ZMLUVA O KLINICKOM SKUSANi

CLINICAL TRIAL AGREEMENT

uzatvorena podla § 269 ods. 2 a nasl. zakona ¢.
513/1991 Zb. Obchodny zakonnik v platnom zneni (dalej
len ,Obchodny zakonnik’) (dalej len ,Zmluva“)

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

Medzi

Between

Novo Nordisk Slovakia, s.r.o

Novo Nordisk Slovakia, s.r.o

so sidlom: ROSUM, Bajkalska 19B, 821 01 Bratislava

with its registered seat at ROSUM, Bajkalska 19B, 821 01
Bratislava

ICO: 36753050

ID No.: 36753050

DIC: 2022341310

Tax ID.: 2022341310

zapisana v obchodnom registri vedenom Mestskym
stidom Bratislava Ill, Oddiel Sro, Viozka Cislo 45086/B

registered with the Commercial Register kept by the City
court Bratislava |II, Section Sro, Insert No. 45086/8

zastipena: Ing. Tomas Marek, na zaklade
plnomocenstva, zo dha 14.3.2018

represented by: Ing. Tomas Marek, on the bases of power
of attorney, dated 14th of March 2018

(dalej len ,Zadavatel*)

(hereinafter referred to as the “Sponsor”)

A

AND

Vysokospecializovany odborny Ustav geriatricky sv.
Lukasa v KosSiciach, n.o.

Vysokospecializovany odborny dstav geriatricky sv.
Lukasa v Kosiciach, n.o.

s0 sidlom: Strojarenska 13, 040 01 KoSice

with its registered seat at: Strojarenska 13, 040 01 KoSice

ICO.; 31256911

ID No.: 31256911

DIC: 2021823892

Tax ID.: 2021823892

IC DPH: SK2021823892

VAT No.: SK2021823892

zapisana v registeri mimovladnych neziskovych
organizacii; vedenom Okresnym Uradom KoSice; reg. ¢.:
OVVS/18/2004

registered with the Non-governmental and non-profit
organizations Register; kept by the District office KoSice,
registration no; OVVS/18/2004

konajuca: PhDr. Jurajom Sykorom, MPH, MBA, riaditel

represented by. PhDr. Juraj Sykora, MPH, MBA, director

Pracovisko klinického ski$ania:

VysokoSpecializovany odborny Gstav geriatricky sv.
Lukasa v Kosiciach, n.o.

Ambulancia diabetolégie a porich latkovej premeny

a wyzivy

Strojarenska 13

040 01 KoSice

Clinical Trial's site:

VysokoSpecializovany odborny Ustav geriatricky sv.
Lukasa v Kosiciach, n.o.

Ambulancia diabetologie a porich latkovej premeny
a vyZivy

Strojarenska 13

040 01 Kosice

(dalej len ,Centrum")

(hereinafter referred to as the “Center’)

A

AND

doc. MUDr. Zbynek Schroner, PhD.
bytom: Baska 175, 040 16 Baska
datum narodenia:02. 01. 1967

doc. MUDr. Zbynek Schroner, PhD.
residing at Baska 175, 040 16 Baska
date of birth:02.01.1967
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(dalej len ,Hlavny skiasajaci')

(hereinafter referred to as the “Principal Investigator”)

(Centrum a Hlavny skusajlci spolu dalej len ,Zmluvni
partneri“), Zadavatel s Centrom a Hlavnym ski3ajucim
spolu dalej len ,Zmluvné strany*)

(the Center and the Principal Investigator hereinafter
collectively referred to as the “Contracting Partners”, the
Sponsor with the Centre and the Principal Investigator
hereinafter collectively referred to as the “Contracting
Parties”)

Preambula

Preamble

VZHLADOM K TOMU, ZE Zadavatel poZiadal
Zmluvnych partnerov, aby vykonali Klinické
skasanie so skisanym lieckom CagriSema (dalej
len ,Skusany liek‘) s nazvom ,Klinické skisanie
skamajlice UCinnost a bezpeénost slbezne
podavaného  kagrilintidu a  semaglutidu
(CagriSema) v davkach 2,4 mg/2,4 mg jedenkrat
tyzdenne v porovnani so semaglutidom v davke
24 mg, skagrilintidom v davke 24 mg
as placebom, u fudi s chronickym ochorenim
obli¢iek a diabetom 2. typu, ktori Ziji s nadvahou
alebo obezitou" s Cislom NN9388-7700 (dalej len
JKlinické skasanie*), ktoré je blizSie popisané
vprotokole €. NN9388-7700, ktory bude
Zmluvnym partnerom odovzdany Zadavatefom
aktory mdze byt Zadavatelom jednostranne
dopliiovany {dalej len ,Protokol *).

WHEREAS, the Sponsor asked the Contracting
Partners to conduct a clinical trial involving the study
drug CagriSema (hereinafter called the
‘Investigational medicinal product’) named
“Efficacy and safety of co-administered cagrilintide
and semaglutide (CagriSema 2.4 mg/2.4 mg) once
weekly versus semaglutide 2.4 mg, cagrilintide 2.4
mg and placebo in people with chronic kidney
disease and type 2 diabetes living with overweight
or obesity" with the number NN9388-7700
{hereinafter referred to as the “Clinical Trial’) as
described in more detail in protocol No. NN9388-
7700 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’).

VZHCADOM KTOMU, ZE Zmluvni partneri
disponuji  znalostami, sklsenostami a zdrojmi
potrebnymi na vykonanie Klinického skuSania
podla ich najlepSicho vedomia a maji pristup
k pozadovanému poctu subjektov skasania podia
kritérii pre zaradenie alebo vyradenie tak, ako sl
vymedzené v Protokole, asi ochotni Klinické
skasanie vykonat.

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.

€l. 1 - Predmet Zmluvy

Article 1 - Subject of the Agreement

11 Predmetom tejto Zmluvy je  vykonanie
intervenéného  Klinického skusania v Centre
arozdelenie povinnosti savisiacich s Klinickym
ski$anim medzi Zadavatela aZmluvnych
partnerov. Predmetom tejto Zmluvy sl zavazky
Zmluvnych partnerov tykajuce sa vykonania
Klinického ski$ania za podmienok dohodnutych
v tejto Zmluve a Protokole a zavazok Zadavatela
k Ghrade odmeny za riadne vykonanie Klinického
skisania. Akékolvek odchylky od Protckolu
adodatky k Protokolu, vratane akéhokofvek
vySetrovania alebo skiSania  doplfiujlcich
klinickych € laboratdérnych  parametrov, si

11 The subject of the Agreement is the performance of
the interventional 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 in this
Agreement and Protocol 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
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vyzadujl  predchadzajici pisomny  suhlas additional clinical or laboratory parameters, require
Zadavatela. the prior written approval of the Sponsor.

1.2 Klinické skiSanie liekov sa vykonava podfa § 29 | 1.2  The Clinical Trial is performed pursuant to Sections

az 44 zakona €. 362/2011 Z. z. oliekoch 29 to 44 of No. 362/2011 Coll., on pharmaceuticals
a zdravotnickych pomébckach ao0zmene and medical devices and on amendments to certain
a doplneni niektorych zakonov (dalej len ,Zakon acts (hereinafter the “Pharmaceuticals Act").

o liekoch®)

1.3 Pre Gcely tefto Zmluvy platia nasledovné definicie: | 1.3 For the purposes of this Agreement, following

definitions apply:
,Ludské prava“ znamenaji dostojnost a prava ‘Human Rights” shall mean dignity and rights
inherentné/viastné vietkym [udom stanovené inherent in all people, stipulated in the International
v Medzinarodnej  charte  ludskych  prav Bill of Human Rights and core Human Rights
(VSeobecnej deklaracii  fudskych prav) a Conventions.
zakladnych dohovoroch o fudskych pravach.
,Legislativa v oblasti ludskych prav‘ znamena “Human Rights Legislation” shall mean the United
Hlavné zasady OSN v oblasti podnikania a Nations Guiding Principles on Business and Human
fudskych prav (UNGP) a vSetky prislusné zakony Rights (UNGP) and any applicable laws and
a nariadenia implementujice UNGP, ktoré regulations  implementing UNGP,  requiring
od spolocnosti vyZadujl reSpektovanie ludskych companies to respect Human Rights, by avoiding
prav s ciefom zabranit moznému negativnemu possible negative impact on Human Rights and
dopadu na ludskeé prava a tiez riesit takéto dopady addressing such impacts if the company is involved
v pripade, Ze je do nich spoloénost zapojena / in them.
involvovana.
,Materidly ku skuSaniu" znamena materialy “Trial Materials” shall mean the materials used to
pouzité na vykonanie Klinického ski$ania, vratane conduct the Clinical Trial, including but not limited to
(okrem iného) CRF, vysledkov testovania the CRF, testing results obtained through a third-
ziskanych prostrednictvom tretej strany - party subcontractor CRF and auxiliary supplies.
subdodavatela a pomocnych dodavok.
€1, 2 - Povinnosti Zmluvnych partnerov Article 2 — Obligations of the Contracting Partners
21 Zmluvni partneri sa zavazuju vykonat | 21 The Contracting Partners shall conduct and
a zdokumentovat Klinické sk(Sanie hospodarne a document the Clinical Trial in a diligent and efficient
s nélezitou odbomou starostlivostou v prisnom manner in strict compliance with (a) the Protocol;
sulade s (a) Protokolom; a {b) podmienkami tejto and (b) the terms and conditions of this Agreement;
Zmluvy; a (c) etickymi zasadami Helsinskej and (c) the ethical principles of the Declaration of
deklaracie; a (d) Harmonizovanym trojstrannym Helsinki; and (d) the ICH Harmonised Tripartite
usmernenim ICH pre spravnu klinickl prax Guideline for Good Clinical Practice as amended
vratane jeho naslednych zmien a veobecne from time to time as well as generally accepted
akceptovanymi normami spravnej klinickej praxe; standards of Good Clinical Practice; and (e) all
a (e) vSetkymi prislu§nymi pravnymi predpismi; a applicable legal regulations; and (f) all orders and
(i) vietkymi prikazmi a smemicami prisluSnych directives of competent public administration
organov verejnej moci a spravy, zdravotnych authorities, health insurance companies and ethics
poistovni a etickych komisii; (g) inStrukciou committees; (g) an instruction issued by Sponsor
Zadavatela nazvanej ,Prirucka pre skisajuceho” entitted “Investigator's Brochure” (hereinafter
(dalej len Prirucka pre skuasajiuceho”) referred to as the “Investigator's Brochure” ) ,
obsahujicou vietky v sucasnej dobe zname which contains all currently known information on
informacie o produkteflieku pouzitom v Klinickom the product/medication used in the Clinical Trial and
ski$ani a jeho vlastnostiach. Prirucku pre on its properties. Sponsor provided the Principal
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skisajuceho Zadavatel odovzdal Hiavnému Investigator with the Investigator's Brochure and

skusajicemu a bude ju aktualizovat v periodicite, shall periodically update the Investigator's Brochure
ktorU si vyzaduje stav Klinického skusania alebo re as required by the status of the Clinical Trial or
ktora je stanova pravnymi predpismi. Priru¢ka pre set out in the legal regulations. The Investigator's
skisajuceho bude pripojena k dokumentacii Brochure will be appended to the Clinical Trial
Klinického skuSania; (h) so vSeobecnymi documents; (h) general terms and conditions of
podmienkami Zadavatefa (pokial ich Zadavatel Sponsor (provided that Sponsor has issued them
vydal a poskytol Centru) o vykonavani klinickych and submitted them to the Centre) on the conduct
skdsani, s vynimkou tych podmienok, ktoré si of clinical studies, except for the conditions modified
modifikované touto Zmluvou. Centrum sa by this Agreement. The Center shall provide
zavazuje poskytnat primerané zdroje a vybavenie adequate resources and faciltes for the
na vykonavanie Klinického skuania. performance of the Clinical Trial.

