skdsSajuci sa
tiez zavazuje odovzdat Zadavatefovi kdpie
vSetkych  sprav, vratane vSetkych
aktualizacii a zmien, ktoré si vyZziadala
eticka komisia.

Centrum sa zavazuje umoznit uchovavat
vSetku elektronickd aj inG dokumentaciu,
vratane zdrojovej dokumentacie a zlozky
SkuSajuceho, zoznamu identifikaénych
kédov subjektov skiSania a zdravotnej
dokumentéacie subjektov skdSania
vztahujucej sa ku Klinickému skudSaniu,
ktoré su vyzadované na zaklade ICH
predpisov. a ostatnych prisluSnych
pravnych predpisov upravujucich
vykonavanie Klinického skiSania, po dobu
25 rokov po skonéeni alebo preruseni
Klinického skuSania (rozhodujuci pre
pocitanie uvedenej lehoty je datum close-
out navstevy). Dokumentécia o Klinickom
sku$ani musi byt uchovavana na vhodnom
mieste a vhodnym spbésobom a Centrum je
povinné viest zaznamy o mieste, kde je
dokumentacia o Klinickom  skaSani
uchovavana, aby tato bola okamzite k
dispozicii na poziadanie povereného
zastupcu Zadavatela, etickej komisie,
auditora alebo prisluSnych Statnych
organov. Centrum je povinné Zadavatela
informovat v pripade, Ze planuje
archivovat dokumentaciu o Klinickom
skusani v inych priestoroch ako su tie, ku
ktorym ma Centrum vlastnicke alebo iné
uZzivacie pravo.

Zmluvni partneri su si vedomi, Ze
Zadavatel alebo v jeho mene tretia strana
doékladne monitoruje vykonavanie
Klinického  skdSania a  pravidelne
navstevuje Centrum. Zmluvni partneri sa
zavazuju primerane podporovat tieto
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report upon the Sponsor’'s request. The
Center shall ensure that CRFs shall not be
available to any persons other than Clinical
Trial Team Members and the Principal
Investigator and that access to CRFs, if they
are in electronic form, shall be protected by
user name and password.

The Principal Investigator shall ensure that
all CRFs submitted to the Sponsor are true,
complete, correct and accurate and reflect
the actual results of the Clinical Trial. The
Principal Investigator also agrees to provide
the Sponsor with copies of all reports,
including all updates and changes that were
requested by the ethics committee.

The Center shall keep all electronic and other
documents, including without limitation,
source documents and the Investigator's
files, list of the trial subjects identification
numbers and trial subjects health
documentation related to the Clinical Trial
required by ICH guidelines and applicable
laws regulating Clinical Trial performance for
25 years after the end or suspension of the
Clinical Trial (the close-out visit date is crucial
for period calculation). The Clinical Trial
documentation must be kept in a suitable
location and manner, and the Center must
keep record of the location where Clinical
Trial documentation is stored to ensure that it
is readily available upon the request of the
Sponsor’'s appointed representative, the
ethics committee, an auditor or competent
authorities. The Center must notify the
Sponsor in the event that the Center plans to
archive Clinical Trial documentation outside
of its own premises to which the Center has
proprietary or other right of use.

The Contracting Partners understand that the
Sponsor or a third party on behalf of the
Sponsor closely monitors the performance of
the Clinical Trial and regularly visits the
Center. The Contracting Partners agree to
appropriately support such monitoring
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2.24

2.25

2.26

monitorovacie aktivity, vratane ale bez
obmedzenia, poskytnutim pristupu
poverenému zastupcovi Zadavatela do
priestorov a k idajom podla potreby a dalej
sa zavazuju spolupracovat SO
Zadavatelom alebo prislusnou tretou
stranou v tomto ohlade. Na Ziadost
Zadavatela st Hlavny ski$ajici a Clenovia
Studijného timu povinni sa zucastnit
osobnej diskusie.

Zadavatel a Statne organy, ako je napr.
Urad Spojenych 3tatov americkych pre
potraviny a lieky (dalej len “FDA”") maju
pravo vykonavat audit alebo kontrolu
zaznamov Zmluvnych partnerov,
ktorychkolvek inych dokumentacii a
priestorov slvisiacich s vykonavanim
Klinického skusania, a to kedykolvek v
priebehu a / alebo po dobu 25 rokov po
skoneni Klinického skusSania a bez
akychkolvek narokov Zmluvnych partnerov
na zvlastne finanéné plnenie (s vynimkou
archivatného poplatku podfa finanénych
podmienok, ak sa uplatiuje). Takyto audit
alebo kontrolu je Zadavatel povinny
primerane vopred ohlasit’ v pripade, Ze je
vykonavany Zadavatelom. Zmluvni
partneri su povinni poskytovat
Zadavatelovi, nim poverenym zastupcom
alebo vietkym Statnym organom sucinnost
pri plneni ich Gloh v stlade s Protokolom a
podniknut  vSetky  primerané  kroky
poZadované Zadavatelom alebo Statnymi
organmi na ucely odstranenia nedostatkov
zistenych pocas auditu alebo kontroly.

Zmluvni partneri sa zavazuju, Ze pocas a
po skonceni Klinického skiSania umoznia
a budd podporovat vsetky kontroly
zodpovednych Statnych organov bez
akychkolvek narokov na osobitni odmenu
¢i nahradu. Zmluvni partneri sa povinni
informovat Zadavatela o kazdej takejto
kontrole  &i zamere takuto  kontrolu
vykonat ihned potom, €o sa o nich
dozvedia. Zmluvni partneri sa zavazuju
umoznit, aby Zadavatel mohol byt
pritomny na kazdej kontrole vykonavanej
Statnymi  organmi alebo podobnymi
inStitdciami. Pred vyjadrenim sa k
vysledkom takejto kontroly, ak nejaké
budu, su Zmluvni partneri povinni odpoved
posudit a prediskutovat so Zadavatelom.
Zmluvni partneri bez zbyto¢ného odkladu
poskytnu Zadavatelovi kdpie akychkolvek
zisteni alebo kontrol zodpovednych Gradov
vo vztahu ku Klinickému skdsaniu.

Zmluvni partneri nesmu vedome vyuzivat
sluzby, bez ohladu na ich rozsah, Ziadnej
osoby, ktorym bolo poskytovanie tychto
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activities, including without limitation, by
providing the Sponsor’s appointed
representative with access to the facilities
and data as necessary and further agree to
cooperate with the Sponsor or the relevant
third party in this regard. The Principal
Investigator and Clinical Trial Team
Members must participate in personal
discussions upon the request of the Sponsor.

The Sponsor and government authorities,
such as for example the United States of
America Food and Drug Administration (the
“FDA") have the right to audit or inspect the
Contracting Partners’ records, any and all
other documentation and the facility relating
to the Clinical Trial at any time during the
Clinical Trial and/or for another 25 years after
completion of the Clinical Trial and without
the Contracting Partners’ right to special
payment (with exception of archiving fee in
financial term, if applicable). The Sponsor
must announce such audit or inspection
sufficiently in advance, provided that it is
carried out by the Sponsor. The Contracting
Partners must assist the Sponsor, its
designated representatives or all government
authorities in performing their tasks pursuant
to the Protocol and take any and all
reasonable actions requested by the
Sponsor or government authorities to remedy
deficiencies noted during an audit or
inspection.

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

The Contracting Partners may not knowingly
use the services, regardless of their volume,
of any person prohibited to provide such
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2.27

sluzieb zakdzané FDA alebo ktorymkolvek
inym prisluSnym organom v priebehu
vykonavania Klinického skdSania. Zmluvni
partneri dalej zavazne vyhlasuja, Zze podla
ich  vedomosti ani im ani ich
zamestnancom, splnomocnencom alebo
zastupcom, ktori sa zu€astiuju
vykonavania Klinického skdSania, nebolo
zakazané vykonavat Ccinnosti, ktoré su
vykonavané v ramci Studie, zo strany FDA
alebo iného organu, ani podfa ich
najlepSieho  vedomia v  suCasnosti
neprebieha Ziadne konanie tykajlice sa
takéhoto zakazu vo vztahu k tymto
osobam. Zmluvni partneri sa zavazuja v
priebehu Klinického skiSania a po dobu 3
rokov po jeho ukonéeni ihned informovat
Zadavatela, ak sa dozvedia, Ze sa zaCne
takéto konanie vo vztahu k Hlavnému
skusajucemu, Centru Ci jeho
zamestnancovi. Zmluvni partneri dalej
zaru€uju a zavazuju sa, ze podfa ich
vedomosti nie su subjektom
predchadzajacich  ani  prebiehajucich
vySetrovani, vyziev, upozorneni alebo
nepodliehaji vykonu rozhodnuti organov
Statnej spravy vztahujucich sa ku klinickym
skiuSkam, ktoré by neboli oznamené
Zadavatelovi. V pripade, Ze nastane
skuto€nost’ podla predchadzajucej vety vo
vztahu ku Klinickému skusaniu, Zmluvni
partneri to bez zbytoéného odkladu
oznamia Zadavatelovi.

V pripade, Zze Hlavny skdSajuci v priebehu
Klinického skusania ukongi
pracovnopravny vztah s  Centrom,
Centrum je povinné o tejto skutoCnosti
informovat ~ Zadavatefa  bezodkladne
potom, ako sa o tom dozvie, a suCasne
navrhnut riadne kvalifikovanu osobu ako
nového hlavného skusajuceho. Zadavatel
ma pravo podat namietku vo€i novému
hlavnému skiSajucemu. Centrum sa
zavazuje s vynaloZzenim maximalneho
usilia pozadovat po novom hlavnom
skuSajucom, aby sa pisomne zaviazal k
dodrziavaniu podmienok dohodnutych v
tejto Zmluve. Ak Centrum a Zadavatel nie
su schopni dohodnut sa na osobe nového
hlavného skuSajuceho alebo ak novy
hlavny sku$ajuci nie je ochotny zaviazat sa
k podmienkam stanovenym v tejto Zmluve,
Zadavatel je opravneny vypovedat tuto
Zmluvu v sulade s ¢l. 12.5 tejto Zmluvy.
Centrum a Hlavny skdsajuci su povinni
bezodkladne pisomne informovat
Zadavatela o vsetkych zmenach, ktoré
maju vplyv na dostupnost zdrojov a / alebo
Clenov $tudijného timu vykonavajicich
Klinické skusanie.
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services by the FDA or any other competent
authority in the course of the Clinical Trial.
Furthermore, the Contracting Partners
represent and warrant that, as far as they
know, neither them nor their employees,
agents or representatives, who are involved
in the Clinical Trial, have been prohibited by
the FDA or any other competent authority to
perform the activities that are performed
during the Clinical Trial, nor that they are
currently, to the best of their knowledge, the
subject of proceedings concerning such
prohibition by the FDA or any other authority.
During the Clinical Trial and for a period of 3
years after its completion, the Contracting
Partners agree to promptly notify the
Sponsor about any such proceedings
initiated against the Principal Investigator,
the Center or its employees. Furthermore,
the Contracting Partners represent and
warrant that, as far as they know, they are not
the subject of any past or current
investigations,  inquiries, warnings  or
enforced decisions of public administration
authorities that concern the clinical trial and
have not been disclosed to the Sponsor. The
Contracting Partners shall notify the Sponsor
about the fact described in the previous
sentence without undue delay.

In the event that the Principal Investigator
terminates his or her employment at the
Center, the Center shall inform the Sponsor
as soon as it learns about it and shall propose
a duly qualified person acting as a new
principal investigator. The Sponsor shall
have the right to object to such replacement.
The Center shall make maximum efforts to
require the new principal investigator to
agree in writing to the terms and conditions
stipulated in this Agreement. If the Center
and the Sponsor are unable to agree on the
new principal investigator or if the new
principal investigator is unwilling to agree to
the terms and conditions stipulated in this
Agreement, the Sponsor shall have the right
to terminate this Agreement in accordance
with Article 12.5. The Center and the
Principal Investigator must immediately
inform the Sponsor in writing about any and
all changes having an impact on the
availability of resources and/or Clinical Trial
Team Members conducting the Clinical Trial.
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2.29

2.30

231

2.32

3.1

Zmluvni partneri sa zavazuji priamo a
bezodkladne informovat Zadavatela v
pripade, Ze subjekt skuSania zuc€astriujuci
sa Kilinického skuSania oznami ¢&i vyjadri
nazor, ze doslo k poSkodeniu jeho zdravia
v dbsledku ucasti na Klinickom skusani, a
Ze ma preto pravo na finanéné
odskodnenie.

Zmluvni partneri sa zavazuju umoznit
vyskumnym organizaciam, ktoré maju
uzatvorend zmluvu so Zadavatelom alebo
ktorejkolvek z Prepojenych os6b, aby v
mene Zadavatela vykonavali ktorékolvek z
prav a povinnosti Zadavatela na zaklade
takejto Zmluvy, v pripade, Ze sa preukazu
poverenim &i plnomocenstvom, z ktorého
vyplyva ich opravnenie vykonavat prava a
povinnosti Zadavatela. Zmluvni partneri sa
zavazuju spolupracovat s takymito
vyskumnymi organizaciami.

Zmluvni partneri sa zavazuju poskytovat
zdravotnu starostlivost’ subjektom, ktorych
ucast v na Klinickom skusani neskondila, v
pripade Ciastoného uzatvorenia
Klinického sku$ania, a dalej tieZ subjektom
zaradenym do néasledného sledovania po
skon€eni Klinického skusania, v sulade s
etickymi pravidlami.

V pripade, Ze Klinické skuSanie je
multicentrické klinické skudSanie a Hlavny
skusajuci prebera zodpovednost
koordinujiceho SkuSajuceho navySe k
povinnostiam, ktoré mu vyplyvaju z tejto
Zmluvy, Hlavny skudSajuci je povinny
prevziat vSetky dalSie povinnosti, ktoré su
stanovené Zadavatelom

V pripade, Ze pri Klinickom skaSani
pouziva Centrum, Hlavny skdsSajlci alebo
Clenovia $tudijného timu pristrojové
vybavenie, ktoré vyZaduje servis,
kalibraciu alebo inu osobitnu starostlivost,
Centrum sa zavdzuje udrZiavat také
pristrojové vybavenie spOsobilé riadnej
prevadzky, o ¢om je povinné Zadavatelovi
na vyziadanie poskytnat zodpovedajicu
dokumentaciu.

Clanok 3
Povinnosti Zadavatela

Kontaktnymi osobami Zadavatela vo
vztahu ku Klinickému skdSaniu su:

Meno: Lukas Dobias
Email:
T.¢.
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The Contracting Partners agree to inform the
Sponsor directly and immediately in the case
that a trial subject participating in the Clinical
Trial announces or opines that his or her
health has been damaged due to his or her
participation in the Clinical Trial and that
he/she is therefore entitled to financial
compensation.

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

The Contracting Partners undertake to
provide medical services to trial subjects
whose participation in the Clinical Trial has
not yet ended, in the case of a partial closure
of the Clinical Trial, as well as to subjects
included in the post Clinical Trial follow-up in
compliance with ethics rules.

In the case that the Clinical Trial is a
multicenter Clinical Trial and the Principal
Investigator assumes the responsibility of a
coordinating investigator in addition to his or
her own obligations under this Agreement,
the Principal Investigator shall assume all
obligations set forth by the Sponsor.

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

Article 3
Obligations of the Sponsor

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

Name: Lukas Dobias

Email:
Mobile:
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3.2

3.3

3.4

3.5

4.1

alebo ktorékolvek dalSie osoby oznamené
Hlavnému skusajlicemu.

Zadavatel sa zavazuje  Zmluvnym
partnerom  poskytnut  bezplatne v
mnozstve a Casovych intervaloch na
riadne vykonanie Klinického skdSania
Skusany liek, nevyhnutné vzory CRF a
dalSie informacie a  dalSie lieky
vyZzadované na vykonavanie Klinického
skdSania, napr. Prirucka skusajuceho,
Dokumentacia o hodnotenom lieku,
Informované suhlasy.