22  Klinické skiSanie bude v Centre vykonavané pod | 2.2  The Clinical Trial at the Center shall be conducted

dohladom Hlavného skusajlceho, kiory je under the supervision of the Principal Investigator
zodpovedny za jej riadny priebeh. Hlavny who shall be responsible for due course of the
skusajlci sa zavazuje dokladne sa oboznamit Clinical Trial. The Principal Investigator undertakes
s PriruCkou pre skusajlceho, Protokolom ako aj to be fully informed of the Investigator's Brochure,
so Skusanym liekom a z(¢astfiovat sa alebo Protocol and Investigational medicinal product and
zabezpelit Ucast svojho zastupcu na vSetkych to attend or ensure a delegate to attends all Clinical
stretnutiach skusajlcich ku Klinickému skiSaniu Trial meetings as requested by the Sponsor. The
podla poZiadaviek Zadavatefa. Hlavny skusajici Principal Investigator is the responsible head of the
je zodpovednym vedticim skupiny skdsajlcich v group of investigators in case the Clinical Trial is
pripade, ze Klinické skusanie je v Centre conducted at the Center by several investigators
vykonavané viac ako jednym skusajlcim {dalej len {(hereinafter referred to as ‘Investigators’). The
"Skasajuci’). Hlavny skasajlci je zodpovedny za Principal Investigator is responsible for the well-
celkovy dobry zdravotny stav subjektov skiSania being of the trial subjects participating in the Clinical
z(¢astiujucich sa Klinického skusania z hladiska Trial in terms of professional medical services
poskytovania  zdravotnickych  sluZieb na provided.

primeranej odbornej Urovni.

23 Hlavny skiSajuci sGéasne mbze slizit pre | 23  The Principal Investigator may also serve as the

Zadavatela ako kontakina osoba v Centre vo contact person for Sponsor with regard to the
vztahu ku Klinickému skasaniu, pokial nie je nizsie Clinical Trial at the Center, unless this Agreement
v tejto Zmiuve stanovené inak. Hlavny skusajuci specifies otherwise. The Principal Investigator shall
vykonava Klinické skiSanie v ramci svojho conduct the Clinical Trial as part of his or her
pracovného pomeru k Centru aje si povinny employment at the Center and is obliged to resolve
vyrieSit  vSetky prijmové otazky v sdvislosti any revenue issues in respect of the Clinical Trial
s Kiinickym skdsanim s Centrom  a informovat with the Center and keep Sponsor informed of such
Zadavatela o tychto otazkach a postupe riesenia. issues and the progress of resolution of such issues.

24  Centrum sa zavazuje umoznit a Hlavny skisajici | 24 The Center shall allow, and the Principal

sa zavazuje zabezpeCit, aby Sku3ajuci a ostatné Investigator shall ensure that the Investigators and
osoby zahmuté do vykonavania Klinického other persons involved with the Clinical Trial
skusania (dalej len "Clenovia Studijného timu") (hereinafter referred to as “Clinical Trial Team
konali v sulade s podmienkami tejto Zmiuvy. Members’) comply with the terms and conditions of
Centrum  sa  prostrednictvom  Hlavného this Agreement. The Center shall ensure through
skdSajlceho zavézuje zabezpetit, Ze povodni aj the Principal Investigator that original and new
novi Clenovia S$tudiiného timu si riadne Clinical Trial Team Members are appropriately
preskoleni, kvalifikovani a vzdelani, obzvlast, ze trained, qualified and educated, in particular that
sa zlCasthuju vSetkych Skoliacich stretnuti o they participate in all training sessions regarding the
Klinickom skigani, vratane $koleni na spravnu Clinical Trial, including any good clinical practice
klinick(l prax vyZadovanych a zabezpeCovanych training required and organized by the Sponsor, if
Zadavatelom, ak sa takéto organizujl . Zadavatel any. The Sponsor shall have the right to reject
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ma pravo odmietnut konkrétnych Clenov
Studijného timu, ak sa Zadavatel domnieva, Ze nie
st prislusne vzdelani a / alebo kvalifikovani.
Clenovia $tudijného timu si zamestnanci Centra.
Clenovia Studijného timu a Hlavny skisajuci sa
budl z(casthovat Skoleni, ktoré v suvislosti s
Klinickym skusanim pre tieto osoby Zadavatel
zorganizuje a Centrum je povinné takito Gcast
umoznit. Zadavatel nahradi primerané cestovné a
ubytovacie naklady suvisiace so vzdelavanim
podla tohto ¢lanku, ak to bude potrebné, ale za
(Gast na tomto vzdelavani nenalezi Ucastnikom
ani nikomu inému Ziadna odmena.

specific Clinica! Trial Team Members, if the Sponsor
deems them not appropriately educated and/or
qualified. Clinical Trial Team Members are
employees of the Center. Clinical Trial Team
Members and the Principal Investigator shall attend
trainings organized for them by the Sponsor in
connection with the Clinical Trial, and the Center
shall allow such persons to attend. The Sponsor
shall reimburse  reasonable travel and
accommodation costs, if applicable related to the
trainings under this article, but no remuneration
shall be provided to participants or any other
persons for attending such trainings.

25 Centrum sa zavazuie umoznit Hlavnému | 25  The Center shall make it possible for the Principal
skisajicemu, Skisajucim a Clenom Studijného Investigator, Investigators and Clinical Trial Team
timu, zUCastiovat sa podfa potreby stretnutia Members, as required, to participate in
sklSajucich a telekonferencii uskutoCfiovanych v Investigators’ meetings and teleconferences held in
pricbehu  Klinického skuSania v rozsahu the course of the Clinical Trial to the extent
pozadovanom Zadavatefom. requested by the Sponsor.

26  Pocas Klinického skdsania st Centrum a Hlavny | 2.6  During the Clinical Trial each of the Center and
skiSajuci povinni informovat Zadavatela o Principal Investigator must inform the Sponsor of
pripadnych subdodavatefoch alebo which, if any, subcontractor, or subcontracting
subdodavatelskych &innostiach, ktoré sa budd activities that will or have been undertaken.
vykonavat alebo sa vykonali, ak sa aplikuje. Dalej Furthermore, the Center and/or Principal
Centrum a/alebo Hiavny skusajici zahmi tieto Investigator shall include such information in the trial
informacie do hlavného suboru skiSania / master file / Trial Materials.

Materialov ku skusaniu.

27 Kazdé uzatvorenie subdodavatefskej zmluvy, | 27  Any subcontracting of any of the Center's
ktorej predmet pinenia tretej strany sa bude tykat obligations under this Agreement to a third party
ktorejkolvek z povinnosti Centra na zaklade tejto requires the prior written consent of the Sponsor.
Zmluvy si vyZaduje predchadzajuci pisomny Granting of such consent shall be within the
suhlas Zadavatela. Udelenie takéhoto sthlasu je Sponsor's sole discretion. In the case that such
na vyluénom rozhodnuti Zadavatefa. V pripade Sponsor’s consent is granted, the Center shalll:
udelenia takéhoto sthlasu zo strany Zadavatela
Centrum:

2.7.1 jepovinné zabezpedit u subjektu, na ktorehosvoju | 2.7.1 make sure that such subcontractors observe the

povinnost prenasa, dodrziavanie podmienok, (a)
ktoré su vzhfadom k charakteru pozadovanej
sluzby relevantné a podobné podmienkam tejto
Zmluvy vratane, avsak nielen, lehét na plnenie
povinnosti, (b) na zaklade ktorych tretia strana
postipi vSetky prdva k vysledkom svojej
¢innosti/Klinického sku$ania na Centrum alebo
Zadavatela a (c) podla ktorych tretia strana
umozZni Zadavatelovi alebo tretim stranam
Zmluvne opravnenym Zadavatelom a prisluSnym
regulacnym Gradom vykonanie auditov a in§pekcii
u takejto tretej strany, ¢o suCasne neznamena

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
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obmedzenie povinnosti Centra vo vztahu k obligations with respect to audits and inspections;
auditom a in§pekciam; a and

2.7.1 bude niest zodpovednost za riadne plnenie | 2.7.2 be responsible for due performance of all

vSetkych povinnosti, ktoré budi predmetom subcontracted duties. The Center and Principal
subdodavatelskych zmliv. Centrum a Hlavny Investigator must, if any, assume oversight of the
sk(Sajici su povinni prevziat dohlad nad subcontractor and subcontractors activities in
subdodavatefom a vykonom jeho Einnosti relation to this Agreement.

v sQvislosti s touto Zmluvou, ak sa aplikuje.

28  Zmluvni partneri sa zavazuju vynalozit vSetko | 28  The Contracting Partners agree to make maximum

usilie na zaradenie subjektov skiSania do efforts to enroll trial subjects in the Clinical Trial in
Klinického skusania v sulade s poziadavkami na accordance with the inclusion requirements and
zaradovanie a lehotami ustanovenymi v timelines set forth in the Protocol.

Protokole.

29 Hlavny skiSajici a Centrum suhlasia, ze | 29  The Principal Investigator and Center agree that the

Zadavatel méze jednostranne kedykolvek zmenit Sponsor may unilaterally change the number of trial
pocet subjektov skuSania, ktorych Hlavny subjects that the Principal Investigator shall include
skusajici do Klinického skusania moze zaradit in the Clinical Trial and/or the recruitment timeframe
alalebo ¢asovy harmonogram naboru, a to by issuing a relevant instruction for the Clinical Trial.
prostrednictvom vydania prislusného pokynu ku Such an instruction shall not concem the already
Klinickému skuSaniu. Takyto pokyn sa nebude included trial subjects. The Contracting Partners
vztahovat na uZ zaradené subjekty skdsania. agree to obtain prior written approval from Sponsor
Zmluvni  partneri  sa  zavazujl  ziskat or ethic committee for any proposed recruitment
predchadzajlci pisomny sihlas Zadavatela alebo material to be used for the purpose of subject
etickej komisie pre akykolvek navrhovany material recruitment in the Clinical Trial. The recruitment of
pouzivany pre (cely naboru subjektov do subjects beyond stated target number of subjects
Klinického ski$ania. Nabor subjektov skuSania which is authorized in written by Sponsor and/or is
nad ramec stanoveného ciefového poctu a result of competitive recruitment will be financially
subjektov, ktory je zadavatefom pisomne compensated; in other cases, the recruitment of
schvaleny afalebo je dosledkom kompetitivneho subjects beyond the target number of subjects will
naboru, bude finanéne kompenzovany; v inych not be financially compensated.

pripadoch nabor subjektov skiSania nad ramec
cielového poctu subjektov finanéne
kompenzovany nebude.