Skasany liek  bude
nasledujicu adresu:

dodavany na

Nemocni¢na lekaren

FNsP J. A. Reimana PreSov
Jana Hollého 5898/14

081 81, PreSov

SkdSany liek, nevyhnutné vzory CRF a
dalSie  informacie  vyZadované na
vykonavanie Klinického  skiSania
poskytnuté Centru su a zostavajl
vlastnictvom  Zadavatela. @ Zadavatefl
prehlasuje, 2ze su splnené vSetky
podmienky stanovené prislusnymi
pravnymi predpismi na vyrobu (dovoz)

dodavaného Skdsaného lieku a jeho
distribaciu do Centra.
Zadavatel sa zavazuje poskytovat

Hlavnému skuSajicemu prislusné nové
informacie o bezpelnosti tykajuce sa
Skuasaného lieku bez zbyto&ného odkladu.

Clanok 4
Odmena

Zadavatel sa zavazuje zaplatit Zmluvnym
partnerom za riadne vykonané ¢innosti na
zaklade tejto Zmluvy, vratane prevodu
prav, podia ¢l. 5 tejto Zmluvy odmenu vo
vySke, spbsobom a za podmienok
uvedenych v tomto Cldnku Zmluvy a v
prilohe ¢&. 1. Podmienky odmeny a jej
vyplaty Hlavnému skdSajucemu  su
upravené v separatnej Dohode o odmene
uzatvorenej uzatvorenej medzi Hlavnym
skusajucim a Zadavatefom. Vsetky
zmluvné strany sa dohodli, Ze odmena za
klinické skuSanie, Specifikovana v prilohe
€. 1, vratane administrativnych poplatkov
bude Centru Zadavateflom vyplatena
v100% vySke na ucet inStitucie.
Dohodnuta odmena nezahffia odmenu pre
skuSajiceho a nim uréeny pracovny tim.
Odmenu pre skiSajuceho ajeho tim sa
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The Sponsor
Contracting Partners with the Investigational

The
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or any other person announced to the

Principal Investigator.

agrees to provide the

medicinal product, necessary CRF

templates, other information and other drugs

required for the performance of the Clinical

Trial free of charge and in the quantity and
frequency

necessary for the proper
performance of the Clinical Trial, for example

the Investigator’s brochure, Investigational

medicinal product documentation, ICF.

The Investigational medicinal product shall

be delivered to the following address:

Nemocnicna lekaren
FNsP J. A. Reimana PreSov
Jana Hollého 5898/14

081 81, PreSov

Investigational medicinal product,
necessary CRF templates and other
information required for the performance of

the Clinical Trial and provided to the Center
are and shall remain the Sponsor’s property.
The Sponsor declares that all conditions
stipulated in applicable laws regulating the

production  (import) of the provided
Investigational medicinal product and the

distribution of the Investigational medicinal

product to the Center have been met.

The Sponsor agrees to provide the Principal

Investigator with new information regarding

the safety of the Investigational medicinal

product without undue delay.

Article 4
Remuneration

For the activities properly performed based
on this Agreement and for the transfer of
rights under Article 5, the Sponsor agrees
to provide the Contracting Partners with
remuneration in the amount, by means and
under the terms stated below herein and in
Appendix 1. The terms and conditions of
the remuneration and its payment to the
Principal Investigator are specified in a
separate Agreement on Fees concluded
between the Principal Investigator and the
Sponsor. All Contracting parties have
agreed, that the remuneration specified in
the Appendix 1, including administrative
fees, will be paid by the Sponsor 100% to
the Institution’s bank account. The agreed
remuneration does not include the
remuneration for the Principal Investigator
and other Clinical Trial Team Members
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4.2

4.3

zadavatel zavazuje rieSit v separatnej
zmluve.

Zmluvni partneri nemaju narok na Ziadnu
inu odmenu ¢i nahradu okrem tych, ktoré
su uvedené v tejto Zmluve alebo v prilohe
€. 1 alebo inych zmluvach uzatvorenych so
Zadavatelom, ibaze ich vopred pisomne
schvali Zadavatel.

V3etky odmeny a finan¢né nahrady, ktoré
maju byt zaplatené Centru, su splatné v
lehote 45 dni odo dfia, kedy bude
Zadavatelovi dorueny zodpovedajuci
danovy doklad (faktura) so vSetkymi
nalezitostami podla prislusnych pravnych
predpisov upravujucich daf z pridanej
hodnoty, a to v prospech bankového uctu
Centra:

Banka: Statna pokladnica

Kéd banky: 8180

Majitel uctu: FNsP J. A. Reimana PreSov
IBAN:

BIC/SWIFT: SPSRSKBA

Ako variabilny symbol bude pouzité Cislo
faktary Centra na zaklade odsuhlasenych
podkladov doru¢enych do Centra.

Platby budu realizované v pefiaznej mene
EURO a vSetky bankové poplatky znaSa
Zadavatel.

Faktury musia byt zasielané Zadavatelovi
s uvedenim Cisla protokolu, disla
objednavky a mena zodpovednej osoby za
Zadavatela na adresu: Luka$ Dobias,
Roche Slovensko, s.r.o., Pribinova 19, 811
09 Bratislava a v elektronickej forme na
emailovu adresu:

do képie

Odmeny a finan&né nahrady podla prilohy
€. 1 (s vynimkou odmien a finan¢nych
nadhrad, u ktorych je splatnost zvlast
upravena v prilohe €. 1 Zmluvy) budu
Centru, Hlavnému skusajucemu a Clenom
Studijného timu uhradené takto:

Spatne za bezprostredne uplynulé a
doteraz nefakturované obdobie vzdy za
kazdy polrok trvania Klinického skiSania si
Zmluvni partneri spolo¢ne so Zadavatelom
navzdjom pisomne alebo formou e-
mailovej spravy odsuhlasia prehlad poctu,
druhu  jednotlivych  Ukonov a im
odpovedajiice  hodnoty,  vykonanych
Hlavnym skdSajacim, Skusajacimi
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appointed by her. The remuneration for the
Investigator and her staff shall be specified
by the Sponsor in a separate agreement.

The Contracting Partners are not entitled to
any remuneration or reimbursement other
than that set forth in this Agreement and its
Appendix 1 or other agreements concluded
with the Sponsor, unless approved in
advance by the Sponsor in writing.

Any remuneration and reimbursement for the
Center must be paid within 60 days of the day
the Sponsor receives a relevant tax
document (invoice), which meets all
requirements stipulated in applicable laws
regulating value-add tax, to the following
bank account of the Center:

Bank: Statna pokladnica

Bank code: 8180

Account holder: FNsP J. A. Reimana PreSov
IBAN:

BIC/SWIFT: SPSRSKBA

The Center's invoice number will be used as
a variable symbol on the basis of agreed
documents delivered to the Center.

Payments will be made in EURO and all bank
fees are borne by the Sponsor.

Invoices must be addressed to the Sponsor,
must include Protocol number, order number
and the name of the Sponsor’s responsible
person: Luka$ Dobia8, Roche Slovensko,
s.r.o., Pribinova 19, 811 09 Bratislava and in
electonic form to e-mail address:

in cc:
and

Any remuneration and reimbursement base
on Appendix 1 hereto (except for
remuneration and reimbursement, the due
date of which is specified separately in
Appendix 1 hereto) shall be paid to the
Center and the Principal Investigator and the
Clinical Trial Team Members in the following
manner:

Retroactively for the past and not yet
invoiced period of each half-year of the
Clinical Trial, the Contracting Partners and
the Sponsor shall approve in writing or by e-
mail an overview of the number, type and
value of individual activities, which were
performed by the Principal Investigator and
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ajednotlivymi  Clenmi $tudijného timu,
ktoré maji byt podla tejto Zmluvy
Zadavatelom hradené (tzv. navrh faktary),
zaslany osobou poverenou Zadavatelom
zvy€ajne v mesiaci maj a november. Tento
prehlad musi byt spracovany zvlast pre
kazdy subjekt Klinického skuSania a musi
zahfhat polozkovité vyuctovanie vSetkych
navstev, vysSetreni a dalSich dkonov
vykonanych v prisluSnom kalendarnom
polroku. Na zaklade vzajomne
odsuhlaseného prehladu vystavi Centrum
faktiru na odmenu a pripadné finanéné
nahrady, ktor0 doru¢i Zadavatelovi.
Zadavatel zaplati Centru na zaklade riadne
vystavenej a riadne doru€enej faktury
prislusnd odmenu a pripadné opravnene
fakturované finanéné nahrady za obdobie,
pre ktoré bol predmetny navrh faktary
podla tohto  ¢lanku odsuhlaseny.
Zadavatel vyplati Hlavhému skiSajucemu
aClenom $tudijného timu  odmenu
bezhotovostnym prevodom na ich bankové
ucty vlehote 45 dni odo dha dorucenia
platobného mema Specifikujuceho
prislusnd  odmenu na ich jednotlivé
emailové adresy poskytnuté Zadavatelovi.

V pripade, Zze Zadavatel nezasle Centru
vysSie uvedeny prehlad (navrh faktiry) na
odsuhlasenie v lehote 30 dni odo dna
ukonéenia kalendarneho polroka, zaSle
Centrum Zadavatelovi pisomnu vyzvu a ak
Zadavatel nezasle uvedeny prehlad (navrh
faktury) ani v lehote 30 dni od doru€enia
takejto vyzvy, je Centrum opravnené
vystavit' fakturu a Zadavatel je povinny
uhradit Centru odmenu a finanéné nahrady
za vSetky fakturované Ukony vykonané v
obdobi kalendarneho polroka Hlavnym
skugajucim  a/alebo  inymi  Clenmi
Studijného timu.

V pripade, Ze Centrum zisti, Ze sU v
prehlade (navrhu faktury) nedostatky, tieto
oznami bez  zbyto€ného  odkladu
Zadavatelovi, ktory je povinny ich
odstranit. Ak ma Zadavatel zato, Ze v
prehfade  (navrhu  faktary)  Ziadne
nedostatky nie su, oznami toto Centru.
Centrum a Zadavatel su nasledne povinni
si  navzajom poskytnut  sucinnost
nevyhnutni na odstranenie pripadnych
rozporov. Neposkytnutie sucinnosti sa
povaZzuje za nepodstatné poruSenie
Zmluvy.

Ak neodstrdni Zadavatel nedostatky v
prehlade (navrhu faktury) ani v lehote 45
dni odo drfia doru€enia oznamenia podla
predchadzajuceho odseku, alebo v tej istej
lehote neoznami Centru, ze v prehlade
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other Clinical Trial Team Members and which
are to be paid by the Sponsor based on this
Agreement (i.e. draft invoice), sent by a
person authorized by the Sponsor usually in
May and November. Every overview must be
prepared separately for each trial subject and
must include an itemized list of all visits,
examinations and other services provided in
the relevant calendar half-year. Based on the
mutually approved draft invoice, the Center
shall issue an invoice for remuneration and
potential reimbursement and shall send it to
the Sponsor. Based on the duly issued and
delivered invoice, the Sponsor shall pay the
Center the relevant remuneration and
potential justified financial reimbursement for
the period for which the draft invoice has
been approved pursuant to this article. The
Sponsor will pay the Principal Investigator
and the Clinical Trial Team Members the
remuneration via wire transfer to their
personal bank accounts within 45 days from
the date of delivery of the a payment memo
specifying the remuneration to their email
addresses provided.

In the case that the Sponsor does not send
the Center the aforesaid overview (draft
invoice) for approval within 30 days of the
end of the calendar half-year, the Center
shall send the Sponsor a written reminder
and if the Sponsor does not send the
aforesaid overview (draft invoice) within 30
days of receipt of the reminder, the Center
shall have the right to issue an invoice and
the Sponsor shall pay the Center the
remuneration and financial reimbursement
for all invoiced activities performed during the
calendar half-year by the Principal
Investigator and/or other Clinical Trial Team
Members.

The Center must immediately report any
potential deficiencies in the overview (draft
invoice) to the Sponsor, and the Sponsor
must remedy such deficiencies. In the case
that the Sponsor believes that the overview
(draft invoice) has no deficiencies, the
Sponsor shall announce it to the Center. The
Center and the Sponsor must then cooperate
as necessary to rectify such discrepancies.
Failure to cooperate shall be considered a
minor breach of this Agreement.

In the case that the Sponsor fails to remedy
deficiencies in the overview (draft invoice), or
fails to inform the Center that the Sponsor
believes that the overview (draft invoice) has

17/38



FNsP J. A. Reimana PreSov

4.4

4.5

4.6

4.7

4.8

(navrhu faktary) ziadne nedostatky nevidi,
plati, ze rozhodny pre vystavenie faktdry je
prehlad  (navrh  faktdary) v  zneni
pripomienok Centra, na zaklade ktorého je
Centrum opravnené vystavit faktiru a
Zadavatel je povinny odmenu a finanéné
nahrady za fakturované vykony vykonané
v obdobi kalendarneho polroka Hlavnym
skasajucim a / alebo inymi Clenmi
Studijného timu.

Zadavatel ma pravo zadrzat az 10% z
prislusnej sumy odmeny za obdobie
kalendarneho polroka (dalej len
.zadrzné"). Zadavatel sa zavazuje uhradit
Centru z&drzné potom, ¢o budu
predlozené vSetky prislusné CRF, budu
zodpovedané vSetky otazky s ohladom na
data obsiahnuté v tychto CRF a budu
odstranené  vSetky  nespravnosti a
nedostatky v Udajoch v databaze.

Pokial tato Zmluva neustanovi inak, vietky
sumy uvedené v tejto Zmluve a v ich
prilohach su uvedené bez DPH. Ak
niektoré platby za sluzby podliehaju DPH,
Zadavatel zaplati prislusnd sumu DPH vo
vySke podfla pravnych predpisov ucinnych
ku driu uskuto€nenia zdanitelného plnenia
na zaklade prislusného darfiového dokladu
(faktary), ktora bude spinat vsetky
nalezitosti predpisané prislusnymi
pravnymi predpismi. Centrum nesie
zodpovednost za uhradenie vSetkych
ostatnych dani v slvislosti s platbami na
zaklade tejto Zmluvy.

Zmluvni partneri berdG na vedomie a
suhlasia, Ze Zadavatel bude udaje
tykajuce sa Zdravotnickeho zariadenia,
Hlavného skasajiceho, Clenov $tudijného
timu vratane vSetkych penaznych a
nepenaznych plneni im poskytnutych na
zéklade tejto Zmluvy, spracuvat a
oznamovat’ Narodnému centru
zdravotnickych informacii za ucelom ich
zverejnenia v sulade so zakonom o
liekoch.

Zmluvni partneri ako aj Clenovia
Studijného timu nesu plnd zodpovednost
za dodrziavanie vSetkych zakonnych a
danovych predpisov aplikovatelnych na
tuto Zmluvu a plnenia poskytované na jej
zaklade.

VSetky pefiazné plnenia subjektu skuSania
su vyplacané Centrom v sulade s touto
Zmluvou a Protokolom. Pravidla pre
vyplacanie a poskytovanie nepefaznych
plneni su blizSie upravené v prilohe €. 3 k
tejto Zmluve.
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no deficiencies, within 45 days of
announcement based on the previous
paragraph, the Center shall use its version of
the overview (draft invoice), based on which
the Center shall issue an invoice and the
Sponsor shall have to pay the remuneration
and financial reimbursement for invoiced
activities performed during the calendar half-
year by the Principal Investigator and/or
other Clinical Trial Team Members.

The Sponsor has the right to retain up to
10% of the remuneration for the calendar
half-year (hereinafter referred to as the
“Retainer”). The Sponsor agrees to pay the
Center the Retainer after all relevant CRFs
were submitted, all questions concerning
CRF data were answered and all incorrect or
incomplete data in the database were
rectified.