Sponsor reserves the right to limit the total number
of subjects to be recruited by the Center and
Principal Investigator as otherwise stated here in 2.9
for reasons including but not limited to, data quality,
Protocol non-compliance and lack of recruitment
progress.

Zadavatel si vyhradzuje pravo obmedzit' celkovy
poCet subjektov, ktoré ma prijat Centrum a Hlavny
skidsaijuci, ako je inak uvedené v bode 2.9, ato z
dovodov, ktoré zahfiaju okrem iného, kvalitu
adajov, nesulad s Protokolom a nedostatoény
pokrok v nabore.

210 Hiavny sk$ajici sa zavazuje do Klinického | 210 The Principal Investigator agrees to include in the

skisania zaradit iba riadne spdsobilé subjekty Clinical Trial only such trial subjects, who have
ska§ania, ktoré vyjadrili svoj sthlas s Géastou na given their consent with participation in the Clinical
Klinickom skdSani podla bodu 2.12, v silade s Trial pursuant 2.12 and are duly suitable for the
Protokolom a oznamit zaradenie subjektu Clinical Trial in compliance with the Protocol and
skasania do Klinického skusania s uvedenim Cisla announce the inclusion of the trial subject to the
rozhodnutia o Klinickom skdSani a déatumu Clinical Trial specifying the decision number of the
zaradenia subjektu skusania do Klinického Clinical Trial and the date of inclusion of the trial
skusania zdravotnej poistovni vykonavajlcej subject in the Clinical Trial to the health insurance
verejné zdravotné poistenie subjektu skusania company conducting the Public Health Insurance of
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bezodkladne po zaradeni subjektu sku3ania do
Klinického skusania v sdlade s ustanovenim § 44
pism. o) Zakona o liekoch.

trial subject immediately after inclusion of the trial
subject to Clinical Trial in accordance with the
provisions of Section 44 letter o) of the
Pharmaceuticals Act.

21

Zmluvni partneri sa zavazuju zabezpeCit, Ze
Klinické ski$anie bude vykonavané v sulade s
povolenim alebo sthlasom k ohlaseniu vydanym
Statnym Gstavom pre kontrolu lie¢iv a sihlasom
multicentrickej etickej komisie. Zmluvni partneri sa
zavazuj( poskytnit' Zadavatelovi siéinnost pri
priprave dokumentov tykajlcich sa Klinického
skisania a odovzdat Zadavatelovi alebo tretej
strane urCenej Zadavatelom bezodkladne v3etky
vyhlasenia potrebné na povolenie Klinického
skasania regulatnymi organmi a/alebo etickymi
komisiami, vratane av§ak nielen (a) vyhlasenia o
finanénych zaujmoch, (b) Zivotopisy a (c)
potvrdenia o zodpovedajicom vybaveni miesta
skiSania. Zmluvni partneri sa zavazujl
zabezpecit, Ze poskytnuté dokumenty tykajlice sa
Klinického skiania su Uplné a spravne.
Napriklad, vyhlasenia o finannych zaujmoch
musia obsahovat véetky finantné vztahy medzi
Hlavnym skisajicim a ktorymkolvek Clenom
§tudijného timu, a ich finanéné zaujmy, na jednej
strane a Zadavatelom alebo ktoroukolvek
spoloénostou prepojenou so Zadavatelom, na
strane druhej, vratane, avSak nielen, odmeny
alebo iného finanéného prospechu prijatého
kazdym z nich od Zadavatela alebo ktorejkofvek
zo spoloénosti prepojenych so Zadavatelom za
konzultaéné cinnosti alebo iné sluzby nepokryté
touto Zmluvou. Vyhlasenia o finanénych zaujmoch
by mali byt predlozené v priebehu Klinického
skdsania, pri jeho zmene a jeden rok po skonéeni
Klinického skuSania. "Prepojenou osobou’ je
akakolvek pravnicka osoba alebo spolognost,
ktora (a) je ovladanou osobou v zmysle § 66a ods.
1 Obchodného zakonnika, (b) je ovladajicou
osobou v zmysle § 66a ods. 2 Obchodného
zakonnika, (c) je osobou ovladanou tou istou
ovladajlicou osobou, (d) je dlenom tej istej
skupiny, alebo (e) ktora priamo alebo nepriamo,
prostrednictvom  jedného  alebo  viacerych
sprostredkovatelov, vykonava kontrolu, je
kontrolovana alebo je pod spolo¢nou kontrolou so
Zmluvnou stranou.

21

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 and approvals of
the multicentric ethics committee. 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, (a)
Financial Interest Declarations, (b) CVs and (c)
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 completion of
the Clinical Trial. “Affiliate” shall mean any legal
entity or company, which (a) is a controlied 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 controtled by oris under joint controf with
a Contracting Party.

212

Hlavny skOSajici sa zavazuje vsetky subjekty
skdsania zodpovedajlicim sposobom, v sulade s §
29 ods. 14 Zakona o liekoch, informovat o ciefoch,
metodach, predpokladanych  prinosoch a
potencialnych rizikdch a nevyhodéch Klinického

212

The Principal Investigator agrees to appropriately
inform all trial subjects of the aims, methods,
expected benefits and potential risks and
disadvantages of the Clinical Trial about other
treatment options and about the circumstances
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skiSania, omoznostiach inej lieGby, o
okolnostiach, za ktorych by ich osobné (daje
mohli byt spristupnené Zadavatelovi, jeho
Prepojenym osobam, prisluSnym organom, tretim
stranam, ktoré poskytujl sluzby Zadavatelovi
a/alebo etickym komisiam, ako aj o pravach
subjektu skiSania aomoznosti kedykolvek
odstipit od Klinického skusania, vratane spdsobu
anasledkov pripadného preruSenia. Hlavny
skusajlci sa zavazuje zabezpelit, Ze subjekty
skiSania sa z(&astnia Klinickeho skiSania az
potom, ¢o podpisu informovany suhlas subjektu
skadania poskytnuty Zadavatefom. Hlavny
skasajici uchova origindl takého sihlasu v
zdravoinej dokumentéacii subjektu skiSania. Ak
subjekt sk(§ania svoj sthlas v priebehu Klinického
skiSania odvola, Zmiuvni partneri nesmli vo
vztahu k tomuto subjektu vykonat Ziadne dalSie
postupy v ramci Klinického skiSania okrem
pripadnych opatreni tykajicich sa dalSieho
sledovania predpisanych Protokolom, s ktorymi
subjekt skdSania suhlasil. Nasledna liecba
subjektu, ktora nestvisi s Klinickym skusanim, je
vyhradnou lekarsku zodpovednostou a pravnou
zodpovednostou Zmiuvnych partnerov.

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, as well as about rights of
trial subjects and possibility to withdraw from the
Clinical Trial at any time, including manner and
consequences of eventual interruption in
accordance with Section 29 (14) of Pharmaceuticals
Act. The Principal Investigator agrees to ensure that
the trial subjects shall not participate in the Clinical
Trial until after they sign their informed consent
provided by the Sponsor. The Principal Investigator
shall keep the original of such consent in the trial
subjects’ medical records. If such consent is
revoked in the course of the Clinical Trial, no further
Clinical Trial-related procedures may be performed
by the Contracting Partners with regard to the
respective trial subject, except for any Clinical Trial-
related follow-up monitoring laid down in the
Protocol and consented to by the trial subject.
Subsequent treatment of the trial subject, which is
not related to the Clinical Trial, lies in the sole
medical responsibility and legal liability of the
Contracting Partners.

213

Zmluvni partneri sa zavazuju zabezpe(it, Ze
subjektom skusania zaradenym do Klinického
ski$ania sa v Centre nebudi podavat iné
neregistrované lieky podla § 46 Zakona o liekoch
a v zmysle Vyhlasky Ministerstva zdravotnictva
SR ¢. 507/2005 Z.z., ktorou sa upravujl
podrobnosti o povolovani terapeutického pouzitia
hromadne vyrabanych liekov, ktoré nepodliehajl
registracii, a podrobnosti o ich Uhrade na zaklade
veregjného zdravotného poistenia, ani sa nebudl
zucasthovat iného klinického skisania, pri ktorom
by subjekty sku3ania dostavali v Slovenskej
republike neregistrovany lieck v priebehu
Klinického skuSania bez predchadzajiceho
pisomného sthlasu Zadavatela.

213

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 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.

214

Pocas Klinického skiSania su Centrum a Hlavny
skuSajlci povinni reSpektovat [fudské prava a
riadit sa legislativou v oblasti ludskych prav a
zaviest alebo zaviazat sa zaviest procesné
poziadavky stanovené v legisiative v oblasti
ludskych prav a bezodkladne pisomne informovat
Zadavatela o vedomosti alebo podozreni
na zavazné negativne dopady na [udské prava
spojené s Klinickym skusanim.

214

During the Clinical Trial each of the Center and
Principal Investigator must respect Human Rights
and follow Human Rights Legislation and have in
place or commit to put in place the process
requirements  stipulated in  Human Rights
Legislation and will immediately inform Sponsor in
writing of knowledge or suspicion of severe negative
Human Rights impacts linked to the Clinical Trial.

215

Ak pocas Klinického skusania v Centre ddjde k
poskodeniu zdravia subjektu ski$ania, Zmluvni

2.15

If in the course of the Clinical Trial at the Center trial
subjects’ health is harmed, the Contracting Partners
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partneri sa zavazujl informovat o kazdej takejto
udalosti Zadavatela (a) v pripade zavazného
neziaduceho U¢inku a/alebo zavaznej neZiaducej
udalosti a/alebo v pripadoch tehotenstva, ak také
existuju, najneskér do 24 hodin a (b) v pripade
neziaduceho U¢inku a/alebo neZiaducej prihody
bezodkladne v ramci lehdt stanovenych v
Protokole a inych pokynoch danych Zadavatelom
o hlaseni (dajov tykajucich sa bezpeCnosti.
Sucastou takého hlasenia musi byt tiez posidenie
pricinng]  suvislosti. O akomkolvek inom
poSkodeni zdravia subjektu skasania alebo
akomkolvek zavaznom poruseni Protokolu alebo
pokynov spravnej klinickej praxe, musia Zmluvni
partneri informovat Zadavatela bez zbytoného
odkladu.  Zmluvni  partneri  budl  vidy
spolupracovat so Zadavatelom pri  jeho
hlaseniach vSetkych zavaznych neZiaducich
udalosti a podozreni na neziaduce 0cinky
produktov alebo liekov Statnemu ustavu pre
kontrolu  lieCiv, etickej komisii, prisiusnej
zdravotnej poistovni  vykonavajlicej verejné
zdravotné poistenie subjektu skisania, pripadne
prislusnym organom ¢lenskych statov, na ktorych
Uzemi sa vykondva multicentrické klinické
skisanie, a v pripade ak to stanovuju pravne
predpisy alebo o to poZiada Zadavatel, poskytn(
prisluSnym orgadnom aj poZadované informacie.
Zmluvni  partneri  su  povinni  poskytovat
Zadavatefovi sucinnost s plnenim povinnosti
tykajlcich sa hlaseni neziaducich U¢inkov.

shall inform the Sponsor of any such event (a) in
case of any serious adverse effect and/or serious
adverse events and/or, if applicable, in case of
pregnancy, within 24 hours at the latest and (b) 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 in his reports of all
serious adverse events and adverse effect
suspected of products or medicines to State
Institute for Drug Control, 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.

2.16

Zmluvni partneri sa zavazuji bez zbyto¢ného
odkladu zodpovedat vSetky otazky Zadavatela
alebo osob poverenych Zadavatelom tykajlice sa
dokumentacie neziaducej udalosti. Toto zahfiia
najma, nie v8ak vyhradne, aktivne nasledné
sledovanie a objasnenie prisiunych nezrovnalosti
v hlaseniach neZiaducich udalosti a udalosti
tehotenstva. Na (Cel hlasenia neziaducich
udalosti a udalosti tehotenstva st Zmluvni partneri
povinni  pouzivat  formulare  poskytnuté
Zadavatelom, ak také existuju.

2.16

The Contracting Partners agree to immediately
answer any questions of the Sponsor or persons
authorized by the Sponsor regarding adverse event
documentation. 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.

217

Pocas a po skonceni Klinického skuSania sa
zavazujl Zmluvni partneri zaznamenavat a
predlozit Zadavatelovi vSetky dokumenty prijaté
od Statnych organov, etickych komisii a/alebo
prisludnych regulaénych organov tykajlice sa
akychkolvek suhlasov alebo povoleni alebo
prisludnej komunikacie o bezpeénosti vo vztahu
ku Klinickému skiSaniu do 24 hodin od ich
obdrzania. Zmluvni partneri  sa  zavazuju

217

During and after completion of the Clinical Trial, the
Contracting Partners shall keep records and 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 undertake to
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Zadavatela priebezne informovat o akychkolvek
zmenach v kontaktnych informaciach Centra.

provide Sponsor timely with updates of Center's
contact information.

218

Zmluvni partneri sa zavazuju pouzivat SkdSany
liek vyluéne na dcely vykonavania Klinického
skiania a iba spdsobom 3pecifikovanym v
Protokole. Zmluvni partneri si zodpovedni za
riadne prijimanie, pouZivanie, nakladanie,
skladovanie a vedenie dokladnej a presnej
evidencie zaobchadzania so Skusanym liekom v
priecbehu  Klinického skdsania v sllade s
poZiadavkami spravnej klinickej praxe, spravnej
lekérenskej praxe a Protokolom. Naviac sa
Zmluvni partneri zavazujl vratit alebo zabezpedit
riadnu likvidaciu nepouZitého Skasaného lieku, ak
si Zadavatel likvidaciu vyziadal (na naklady
Zadavatefa), a tdto likvidaciu  riadne
zdokumentovat. V pripade nacatétho a
nespotrebovaného  SkiSaného lieku, ktorého
forma podania je inflzia, zaistia Zmluvni partneri
likvidaciu ihned po priprave i Uprave Skusaného
lieku.

218

The Contracting Partners 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 product or 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.

219

Centrum sa tymto zavdzuje zabezpedit
uskladnenie, pripravu, kontrolu a distriblciu
Skusaného lieku v sulade s ustanovenim
Protokolu, ako aj v sulade so vSeobecne
zavaznymi pravnymi predpismi a v stlade so
véetkymi ustanoveniami pokynov pre klinické
skisanie liekov Statneho ustavu pre kontrolu
lieGiv. Zmluvni partneri nebudd vyzadovat
zaplatenie SkuSaného lieku alebo akejkolvek
sluzby hradenej Zadavatelom podfa tejto Zmluvy
od subjektu skisania alebo od tretej strany, ako je
napriklad zdravotna poistovia.

219

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 product
or for any services paid for by the Sponsor under
this Agreement.

2.20

Centrum sa zavazuje menovat dostatoény pocet
zastupcov, ktori spifiaji kvalifikacné poZiadavky
na vykon povolania farmaceuta alebo
farmaceutického laboranta v zmysle zakona €.
578/2004 Z.z, o poskytovateloch zdravotnej
starostlivosti,  zdravotnickych  pracovnikoch,
stavovskych organizaciach v zdravotnictve a o
zmene a doplneni niektorych zakonov, v zneni
neskorsich predpisov a v zmysle nariadenia viady
€. 296/2010 Z.z. o odbornej sposobilosti na vykon
zdravotnickeho povolania, spdsobe dalSieho
vzdelavania zdravotnickych pracovnikov, sistave
SpecializaCnych odborov a slstave
certifikovanych pracovnych ¢ginnosti, v zneni
neskorSich predpisov. Tito zastupcovia budd
zodpovedni za nakladanie so SkuSanym liekom a
za _ vedenie  sdvisiacich  zaznamov  a

220

The Center agrees to appoint a sufficient number of
representatives  who  meet  qualification
requirements for the position of a pharmacist and
pharmacist laboratory assistance pursuant to Act
no. 578/2004 Coll., on healthcare providers,
healthcare workers, health organizations, and
amendments to certain acts, as amended, and
within the Government Decree no. 296/2010 Coll.
on the professional competence for the
performance of the medical profession, on the
training method of health workers, on the system of
specialized branches and on the system of certified
work activities, as amended. These representatives
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
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dokumentacie. lhned po vymenovani tohto
zastupcu alebo zastupcov, oznami Centrum
Zadavatelovi pisomne meno a priezvisko
poverenych osdb spolu s prisludnymi kontaktnymi
informéaciami.

shall notify the Sponsor in writing about the first and
last name and contact details of such appointees.

2.2

Hlavny skasajuci sa zavéazuje odoberat’ Skusany
liek v stlade s Protokolom, a to v davkovani
potrebnom pre kazdl jednotfivi navstevu subjektu
ski$ania.

221

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.

222

Kedykofvek o to Zadavatel, eticka komisia alebo
iny regulacny organ poziada, sa Zmiuvni partneri
Zavazuju podat Zadavatelovi, etickej komisii alebo
inému regulaénému organu pisomnd spravu o
postupe v Klinickom skasani v Centre vratane
Udajov o zaradovani subjektov skuSania. Za
spinenie tejto povinnosti zodpovedd Hlavny
skusajlci.

222

The Contracting Partners agree to provide the
Sponsor, ethic committee or other regulatory
authority with written notice about the progress of
the Clinical Trial at the Center, including information
about the enrolment of trial subjects, upon the
Sponsor’s, ethic commission's or other regulatory
authority's request. The Principal Investigator is
responsible for meeting this obligation.

223

Hlavny sk($ajlci je povinny zhromazdovat' daje
a vkladat ich do piatich (5) kalendamych dni od ich
vytvorenia do  elektronickych  zdznamovych
formularov  (dalej len “CRF”) v silade s
nalezitostami stanovenymi v Protokole. Hlavny
skaSajlci sa zavazuje pravidelne odovzdavat
Zadavatelovi CRF a vietku dokumentaciu
vyzadovan( Protokolom, aby ich Zadavatel mohol
priamo alebo prostrednictvom iného subjektu
priebezne spracovavat, V pripade omeSkania
dihsom ako desat (10) pracovnych dni s
vkladanim (dajov je Zadavatel opravneny, na
zaklade pisomného oznadmenia doruCeného
Hlavnému skdsajucemu, zastavit zaradovanie
subjektov skuSania Hlavnym skisajlcim az do
doby, kedy bude vkladanie Udajov aktualizované.
Pokial bude mat toto za nasledok ome$kanie v
zaradovani subjektov skiSania, Zadavatelovi
prinalezia prava stanovene v ¢l. 13.5 tejto Zmiuvy.
V Iehote piatich (5) pracovnych dni po oSetreni
posledného zo subjektov ski3ania musi byt
dokonéené vioZenie vetkych zostavajlcich CRF,
suvisiacej dokumentacie a takisto nepouzité CRF
v listinngj podobe, ak také existujl, musia byt
odovzdané Zadavatelovi alebo na poziadanie
Zadavatela zniCené. Zmiuvni partneri sa zavazujl
poskytovat  sucinnost pri  bezodkladnom
objasnovani akychkolvek otazok tykajucich sa
(dajov v CRF a venovat sa tymto otazkam a
zodpovedat' ich najneskdr v lehote piatich (5)
pracovnych dni. Zadavatel mdZe pozadovat
odpovede aj v kratSom ¢asovom Useku s ohfadom
na klicové Stadia Klinického skusania, ako napr.
Cistd databdza. Zmluvni parineri sa dalej na

2.23

The Principal Investigator must collect data and
enter them within five (5) calendar 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 ten (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 13.5 of this Agreement.
Within five (5) 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 guestions concerning CRF data and
to address and answer such questions within five (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 report upon the
Sponsor's request. The Center shall ensure that
CRFs shall not be availabie to any persons other
than Clinical Trial Team Members and the Principal
Investigator and that access to CRFs, if they are in
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Ziadost  Zadavatela zavazujl  poskytovat
primeran( sucinnost' pri priprave celkovej spravy
o Klinickom skdsani. Centrum zabezpeci, Ze CRF
nebudd pristupné nikomu inému ako Clenom
Studijpého timu a Hlavnému skisajlcemu a
pristup k nim, ak budd v elektronickej podobe,
bude chraneny pristupovym menom a heslom.

electronic form, shall be protected by user name
and password.

zdrojovej dokumentacie a zlozky SkdsSajuceho,
zoznamu identifikatnych  kodov  subjektov
skusania a zdravotnej dokumentacie subjektov
skusania vztahujucej sa ku Klinickému skiSaniu
(dalej len ,Dokumentacia®), ktoré st vyzadované
na zaklade ICH predpisov a ostatnych prislusnych
pravnych predpisov upravujlcich vykonavanie
Klinického skisania, po dlhdej z nasledujucich
dvoch dob: (a) pétnast (15) rokov po skonéeni
alebo prerudeni Klinického skusania alebo (b)
akukolvek dlhsiu dobu pre archivaciu
dokumentacie stanoven( prisluSnymi pravnymi
predpismi. V pripade potreby sa Hlavny skisajtici
a Centrum dalej zavazuju umoznit Zadavatelovi
na nakiady dohodnuté v prilohe €. 1 (platobna
priloha) zabezpecenie uchovavania
Dokumentacie aj na dihie obdobie ako Hlavnému
skuSajucemu a Centru ukladaju prislusné pravne
predpisy, za dodrzania podmienky ochrany
dévernosti Dokumentacie (napr. bezpecné
externé uskladnenie). Dokumentacia o Klinickom
skasani musi byt uchovavana na vhodnom mieste
a vhodnym spdsobom a Centrum je povinné viest
zaznamy 0 mieste, kde je Dokumentacia o
Klinickom skusani 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
skdsani v inych priestoroch ako su tie, ku ktorym
méa Centrum vlastnicke alebo iné uzivacie pravo.
Ak sa v ramci Klinického sku$ania pouzivaju
elektronické systémy, moze byt vyzadované, aby
boli vybrané Udaje uloZené na pracovisku

2.24  Hlavny skisajlci je povinny zabezpedit, Ze vSetky | 2.24 The Principal Investigator shall ensure that all CRFs
CRF poskytnuté Zadavatelovi sl pravdivo, presne submitted to the Sponsor are true, complete, correct
a riadne vyplnené a ze s0 vernym odrazom and accurate and reflect the actual results of the
skutoénych  vysledkov  Klinického  skidsania. Clinical Trial. The Principal Investigator also agrees
Hlavny skusajlci sa tiez zavazuje odovzdat to provide the Sponsor with copies of all reports,
Zadavatelovi kdpie vSetkych sprav, vratane including all updates and changes, that were
vSetkych aktualizacii a zmien, ktoré si vyziadala requested by the ethics committee.
eticka komisia.