Unless otherwise stated in this Agreement,
no amounts specified in this Agreement and
its Appendices include VAT. In the case that
any payment for services is subject to VAT,
the Sponsor shall pay the relevant VAT
amount stipulated in legal regulations
effective as of the date of taxable supply
based on the relevant tax document (invoice)
that shall meet the requirements laid down in
applicable legal regulations. The Center shall
be responsible for paying any other tax with
respect to the payments made based on this
Agreement.

The Contracting Partners acknowledge and
agree that the Sponsor will process and
report data relating to the Center, the
Principal Investigator, the Clinical Trial Team
Members, including all monetary and non-
monetary benefits provided to them under
this Agreement, to the National Center for
Health Information for the purpose of
disclosure in accordance with the
Pharmaceuticals Act.

The Contracting Partners as well as Clinical
Trial Team Members bear full responsibility
for compliance with all legal and tax
regulations applicable to this Agreement and
services provided on its basis.

Payments to trial subjects shall be made by
the Center in compliance with this Agreement
and the Protocol. Payment and non-
monetary benefit rules are specified in detail
in Appendix 3 to this Agreement.
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5.1.

5.2.

5.3.

5.4

Clanok 5
Prava k vysledkom

Zadavatelovi patria vyhradné prava ku
vSetkym vysledkom, Gdajom zisteniam,
objavom, vynalezom a Specifikaciam, bez
ohfadu na to ¢Ci su spbsobilé byt
predmetom patentovej ochrany alebo nie,
ktoré vznikli, boli vytvorené, odvodené,
vyprodukované, objavené, vymyslené
alebo inak urobené Centrom, Hlavnym
skugajucim a/alebo Clenmi $tudijného timu
v slvislosti s vykonavanim Stadie (dalej
len “Vysledky”). Zmluvni partneri tymto
vopred postupuju vSetky svoje majetkové
prava k Vysledkom na Zadavatela a
Zadavatel tieto postupené prava prijima.
Odmena za tento prevod je uz zahrnuta v
odmene Zmluvnych partnerov podla ¢l. 4
tejto Zmluvy. Zmluvné partneri neziskavaju
k Vysledkom plnenim tejto Zmluvy Ziadne
prava.

VSetky zdravotnicke dokumentacie a
pévodna zdrojova dokumentacia zostanu
majetkom Centra; avSak, Zadavatel je
opravneny ich pouZit v sulade s touto
Zmluvou a na zaklade suhlasu, ktory udelia
subjekty skiSania. Spristupnenie
Vysledkov akémukolvek subjektu, vratane
Zmluvnej vyskumnej organizacie Ci etickej
komisie alebo regulaéného organu nebude
povazované za udelenie vlastnickeho
prava k tymto informaciam tychto
subjektov.

V rozsahu, v akom prava duSevného
vlastnictva k  Vysledkom nie su
prevoditelné, udeluju tymto Zmluvni
partneri Zadavatelovi vyhradnu,
neodvolatelni v  mieste a Case
neobmedzenu licenciu s pravom udelovat
sublicencie, a to na vSetky spbsoby
pouzitia tychto Vysledkov. Odmena za tito
licenciu je uz zahrnutd v odmene
Zmluvnych partnerov podla ¢&l. 4 tejto
Zmluvy. Centrum sa zavazuje vyvinat
maximalne Usilie na to, aby skuto¢ni
vlastnici tychto prav duSevného
vlastnictva, t.j. zamestnanci Centra a /
alebo zainteresované tretie  strany,
umoznili Centru udelit vysSie uvedenu
licenciu Zadavatelovi.

Pre odstranenie pochybnosti plati, ze
vyndlezy, ktoré si vylepSeniami, alebo
novym pouzitim ¢&i novymi liekovymi
formami SkuSaného lieku su vyluénym
vlastnictvom Zadavatela.
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Article 5
Rights to Results

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

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

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

To eliminate any doubts, an invention that is
an improvement, a new use or a new drug
form of the Investigational medicinal product
shall be the sole property of the Sponsor.
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55

5.6

5.7

Zmluvni partneri sa zavazuju zabezpedit,
ze vSetky Vysledky (dalej len “Vynélezy”),
dosiahnuté zamestnancami Centra alebo
inymi stranami zahrnutymi  Zmluvnymi
partnermi do vykonavania Klinického
skdSania, budd bezodkladne oznamené
Zadavatelovi.

Zadavatel alebo ktorakolvek s nim
Prepojena osoba su opravneni podat
prihlaSku patentu pre tieto Vynalezy vo
svojom mene alebo v mene urCenej tretej
strany, na vlastné naklady, s uvedenim
mena vynalezca (-ov) v prihlaSke patentu.
Zmluvni partneri sa zavazuju podpisat’ a
zabezpetit, aby zamestnanci Centra a
dalSie subjekty zahrnuté Zmluvnymi
partnermi do vykonavania Klinického
skUSania podpisali vSetky listiny a poskytli
také svedectvd, aké Zadavatel uzna za
potrebné na ucel podania prihlasky patentu
a ziskania patentu s cielom ochranit
opravnené zaujmy Zadavatela tykajuce sa
duSevného vlastnictva, ktoré vznikna v
suvislosti s Klinickym skasanim.

Zadavatel a jeho Prepojené osoby mézu
uzivat, rozmnozZovat a prevadzat
anonymizované radiologické /
diagnostické snimky zhotovené v priebehu
Klinického skdSania v rozsahu uvedenom
v Informovanom suhlase na vsetky ucely,
vedecké alalebo komeréné, v akejkolvek
podobe a akymkolvek spOsobom,
elektronickym alebo mechanickym,
vratane vyhotovovania fotokapii,
elektronickych zaznamov (napr. na CD-
ROM), mikro-kapii, alebo prostrednictvom
systémov uchovavania a obnovovania
Udajov, vratane databank a internetu. Na
tento dcel wudelujd Zmluvni partneri
Zadavatelovi vyhradnu, miestom
neobmedzenu a neodvolatelnu licenciu,
vratane prava udelit sublicencie
Prepojenym osobam Zadavatela, na
uzivanie vysSie uvedenych snimok.
Odmena za tato licenciu je uz zahrnuta v
odmene Zmluvnych partnerov podla &l. 4
tejto Zmluvy. Ak nie su Centrum alebo
Hlavny skdSajuci viastnikmi prav k tymto
snimkam, Centrum a/alebo Hlavny
skuSajuci sa zavazuju zabezpedit, aby
skutoCny vlastnik tychto prav, tzn.
zamestnanci Centra a/alebo tretie osoby
zahrnuté do vykonavania Klinického
skiSania, umoznili Zmluvnym stranam
udelit’ vysSie uvedenu licenciu
Zadavatelovi. Zmluvni partneri potvrdzujud,
Ze vSetky takéto snimky budu ziskané so
sthlasom subjektu, ktory Centru odovzda
Zadavatel a Ze nebudu obsahovat Ziadne
informéacie, prostrednictvom ktorych by
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The Contracting Partners agree to ensure
that all Results (hereinafter the “Inventions”)
made by employees of the Center or other
parties included in the Clinical Trial by the
Contracting Partners shall be reported to the
Sponsor without undue delay.

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

The Sponsor and its Affiliates may utilize,
reproduce and transform anonymized
radiological/diagnostic images made in the
course of the Clinical Trial, in compliance with
the provisions of the ICF and to the extent
specified in the informed consent, for any
scientific and/or commercial purposes, in any
form and by any means, electronic or
mechanical, including making photocopies,
electronic recordings (e.g. on CD-ROM),
micro-copies, or by any data storage and
retrieval systems, including data banks and
the Internet. The Contracting Partners
hereby grant to the Sponsor an exclusive,
worldwide and irrevocable license, with the
right to grant a sublicense to the Sponsor’'s
Affiliates, for the use of aforementioned
images. The royalty fee for this license is
already included in the remuneration of the
Contracting Partners under Article 4 of this
Agreement. In the case that the Center or the
Principal Investigator is not the owner of
these rights to such images, the Center
and/or the Principal Investigator agree to
ensure that the actual owner of these rights,
i.e. employees of the Center and/or third
parties involved in the Clinical Trial, would
allow the Contracting Partners to grant the
aforementioned license to the Sponsor. The
Contracting Partners confirm that all such
images shall be obtained with trial subjects’
consent that shall be submitted to the Center
by the Sponsor and that the images shall not
contain any information, through which the
relevant trial subject could be identified.

20/38



FNsP J. A. Reimana PreSov

5.8

6.1

6.2

mohol byt identifikovany konkrétny subjekt
skuSania.

Zadavatel udeluje Zmluvnym partnerom
nevyhradnd  licenciu  k  Vysledkom
vytvorenym v Centre na interné
nekomeréné vyskumné a vzdelavacie
ucely pri dodrzani podmienok zachovania
dovernosti a podmienok pre publikovanie,
ktoré su obsiahnuté v tejto Zmluve. Tato
licencia neopraviiuje k udelovaniu
akychkolvek sublicencii.

Clanok 6
Zachovavanie doévernosti

Zmluvni partneri sa zavazuju zaobchadzat
so vSetkymi informaciami oznac¢enymi ako
"Dbéverné" a prijatymi od Zadavatela alebo
v jeho mene alebo od Prepojenych os6b
Zadavatela v suvislosti s Klinickym
skaSanim, SkudSany liekom, Protokolom
alebo touto Zmluvou a s Vysledkami (dalej
len ,Dbéverné informacie*) prisne
déverne. Zmluvné strany sa zarovenf
dohodli, Ze sU Zmluvni partneri povinni
zaobchadzat’ ako s dévernymi aj s tymi
inform&ciami, ktoré sice ako ,Déverné“ nie
su oznacené, ale mézu byt povaZzované za
Doverné informacie, a to na zéklade ich
povahy alebo podmienok, ktoré sa
vztahovali k ich poskytnutiu alebo
spristupneniu, vratane vSetkych udajov
tykajucich sa Klinického skuSania, udajov
pre vnuatornd potrebu, alebo informacii
vytvorenych na zaklade Klinického
skdSania, a to napriklad vratane Protokolu,
suboru informécii pre skuSajuceho i
predbeznych vysledkov Stadie. Zmluvni
partneri smu pouzivat Déverné informacie
iba na ucely plnenia tejto Zmluvy a
zavazuju sa nespristupnit takéto Dbéverné
informacie Ziadnej tretej strane mimo stran
poverenych Zadavatelom bez
predchadzajuceho pisomného suhlasu
Zadavatela. Zmluvni partneri sa zavazuju
umoznit’ pristup k dévernym informaciam
len osobam, ktoré sa s Dévernymi
informaciami maju potrebu zoznamovat
na ucel poskytovania sluzieb na zéklade
tejto Zmluvy, a aj to len vtedy, ak tieto
osoby boli Zmluvnymi partnermi
preukazatelne zaviazané k reSpektovaniu
podmienok aspon tak prisnych, ako su
podmienky podla tohto ¢l. 6.

Povinnost na zachovavanie dévernosti sa
nevztahuje na tie pripady, ked Zmluvni
partneri su opravneni publikovat Déverné
informacie v sulade s ¢l. 7.
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The Sponsor provides the Contracting
Partners with a non-exclusive license to
Results created at the Center for internal
non-commercial research and educational
purposes, subject to confidentiality and
publication terms specified in this
Agreement. Such license does not allow for
granting any sub-licenses.

Article 6
Confidentiality

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

The confidentiality obligation shall not apply
as long as the Contracting Partners have the
right to publish Confidential Information in
accordance with Article 7.
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6.3

6.4

6.5

6.6

6.7

6.8

Pojem Déverné informacie, ako je
pouzivany v tejto Zmluve, sa nevztahuje
na Udaje a informacie, pri ktorych mézu
Zmluvni partneri preukazat, Ze (i) nimi
Centrum alebo Hlavny  skdsSajuci
disponovali bez povinnosti zachovavat o
nich micanlivost v &ase, ked im boli
spristupnené Zadavatelom alebo jeho
Prepojenymi osobami , alebo menom
niektorych z nich, (i) su alebo sa stand
sucastou verejnych informacii inak ako
konanim alebo opomenutim Centra alebo
Hlavného skiSajuceho, (iii) ich Centrum
alebo Hlavny skdSajuci pravom nadobudli
od tretej strany, ktora nie je voci
Zadavatelovi alebo jeho Prepojenym
osobam  viazana vyslovnou alebo
implicitnou povinnostou mi¢anlivosti, alebo
(iv) boli vytvorené nezavisle Centrom alebo
Hlavnym skuSajucim bez odkazovania sa
na Doverné informacie alebo ich pouzitie.

NavySe sU Zmluvni partneri opravneni
spristupnit Doéverné informacie v takom
rozsahu, v akom je takéto zverejnenie
vyZadované zakonom alebo vykonatelnym
sudnym rozhodnutim, avSak za
podmienky, Ze Zmluvni partneri o tejto
skutoCnosti v primeranom ¢asovom
predstihu informuju Zadavatela a na jeho
Ziadost' s nim budu spolupracovat v snahe
dosiahnut opatrenia na ucely ochrany
alebo iného primeraného pravneho
prostriedku. Zmluvni partneri sa zavazuju
vyvinat vSetko primerané Usilie, aby
zabezpecili déverné zaobchadzanie s
ktoroukolvek z Dovernych informacii, ktora
bude spristupnena.

Tieto povinnosti zachovavat mi¢anlivost a
zakaz pouzivania Dévernych informacii
podla tejto Zmluvy zostanu v platnosti aj po
skonceni tejto Zmluvy.

Zmluvni partneri sa zavazuju na Ziadost
Zadavatela zlikvidovat a zmazat’ Déverné
informacie, ktorymi disponuju alebo ich
vratit Zadavatelovi.

VSetky dohody existujuce pred uzavretim
tejto Zmluvy, ktoré sa tykaju povinnosti
zachovavat mlcanlivost vo vztahu ku
Klinickému skiSaniu , sa nahradzaju touto
Zmluvou a len pokial sa tykaju Klinického
skdSania.

Zadavatel sa zavazuje zachovavat
mléanlivost o skutoCnostiach, ktoré
Centrum oznadéi ako skutoénosti doverné.
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The term Confidential Information, as used in
this Agreement, does not apply to data and
information where the Contracting Partners
can prove that such data and information (i)
were already in possession of the Center or
the Principal Investigator without the
confidentiality obligation at the time of their
disclosure to them by or on behalf of the
Sponsor or any of its Affiliates, (i) are or
become a part of public information by
means other than by an act or omission on
the part of the Center or the Principal
Investigator, (iii) were legally acquired by the
Center or the Principal Investigator from a
third party not bound to the Sponsor or its
Affiiates by an explicit or implied
confidentiality obligation or (iv) were created
independently by the Center or the Principal
Investigator without reference to Confidential
Information or its use.

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

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

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

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

The Sponsor agrees not to disclose any fact
that the Center designates as confidential.
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Clanok 7
Publikovanie, tlacové spravy a verejné
oznamenia

7.1  Zadavatel uznava zaujem Zmluvnych
partnerov na nekomerénom vedeckom
publikovani Vysledkov, bez ohladu na to,
¢i  vysledok Klinického skuSania je
pozitivny alebo negativny. S ohladom na
opravnené zaujmy Zadavatela sa Zmluvni
partneri zavazuju dodrzZiavat nasledujuce
povinnosti a podmienky na publikovanie:

7.1.1 Zmluvni partneri sa zavazuju poskytovat
Zadavatelovi vSetky navrhy na
publikovanie alebo Ustne prezentacie
tykajuce sa Klinického skuSania alebo
Skusaného lieku alebo Vysledkov (dalej
len "Publikacie") najmenej Sestdesiat (60)
dni pred zamySlanym predloZzenim alebo
prezentéciou Publikacie, aby ich Zadavatel
mohol skontrolovat.

7.1.2 Pokial Zadavatel neoznami Zmluvnym
partnerom v ramci lehoty Styridsatpat’ (45)
dni odo dna, ked mu bola doruena
zamyslana Publikacia, Zmluvni partneri sa
zavazuju pripomenut Zadavatelovi
predpokladany datum Publikacie. Zmluvni
partneri nie su opravneni publikovat
Publikacie bez vyslovného suhlasu
Zadavatela.