225 Centrum sa zavazuje uchovavat vsetku | 225 The Center shall keep all electronic and other
elektronickl aj inl dokumentaciu, vratane 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
{(hereinafter referred to as “Documentation”)
required by ICH guidelines and applicable laws
regulating Clinical Trial performance for the longer
of the two following periods: (a) fifteen (15) years
after the end or suspension of the Clinical Trial or
(b) any longer documentation archiving period laid
down in applicable legal regulations. The Principal
Investigator and the Centre further agree to permit
Sponsor to ensure that the Documentation is
retained for a longer period if necessary as
applicable laws and regulations dictate to Principal
Investigator and Centre, at agreed expense per
Appendix 1 (Payment), under an arrangement that
protects the confidentiality of the Documentation
(e.q. secure off-site storage. 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. If electronic systems are used in the Clinical
Trial, it may be required to file these site specific
data at the Clinical Trial site. If Sponsor provided
media is found not readable during the retention
period, a new copy can be provided by Sponsor.
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Klinického skisania. Ak sa v priebehu doby
uchovania stan(i média poskytnuté Zadavatelom
neCitatelné, od Zadavatela mozno pozadovat
poskytnutie novej kdpie.

2.26  Zmluvni partneri si si vedomi, Ze Zadavatel alebo | 226 The Contracting Partners understand that the

v jeho mene tretia strana dokladne monitoruje Sponsor or a third party on behalf of the Sponsor
vykonavanie Klinického sku$ania a pravidelne closely monitors the performance of the Clinical
navstevuje Centrum, Zmiuvni partneri sa zavazujl Trial and regularly visits the Center. The Contracting
primerane podporovat tieto monitorovacie aktivity, Partners agree to appropriately support such
vratane ale bez obmedzenia, poskytnutim monitoring activities, including without limitation, by
pristupu poverenému zastupcovi Zadavatefa do providing the Sponsor's appointed representative
priestorov, k materialom a k idajom podia potreby with access to the facilities, materials and data as
a dalej sa zavazuju spolupracovat so necessary and further agree to cooperate with the
Zadavatefom alebo prisluSnou tretou stranou v Sponsor or the relevant third party in this regard.
tomto ohlade. Na Ziadost Zadavatefa si Hlavny The Principal Investigator and Clinical Trial Team
skisajici a Clenovia Studijného timu povinni sa Members must participate in personal discussions
zUcastnit' osobnej diskusie. upon the request of the Sponsor.

227 Zadavatel a regulacné organy, majl pravo | 2.27 The Sponsor and regulatory authorities have the

vykonavat audit alebo kontrolu zaznamov right to audit or inspect the Contracting Partners’
Zmiuvnych  partnerov, ktorychkolvek inych records, any and all other documentation and the
dokumentacii a priestorov  slvisiacich s facility relating to the Clinical Trial at any time during
vykonavanim  Klinického  skuSania, a to the Clinical Trial and/or for another twenty five (25)
kedykolvek v priecbehu a / alebo po dobu years after completion of the Clinical Trial and
dvadsiatich piatich (25) rokov po skonCeni without the Contracting Partners' right to special
Klinického skiSania a bez akychkolvek narokov payment. For clarity, the above applies also to any
Zmluvnych partnerov na zvlastne finanné Trial Materials obtained by the Center and Principal
pinenie. Pre vyli¢enie pochybnosti plati, Ze vyssie Investigator via third-party subcontracted services;
uvedené sa vztahuije aj na akékolvek Materialy ku e.g. scans, x-rays or biopsies.

skO$aniu ziskané Centrom a Hlavnym skisajacim
prostrednictvom  subdodavatelskych  &innosti
tretich stran; napr. skeny, réntgenové snimky
alebo biopsie.

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 vSetkym regulaénym organom
sucinnost pri pineniich Gloh v silade s Protokolom
a podniknut vietky primerané kroky pozadované
Zadavatelom alebo regulaénymi organmi na Gcely
odstranenia nedostatkov zistenych po€as auditu
alebo kontroly.

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 regulatory other authorities in
performing their tasks pursuant to the Protocol and
take any and all reasonable actions requested by
the Sponsor or regulatory authorities to remedy
deficiencies noted during an audit or inspection.

2.28 Zmluvni partneri sa zavazujl, Ze poCas a po | 228 The Contracting Partners shall, during and after the

skonceni Klinického sku$ania umoznia a budu Clinical Trial, allow and support any inspections of
podporovat  vSetky kontroly  zodpovednych responsible regulatory authorities without any right
regulaCnych organov bez akychkolvek narokov na to special payment or reimbursement. The
osobitn( odmenu ¢i nahradu. Zmluvni partneri su Contracting Partners must inform the Sponsor about
povinni informovat Zadavatela o kazdej takejto any such inspection or the intent to conduct such
kontrole ¢i zamere takto kontrolu vykonat ihned inspection as soon as the Sponsor learns about it.
potom, ¢o sa o nich dozvedia. Zmluvni partneri sa The Contracting Partners shall allow the Sponsor to
zavazujl umoznit, aby Zadavatel mohol byt be present at any inspection conducted by
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pritomny na kazdej kontrole vykonavanej
regulatnymi  organmi  alebo  podobnymi
indtiticiami. Pred vyjadrenim sa k vysledkom
takejto kontroly, ak nejaké budld, su Zmluvni
partneri povinni odpoved posudit a prediskutovat
50 Zadavatelom. Zmluvni partneri bez zbytoéného
odkladu poskytn(i Zadavatelovi kopie akychkolvek
zisteni alebo kontrol zodpovednych (radov vo
vztahu ku Klinickému skusaniu.

regulatory 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.

229

Zmluvni partneri nesmu vedome vyuzivat' sluzby,
bez ohladu na ich rozsah, Ziadnej osoby, ktorym
bolo poskytovanie tychto sluzieb zakazané FDA
alebo ktorymkofvek inym prislusnym organom v
priebehu  vykonavania Klinického skiSania.
Zmluvni partneri dalej zavazne vyhlasujo, Ze
podfa ich vedomosti ani im ani ich zamestnancom,
spinomocnencom alebo zastupcom, ktori sa
zU¢astAujll vykonavania Klinického skuSania,
nebolo zakdzané vykonavat Cinnosti, ktoré sl
vykonavané v ramci Klinického skiSania, zo
strany FDA alebo iného organu, ani podfa ich
najlepSieho vedomia v slcasnosti neprebieha
Ziadne konanie tykajluce sa takéhoto zakazu vo
vztahu k tymto osobam, najmd na zaklade
pravnych predpisov (i) USA 21 U.S.C. Clanok
335a a (ii) Titul 21 Kbdexu federalnych predpisov
(Code of Federal Regulation), Clanok 312.70.
Zmluvni partneri sa zavazujd v priebehu
Klinického skiSania a po dobu 3 rokov po jeho
ukonceni ihned informovat Zadavatefa, ak sa
dozvedia, Ze sa zacne takéto konanie vo vztahu k
Hlavnému  skasajicemu, Centru ¢ jeho
zamestnancovi. Zmluvni partneri dalej zaruéujl a
zavazujll sa, Zze podfa ich vedomosti nie sU
subjektom predchadzajlcich ani prebiehajlcich
vySetrovani,  vyziev,  upozorneni  alebo
nepodliehajii vykonu rozhodnuti organov Statnej
spravy vztahujtcich sa ku klinickym skdskam,
ktoré by neboli oznamené Zadavatelovi. V
pripade, Ze nastane skutonost podla
predchadzajicej vety vo vztahu ku Klinickému
skusaniu, Zmiuvni partneri to bez zbytoéného
odkladu oznamia Zadavatelovi.

2.29

The Contracting Partners may not knowingly use
the services, regardiess of their volume, of any
person prohibited to provide such 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, in particular on the basis
of legislative acts. (i) United States 21 U.S.C.
Section 335a and (i) Title 21 Code of Federal
Regulation, Section 312.70. During the Clinical Trial
and for a period of 3 years after its completion, the
Contracting Partners agree to promptly notify the
Sponsor about any such proceedings initiated
against the Principal Investigator, the Center or its
employees. Furthermore, the Contracting Partners
represent and warrant that, as far as they know,
they are not the subject of any past or current
investigations, inquiries, warnings or enforced
decisions of public administration authorities that
concern the clinical trial and have not been
disclosed to the Sponsor. The Contracting Partners
shall notify the Sponsor about the fact described in
the previous sentence without undue delay.

2.30

V pripade, ze Hlavny skSajuci v priebehu
Klinického skisania ukonCi pracovnopravny vztah
s Centrom, Centrum je povinné o tejto skuto&nosti
informovat’ Zadavatela bezodkladne potom, ako
sa o tom dozvie, a si¢asne navrhndt riadne
kvalifikovani osobu ako nového hlavného
skdsajuceho. Zadavatel ma pravo podat namietku
voci novému Hlavnému skusajucemu. Centrum sa
zavazuje s vynaloZzenim maximalneho Usilia

2.30

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
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pozadovat po novom hlavnom skusajlicom, aby
sa pisomne zaviazal k dodrziavaniu podmienok
dohodnutych v tejto Zmluve. Ak Centrum a
Zadavatel nie s schopni dohodn(t sa na osobe
nového hlavného ski$ajuceho alebo ak novy
hlavny skdasajuci nie je ochotny zaviazat sa k
podmienkam stanovenym v tejto Zmluve,
Zadavatel je opravneny vypovedat tito Zmluvu v
stlade s ¢l. 13.6 tejto Zmluvy. Centrum a Hlavny
skusajici s0 povinni bezodkladne pisomne
informovat Zadavatela o vietkych zmenach, ktoré
maj( vplyv na dostupnost zdrojov a/alebo Clenov
Studijného timu vykonavajlucich Klinickeé skisanie.

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
13.6.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 andfor Clinical Trial Team Members
conducting the Clinical Trial.

231 Zmluvni partneri sa zavdzuju priamo a| 231 The Contracting Partners agree to inform the
bezodkladne informovat Zadavatela: Sponsor: xym@novonordisk.com, +421 2 3810
txym@novonordisk.com, +421 2 3810 2652 v 2652 directly and immediately in the case that a trial
pripade, Ze subjekt skdSania zO&astiujici sa subject participating in the Clinical Trial announces
Klinického skusania oznami Ci vyjadri nazor, Ze or opines that his or her health has been damaged
do3lo k poSkadeniu jeho zdravia v dosledku Géasti due to his or her participation in the Clinical Trial and
na Klinickom skisani, a ze ma preto pravo na that hefshe is therefore entitled to financial
financné odskodnenie . compensation.