7.1.3 Zmluvné strany beri na vedomie a
suhlasia, Ze v pripade multicentrickych
Studii sa Vysledky Klinického skuSania
publikuju iba prostrednictvom koordinacie
so Zadavatelom na ucel kombinovania
vysledkov Zo vSetkych centier
zucastnenych Klinického skusania.
Zmluvni partneri su opravneni publikovat
Vysledky ich Centra za podmienky, Ze
celkové vysledky neboli publikované do 18
mesiacov od dokoncenia Klinického
skuSania, a suasne za podmienky
postupovania v sulade s podmienkami
stanovenymi v tomto ¢lanku.

7.1.4 Zadavatel a Zmluvni partneri sa zavazuju
prediskutovat’ vSetky rozdiely v nazoroch
na zamyslany obsah Publikacie s cielom
najst rieSenie uspokojivé pre Zadavatela aj
pre Zmluvnych partnerov. Zadavatel je
opravneny navrhnut akékolvek zmeny
Publikacie, ktoré odévodnene povazuje za
potrebné na vedecké ucely. Zmluvni
partneri sa zavazujl, Ze implementacia
takychto odporu€anych zmien nebude
bezdbévodne odmietnuta.
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Article 7
Publication, Press Releases and Public
Announcements

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

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

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

The Contracting Parties acknowledge and
agree that, in case of multi-center studies,
Results of the Clinical Trial are published
only through coordination with the Sponsor in
order to combine the results of all centers
participating in the Clinical Trial. The
Contracting Partners may publish Results of
their Centers on the condition that overall
results were not published within 18 months
of the completion of the Clinical Trial, subject
to the compliance with the terms set forth in
this Article.

The Sponsor and the Contracting Partners
agree to discuss any difference of opinion
with regard to the intended content of the
Publication in order to find a solution
satisfactory for the Sponsor and the
Contracting Partners. The Sponsor may
recommend any changes in the Publication,
which the Sponsor reasonably deems
necessary for scientific purposes. The
Contracting Partners agree that the
implementation of such recommended
changes shall not be unreasonably refused.
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7.1.5

7.1.6

7.1.7

7.2

7.3

7.4

Ak mozno olakavat, Ze takato Publikacia
by mohla mat neziaduci uc€inok na
zachovanie doOvernosti ktorejkolvek z
Dévernych informacii Zadavatela, Zmluvni
partneri sa zavazuju zabranit takejto
Publikacii, ibaze by predmetnd Dbverna
informacia nemohla byt vymazana z
Publikacie bez ujmy vedeckej spravnosti
Publikacie.

Ak by Publikacia z pohladu Zadavatela
mohla mat neziaduci U¢inok na schopnost’
ziskat’ patentovu ochranu pre ktorykolvek
Vynalez, Zadavatel ma pravo poZadovat
odklad Publikacie na primerand dobu na
uel pripravy a podania Ziadanej
patentovej prihlasky Zadavatefom alebo v
jeho mene, avSak tato doba nesmie
presiahnut’ Sest (6) mesiacov od datumu,
kedy bola Zadavatelovi Publikacia
doru¢ena na kontrolu. Zadavatel ma pravo
pozadovat dal$i odklad Publikacie, ak
patentova prihlaSka bola podana a ak
prihlaSka s pravom prednosti je nelplna a
v ramci 1 roka od podania prihlasky s
pravom prednosti musi byt do Ziadosti
doplneny predmet patentovej prihlasky. V
tomto pripade ma Zadavatel pravo
pozadovat odklad akejkolvek Publikacie
az do doplnenia prihlaSky s pravom
prednosti. Zadavatel nebude zakazovat
Publikaciu v pripade, ked informacia, ktora
je spbsobila byt predmetom patentovej
ochrany, bola z planovanej Publikacie
odstranena.

Zmluvni partneri sa zavazuju zahrnut do
kazdej Publikacie ustanovenia
informujlce, Ze vytvorenie Udajov bolo
podporené Zadavatelom a sucCasne sa
Zmluvni partneri zavazuji informovat o
svojej miere angazovanosti na Klinickom
skaSani i a prospechu, ktory im z
Klinického skuSania plynul. Autorstvo a
uznanie za vedecké publikovanie by mali
byt v sulade s jednotnymi poZiadavkami na
rukopisy  vydanymi Medzinarodnym
vyborom redaktorov lekarskych ¢asopisov
- ICMJE (Uniform Requirements for
Manuscripts).

Zmluvni partneri sa zavazuju zaviazat
rovnakymi povinnostami a poziadavkami
na publikovanie, ktoré su stanovené v ¢l.
7.1 tiez v8etkych Clenov $tudijného timu.

Povinnosti stanovené v ¢l. 7.1 zostanu v
platnosti dalSich 15 rokov po pred€asnom
ukonéeni alebo po ukon&eni tejto Zmluvy.

Zadavatel je opravneny zverejnit vysledky
Klinického skasania spdsobom, ktory uzna
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If such Publication is expected to have an
adverse effect on the confidentiality of any of
the Sponsor’'s Confidential Information, the
Contracting Partners shall prevent such
Publication, unless the  Confidential
Information can be deleted from the
Publication without detriment to the scientific
correctness of the Publication.

If the Publication may - in the Sponsor’s view
- have an adverse effect on the ability to
obtain patent protection for any Invention, the
Sponsor may request a delay of the
Publication for a reasonable period of time in
order to enable the preparation and filing of
any desired patent application by, or on
behalf of, the Sponsor; such period, however,
may not to exceed six (6) months from the
day the Sponsor received the intended
Publication for review. The Sponsor may
request a further delay of the Publication in
the case that the patent application has been
fled and the priority application is
incomplete, and the subject-matter must be
added to the application during the priority
year. In such case, the Sponsor has the right
to request a postponement of any Publication
until completion of the priority application.
The Sponsor shall not prohibit the Publication
if the patentable information was removed
from the planned Publication.

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

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

The obligations set forth in Article 7.1 shall
remain in effect for another 15 years after
early termination or expiration hereof.

The Sponsor may publish Results of the
Clinical Trial in any manner it deems
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7.5

7.6

8.1

8.2

za vhodny, a to ako po celu dobu trvania
tejto Zmluvy, tak aj po jej ukon&eni, dalej je
Zadavatel opravneny umiestnit informacie
o Kilinickom skuSani a o Vysledkoch na

internet, napr. na stranky
www.ClinicalTrials.gov a
https://euclinicaltrials.eu/ (zverejnenie

Klinického skuSania) a na stranky pre
zverejnenie vysledkov, na firemné stranky
Zadavatela (zverejnenie registra a
vysledkov) a v ktorejkolvek databaze
al/alebo v registri v stlade s pravnymi
predpismi a s prisluSnymi normami vo
vztahu k rozsahu, forme a obsahu.

Zmluvni partneri sa zavazuju nepublikovat
Ziadne tlaCové spravy alebo iné verejné
ozndmenia o  Klinickom  skudsani,
Vysledkoch Klinického skuSania a/alebo
SkaSanom lieku bez predchadzajuceho
pisomného suhlasu Zadavatela, s
vynimkou opravnene uverejnenych a
verejne dostupnych informacii.

Nazov Zadavatela nesmie byt pouzivany v
Ziadnom reklamnom alebo inom materidli
Zmluvnych partnerov bez
predchadzajuceho pisomného schvélenia
Zadavatelom.

Clanok 8
Zodpovednost’ a odskodnenie

Zmluvni partneri sa zavazuju Zadavatelovi
nahradit  akukolvek Skodu (vratane
nemajetkovej ujmy a smrti subjektu
skdSania) vzniknutd z dévodu (i)
nedbanlivého alebo umyselného
protipravneho konania alebo opomenutia a
/ alebo (ii) poruSenia ktorejkolvek z
povinnosti prijatych na zaklade tejto
Zmluvy ako aj (iii) poruSenia pravnych
predpisov ktorymkolvek z nich, alebo
ktorymkolvek zo zamestnancov Centra
alebo Zmluvnych partnerov, ktori budu
participovat' na plneni tejto Zmluvy. Narok
na nahradu Skody nevznika, pripadne
vznika len v pomernej vyske, ak ujma na
zdravi (vratane smrti) bola spdsobena
zavinenim ¢&i spoluzavinenim subjektu
sku$ania €i jeho zakonného zastupcu, €o
aj z nedbanlivosti.

Zadavatel je Zmluvnym  partnerom
(Centrum alebo Hlavny skuSajuci dalej
oznacovani len "OdSkodiovana strana”)
povinny  nahradit  Skodu (vratane
nemajetkovej ujmy) v rozsahu, v akom je
voCi nim na prisluShom sude subjektom
skusania alebo inymi, na to podla platnych
pravnych predpisov opravnenymi
osobami, UspeSne uplatneny najma narok
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appropriate, both during, and following
termination of this Agreement; the Sponsor
may also post information about the Clinical
Trial and Results on the Internet, e.g. on
www.ClinicalTrials.gov and
https://euclinicaltrials.eu/ (register posting)
and on websites for results posting, on the
Sponsor’'s company website (register and
results posting) and in any other database
and/or registry required by laws in
accordance with applicable standards
regarding scope, form and content.

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

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

Article 8
Liability and Indemnity

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

The Sponsor must indemnify the Contracting
Partners (hereinafter the Center and the
Principal Investigator collectively referred to
as the “Indemnified Party”) for damage
(including non-pecuniary damage) to the
extent to which a trial subject or any other
under law entitled person successfully claims
namely damage to health (including death)
including non-pecuniary damage as a result
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8.2.1

8.2.2

8.2.3

8.3

8.4

8.4.1

8.4.2

na nahradu Skody, ujmy na zdravi (vratane
smrti) ako aj nemajetkovej ujmy vzniknutej
z dévodu uzivania SkuSaného lieku alebo
akéhokolvek vykonu alebo postupu
vykonaného na subjekte skuSania podla
poziadaviek Protokolu, a to za podmienky,
Ze tato ujma:

nevznikla z dévodu, Ze OdSkodfiovana
strana nekonala v sllade (a) s
podmienkami tejto Zmluvy; a/alebo (b)
Protokolom; al/alebo (c)  vSetkymi
prisluSnymi  pravnymi  predpismi a
pravidlami  upravujucimi  vykonavanie
Klinického  skudSania; a/alebo (d)
bezpel&nostnymi opatreniami a pisomnymi
pokynmi Zadavatela alebo jeho
Prepojenych osbb; a/alebo

nevznikla z dévodu umyselného
protipravneho konania alebo opomenutia
OdSkodriovanej strany; a/alebo

nie je plne hradend z poistenia
dohodnutého v sllade s pravnymi
predpismi v prospech OdSkodrovanej
strany.

Dalej plati, ze ak vznikne taka ujma iba
sCasti z dovodov na strane Odskodriovane;j
strany uvedenych v ¢l. 8.2.1, alebo 8.2.2,
Odskodriovanej strane vznika narok na
nahradu ujmy voc€i Zadavatelovi v rozsahu,
v akom vznikla Skoda mimo dbvodov
uvedenych v ¢l. 8.2.1 a/alebo 8.2.2.

Pravo Zmluvnych partnerov na nahradu
ujmy podfa ¢&l. 8.2 dalej nevznikne a
Zadavatel nebude mat povinnost nahradu
ujmy poskytnut, s vynimkou ods. 8.4.3, len
v rozsahu, v ktorom bude mat porusenie
niektorej z nizSie uvedenych povinnosti zo
strany Zmluvnych partnerov negativny
vplyv na moznost’ Uspesne sa branit proti
uplatnenému naroku na nahradu ujmy:

Zmluvni partneri sa zavazuju pisomne
informovat Zadavatela o kazdom naroku
a/alebo Zalobe v maximalnom moznom
rozsahu, podla tychto ustanoveni o
nahrade ujmy, a to do patnastich (15) dni
odo dnha, ked sa o nich dozvedia, a
sucasne sa zavazuju umoznit
Zadavatelovi, aby schvaloval vietky ukony
a obranu proti takto uplatnenému naroku
alebo Zalobe vratane rozhodovania o
urovnani sporu; a

Zmluvni partneri su povinni spolupracovat
so Zadavatelom a jeho pravnymi
zastupcami a poistovatelmi pri obrane
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of using the Investigational medicinal product
or any clinical intervention or procedure
required by the Protocol in a competent court
of justice, provided that such damage:

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

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

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

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

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

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

8.4.2 The Contracting Partners must cooperate
and require its employees to cooperate, with
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8.4.3

8.5

9.1

10.1

proti takému naroku alebo Zzalobe, a
zabezpecit takuto spolupracu to strany
svojich zamestnancov; a

Zmluvni partneri nesmu uznat ani
uspokojit Ziadny takyto narok mimo alebo
v ramci sudneho  konania  bez
predchadzajuceho pisomného suhlasu
Zadavatela.

Zadavatel je OdSkodhovanej strane
povinny nahradit’ Skodu, ujmu na zdravi
(vratane smrti) ako aj nemajetkovi ujmu,
ktora vznikla subjektu skisania vyhradne v
dosledku uzivania SkuSaného lieku
pouzitého v ramci Klinického skiSania, a to
za predpokladu, Ze néarok nevznikol v
pri¢innej suvislosti s konanim Zmluvnych
partnerov.

Clanok 9
Poistenie

Zadavatel zodpoveda za zabezpeclenie
poistenia na ucel Klinického sku$ania v
sulade s prisluSnymi pravnymi predpismi.
Na tento uCel Zadavatel prehlasuje, Ze
zabezpecil poistenie zodpovednosti
Zadavatela a Centra za Skodu (vratane
nemajetkovej ujmy, okrem nemajetkovej
ujmy spbsobenej porusenim prav na
ochranu  mena, urdZkou na cti
ohovaranim, Sikanovanim, obtaZovanim,
nerovnakym zaobchadzanim ¢&i inymi
spOsobmi diskriminacie), prostrednictvom
ktorého je zabezpecené aj odSkodnenie v
pripade smrti subjektu skuSania alebo v
pripade ujmy vzniknutej na zdravi subjektu
skiSania v  dbsledku  vykonavania
Klinického skuSania v sulade s § 43 pism.
h) bod 3 zakona o liekoch. Zadavatel dalej
prehlasuje, Ze zabezpelil poistenie
zodpovednosti Centra za Skodu, ktora
modze byt spbsobena subjektu skdSania v
sulade s § 43 pism. h) bod 4 zakona o
liekoch. Pre vyluCenie pochybnosti,
Zadavatel a Zmluvni partneri vyhlasuju, Ze
poistenie podla tohto odseku nenahradza
poistenie vztahujuce sa k aktivitam, ktoré
nesulvisia s Klinickym skdsanim, napr.
bezné poskytovanie zdravotnej
starostlivosti.

Clanok 10
Ochrana a spristupnenie osobnych
udajov

Zadavatel a Zdravotnicke zariadenie berd
na vedomie a suhlasia s tym, Ze na ucely
tejto Zmluvy kazdy z nich spracuva osobné
Udaje dotknutych osdb ako samostatny
prevadzkovatel, tak ako je definované v
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the Sponsor and its attorneys and insurers in
the defense of such a claim or lawsuit; and

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

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

Article 9
Insurance

9.1 The Sponsor shall be responsible for taking
out insurance for the purposes of the Clinical
Trial in compliance with applicable legal
regulations. For these purposes, the Sponsor
represents and warrants that it took out
insurance of liability of the Sponsor and the
Institution for damage (including the non-
pecuniary damage, with the exception of
non-pecuniary damage caused by violation
of personality or name protection rights, by
defamation, slander, bullying, harassment,
unequal treatment or by any other way of
discrimination), including indemnification in
case of death of a trial subject or damage to
health to a trial subject due to the Clinical
Trial performance pursuant to Section 43 (h)
(3) of Pharmaceuticals Act. The Sponsor
further represents and warrants that it took
out insurance of liability of the Centre for
damage that may be caused to the trial
subject pursuant to Section 43 (h) (4) of
Pharmaceuticals Act. In order to eliminate
any doubts, the Sponsor and the Contracting
Partners represent and warrant that this
insurance does not replace insurance
covering activities which are not related to
the Clinical Trial, e.g. a regular provision of
medical services.

Article 10
Personal Data Protection and Disclosure

10.1 The Sponsor and the Institution acknowledge
and agree that for the purposes of this
Agreement they each process personal data
as independent controllers as defined in
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10.2

10.3

¢lanku 4 ods. 7 Nariadenia Eurépskeho
parlamentu a Rady (EU) 2016/679 z 27.
aprila 2016 o ochrane fyzickych osoéb pri
spracovani osobnych udajov a volnom
pohybe tychto dajov a o zruSeni smernice
95/46/ES.

Zdravotnicke zariadenie je zodpovedné za
spracovanie vsetkych osobnych udajov v
suvislosti s lieCbou subjektov skdsSania,
najma v zdravotnych zdznamoch
subjektov skuSania. Zdravotnicke
zariadenie je tiez zodpovedné za vecne
spravne  zadanie/vloZenie  osobnych
Udajov do elektronickych zaznamovych
listov (CRF). Zadavatel je zodpovedny za
spracovanie osobnych ddajov v CRF.
Okrem toho je Zadavatel samostatnym
prevadzkovatelom vo vztahu k osobnycm
udajom zamestnancov Centra a Clenov
Studijného timu ziskanych v suavislosti s
touto Zmluvou a Protokolom.

Zmluvni partneri sd si vedomi, Ze
Zadavatel alebo tretia osoba Zadavatefom
poverena budu  vkladat  Vysledky
Klinického skiSania a vSetky spravy
suvisiace s Klinickym skasanim, zaznamy
o Skoleniach v mieste realizacie Klinického
skuSania a vystupy z akychkolvek auditov
vykonanych Zadavatelom alebo v jeho
mene podla pravidiel spravnej klinickej
praxe alebo inSpekcii do internych
elektronickych databaz Zadavatefa a /
alebo tretich 0s6b poverenych
Zadavatelom. V ramci tejto spravy udajov
mdézu byt v sulade s poZiadavkami
pravidiel spravnej klinickej praxe a
prisluSnych pravnych predpisov na Useku
ochrany osobnych ddajov uchovavané,
spracované a pouzité Zadavatelom, jeho
Prepojenymi osobami a poverenymi tretimi
stranami  osobné Udaje  Hlavného
skiSajuceho, ako su meno, priezvisko a
adresa, finanéné zaujmy podla Potvrdenia
o finan&nych zdujmoch, a dalej tiez osobné
udaje inych zamestnancov Centra, Clenov
Studijného timu a ich zaangaZovanie v
Klinickom skiSani a vystupy auditov
vykonanych Zadavatelom podla pravidiel
spravnej klinickej praxe alebo inSpekcii
(dalej len ,Udaje*) a pravnych predpisov
vztahujucich sa k ochrane osobnych
Udajov. Zadavatel bude poskytovat tieto
Udaje externym verejnym databazam, ako
je napr. clinicaltrials.gov a v nevyhnutnom
rozsahu na zaklade prislusnych pravnych
predpisov tieZ organom verejnej moci.
Udaje bud( spracovavané pre plnenie
pravnych povinnosti Zadavatela a pre
manazment klinickych skusani.
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Article 4 subsection 7 of the of the European
Union General Data Protection Regulation.

The Center is responsible for the processing
of all data within the scope of treatment, in
particular in the trial subject’s file. The Center
is also responsible for the factually correct
input of personal data into the electronic case
report forms (CRFs). The Sponsor is
responsible for the subsequent data
processing in the CRFs. Furthermore, the
Sponsor is an independent controller for the
processing of personal data of the Center’'s
staff and Clinical Trial Team Members
collected in accordance with this Agreement
and Protocol.

The Contracting Partners understand that the
Sponsor or a third party authorized by the
Sponsor shall enter Results of the Clinical
Trial, all reports related to the Clinical Trial,
site-training records and outcomes of all
audits performed by, or on behalf of, the
Sponsor into internal electronic databases of
the Sponsor and/or third parties authorized
by the Sponsor in compliance with good
clinical practice rules or inspections. As part
of such data management, the personal data
of the Principal Investigator, such as first and
last name, address and financial interests
according to the Financial Interests
Declaration, as well as the personal data of
other employees of the Center, Clinical Trial
Team Members and their involvement in the
Clinical Trial and outcomes of audits
performed by the Sponsor in compliance with
good clinical practice rules or inspections
(hereinafter referred to as “Data”) and
personal data protection laws may be stored,
processed and used by the Sponsor, its
Affiliates and authorized third parties in
compliance with good clinical practice rules
and applicable personal data protection laws.
The Sponsor shall provide Data to external
public databases, such as clinicaltrials.gov,
as well as, to the extent necessary under
applicable law, to government authorities.
Data shall be processed for the purposes of
compliance with the Sponsor's legal
obligations and for the management of
clinical trials. Data shall be processed for an
indefinite period of time, however, no longer
than until the purpose, for which they are
processed, is fulfilled.
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10.4

10.5

10.6

10.7

Pred zaciatkom a pocas trvania Klinického
skuSania Zdravotnicke zariadenie a jeho
zamestnanci, resp. ini zmluvni pracovnici
poskytnu Zadavatelovi informacie tykajuce
sa Zdravotnickeho zariadenia a osobné
Udaje, ktoré sa tykaju SkuSajacich,
spoluskusSajucich, zamestnancov a dalSich
Clenov $tudijného timu. Takéto informacie
tykajlice sa Zdravotnickeho zariadenia a
osobné udaje zahffiaju mena a priezviska,
kontaktné informacie, datum narodenia,
bydlisko, pracovné skisenosti, odbornu
kvalifikaciu, dosiahnuté vzdelanie,
informacie o vykone povolania, publikacie
a dalSie, ktoré suvisia s vykonavanim
Klinického skaSania v Zdravotnickom
zariadeni. Zdravotnicke zariadenie berie
na vedomie spracovanie informacii
tykajlcich sa Zdravotnickeho zariadenia
a jeho zamestnancov Zadavatelom ako
prevadzkovatelom. Zdravotnicke
zariadenie a Hlavny SkuSajlci sa zavazuju
informovat’ tieto osoby o spracuvani ich
osobnych Gdajov a ich pravach ako
dotknutych o0s6b, ato prostrednictvom
informacie pre dotknutd osobu, ktorej vzor
tvori prilohu €. 2 tejto Zmluvy.

Zdravotnicke zariadenie vyhlasuje
a zavazuje sa, ze osobné udaje subjektov
skiSania zaznamenané v CRF budd
poskytnuté Zadavatelovi
pseudonymizovanym spésobom v sulade
s Protokolom, a ze  Zdravotnicke
zariadenie nezverejni ani inak nespristupni
Zadavatelovi ani mu neumozni pristup k
akémukolvek kédu umoznujucemu
identifikaciu subjektov skdSania.

Zadavatel vyhlasuje a zavazuje sa, ze
nebude: (i) podnikat Ziadne kroky na
identifikaciu subjektov skdsania, (ii) snazit
sa ziskat pristup k akémukolvek kédu
umoznujucemu identifikaciu  subjektov
skuSania a (iii) snazit sa spojit osobné
Udaje a iné zdroje Udajov, ktoré by viedli k
identifikacii ktoréhokolvek zo subjektov
skuSania.

Centrum sa zavazuje urcit kontaktnu
osobu, ktora bude odpovedat na vSetky
poziadavky subjektov skusania a Clenov
Studijného timu uplatnené v suvislosti so
spracivanim ich Osobnych (dajov v
suvislosti s touto Zmluvou (dalej ako
Ziadost dotknutej osoby“). Centrum
informuje Zadavatela a poziada ho o
asistenciu pri odpovedani na Ziadost
dotknutej osoby iba v pripade, Ze nebude
schopné zodpovedat Ziadost Dotknutej
osoby bez informéacii, ktoré moze
poskytnut iba Zadavatel. Pokial je
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Prior to the commencement and in the
course of the Clinical Trial, the Center and its
employees or other contractual staff shall
provide information relating to the Center and
personal data regarding the Investigator,
sub-investigators, employees or Clinical Trial
Team Members. Such information relating to
the Center and personal data include names
and surnames, contact information, work
experience, professional qualification,
publications, summaries, achieved
education, information on job performance,
and other information associated with the
conduct of the Clinical trial at the Center. The
Center acknowledges the data processing
relating to the Center by the Sponsor acting
as a controller. The Center and the Principal
Investigator shall inform these persons about
processing of their personal data and their
rights as a data subject by providing an
information for the data subject which
template is attached as Appendix No. 2
hereto.

The Center declares and undertakes that the
personal data of the trial subjects recorded in
the CRF shall be provided to the Sponsor in
a pseudonymized manner in accordance with
the Protocol, and that the Institution shall not
disclose or otherwise make available to the
Sponsor or allow him access to any code
enabling the identification of the trial
subjects.

The Sponsor declares and undertakes that
that it will not: (i) take any steps to identify trial
subjects, (ii) try to gain access to any code
enabling the identification of the trial subjects
and (iii) try to combine personal data and
other data sources that would lead to the
identification of any of the trial subjects.

The Center shall appoint a contact person to
respond to all Requests of trial subjects and
Clinical Trial Team Members they may have
as for the processing of their Personal Data
in connection with this Agreement
(hereinafter referred to as “Data Subject
Request”). The Center shall inform the
Sponsor and request its assistance in
responding Data Subject Request only to the
extent that they are unable to manage and
respond to the Data Subject Request without
information which could only be provided by
the Sponsor. If the Sponsor needs to provide
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10.8

10.9

potrebné, aby Zadavatel poskytol
informacie Centru, Centrum informuje
Zadavatela do 3 dni od prijatia Ziadosti
dotknutej osoby. Za tychto okolnosti
Zadavatel musi spolupracovat s Centrom,
v sulade s prislusnymi zakonmi jej
poskytnat pozadované informacie a
spravit prislusné kroky, aby umoznil
Centru odpovedat na Ziadost dotknutej
osoby. Centrum poskytne Zadavatelovi na
zaklade opravnenej ziadosti akékolvek
informacie a spravi akékolvek kroky alebo
poskytne Zadavatefovi asistenciu, ktoru
bude Zadavatel pripadne vyzadovat, za
u¢elom zodpovedania Ziadosti dotknutej
osoby.

Zmluvni partneri sa zavazuju bezodkladne
a pisomne informovat Zadavatela o
akomkolvek poruseni ustanoveni o
bezpec€nosti osobnych udajov, v kazdom
pripade vSak najneskdr do piatich (5) dni
od datumu takéhoto porusenia.

Zmluvni partneri a Zadavatel sa zavazuju
konat v sulade s prisluSnymi pravnymi
predpismi na Useku ochrany osobnych
Gdajov, najméa s Nariadenim Eurdpskeho
parlamentu a Rady (EU) 2016/679 z 27.
aprila 2016 o ochrane fyzickych osdb pri
spracovani osobnych udajov a volnom
pohybe tychto Udajov a o zruSeni smernice
95/46/ES  (vSeobecné nariadenie o
ochrane osobnych Udajov), dalej so
zdkonom ¢. 18/2018 Z.z. o ochrane
osobnych Gdajov a o zmene a doplneni
niektorych zékonov v platnom zneni a v
stlade s prislusnymi pokynmi Statneho
ustavu pre kontrolu lie€iv, najma pokynom
MP 131/2018, ak sa uplatni.

Clanok 11
Trvanie Zmluvy

11.1 Tato Zmluva nadobulda platnost driom jej

podpisania vSetkymi Zmluvnymi stranami
a uc€innost dfiom nasledujicim po dni jej
zverejnenia v zmysle § 47a ods. 1 zakona
€. 40/1964 Zb. Obciansky zakonnik v zneni
neskorsich predpisov v centralnom registri
zmldv na www.crz.gov.sk, nakolko ide
0 povinne zverejiiovanud zmluvu v zmysle §
5a ods. 1 zakona ¢. 211/2000 Z. z.
o slobodnom  pristupe  k informaciam
v zneni neskorSich predpisov a skonci
driom kedy (a) bude dokon&ena celkova
sprava o Klinickom skuasani, alebo (b)
bude  vykonana  posledna  platba
Zadavatelom, pri€om rozhodujuca je ta z
tychto skuto€nosti, ktor4 nastane neskor.
Hlavny skusajuci je povinny oznamit
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information to the Center, the latter (the
Center) shall inform the Sponsor within 3
days upon receiving the Data Subject
Request. Under such circumstances, the
Sponsor is obliged to cooperate with the
Institution in accordance with the relevant
laws, to provide it with the required
information and take the appropriate steps to
enable the Center to respond to the Data
Subject Request. On the basis of a valid
request, the Center will provide the Sponsor
with any information and perform any steps
or provide the Sponsor with assistance that
the Sponsor may require in order to respond
to the Data Subject Request

10.8 The Contracting Partners agree to inform the

10.9

111

Sponsor in writing about any breach of
personal data protection provisions without
undue delay; however, no later than five (5)
days following such breach.

The Contracting Partners and the Sponsor
agree to adhere to applicable personal data
protection laws, especially Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 on the protection
of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation), the Act. No. 18/2018 Coll. on
Protection of Personal Data and on
Amendments to Certain Laws, as amended
and relevant guidelines of the State Institute
for Drugs Control, in particular guideline MP
131/2018, if applicable.

Article 11
Term of the Agreement

This Agreement shall enter into force upon
signing by all Parties, and shall become
effective as of the day following the day of its
publication in the Central Register of
Agreements at  www.crz.gov.sk, in
accordance with Section 47a(l) of Act
40/1964 (the Civil Code) of the Collection of
Laws (Coll.), as amended, since this is an
agreement that must be published on a
mandatory basis pursuant to Section 5a(1) of
the Act 211/2000 Coll. (the Freedom of
Information Act), as amended, and shall
terminate on the date of a) completion of the
final report of the Clinical Trial, or b) the last
payment made by the Sponsor, whichever
occurs later. The Principal Investigator shall
notify the Legal Department of the Center of
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11.2

12.1

12.2

informaciu o ukongeni Klinického skuSania
na pravne oddelenie Zdravotnickeho
zariadenia najneskdér do 15 dni od jeho
ukonéenia.

Prava a povinnosti Zadavatela a
Zmluvnych partnerov stanovené v tejto
Zmluve, ktoré vzhladom na svoju povahu
maju pretrvat’ aj po skonceni tejto Zmluvy
(vratane prav s ohladom na vlastnictvo,
Vynalezy, zachovavanie = ml&anlivosti,
publikacie, protikorupénych ustanoveni,
zodpovednosti a odSkodnenie), zostavajl
v platnosti aj po skon&eni tejto Zmluvy.

Clanok 12
Ukonéenie Zmluvy

Bez ohladu na akékolvek iné pravo ukoncit
tato Zmluvu, ktoré méze byt stanovené v
tejto Zmluve alebo vyplyva zo vSeobecne
zavaznych pravnych predpisov, Zadavatel
ma pravo ukondit’ tuto Zmluvu kedykolvek
aj bez uvedenia dbovodu na zaklade
pisomnej vypovede s tridsatdriovou (30)
vypovednou dobou. Vypovedna doba
zatne plynat prvym dfiom mesiaca
nasledujicom po mesiaci, v ktorom bola
pisomna vypoved doru¢ena ostatnym
Zmluvnym stranam. lhned po doruceni
pisomnej vypovede tejto Zmluvy druhej
Zmluvnej strane na zaklade ktoréhokolvek
ustanovenia tejto Zmluvy, sa Centrum a
Hlavny skuaSajuci zavazuju (i) zastavit
nabor a zaradovanie subjektov skiSania
do Klinického sku8ania, (i) zastavit
vykonavanie vSetkych postupov, u uz
zahrnutych subjektov skiSania, a to v
miere, v akej to dovoluje lekarske hladisko,
a (iii) zdrzat sa v maximalnej moznej miere
vytvarania dalSich nakladov a vydavkov. V
pripade, ze Centrum alebo Zadavatel
ozndmi, Ze vypovedna doba v dizke
tridsiatich (30) dni je nedostatocne dlha
doba na vyhodnotenie rizik pre zaradené
subjekty sk(Sania, ktorym sa podava
SkdSany liek, budd Zmluvné strany
spolupracovat’ na tom, aby bola bezpecne
ukoncéena lie¢ba tychto subjektov skdsania
SkasSanym liekom v priebehu vzajomne
dohodnutej doby, ale v Ziadnom pripade
nebude zavazok Zadavatela dodavat
Skasany liek podla tejto Zmluvy trvat
dihSie ako primerani dobu.