232 Zmluwni partneri sa zavazujl umoznit vyskumnym | 2.32 The Contracting Partners agree to allow research
organizaciam, ktoré maji uzatvoren zmluvu so organizations contracted by the Sponsor or any of
Zadavatelom alebo ktorejkolvek z Prepojenych its Affiliates to exercise any of the Sponsor's rights
osbb, aby v mene Zadavatela vykonavali and to perform any of the Sponsor's obligations
ktorékolvek z prav a povinnosti Zadavatela na under this Agreement on behalf of the Sponsor,
zaklade takejto Zmluvy, v pripade, Ze sa preukazu provided that they have authorization or a power of
poverenim ¢& plnomocenstvom, z ktorého vyplyva attorney to exercise the Sponsor's rights and to
ich opravnenie vykonavat prava a povinnosti perform the Sponsor's obligations. The Contracting
Zadavatela. Zmluvni partneri sa zavazujl Partners agree to cooperate with such research
spolupracovat s  takymito  vyskumnymi organizations.
organizaciami.

233 Zmluvni partneri sa zavazujl poskytovat | 233 The Contracting Partners undertake to provide
zdravotné sluzby subjektom, ktorych ucast v medical services to trial subjects whose
Klinickom skusani neskonéila, v pripade participation in the Clinical Trial has not yet ended,
Ciastoéného uzatvorenia Klinického ski$ania, a in the case of a partial closure of the Clinical Trial,
dalej tieZ subjektom zaradenym do nasledného as well as to subjects included in the post Clinical
sledovania po skonceni Klinického skdSania, v Trial follow-up in compliance with ethics rules.
stlade s etickymi pravidlami.

2.34 'V pripade, ze pri Klinickom skisani pouziva | 234 In the case that the Center, the Principal

Centrum, Hlavny skisajici alebo Clenovia
Studijného timu pristrojové vybavenie, ktoré
vyzaduje servis, kalibraciu alebo ind osobitni
starostlivost, Centrum sa zavazuje udrZiavat také

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

pristrojové  vybavenie  sposobilé  riadnej operational condition and to provide relevant
prevadzky, o Com je povinné Zadavatelovi na documentation thereof to the Sponsor upon the
vyZiadanie poskytnat zodpovedaijlcu request of the Sponsor.

dokumentaciu.
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Cl. 3 - Povinnosti Zadavatela Article 3 - Obligations of the Sponsor

3.1  Kontaktnymi osobami Zadavatela vo vztahu ku | 3.1 The Sponsor's contact persons regarding the
Klinickému skisaniu sd; Clinical Trial are:

Novo Nordisk Slovakia s.r.o.
ROSUM, Bajkalska 198, 821 01 Bratislava

Magr. Csilla Simlovigova, email: cscv@novonordisk.com

alebo ktorékolvek dalSie osoby oznamené or any other person announced to the Principal
Hlavnému skisajicemu. Investigator.

3.2 Zadavate! je povinny ziskat vSetky potrebné | 3.2  The Sponsor shall obtain all necessary approvals

povolenia od etickej komisie a prislusnych from ethics committee and relevant regulatory
regulacnych organov, od Centra a od vdetkych authorities from the Centre and from any other
dalSich organov zodpovednych za spravu Centra, authority that is responsible for the administration of
ak s( tieto potrebne. the Centre.

3.3  Zadavatel je povinny vykonavat Klinické skisanie | 3.3  The Sponsor shall conduct the Clinical Trial in

v s(ilade s (a) Protokolom; a (b) podmienkami tejto compliance with (a) the Protocol; and (b) the terms
Zmluvy; a (c) etickymi zasadami Helsinskej and conditions of this Agreement; and (c) the ethical
deklaracie; a (d) Harmonizovanym trojstrannym principles of the Declaration of Helsinki; and (d) the
usmemenim ICH pre spravnu Klinickl prax ICH Harmonised Tripartite Guideline for Good
vratane jeho néaslednych zmien a vSeobecne Clinical Practice as amended from time to time as
akceptovanymi normami spravnej klinickej praxe; well as generally accepted standards of Good
a (e) vSetkymi prisluSnymi pravnymi predpismi; a Clinical Practice; and (e) all applicable legal
(f) vSetkymi prikazmi a smernicami prislusnych regulations; and (f) all orders and directives of
organov verejnej moci a spravy, zdravotnych competent public administration authorities, health
poistovni a etickych komisii. insurance companies and ethics committees.

34 Zadavatel sa zavazuje Zmluvnym partnerom | 3.4  The Sponsor agrees to provide the Contracting

poskytnit bezplatne v mnozstve a &asovych Partners with the Investigational medicinal product,
intervaloch na riadne vykonanie Klinického necessary CRF templates, other information and
skd8ania Skusany liek, nevyhnutné vzory CRF a other drugs/placebo required for the performance of
dalSie informacie a dalsi liek / placebo the Clinical Trial free of charge and in the quantity
vyZzadované na vykonavanie Klinického skisania, and frequency necessary for the proper
napr. Prirucka pre skasajuceho, Suhm performance of the Clinical Trial, for example the
charakteristickych viastnosti lieku (SPC). Investigator’s Brochure, Summary of Product
Characteristics (SmPC).

35  Skusany liek (ako aj dalSie lieky, placebo, ak je | 3.5  The Investigational medicinal product (as well as
vyzadované Protokolom) bude dodavané na any other drugs, placebo, if required by the
nasledujicu adresu: Protocol) shall be delivered to the following address:
sykora@gckosice.sk sykora@gckosice.sk

3.6  Skasany liek, nevyhnutné vzory CRF a dalSie | 3.6  The investigational medicinal product, necessary

informacie vyZzadované na vykonavanie Klinickéha CRF templates and other information required for
skiSania poskytnuté Centru su a zostavajl the performance of the Clinical Trial and provided to
vlastnictvom Zadavatela. Zadavatel prehlasuije, the Center are and shall remain the Sponsor's
Zze su spinené vSetky podmienky stanovené property. The Sponsor declares that all conditions
prisluSnymi pravnymi predpismi na vyrobu (dovoz) stipulated in applicable laws regulating the
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dodavaného Skusaného lieku a jeho distriblciu do production (import) of the provided Investigational

Centra. medicinal product and the distribution of the
Investigational medicinal product to the Center have
been met.

37 Zadavatel sa zavdzuje poskytovat Hlavnému | 3.7 The Sponsor agrees to provide the Principal
skusajicemu  prislusné nové  informacie Investigator with new information regarding the
0 bezpetnosti a0 zistenych  neocCakavanych safety and on identified unexpected serious adverse
zavaznych neziaducich G¢inkoch tykajlcich sa reactions related to the Investigational medicinal
SkaSaného lieku bez zbytoéného odkladu. product without undue delay.

38 Zadavatel sa zavdzuje poskytovat primerany | 3.8 The Sponsor agrees to provide reasonable
dohlad, zaSkolenie a monitorovanie pocas supervision, training and monitoring during the
vykonavania Klinického skusania. conduct of the Clinical Trial.

39 Zadavatel zabezpedi a zndSa naklady na | 3.9  Sponsor will ensure and bear the costs of the initial
poCiatoéné primerané zaskolenie Hiavného appropriate training of Principal Investigator and
skusajlceho a prislusnych kIi¢ovych pracovnikov relevant key staff in the Protocol and Sponsor's
podla Protokolu a prisluSnych SOP (Standard relevant SOPs (Standard operating procedure),
operating procedure) Zadavatela, ako napriklad such as for example to provide business ethics e-
poskytovanie  e-vzdelavacich  kurzov o learning sessions etc. Principal Investigator and the
podnikatelskej etike atd. Hlavny skusajuci a Center will further train its staff associated with the
Centrum sa zavazujo dalej Skolit svojich services outlined in the Protocol and in Sponsor's
zamestnancov pracujlcich v oblasti sluzieb SOPs, including but not limited to Sponsor's
uvedenych v Protokole a v SOP Zadavatela, Business Ethics Code of Conduct.
vratane, nie vak vyluéne Kédexu podnikatelskej
etiky Zadavatela.

310 Zadavate! sa zavazuje poskytnit Zmluvnym | 3.10 the Sponsor agrees to provide the Contracting
partnerom; Partners with:

- tablet,

- tablet, ) .

- bezdrétové zariadenie na monitorovanie - Wireless thermgmgter for tral product
teploty uskladnenia skusanych liekov temperature monitoring, )

- Min max teplomer na meranie ’teploty - Min max themmometer for recording frozen
mrazenych vzoriek samples storage,

- (itacku Ciarového I;()du uréenu na verifikaciu barcode scanner used for verification  of

L e _ dispensed trial product.

vydavanych ski8anych produktov;
na ucely jeho vyhradného pouZitia v for the purposes of its exclusive use in the
Klinickom skusani (dalej len ,Zariadenia®), o Clinical Trial (hereinafter referred to as
ktorom Zmluvni partneri buda viest pisomna “Equipment’), about which the Contracting
evidenciu. Zmluvni partneri vybavenie po Partners shall keep a written inventory. The
skonceni  Klinického  skuSania  vratia Contracting Partners shall return the
Zadavatelovi. equipment once the Clinical Trial is completed.

3.11 Zariadenia su a zostavaju majetkom Zadavatela. | 3.11  The Equipment are and remain the property of the
Zmluvné strany su povinné zdrzat' sa konania, Sponsor. The Contracting Parties refrain from any
ktoré by ohrozovalo alebc obmedzovalo actions endangering or limiting the Sponsor's
vlastnicke pravo Zadavatela k Zariadeniam. property right to the Equipment. The Contracting
Zmiuvna strana, ktora bude pri plneni Zmluvy Party using the Equipment during the Clinical Trial
pouzivat' Zariadenia, znasa riziko ich straty alebo bears the risk of the loss or damage of the
poskodenia a zodpoveda za Skodu tym vzniknutl Equipment to the Sponsor. If any Equipment must
Sponzorovi. Ak musi byt Zariadenie vymenené be replaced during the Clinical Trial as the result of
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pocas Klinického sk$ania v dosledku straty alebo
poSkodenia spbsobeného Zmluvnou stranou
alebo Zariadenia ku skusaniu nie s po Klinickom
ski$ani vratené Zadavatelovi, Zadavatel si
vyhradzuje pravo odpocitat hodnotu takéhoto
zariadenia z Odmeny.

loss or damage caused by Contracting Party or is
not returned after the Clinical Trial to the Sponsor,
the Sponsor reserves the right to deduct the cost of
such equipment from the Remuneration.

€l. 4- Odmena

Article 4 - Remuneration

41

Zadavatel sa zavazuje zaplatit Zmluvnym
partnerom za riadne vykonané ¢innosti na zaklade
tejto Zmluvy vratane prevodu prav podla ¢l. 6 tejto
Zmluvy odmenu vo vyske, spbsobom a za
podmienok dohodnutych Zmluvnymi stranami
dalej v tomto ¢lanku Zmluvy a v prilohe €. 1.
Podmienky odmeny a jej vyplaty Hlavnému
skiSajlcemu upravené v Dohode 0 odmene
uzatvorenej medzi  Hlavnym  skuSajicim
a Zadavatelom. Hlavny skusajici a Zadavatel
oznami Centru uzavretie takejto dohody.