Zmluvni partneri a Zadavatel, kazdy z nich,

maju  pravo ukonéit tuto Zmluvu s
okamzitym a€inkom formou pisomnej
vypovede doru€enej druhej Zmluvnej
strane v pripade, Ze vykonavanie

Klinického skusania v Centre musi byt
ukonéené z lekarskych alebo etickych
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the end of the Clinical Trial within 15 days
thereof.

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

Article 12
Agreement Termination

Notwithstanding any other termination right
set forth in this Agreement or in the
applicable generally binding legal

regulations, the Sponsor reserves the right to
terminate this Agreement at any time without
cause based on thirty-day written notice. The
notice period begins on the first day of the
month following the month in which the
written notice was delivered to the other
Contracting parties. Immediately upon
receipt of the written notice by other
Contracting party based on any provision of
this Agreement, the Center and the Principal
Investigator agree to (i) cease recruiting and
enrolling trial subjects in the Clinical Trial, (ii)
cease all procedures to the extent medically
permissible on trial subjects already enrolled
in the Clinical Trial and (iii) refrain as much
as possible from incurring additional costs
and expenses. In the case that the Center or
the Sponsor announces that the thirty-day
notice does not provide enough time to
evaluate risks for enrolled trial subjects who
receive the Investigational medicinal product,
the Contracting Parties shall cooperate so
that the treatment of the trial subjects with the
Investigational medicinal product would be
safely terminated during a mutually agreed
period of time; however, the Sponsor shall
not be required to provide the Investigational
medicinal product based on this Agreement
for an unreasonable period of time.

The Contracting Partners and the Sponsor
each have the right to terminate this
Agreement with immediate effect by giving
written notice to the other party in the case
that the Clinical Trial at the Center needs to
be terminated due to medical or ethical
reasons. Such termination becomes effective
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12.3

12.4

ddévodov. Uginky takejto vypovede nastanu
diiom jej doruCenia poslednej zo
Zmluvnych strdn. Ukon&enie Zmluvy
Zmluvnymi partnermi podfa
predchadzajiucej vety je Hlavny skiSajuci
povinny  vopred prekonzultovat so
Zadavatelom. lhned po doru€eni pisomnej
vypovede tejto Zmluvy druhej Zmluvnej
strane na  zaklade ktoréhokolvek
ustanovenia tejto Zmluvy, sa Centrum a
Hlavny skuSajuci zavazuju (i) zastavit
nabor a zaradovanie subjektov skuSania
do  Klinického skuSania, (i) zastavit
vykonavanie vSetkych postupov, u uz
zahrnutych subjektov skdSania, a to v
miere, v akej to dovoluje lekarske hladisko,
a (iii) zdrzat sa v maximalnej moznej miere
vytvarania dalSich nakladov a vydavkov.
Zmluvné strany budu spolupracovat na
tom, aby bola bezpe&ne ukonéena liecba
subjektov skdSania Skusanym liekom v
priebehu vzajomne dohodnutej doby, ale v
Ziadnom pripade nebude zavazok
Zadavatela dodavat SkuSany liek podla
tejto Zmluvy trvat dihdie ako primeranu
dobu. Bez ohladu na predchadzajice
ustanovenie, v pripade kritickych alebo
dolezitych zisteni v ramci auditu alebo
inSpekcie tykajlcich sa spravnej klinickej
praxe, dohladu nad liekmi alebo
regulaCnych zalezitosti, praxe alebo
postupu, ktoré maja nepriaznivy vplyv na
prava, bezpecnost, alebo celkovl pohodu
subjektov skUSania alebo ktoré moZzu
predstavovat  potencialne riziko pre
verejné zdravie alebo ktoré mozu mat' za
nasledok  neprijatelnost  ddajov = z
Klinického skuSania alebo ktoré
predstavuju vazne poruSenie prislusnych
pravnych predpisov a pravidiel, ma
Zadavatel pravo (podla svojej volby) s
okamzitym uc€inkom docasne zastavit
nabor subjektov skdSania, kym nebudud
predmetné zistenia Uplne posudené alebo
s okamzitym ucinkom pisomne vypovedat
tato Zmluvu.

V pripade, Ze ktorékolvek z povoleni alebo
stuhlasov potrebnych na vykonavanie
Klinického skuSania je (i) s pravoplatne
zamietnuté alebo (ii) pravoplatne rusené,
skonéi tato Zmluva automaticky driom
doruCenia oznamenia (rozhodnutia) o
takomto pravoplathom zamietnuti alebo
pravoplatnom zruseni.

Ak sa Zadavatel primerane domnieva, Ze
Zmluvni partneri nebudu schopni zacat
nabor alebo plnit’ svoje povinnosti tykajuce
sa naboru v ramci dohodnutej lehoty, ma
Zadavatel pravo na zaklade oznamenia
doru¢éeného Zmluvnym partnerom (a) s

Zmluva o klinickom skusani, trojstranna (25082023)

G0O45006

12.3

12.4

Zmluva o klinickom skaSani 2024CLO0015

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

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

In the case that the Sponsor reasonably
believes that the Contracting Partners shall
be unable to start recruitment or to fulfil their
recruitment obligations by the agreed
deadline, the Sponsor shall have the right, by
sending written notice to the Contracting
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12.5

12.6

12.7

okamzitym ucinkom znizit' pocet subjektov
skusania, ktori sa maju zaradit do
Klinického skusania; alebo (b) prediZit
dobu néboru; alebo (c) ukongit tito Zmluvu
vypovedou. Podla pismena c¢) moze
Zadavatel pisomne vypovedat Zmluvu s
okamzitym u€inkom, av3ak len ak vopred
pisomne upozornil Zmluvnych partnerov
na ich omeSkania s nadborom subjektov
skiSania a poziadal ich o napravu v
dodatocnej primeranej lehote, ktord im na
tento ucel stanovuje, a Zmluvni partneri ani
v takej dodatoCnej lehote napravu
neurobia. Zmluvni partneri musia byt o
moznosti Zadavatela vypovedat tuto
Zmluvu s okamzitym ucinkom v pripade, ak
Zmluvni partneri nezjednajl napravu ani v
dodatoCne stanovenej lehote, nalezite
pisomne pouceni.

V pripade, ze Zadavatel neschvali nového
Hlavného skuSajuceho podla &l. 2.27 alebo
sa tento novy Hlavny skiSajuci pisomne
nezaviaze k povinnostiam podla tejto
Zmluvy, Zadavatel je opravneny tato
Zmluvu ukongit vypovedou ku dnu
dorucenia vypovede Centru. V pripade, Ze
Hlavny skusajuci a Zadavatel maju zaujem
pokraCovat v spolupraci pri vykonavani
Klinického skdSania v inom zdravotnickom
zariadeni, Centrum sa zavazuje poskytnut
sucinnost pri  prevedeni relevantnych
Udajov, informécii a materialu, ktoré nie st
vlastnictvom Centra, v prospech nového
centra.

V pripade, Ze pocas auditu alebo inSpekcie
regulaénych organov bude zistené
porusenie ustanoveni tejto Zmluvy alebo
Protokolu zo strany Centra alebo Hlavného
skusajuceho (alebo nedodrzanie
ustanoveni tejto Zmluvy zo strany
ktoréhokolvek iného Clena $tudijného
timu), ma Zadavatel pravo tuto Zmluvu
pisomne  vypovedat s  okamZitou
uCinnostou, pricom  G€inky  takejto
vypovede nastand dnom jej dorucenia
poslednej zo Zmluvnych stran.

Zadavatel je povinny uhradit’ vSetky dizné
Ciastky za riadne poskytnuté sluzby
Zmluvnymi partnermi na zaklade tejto
Zmluvy a naklady, ktoré im oddévodnene
vznikli, ku driu doru€enia vypovede alebo v
pripade ukoncenia tejto Zmluvy podfa ¢l.
12.1 k poslednému driu vypovednej lehoty
alebo v pripade ukonCenia tejto Zmluvy
podla ¢&l. 123 ku dfu dorucenia
pravoplatného zamietnutia. Ak Centrum
preukazatelne obdrzalo vy38Siu sumu
odmeny a nakladov, na ktoré mu podla
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Partners, to (a) decrease with immediate
effect the number of trial subjects to be
recruited; or (b) extend the recruitment
deadline; or (c) terminate this Agreement.
According to (c), the Sponsor may terminate
this Agreement by written notice with
immediate effect, provided that the Sponsor
informed the Contracting Partners about their
delay with recruiting trial subjects in writing
beforehand and asked them to remedy this
delay within an additional reasonable time-
limit and the Contracting Partners failed to
remedy this delay within such additional
reasonable time-limit. The Contracting
parties must be duly informed in writing about
the Sponsor’'s possibility to terminate this
Agreement with immediate effect if the
Contracting Parties do not remedy the
situation even within an additional period of
time.

In the case that the Sponsor does not
approve a new Principal Investigator
pursuant to Article 2.27 or a new Principal
Investigator does not accept in writing the
obligations under this Agreement, the
Sponsor may terminate this Agreement as of
the day of delivery of the termination notice
to the Center. In the case that the Principal
Investigator and the Sponsor wish to
continue to cooperate with regard to the
Clinical Trial in another medical facility, the
Center agrees to cooperate with transferring
relevant data, information and materials that
are not owned by the Center to such a
medical facility.

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

The Sponsor must pay all outstanding
amounts for the services properly provided
by the Contracting Partners based on this
Agreement and all reasonably incurred costs,
as of the day of receipt of the notice or, in the
case that this Agreement is terminated
pursuant to Article 12.1, as of the last day of
the termination period or, in the case that this
Agreement is terminated pursuant to Article
12.3, as of the day of receipt of the final
rejection. In the case that the Center provably
received higher payments than the payments
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12.8

131

13.2

13.3

13.4

skuto€ne vykonanych ¢innosti vznikol
narok v sulade s touto Zmluvou, Centrum
sa prislusny rozdiel zavazuje zaplatit spat
Zadavatelovi bez zbyto€ného odkladu.

Pri skon€eni Zmluvy sa Zmluvni partneri
zavazuju vratit Zadavatelovi vSetok
nespotrebovany material a predmety, ktoré
im boli poskytnuté v suvislosti s Klinickym
skasanim, a to najneskér do tridsiatich (30)
pracovnych dni od datumu ukoncenia
Zmluvy.

Clanok 13
R6zne ustanovenia

Uzatvorenie tejto  Zmluvy nie je
podmienené Zziadnym existujucim alebo
buducim obchodnym vztahom medzi
Zmluvnymi partnermi a Zadavatelom ani
Ziadnym obchodnym rozhodnutim, ktoré
Zmluvni partneri urobili alebo urobia vodi
Zadavatelovi alebo vyrobkom
obchodovanym Zadavatelom.

Na vylu€enie pochybnosti Zmluvné strany
vyhlasuju, Ze vo vSetkych pripadoch ked
tato Zmluva odkazuje na Zmluvnu
vyskumnu organizaciu, kona tato Zmluvna
vyskumna organizacia vyluéne pod svojim
menom a ako zastupca Zadavatela a nie je
Zmluvnou stranou tejto Zmluvy.

Zmluvni partneri sa zavazuju plnit svoje
povinnosti podfa tejto Zmluvy spbésobom,
ktory bude v sulade s prislusSnymi pravnymi
predpismi zameranymi proti korupcii a
podplacaniu. Zmluvni partneri zavazne
vyhlasuji, Ze v suvislosti s  Klinickym
skuSanim neposkytli ani neposkytnu
Ziadnu platbu ani prospech, priamo alebo
nepriamo, Uradnej osobe, zakaznikom,
obchodnym partnerom, odbornikom v
zdravotnictve ani ziadnej inej osobe na
ucel ziskania nedovoleného prospechu
alebo nekalej obchodnej vyhody, nebudu
ovplyviiovat rozhodovanie v sukromnej ani
verejnej sfére, predpisovanie, ani nebudu
nikoho  podnecovat k  poruSovaniu
profesijnych povinnosti alebo pravidiel.
Zmluvni partneri sa zavazuju bezodkladne
pisomne oznamit Zadavatelovi kazdé
podozrenie ¢i zistené porusenie vysSie
uvedenych zasad v suvislosti s obchodnou
Cinnostou Zadavatela a budu v tychto
pripadoch spolupracovat so Zadavatelom
pri preSetreni takej zalezitosti.

Zmluvné strany vyhlasuju, Zze nemaju v
su€asnosti uzatvorenu Ziadnu zmluvu ani
zavazok, ktorych plnenie by negativne
ovplyvnilo  plnenie  povinnosti  vodi
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due according to the work actually performed
based on this Agreement, the Center shall
refund the balance to the Sponsor without
undue delay.

Upon termination of this Agreement, the
Contracting Partners shall return to the
Sponsor all unused materials and items
provided to the Contracting Partners in
relation to the Clinical Trial within thirty (30)
working days of the day of termination of this
Agreement.

Article 13
Miscellaneous

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

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

The Contracting Partners agree to perform
their obligations under this Agreement in
compliance with applicable anti-bribery and
anti-corruption laws. The Contracting
Partners represent and warrant that in
connection with the Clinical Trial they did not
provide and shall not provide any payment or
benefit, directly or indirectly, to government
officials, customers, business partners,
healthcare professionals or any other
persons in order to secure an improper
benefit or unfair business advantage, shall
not influence private or official decision-
making, shall not influence prescribing and
shall not instigate anyone to breach
professional duties or rules. The Contracting
Partners agree to immediately report to the
Sponsor in writing any suspected or detected
violation of the above principles in connection
with the Sponsor’s business activity and, in
such cases, shall cooperate with the Sponsor
in reviewing the matter.

The Contracting Partners represent and
warrant that they are not presently under any
agreement or obligation that would
negatively affect the performance of their
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Zadavatelovi na zaklade tejto Zmluvy a
suasne sa zavazuju po celu dobu
priecbehu  Klinického skuSania Zziadnu
takato zmluvu neuzavriet ani Ziadny takyto
zavazok neprijat. Hlavny skusajaci ruci za
to, e Zadny z Clenov $tudijného timu
nema v sucasnej dobe uzatvorenu Ziadnu
takuto Zmluvu, a zavazuje sa zabezpedit,
Ze Ziadny z Clenov $tudijného timu takuto
zmluvu neuzavrie.

13,5 Tato Zmluva obsahuje GpIné dojednanie o
predmete Zmluvy a vSetkych
néalezitostiach, ktoré Zmluvné strany mali a
chceli v Zmluve dojednat, a ktoré povaZzuju
za doleZité. SuCasne Zmluvné strany
vyhlasujd, ze si vzgjomne oznamili vSetky
informéacie, ktoré povazuju za dbélezité a
podstatné na uzatvorenie tejto Zmiuvy.

13.6 Zmluvné strany prejavili volu neuplatriovat
akékolvek prava a povinnosti Zmluvnych
stran vyvodené z doterajSej alebo buducej
praxe zavedenej medzi nimi alebo
zvyklosti udrZiavanych vSeobecne &i v
odvetvi tykajucom sa predmetu plnenia
tejto Zmluvy, pokial tato Zmluva
neustanovuje inak.

13.7 Kazdd zo Zmluvnych stran kona ako
nezavisly subjekt a na zZiadne ucely nie je
v postaveni partnera, sprostredkovatela,
zamestnanca ani  zastupcu  druhej
Zmluvnej strany.