44

For the activities properly performed based on this
Agreement and for the transfer of rights under
Article 6 of this Agreement, the Sponsor agrees to
provide the Contracting Partners with remuneration
in the amount, by means and under the terms
agreed by the Contracting Parties below herein and
in Appendix 1. Remuneration conditions and
payment to the Principal Investigator stipulated in
the Remuneration Agreement concluded between
the Principal Investigator and the Sponsor. The
Principal Investigator and the Sponsor shall notify
the Center if this sort of agreement is concluded.

42

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

42

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.

43

Vsetky odmeny a finanéné nahrady, ktoré majl
byt zaplatené Centru, st splatné v lehote 30 dni
odo dna, kedy bude Zadavatefovi dorueny
zodpovedajici  dafovy doklad (faktlra) so
véetkymi  ndleZitostami  podfa  prisludnych
pravnych predpisov upravujucich dafi z pridanej
hodnoty, a to v prospech bankového (¢tu Centra:

43

Any remuneration and reimbursement for the
Center must be paid within 30 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:

Banka/ Bank:

Vseobecna Uverova banka, a.s.

Kéd banky/ Bank code:

0200

Maijitel G¢tu/ Account holder:

Vysoko$pecializovany odbomy Ustav geriatricky
sv. Lukasa v Kosiciach, n.o.

Cislo uétu/ Account No:

SK86 0200 0000 0000 6013 1512

Referencie/ Reference:

SUBASKBX

Faktiry musia byt zasielané Zadavatefovi
s uvedenim Cisla Protokolu, Cisla objednavky

amenafinicialov  zodpovednej osoby za
Zadavatefa ato na adresu ap-novo-
slovakia@novonordisk.com. Odmeny

a finan¢né nahrady podla tejto Zmiuvy a prilohy €.
1 (s vynimkou odmien afinanénych nahrad,

invoices must be addressed to the Sponsor, must
include Protocol number, purchase order number
and the namefinitials of the Sponsor's responsible
person and must be sent to the address ap-novo-
slovakia@novonordisk.com. Any remuneration
and reimbursement based on this Agreement and
Appendix 1 (except for remuneration and
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u ktorych je splatnost zvlast upravena v prilohe €. reimbursement, the due date of which is specified

1 Zmiuvy) budd Centru uhradené takto: Spatne za separately in Appendix 1 to the Agreement) shall be
bezprostredne uplynulé a doteraz nefakturované paid to the Center in the following manner:
obdobie, vzdy za kaZzdy kalendamy polrok retroactively for the past and not yet invoiced period
Klinického skasania , pricom Centrum si spoloéne of each calendar half-year of the Clinical Trial, the
so Zadavatelom pisomne alebo formou e-mailu Centrum and the Sponsor shall approve in writing or
odslhlasia prehfad poCtu, druhu aim by e-mail an overview of the number, type and value
odpovedajice hodnoty jednotlivych  dkonov of individual activities, which were performed by the
vykonanych Hlavnym sk($ajucim a/alebo inymi Principal Investigator and/or other Clinical Trial
Clenmi $tudijného timu, ktoré maja byt podra tejto Team Members and which are to be paid by the
Zmluvy Zadavatelom hradené (tzv. navrh Sponsor based on this Agreement (i.e. draft
faktlry). Tento prehl'ad musi byt spracovany zviast invoice). Every overview must be prepared
pre kazdy subjekt sk(Sania amusi zahffat separately for each trial subject and must include an
polozkovité  vylltovanie vSetkych navstev, itemized list of all visits, examinations and other
vySetreni  adalSich  sluzieb  vykonanych services provided in the relevant calendar half-year,
v pristiuSnom kalendarnom polroku, za ktorého for which execution the Centrum is responsible.
vyhotovenie zodpoveda Centrum. Na zaklade Based on the mutually approved draft invoice, the
vzajomného odsuhlasenia navrhu faktury vystavi Center shall issue an invoice for remuneration and
Centrum faktiru na odmenu a pripadné finan¢né potential reimbursement and shall send it to the
nahrady, ktord doruCi Zadavatelovi. Zadavatel Sponsor. Based on the duly issued and delivered
zaplati Centru na zaklade riadne vystavenej invoice, the Sponsor shall pay the Center the
ariadne dorucenej faktiry prislusnd odmenu relevant remuneration and potential justified
apripadné opravnene fakturované financné financial reimbursement for the period for which the
nahrady za obdobie, pre ktoré bol predmetny draft invoice has been approved pursuant to this
navrh faktlry podla tohto ¢lanku odsthlaseny. article.

44  Zadavatel ma pravo zadrzat az 10% z prislusnej | 44  The Sponsor has the right to retain up to 10% of the

sumy odmeny za obdobie kalendarneho polroka remuneration for the calendar half-year, (hereinafter
(dalej len ,Zadrzné"). Zadavatel sa zavazuje referred to as the “Retainer”). The Sponsor agrees
uhradit Centru zadrzné potom, &o budi to pay the Center the Retainer after all relevant
prediozené vsetky prislusné CRF, budu CRFs were submitted, all questions concerning
zodpovedané vietky otazky s ohladom na data CRF data were answered and all incorrect or
obsiahnuté vtychto CRF abudl odstranené incomplete data in the database were rectified.
vietky nespravnosti anedostatky v Udajoch

v databaze.

45  Pokial tato Zmiuva neustanovi inak, vSetky sumy | 4.5  Unless otherwise stated in this Agreement, no

uvedené vtejto Zmluve avich prilohach su amounts specified in this Agreement and its
uvedené bez DPH. Ak niektoré platby za sluzby Appendices include VAT. In the case that any
podliehaji DPH, Zadavatel zaplati prisiusnd sumu payment for services is subject to VAT, the Sponsor
DPH vo vyske podla pravnych predpisov tcinnych shall pay the relevant VAT amount stipulated in
ku diiu uskutoCnenia zdanitelného plnenia na legal regulations effective as of the date of taxable
zaklade prisluSného dariového dokladu (faktury), supply based on the relevant tax document (invoice)
ktora bude spifiat vSetky naleZitosti predpisané that shall meet the requirements laid down in
prislusnymi pravnymi predpismi. Centrum nesie applicable legal regulations. The Center shall be
zodpovednost' za uhradenie vSetkych ostatnych responsible for paying any other tax with respect to
dani vsuvislosti s platbami na zaklade tejto the payments made based on this Agreement.
Zmiluvy.

4.6  Zmluvni partneri st si vedomi, ze Zadavatel mbze | 46 The Contracting Partners understand that the

zverejnit na centralnej webovej stranke koncernu Sponsor may disclose on the central website of the
Novo Nordisk platby ainé pinenia tykajlce sa Novo Nordisk group any payment and any transfer
vyskumu a vyvoja, tj. (a) platby vykonané zo of value relating to research and development, i.e.
strany Zadavatela na zaklade tejto Zmluvy a (b) (a) payments made by Sponsor under this
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vietky vydavky na ubytovanie, suvisiace vydavky
na obcerstvenie ana dopravu Zmluvnych
partnerov, ktoré Zadavatel uhradi na zaklade tejto
Zmluvy a (c) vsetky kongresové registratné
poplatky, UCastnicke poplatky alebo obdobné
poplatky, ktoré Zadavatel uhradi na zaklade tejto
Zmluvy, ato anonymnym spdsobom, tj. na
agregovanej Urovni, Tieto informacie moZu byt
tiez publikované ako sucast tejto Zmluvy v registri
zml(v na zaklade ustanovenia §5a a § 5b zakona
¢. 2112000 Zz., oslobodnom pristupe
k informaciam a o zmene a dopineni niektorych
zakonov (Zakon o slobode informécii). Bez
ohfadu na vy3Sie uvedené méze Zadavatel
zverejnit prevod akejkolvek hodnoty poskytnutej
v ramci tejto Zmluvy.

Agreement and (b) any cost of accommodation,
refreshments and travel of the Contracting Partners,
which Sponsor covers under this Agreement and (c)
any congress registration or participation fees or
similar fees, which Sponsor covers under this
Agreement, all this in an anonymized way, i.e. on
aggregated level. This information may also be
disclosed as a part of this Agreement in the
Agreements Register pursuant to section 5a and
section 5b of Act No. 211/2000 Coll., on free access
to information and on amendments to certain acts,
as amended (Freedom of Information Act).
Notwithstanding the aforementioned, the Sponsor
may also disclose any transfer of value under this
Agreement.

47  Vsetky pefiazné plnenia subjektu skiSania st | 4.7  Payments to trial subjects shall be made by the
vyplacané Centrom vsllade stouto Zmluvou Center in compliance with this Agreement and the
a Protokolom. Protocol.

Cl. 5 - Casovy rozvrh Klinického skiSania Article 5 - Clinical Trial Time Schedule

5.1 Pre celé Klinické skudanie celosvetovo platia | 5.1  For the whole Clinical Trial the following dates are
nasledujlice datumy: in force worldwide:
Prva navsteva prvého subjektu skasania/ First trial 1 April 2024 / 1. april 2024
subject first visit (dalej len/ hereinafter refferred to
as the ,FPFV").
Prva naviteva posledného subjektu skisania/ 24 March 2025/ 24. marec 2025
Last trial subject first visit (dalej len/ hereinafter
referredhereiafter reffered to as the ,LPFV"):
Posledna navsteva posledného  subjektu 1 December 2025/ 1. december 2025
skasania/ Last trial subject last visit (dalej len/
hereinafter referredhereiafter reffered to as the
LLPLVY):
Datum FPFV je mozné lokalne posunuf; bez The date of the FPFV can be delayed locally;
ohladu na uvedené ostava datum LPFV v takom however, in such case date of LPFV shall still be
pripade v platnosti. valid.
Datum LPFV méze byt posunuty, v pripade ak The date of LPFV can be adjusted in case not
celosvetovo nebude zaradeny dostatocny pocet sufficient number of subjects is recruited on global
subjektov. Zadavatel oznami tito skutoénost level. The sponsor will inform the Principal
Hlavnému skdsajlicemu. Investigator.

52 Ak Hlavny skisajuci nezaradi do Klinického | 5.2 If the Principal Investigator has not screened 3 of

skusania (screening) aspoft 3 subjektov skusania
po uplynuti 10 tyzdiiov od iniciatnej navstevy
(otvorenia) Centra, Zadavatel je opravneny
presundt zvySné subjekty skusania do inych
klinickych centier a pdvodné centrum modze

the planned number of subjects] trial subjects after
10 weeks from Initiation Visit (opening) of Center, it
may be decided by Sponsor to re-allocate trial
subjects to other sites and the site may be closed.
For the purposes of this Agreement, an Initiation
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zatvorit, Iniciadnou navstevou (otvorenie) Centra Visit (opening) of the Center shall mean an initiation

sa pre UCely tejto Zmluvy rozumie iniciaéné meeting to acquaint the Principal Investigator and
stretnutie uskutocnené za Ucelom oboznamenia other Clinical Trial Team Members with the
Hlavného skisajiceho a ostatnych Clenov Protocol, Investigational medicinal product and
Studijného timu s Protokolom, Skusanym liekom a other Clinical Trial Terms and Conditions so that the
ostatnymi podmienkami a pravidlami Klinického Principal Investigator and other Clinical Trial Team
skdsania, tak aby si Hiavny skisajuci a ostatni Members are fully aware of their duties and
Clenovia $tudijného timu boli pine vedomi svojich responsibilities in the performance of the Clinical
povinnosti a zodpovednosti v ramci vykonu Trial.