13.8 Zadavatel ma pravo postupit’ tito Zmluvu
Uplne alebo scasti na ktorukolvek zo
svojich Prepojenych osdb. Okrem vySSie
uvedeného nie je ziadna zo Zmluvnych
stran opravnena postupit’ svoje prava a /
alebo povinnosti uplne ani s€asti na tretiu
stranu bez predchadzajiceho pisomného
suhlasu ostatnych Zmluvnych stran. Téato
Zmluva zavazuje Zmluvné strany, ako aj
ich pravnych nastupcov a osoby, na ktoré
budd prava a zavézky Zmluvnych stran v
sulade s tymto ¢lankom postupené.

13.9 Pocas klinického skuSania nebude nutna
hospitalizacia.

13.10 Laboratérne vySetrenia ku klinickému
skUSaniu budid vykonavané v centralnych a
lokalnych laboratériach (Medirex a.s.
Holubyho 35 902 01 Pezinok). Zadavatel
sa zavéazuje, Ze vykonavanie laboratérnych
vySetreni ku Klinickej Stadii si zabezpeci
osobitnymi zmluvami s prislusnymi
laboratériami, ak to bude potrebné.

Zmluva o klinickom skusani, trojstranna (25082023)
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obligations with respect to the Sponsor
based on this Agreement and agree not to
enter into any such agreement or accept any
such obligation in the course of the Clinical
Trial. The Principal Investigator warrants that
no Clinical Trial Team Member is presently
under any such agreement and agrees to
ensure that no Clinical Trial Team Member
shall enter into any such agreement.

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

The Contracting Parties do not wish to have
any of their rights and obligations implied
from current or future practice established
between them or from usages observed in
general or in the industry related the subject-
matter of this Agreement, unless explicitly
agreed in the Agreement.

Each Contracting Party shall act as an
independent entity and shall not be
construed for any purposes as a partner,
agent, employee or representative to the
other Contracting Party.

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

There are no planned patient hospitalizations
during the course of the Clinical Trial.

13.10 Laboratory assessments required as the part

of the Clinical Trial will be performed at the
central and local laboratories (Medirex a.s.
Holubyho 35 902 01 Pezinok). The sponsor
will ensure that the execution of the
laboratory assessments for the Clinical trial
will be contracted by the separate
agreements with the relevant laboratories,
where applicable.
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13.11

Zmluvné strany sa zavazuju, ze ak budu
odoberané vzorky biologického materialu,
tieto bude mozné vyuZivat len pre ucely
Klinického skiSania  alen pocas
vykonavania tohto skuSania, resp.
akykolvek zber, nakladanie, presun a
drzanie biologického materialu v ramci
Klinického skdSania budd vykonavané v
sulade s Protokolom, Informovanymi
suhlasmi a pravnymi predpismi a takym
spésobom, aby bola po cely ¢&as
zabezpecena bezpelnost, integrita, kvalita
a identita biologického materialu.

13.12 Neplatnost’ alebo nevymahatelnost

13.13

13.14

13.15

konkrétneho ustanovenia tejto Zmluvy
nema vplyv na platnost ostatnych
ustanoveni. Zmluvné strany sa zavazuju
nahradit neplatné a nevymahatelné
ustanovenie platnym a vymahatelnym
ustanovenim, podfa potreby, ktorym bude
¢o mozno najbliz8ie dosiahnuty umysel,
ktory strany mali v €ase uzavretia tejto
Zmluvy.

Jednostranné vzdanie sa prava alebo tichy
stuhlas alebo nelspesSné dovolania sa
porusenia ktoréhokolvek ustanovenia tejto
Zmluvy Zmluvnou stranou nezaklada
jednostranné vzdanie sa prava v suvislosti
s akymkolvek naslednym poruSenim
ktoréhokolvek ustanovenia tejto Zmiuvy.

Pokial nie je v tejto Zmluve dohodnuté
inak, povaZuje sa za kontaktnd osobu
Centra: MUDr. Jaroslava LeSkova,

mn urobeny vodi

Centru sa povazuje za riadne urobeny aj
voCi Hlavnému skdSajucemu, resp.
Clenom Studijného timu.

Zmluvné strany sa dohodli, Ze tato Zmluva
méze byt s dalej uvedenou vynimkou
menena iba pisomne prostrednictvom
vzostupne ocislovanych dodatkov
podpisanych vSetkymi Zmluvnymi
stranami. Zmluvné strany nemusia
uzavriet’ dodatok k tejto Zmluve v pripade
tzv. nepodstatnych zmien Protokolu.
Nepodstatnou zmenou Protokolu sa pritom
rozumie takd zmena Protokolu, ktora
nemeni rozsah ¢&i sp6sob vykonavania
Ukonov (najmé vySetrenie) vykonavanych
Zmluvnymi partnermi v ramci Klinického
skuSania a nema teda akykolvek vplyv na
vySku odmeny za vykonavanie Klinického
skuSania &i inej ceny uvedenej v tejto
Zmluve. Nepodstatné zmeny Protokolu si
aginné po zaskoleni relevantnych Clenov
Studijného timu (predovSetkym Hlavného
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13.11 Contracted parties agree that biological
samples will be used only for the purposes of
the Clinical Trial and only during the course
of this Clinical Trial, or collection, handling,
transfer and holding of biological material
within the framework of the clinical trial will be
carried out in accordance with the Protocol,
ICFs and legal regulations and in such a way
that the safety, integrity, quality and identity
of the biological material are ensured at all
times.

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

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

13.14 Unless otherwise agreed in this Agreement,
the Center’'s contact person shall be MUDr.
Jaroslava LeSkova,

All actions taken with
respect to the Center shall be deemed as
actions taken respect to the Principal
Investigator or Clinical Trial Team Members
as well.

13.15 The Contracting Parties have agreed that this
Agreement may be changed, excluding the
exception mentioned below, only through
written consecutively numbered
amendments signed by all Contracting
Parties. The Contracting Parties are not
obliged to execute an amendment to this
Agreement in case of so-called minor
changes in the Protocol. A minor change in
the Protocol means a change in the Protocol
that does not change the scope or manner of
procedures (in particular examination)
performed by the Contracting Partners as
part of the Clinical Trial and has no impact on
remuneration for performing the Clinical Trial
or on any other prices specified in this
Agreement. Minor changes in the Protocol
shall come into effect after the relevant
Clinical Trial Team members (especially
Principal Investigator) are adequately trained
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skuSajuceho) a nalezitom zdokumentovani

tohto Skolenia podla instrukcie Zadavatela.
13.16 Tato Zmluva je vytvorend a riadi sa
slovenskym pravom. Zmluvné strany sa v
stlade s ustanovenim § 262 ods. 1 a 2
Obchodného zakonniku vyslovne dohodli,
Ze ich zavazkovy vztah upraveny touto
Zmluvou sa bude riadit Obchodnym
zakonnikom. Zmluvné strany sa dalej
dohodli, Ze vSetky spory vzniknuté z tejto
Zmluvy budi rieSené vecne a miestne
prisluSsnymi sudmi Slovenskej republiky.

13.17 Tato Zmluva je vyhotovena v slovenskom
a v anglickom jazyku, priCom Zmluvné
strany povaZzuju obe jazykové verzie za
rovnocenné, avsak pre pripad vykladovych
nezrovnalosti medzi jednotlivymi verziami
sa Zmluvné strany dohodli, Ze prednost
ma slovenska verzia Zmluvy. Tato Zmluva
a vSetky jej prilohy predstavuju aplnd
dohodu Zmluvnych stran o predmete tejto
Zmluvy.

Clanok 14
Prilohy

Nasledujuce prilohy tvoria neoddelitelnd sudast
tejto Zmluvy, pokial nie je v tejto Zmluve
stanovené inak:

Priloha €. 1: Finanéné podmienky

Priloha €. 2: Informécie o spracivani osobnych
Gdajov

Priloha €. 3: Pravidla pre finanénu nahradu
nakladov subjektu skdsania

G0O45006
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and this training is adequately documented
according to the Sponsor’s instructions.

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

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

Article 14
Appendices

The following Appendices constitute an integral part
of this Agreement, unless set forth otherwise
herein:

Appendix 1: Financial Terms
Appendix 2: Privacy Notice

Appendix 3: Conditions for Reimbursement of
Trial Subject’s Costs

Zadavatel / Sponsor

Miesto / Place: Bratislava

Datum / Date:_

Meno a priezvisko / First and last name: MUDr. Jan Malo
Funkcia / Position: prokurista prokurista / Proxy holder

Zmluva o klinickom skusani, trojstranna (25082023)

37/38


smarikoa
Rectangle

smarikoa
Rectangle


FNsP J. A. Reimana PreSov G045006 Zmluva o klinickom skaSani 2024CLO0015

Miesto / Place: Bratislava

Datum / Date:_

Meno a priezvisko / First and last name: Mgr. Martin Fucik
Funkcia / Position: prokurista / Proxy holder
Centrum / Center

Miesto / Place:

Datum / Date:-

Meno a priezvisko / First and last name: MUDr. Juraj Smatana, MBA, MPH
Pracovna pozicia / Position: riaditel / director

Hlavny skusSajuci / Principal Investigator

Miesto / Place:

Datum / Date:-

Meno a priezvisko / First and last name: MUDr. Jaroslava LeSkova PhD.
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Priloha ¢. 1 ku zmluve o klinickom ski$ani GO45006 - Finanéné podmienky

Tabul’ka 1.: Rozpis platieb v € za jednotlivé vykony zrealizované podl’a Protokolu

PROCEDURY Odmena/ niklady
Navsteva v skisani Zdravotnicke zariadenie

Skrining

C1D1

C2D1

C3D1

C4D1

C5D1

CeéD1

C7D1

C8D1

C9D1

C10D1

C11D1

C12D1

C13D1

Navsteva pri ukoncéeni lieGebného obdobia
Follow-up navsteva na centre
Follow-up navsteva telefonicky
Neplanovana navsteva

Dokopy* 3 759,60 €
* suma predstavuje odhad, realne vyplateni suma sa moze lisit' v zavislosti od dizky lie¢by a follow up pacienta. Odhad pogita s Gi¢astou pacienta v trvani do
cyklu 13, vratane.

Pocet na pacienta / ¢as

Dodato¢né poplatky L. Odmena/ naklady Zdravotnicke zariadenie
skusania*
Start-up fee site™* 1
Close-out fee site*** 1
Start-up fee radiology*** 1
Annual fee pharmacy od roku 2 skusania 4
Start-up fee pharmacy*** 1
Pharmacy close-out fee*** 1

o

Annual fee site’
Archiving fee***
Podpora auditu**** 1
*Suma predstavuje odhad, redlne vyplatena suma sa méze lisit’ v zavislosti od dlzky liecby a follow-up pacienta.

**Suma za reportovanie SAE bude vyplatena skusajiicemu, ktory reportoval dané SAE, pripadne inti udalost’ podliehajicu zrychlenému reportovaniu.
*** Start-up fee pokryva naklady zdravotnickeho zariadenia do podpisu zmluvy a bude vyplatené po iniciacii Centra do 45 dni po vystaveni faktiry Zdravotnickym zariadenim.
Close-out fee pokryva naklady spojené s uzatvorenim centra a bude vyplatené po uzavreti Centra do 45 dni po vystaveni faktury Zdravotnickym zariadenim.

Archiving fee bude vyplatené po uzavreti Centra s poslednou beznou planovanou platbou, respektive po vystaveni faktury Zdravotnickym zariadenim.

Annual fee site je administrativnt poplatok fakturovatelny roéne vzdy spolu s ostatnymi polozkami za obdobie maj - oktober

#*** Podpora auditu vo vyske 50 eur na defi, do maximalnej kumulativnej vysky 1000 eur bude vyplatené do 45 dni po vystaveni faktury Zdravotnickym zariadenim po vykonani auditu.

Faktiirovatel’né procediry Odmena/ niklady
Zdravotnicke zariadenie

Screen failure

Re-screening

Priprava a odoslanie archivnej tumor vzorky®

Odber, priprava a odoslanie Cerstvej tumor vzorky (bez kontroly CT alebo ultrazvukom)5

Odber, priprava a odoslanie ¢erstvej tumor vzorky (s CT kontrolou)5

Odber, priprava a odoslanie erstvej tumor vzorky (s kontrolou uItrazvukom)5
Premedikacia v pripade potreby

Stanovenie ALK*

Stanovenie EGFR*

Odoslanie radiologickych snimkov na spracovanie

1 sumy za procedury st zahrnuté v odmene za navstevu podl'a protokolu a budi vyplatené navyse ako faktirovatel'na polozka v pripade opakovania /
indikovania procediry na Ziadost’ Skusajuceho.

2 Odmena bude vyplatena ¢lenovi Skusajuceho timu uréeného Hlavnym Skusajucim.

3 suma za pacientske dotazniky vramci navstev pocas liecebného obdobia st uz zahrnuté v sume za prislusni navitevu

4 len v pripade ak bude stanovené lokalne pocas skriningu

5 v pripade ak bude procedtra vykonana mimo pracoviska klinického skuidania, bude suma vyplatend tretej strane, ktora procediru vykonala podl'a uzatvorenej
zmluvy

Faktirovatel'né procedury Radiologia Odmena/ naklady
Zdravotnicke zariadenie

CT sken krku s kontrastom*

CT sken mozgu s kontrastom*

CT sken brucha s kontrastom*

CT sken hrudnika s kontrastom*

CT sken krku bez kontrastu*

CT sken mozgu bez kontrastu*

CT sken brucha bez kontrastu*

CT sken hrudnika bez kontrastu*

* sumy za procedury budu vyplatené v pripade ak tito procediru indikoval Skusajici.
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Roche Slovensko s.r.o., Pribinova 7828/19, 811 09 Bratislava - mestska &ast Staré Mesto, ICO: 35 887 117, IC DPH: SK2021832087,
zapisana v Obchodnom registri Mestského sudu Bratislava Ill, oddiel: Sro, vliozka Gislo: 31845/B

INFORMACIE O SPRACUVANI OSOBNYCH UDAJOV

vzmysle § 19 ods. 1 a 2 zakona ¢. 18/2018 Z.z., o ochrane osobnych tdajov (dalej aj ako ,,Zakon®) a
&lanku 13 Nariadenia Eurépskeho parlamentu a Rady (EU) 2016/679 (dalej aj ako ,Nariadenie
GDPR")

Tieto informacie o spracuvani osobnych udajov su uréené pre hlavného skusajuceho, skusajuceho,
Clenov Studijného timu a dalSich zamestnancom centra, ktorych osobné udaje mézu byt spracuvané
pri vykonavani klinického sku$ania snazvom RANDOMIZOVANE, DVOJITO ZASLEPENE
SKUSANIE lll. FAZY S TIRAGOLUMABOM PLUS ATEZOLIZUMABOM V POROVNANIi S
PLACEBOM PLUS ATEZOLIZUMABOM PACIENTOV S KOMPLETNE RESEKOVANYM PD-L1
POZITIVNYM NEMALOBUNKOVYM KARCINOMOM PLUC V STADIU IIB, IIA ALEBO VO
VYBRANYCH PRIPADOCH lIIB, KTORI UZIVALI ADJUVANTNU CHEMOTERAPIU NA BAZE
PLATINY, Cislo protokolu GO45006.

Tieto informacie o spracuvani osobnych udajov su Vam poskytnuté na zabezpecenie transparentnosti
v slvislosti so zbieranim, spracuvanim a spristupfiovanim VaSich osobnych udajov
prevadzkovatelom pre Ucely v suvislosti s vykonavanim klinického skuSania, ktoré sa uskutoériuje na
Vasom pracovisku.

Spoloénost’ Roche Slovensko, s.r.0., so sidlom Pribinova 7828/19, 811 09 Bratislava — mestska
gast Staré Mesto, ICO: 35 887 117, zapisana v Obchodnom registri vedenom Mestskym stdom
Bratislava Ill, oddiel: Sro, vloZka Cislo: 31845/B, ako splnomocneny zastupca zadavatela klinického
skuSania - spolo¢nosti F. Hoffmann-La Roche Ltd. so sidlom Grenzacherstrasse 124, 4070 Bazilej,
Svajgiarsko (dalej aj ako ,prevadzkovatel”) Vam tymto poskytuje informacie o spracuivani Vasich
osobnych udajov, ktoré ste Vy alebo tretia osoba poskytli Prevadzkovatelovi, a to vo vztahu
k nasledovnhym U€elom spracuvania Vasich osobnych udajov:

a) spolupraca, planovanie, vedenie a realizacia intervenéného alebo neintervenéného
klinického skusania produktov / liekov, vratane plnenia pravnych azmluvnych
povinnosti v suvislosti s takym skus$anim, spracuvanie a vyhodnocovanie vysledkov
klinického skusania
- sucastou tohto ucelu je:

1. poskytnutie kolenia a pristupu k nastrojom a zdrojom, ktoré su potrebné na vykonanie
klinického skusania;

2. vytvorenie Vasho pouzivatelského uctu za u€elom Vasho pristupu na zadavanie,
kontrolovanie a opravu udajov z klinického skuSania spravovanych na tento ucel
zadavatelom, aj jeho spolupracujucimi dodavatelmi v rozsahu potrebnom na vykonanie
klinického sku$ania, ako aj za uc€elom Vasho pristupu k informaciam o klinickom
skus$ani, aktualizacia informacii o bezpecnosti skusaného produktu / lieku;

3. podavanie bezpeénostnych hlaseni a vykonavanie c&innosti farmakovigilancie v
suvislosti s klinickym skusanim.

- osobné udaje su na uvedeny ucel spracuvané na zaklade toho, Ze ich spracuvanie je
nevyhnutné podfa osobitného predpisu, najma zakona €. 362/2011Z. z. o liekoch a
zdravotnickych poméckach v spojeni so Spravnou klinickou praxou vydanou dfia 1.5.1996
Medzinarodnou konferenciou pre harmonizaciu (Smernica ICH E6 (R2),
CPMP/ICH/135/95), zakona ¢. 576/2004 Z.z., o zdravotnej starostlivosti, sluzbach
sUvisiacich s poskytovanim zdravotnej starostlivosti, vSetky v zneni neskorSich predpisov,
Nariadenia Eurépskeho parlamentu a Rady (EU) &. 536/2014 zo 16. aprila 2014 o
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klinickom skuSani liekov na humanne pouZitie, ktorym sa zruSuje smernica 2001/20/ES, a
teda prevadzkovatel je povinny tieto osobné udaje archivovat, resp. poskytovat
prislusnym organom aj po ukonc€eni alebo zaniku prislusnej zmluvy uzavretej s Vami, resp.
po zaniku ostatnych ucelov spracuvania Vasich osobnych udajov,

- v pripade, ak ste zmluvnou stranou, pravnym zakladom na spracuvanie osobnych udajov
je aj plnenie prislusnej zmluvy uzatvorenej medzi prevadzkovatelom a Vami, ktorej
predmetom je vykonanie klinického skuSania, resp. na vykonanie potrebnych opatreni pred
uzatvorenim zmluvy,

- pravnym zakladom na také spracuvanie su aj opravnené zaujmy prevadzkovatela (zaujem
na riadnom vedeni klinického skuSania, zaujem uchovavat' informacie o klinickom skusani
pre pripad akejkolvek vzniknutej Skody, nemajetkovej ujmy alebo hroziacej sankcie zo
strany organu verejnej moci/Statnej spravy).

kontrola a overenie vedeckej integrity klinického skusania Statnymi a regulaénymi
organmi (inSpekcia, audit), prevadzkovatelom alebo jeho zastupcom, monitormi;

- v ramci realizacie klinického skuSania sa VaSe osobné udaje (vratane Vasho Zzivotopisu)
poskytuju organom Statnej spravy, resp. regulaénym, kontrolnym organom a etickym
komisiam v sulade s platnymi pravnymi predpismi, pripadne na ich poziadanie,

- osobné udaje su na uvedeny ucel spracuvané na zaklade toho, Ze ich spracuvanie je
nevyhnutné podfa osobitného predpisu (najma zakona &. 362/2011 Z.z. o liekoch a
zdravotnickych pomdckach, v zneni neskorSich predpisov),

- pravnym zakladom na také spracuvanie su aj opravnené zaujmy prevadzkovatela.

spracuvanie udajov o poskytnutych penaznych alebo nepenaznych plneniach zo strany
prevadzkovatela

- uCelom spracuvania osobnych udajov je evidencia uUdajov o  pefiaznych alebo
nepenaznych plneniach, ktoré Vam prevadzkovatel poskytol v suvislosti s vykonavanim
klinického skuSania alebo vo vztahu k inému vztahu, resp. na zaklade zmluvy uzavretej s
Vami, ktoré je prevadzkovatel povinny ohlasit, resp. zverejnit prostrednictvom Narodného
centra zdravotnickych informacii,

- osobné udaje su na uvedeny ucel spracuvané na zaklade toho, Ze ich spracuvanie je
nevyhnutné podla osobitného predpisu (zakona ¢&. 362/2011 Z.z. o liekoch a
zdravotnickych poméckach, v zneni neskorSich predpisov).

uloZenie v internej databaze prevadzkovatela za uéelom zvazenia vyberu potencialnych
pracovisk klinického skusania, skusSajucich a ¢élenov Studijného timu pre buduce
klinické skusania, spolupraca pri realizacii stadii uskutoénitel'nosti klinického skusania
alebo pri hFfadani a informovani vhodnych pacientov o moznosti uc¢asti na klinickom
skusani, zlepSovanie procesov a postupov v oblasti vykonavania klinickych skasani
(napr. zlepsSovanie komunikacie, spoluprace a skoliacich metéd, hodnotenie centra pri
realizacii klinikcého skusania)

- pravnym zakladom na také spracuvanie su opravnené zaujmy prevadzkovatela (zaujem

na efektivnom vyskume a vyvoiji inovativnej potencialnej liecby)

ZOZNAM OSOBNYCH UDAJOV

Na vy$Sie uvedené ucely budu spracuvané nasledovné kategérie Vasich osobnych udajov:

titul, meno a priezvisko;

Informacie o spractvani osobnych Udajov pre klinické skusanie, Verzia 3, 25 august 2023

str. 2



Roche Slovensko s.r.o0., Pribinova 7828/19, 811 09 Bratislava - mestska ¢ast Staré Mesto, ICO: 35 887 117, IC DPH: SK2021832087,

zapisana v Obchodnom registri Mestského sudu Bratislava Ill, oddiel: Sro, vliozka Gislo: 31845/B

trvalé bydlisko (resp. sidlo, ak ste poskytovatelom zdravotnej starostlivosti);

datum narodenia;

kontaktné udaje (e-mail, telefénne €islo),

informacia o Vasom postaveni zdravotnickeho pracovnika, resp. zdravotnickom povolani
a o VaSej odbornej Specializacii, oblastiach odborného zaujmu;

informacia o zdravotnickom zariadeni alebo organizacii, v ktorej pésobite, resp. Vasom
pracovisku, vratane informacie o Vasom postaveni v nich;

informacie o VaSej kvalifikacii a skusenostiach, vratane dokladov, certifikatov ainej
dokumentacie preukazujucej Vasu kvalifikaciu,

identifikacné alebo registracné Cislo komory, ktorej ste ¢lenom;

informacie uvedené vo Vasom zivotopise;

informacie o VaSej uCasti na klinickom skuSani a Vasej ¢innosti vramci nich, informacie
0 obsahu zmluvy uzavretej medzi Vami a prevadzkovatelom upravujucej Vasu uc€ast na
klinickom sku&ani, vratane dojednanej odplaty a Vasho vlastnoru¢ného podpisu;

vysledky a dokumentacia z klinického skuSania;

pripadne aj iné Udaje a doklady, ktoré si vyZiada prislusny organ;

udaje o VaSom bankovom ucte;

informacia o pefnaznych a nepenaznych plneniach (obsah, vyska, ucel, ¢as poskytnutia), ktoré
Vam boli priamo alebo nepriamo poskytnuté prevadzkovatefom a ak sa plnenie vztahuje na liek
alebo lieCivo, aj nazov lieku alebo nazov terapeutickej skupiny lieku podla anatomicko-
terapeuticko-chemickej skupiny lieciv, oznagenie skusania alebo Studie, ktorej sa plnenie tyka.

Predmetné udaje ste povinny poskytnut Prevadzkovatelovi v pripade Vasho zaujmu o realizaciu
klinického sku$ania, resp. za uéelom uzavretia a plnenia zmluvy tykajucej sa realizacie takého
klinického skusania. Neposkytnutie VaSich osobnych udajov znemozni spolupracu s Vami na
realizacii klinického skusania.

PRIJEMCOVIA OSOBNYCH UDAJOV

spolo¢nost IQVIA RDS Slovakia, s.r.o. so sidlom Vajnorska 100/B, 831 04 Bratislava - Nové
Mesto, ICO: 45942269, zapisana v Obchodnom registri Mestského stdu Bratislava Ill, oddiel: Sro,
vioZka Cislo: 69023/B (spoloénost poverena monitorovanim klinického skuSania ako
sprostredkovatel),

pobocky a divizie skupiny Roche, ako sprostredkovatelia, spolupracujuci pri realizacii klinického
skus$ania, ktorych zoznam je uvedeny na webovej stranke https://www.roche.com/worldwide,
externi globalni dodavatelia (sprostredkovatelia) zazmluvneni &lenmi skupiny Roche za ucelom
realizacie klinického skusania poskytujuci najma laboratérne analyzy, spracovanie a vyhodnotenie
diagnostickych udajov, pridefovanie a dodavanie skuSanych liekov (IXRS systémy),
spracovavanie udajov z pacientskych dotaznikov, manazment databaz klinického skusania,
prislusny poskytovatel zdravotnej starostlivosti,

prislusna eticka komisia,

Ministerstvo zdravotnictva SR,

Ministerstvo zivotného prostredia SR v pripade, ak su predmetom sku$ania humanne produkty,
lieCiva, pomocné latky a humanne lieky, ktoré su geneticky modifikované organizmy alebo také
organizmy obsahuiju,

zdravotné poistovne,

ététny ustav pre kontrolu lie¢iv, Kvetna 11, 825 08 Bratislava, ICO: 00165221,

Narodné centrum zdravotnickych informacii, Lazaretska 26, 811 09 Bratislava 1, ICO: 00165387.
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PRENOS OSOBNYCH UDAJOV DO TRETICH KRAJIN

So vSetkymi pobockami Roche, vratane tych, ktoré sa nachadzaju v tretich krajinach nezarucujicich
primeranu uroven osobnych udajov, prevadzkovatel uzavrel zmluvu o prenose osobnych udajov,
ktora obsahuje Standardné doloZky o ochrane osobnych uUdajov prijaté Eurépskou Komisiou, ktoré
predstavuju primerané zaruky. Znenie Standardnych doloziek je mozné vyziadat' od prevadzkovatela.
Osobné udaje mézu byt prenesené do vSetkych tretich krajin (vratane krajin nezaru€ujucich
primeranu urover osobnych udajov), v ramci ktorych sa nachadza niektora pobocka skupiny Roche.

DOBA UCHOVAVANIA

Osobné udaje budu Prevadzkovatelom uchovavané (spracivané) maximalne po dobu 25 rokov po
ukoncCeni klinického skudania, najviac v8ak na dobu trvania prisludného ucelu spracuvania osobnych
udajov; po naplneni u€elu spracuvania alebo po uplynuti uvedenej doby budu prislusné osobné udaje
zlikvidované.

Vasich osobnych udajov znemoZzni spolupracu s Vami na realizacie klinického skusania.

DOPLNUJUCE INFORMACIE - PRAVA DOTKNUTEJ OSOBY

V pripade, ak prevadzkovatel spracliva Vase osobné udaje, v zmysle Nariadenia GDPR mate ako

dotknuta osoba okrem iného nasledovné prava:

a) poziadat prevadzkovatela o informacie o tom, i su VaSe osobné udaje spracuvané, alebo nie, a
ak ano, tak za akym ucelom, ktoré osobné udaje su spracuvané, aka je planovana doba, po ktoru
budu udaje spracuvané, a kto su prijemcovia osobnych udajov (v pripade opakovanych Ziadosti
mobze Prevadzkovatel pozadovat primeranu uhradu nakladov na poskytnutie informacie);

b) na opravu a doplnenie nepresnych alebo nepravdivych osobnych udajov;

c) pozadovat vysvetlenie, ak zistite alebo si myslite, Ze Prevadzkovatel vykonava spracovanie
osobnych udajov v rozpore s ochranou sukromia a osobného Zivota alebo v rozpore so zakonom,
pripadne namietat’ proti spracuvaniu alebo poZadovat, aby Prevadzkovatel odstranil vzniknuty
stav;

d) obratit sa na Urad na ochranu osobnych udajov, vratane prava podat staznost, a to na e-mailovu
adresu statny.dozor@pdp.gov.sk alebo na tel. Cislo +421 /2 3231 3214 alebo pisomne na adrese
Hraniéna 12, 820 07 Bratislava 27;

e) na vymazanie osobnych udajov, ak uz osobné udaje nie su potrebné k ucelom, pre ktoré boli
zhromazdené alebo inak spracuvané, alebo ak je zistené, ze boli spracuvané protipravne;

f) na obmedzenie spracovania osobnych udajov;

g) poziadat Prevadzkovatela o poskytnutie svojich osobnych Gdajov bud Vam naspat, alebo priamo
inému Prevadzkovatelovi podfa Vasho vyberu, a to ak to bude technicky mozné a ak tomu
nebude branit ochrana prav a zaujmov Zadavatela alebo tretich osdb.

Podrobnejie informacie o VaSich pravach dotknutej osoby najdete na webovej stranke
https://www.roche.sk/ochrana-osobnych-udajov/.

V otazkach tykajucich sa spracuvania VasSich osobnych udajov sa mézZete obratit na zodpovednu
osobu ustanovenu prevadzkovatelom v otazkach ochrany osobnych udajov zaslanim emailovej
spravy na adresu: slovakia.privacy@roche.com.
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Priloha €. 3 ku zmluve o klinickom skusani GO45006 - Pravidla pre vyplacanie
penazného a nepenazného plnenia

Informacia o poskytnuti bezplatnej moznosti dopravy pre uc¢astnikov klinického
skusania verzia 1, zo dna 23. oktobra 2023

Klinické skusanie GO45006

RANDOMIZOVANE, DVOJITO ZASLEPENE SKUSANIE lll. FAZY S
TIRAGOLUMABOM PLUS ATEZOLIZUMABOM V POROVNANI S PLACEBOM PLUS
ATEZOLIZUMABOM PACIENTOV S KOMPLETNE RESEKOVANYM PD-L1
POZITIVNYM NEMALOBUNKOVYM KARCINOMOM PLUC V STADIU IIB, llIA ALEBO
VO VYBRANYCH PRIPADOCH IIIB, KTORI UZiVALI ADJUVANTNU CHEMOTERAPIU
NA BAZE PLATINY

e Ugastnikom tohto klinického sku$ania nebudu vyplacané Ziadne finanéné
kompenzacie za ich ucast v klinickom skusani, ani im nebudu hradené cestovné
naklady spojené s navstevou pracoviska v ramci klinického skusania.

e Ugastnikom klinického ski$ania bude ponuknuta moznost zabezpedenia bezplatnej
prepravy z miesta bydliska na miesto pracoviska klinického skuSania a spat za
ucelom navstev stanovenych protokolom spojenych s u€astou v klinickom skusani.

V Bratislave dna 23. oktdbra 2023

GO045006 - Informacie o kompenzaciach vydajov a poskytnuti moznosti bezplatnej prepravy

ucastnikom klinického skusania, verzia 1.0 z 23. oktébra 2023
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