Klinického sku$ania.

Cl. 6 - Prava k vysledkom Article 6 - Rights to Results
6.1  Zadavatefovi patria vyhradné prava ku vSetkym | 6.1 The Sponsor shall own the exclusive rights to all
vysledkom, Udajom  zisteniam,  objavom, results, data, findings, discoveries, inventions and
vynalezom a $pecifikaciam, bez ohladu na to &i sl specifications, whether patentable or not, that were
sposobilé byt predmetom patentovej ochrany originated,  conceived, derived, produced,
alebo nie, ktoré vznikli, boli vytvorené, odvodené, discovered, invented or otherwise made by the
vyprodukované, objavené, vymyslené alebo inak Center, the Principal Investigator and/or Clinical
vyrobené Centrom, Hlavnym ska$ajlicim a/alebo Trial Team Members in connection with conducting
Clenmi studijného timu v stvislosti s vykonavanim the Clinical Trial (hereinafter referred to as
Klinického skuSania(dalej len “Vysledky"). “‘Results"). The Contracting Partners hereby assign
Zmiuvni partneri tymto vopred postupuju vsetky all of their proprietary rights to Results to the
svoje majetkové prava k Vysledkom na Sponsor in advance and the Sponsor accepts such
Zadavatela a Zadavatel tieto postipené prava assigned rights. The royalty fee for this assignment
prijima. Odmena za tento prevod je uZ zahmuta v is already included in the remuneration of the
odmene Zmluvnych partnerov podia ¢l. 4 tejto Contracting Partners under Article 4 of this
Zmluvy. Zmluvné partneri neziskavaji k Agreement. The Contracting Partners shall not
Vysledkom plnenim tejto Zmluvy Ziadne prava. acquire any rights to Results by performing this
Agreement.

6.2 Vsetky zdravotné dokumentacie a pdvodna | 6.2  All medical records and original source documents

zdrojova dokumentéacia zostan(i majetkom Centra; shall remain the property of the Center; however,
avsak, Zadavatel je opravneny ich pouzit v stlade the Sponsor shall be permitted to use them in
s touto Zmiuvou a ;na zéklade suhlasu, kiory accordance with this Agreement and based on the
udelia  subjekty  skdSania.  Spristupnenie consent of trial subjects. Disclosure of Results to
Vysledkov akémukolvek subjektu, vratane any subject, including a contracted research
Zmluvnej vyskumnej organizacie ¢&i etickej komisii organization, ethics committee or regulatory
alebo regulacného organu nebude povazované za authority, shall not be deemed as granting the
udelenie vlastnickeho prava k tymto informéaciam ownership of such information to these entities.
tychto subjektov.

6.3  Vrozsahu, v akom prava duSevného viastnictva k | 6.3  To the extent intellectual property rights to Results
Vysiedkom nie s prevoditelné, udeluji tymto are legally not assignable, the Sponsor is hereby
Zmluvni  partneri  Zadavatefovi  vyhradnd, granted by the Contracting Partners an exclusive,
neodvolatefni v mieste a ¢ase neobmedzen( worldwide, sub-licensable, time-unlimited and
licenciu s pravom udelovat' sublicencie, a to na irevocable license for unlimited use of these
véetky spdsoby pouZitia tychto Vysledkov. Results. The royalty fee for this license is already
Odmena za tuto licenciu je uz zahrnuta v odmene included in the remuneration of the Contracting
Zmluvnych partnerov podla ¢l. 4 tejto Zmiuvy. Partners under Aricle 4 of this Agreement. The
Centrum sa zavazuje vyvinlt maximalne Usilie na Center shall make maximum efforts so that the
to, aby skutocni vlastnici tychto prav dusevného actual owners of the intellectual property rights, i.e.
vlastnictva, tj. zamestnanci Centra alalebo employees of the Center and/or involved third
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zainteresované tretie strany, umoznili Centru
udelit' vyssie uvedent licenciu Zadavatelovi.

parties, would allow the Center to grant the
aforementioned license to the Sponsor.

6.4

Pre odstranenie pochybnosti plati, Zze vynalezy,
ktoré s vylepSeniami, alebo novym pouzitim &i
novymi liekovymi formami Sk(Saného lieku su
vyluénym vlastnictvom Zadavatela.

6.4

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.

6.5

Zmluvni partneri sa zavazujl zabezpeCit, Ze
vetky Vysledky (dalej len “Vynalezy”), dosiahnuté
zamestnancami Centra alebo inymi stranami
zahrnutymi Zmluvnymi partnermi do vykonavania
Klinického  sk(Sania, budl  bezodkladne
oznamené a prevedené Zadavatelovi.

6.5

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

6.6

Zadavatel alebo ktorakolvek s nim Prepojena
osoba st opravneni podat prihlasku patentu pre
tieto Vynalezy vo svojom mene alebo v mene
urCenej tretej strany, na viastné naklady, s
uvedenim mena vynalezcu (-ov) v prihlaske
patentu alebo inym spdsobom chranit' Vynalezy.
Zmluvni partneri sa zavazuju Zadavatelovi
poskytovat potrebn(i siéinnost pri podavani,
obhajovani, udrZiavani a presadzovani takejto
patentovej prihlaSky alebo inej ochrany
dusevného viastnictva a podpisat a zabezpedit,
aby zamestnanci Centra a dalSie subjekty
zahmuté Zmluvnymi partnermi do vykonavania
Klinického skiSania podpisali vSetky listiny a
poskytli také svedectva, aké Zadavatel uzna za
potrebné na ucel podania prihiaky patentu a
ziskania patentu s ciefom ochranit opravnené
zaujmy Zadavatela tykajuce sa duSevného
vlastnictva, ktoré vznikn(i v suvislosti s Klinickym
skusanim.

6.6

The Sponsor or any of its Affiliates shall have the
right to file a patent application for such Inventions
under its own name or under the name of a
designated third party and at its own expense or in
other ways protect the Inventions, with the
inventor(s) named in the patent application. The
Contracting Partners shall duly assist Sponsor with
respect to filing, prosecution, maintenance and
enforcement of such patent application or other
protection of the intellectual property and 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.

8.7

Zadavatel' a jeho Prepojené osoby médzu uZivat,
rozmnozoval a prevadzat anonymizované
radiologické / diagnostické snimky zhotovené v
priebehu  Klinického skisania v rozsahu
uvedenom v informovanom sihlase na vSetky
UCely, vedecké alalebo komertné, v akejkolvek
podobe a akymkolvek sposobom, elektronickym
alebo mechanickym, vratane vyhotovovania
fotokopii, elektronickych zaznamov (napr. na CD-
ROM), mikro-képif, alebo prostrednictvom
systémov uchovavania a obnovovania (dajov,
vratane databank a internetu. Na tento (cel
udeluju Zmluvni partneri Zadavatelovi vyhradnu,
miestom neobmedzen( a neodvolateln{ licenciu,
vratane prava udelit sublicencie Prepojenym
osobam Zadavatela, na uzivanie vysSie
uvedenych snimok. Odmena za tuto licenciu je uz
zahrnuta v odmene Zmluvnych partnerov podfa ¢l.

6.7

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 informed
consent 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
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4 tejto Zmluvy. Ak nie su Centrum alebo Hlavny
ski$ajici vlastnikmi prav k tymto snimkam,
Centrum a/alebo Hiavny skdsajuci sa zavazuju
zabezpedit, aby skutoény vlastnik tychto prav, tzn.
zamestnanci Centra afalebo tretie osoby zahmuté
do vykonavania Klinického skasania, umoznili
Zmluvnym stranam udelit' vy$sie uvedend licenciu
Zadavatelovi. Zmluvni partneri potvrdzujl, ze
vSetky takéto snimky budu ziskané so suhlasom
subjektu, ktory Centru odovzda Zadavatel a Ze
nebudi  obsahovat  Ziadne  informéacie,
prostrednictvom  ktorych by  mohol byt
identifikovany konkrétny subjekt skisania.

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.

6.8

Zadavatel  udeluje  Zmluvnym  partnerom
bezodplatni a nevyhradnd licenciu k Vysledkom
vytvorenym v Centre na interné nekomertné
vyskumné a vzdelavacie Ucely a lieCbu pacientov
na zaklade oznamenia Zadavatelovi pri dodrzani
podmienck zachovania dovernosti a podmienok
pre publikovanie, ktoré si obsiahnuté v tejto
Zmiuve. Tato licencia neopraviiuje k udelovaniu
akychkolvek sublicencii.

6.8

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

€l. 7 - Zachovavanie dovernosti

Article 7 - Confidentiality

7.1

Informacie ziskané poéas vykonavania Klinického
skUsania sa povazujl za doverné a Zadavatel je
opravneny ich pouZit na registracné Ucely a vyvoj
lieku vieobecne.

7.1

The information obtained during the conduct of this
Clinical Trial is considered confidential information
and will be used by Sponsor for registration
purposes and for the general development of the
drug.

7.2

Zmluvni partneri sa zavédzuju zaobchadzat' so
vietkymi informaciami oznadenymi ako "Ddverné"
a prijatymi od Zadavatela alebo v jeho mene alebo
od Prepojenych oséb Zadavatela v suvislosti s
Klinickym skasanim , Skasany liekom, Protokolom
alebo touto Zmluvou a s Vysledkami (dalej len
,Doverné informéacie") prisne déverne po dobu
desiatich (10) rokov po ukonceni tejto Zmluvy.
Povinnost zachovavat miCanlivost o osobnych
Udajoch zostava v platnosti a je viazana
neobmedzenou dévernostou.. Zmluvné strany sa
zaroven dohodli, Ze sU Zmluvni partneri povinni
zaobchadzat ako s dovernymi aj s tymi
informaciami, ktoré sice ako ,Doverné" nie sl
oznadené, ale mdzu byt povazované za Doverné
informacie, a to na zaklade ich povahy alebo
podmienok, ktoré sa vztahovali k ich poskytnutiu
alebo spristupneniu, vratane vsetkych (dajov
tykajucich sa Klinického skuSania, udajov pre
vnitornu potrebu, alebo informacii vytvorenych na
zaklade Klinického skiSania, a to napriklad
vratane  Protokolu, suboru informécii  pre

7.2

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®) for a
period of ten (10) years after termination of this
Agreement. The obligations of confidentiality
regarding personal data do not become void and are
bound by an infinite confidentiality. The Contracting
Parties agree that the Contracting Partners must
also treat as strictly confidential any information that
ijs not marked as “Confidentia” but can be
considered Confidential Information based on its
nature or conditions under which it was provided or
disclosed, including any data conceming 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
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skusajlceho ¢&i predbeZnych vysledkov Klinického Confidential Information only for the purposes of

ski$ania. Zmluvni partneri méZu pouzivat performance of this Agreement and agree not to
Doverné informacie iba na Uéely plnenia tejto disclose such Confidential Information to any third
Zmluvy a zavazuji sa nespristupnit takéto party other than parties authorized by the Sponsor
Déverné informacie Ziadnej tretej strane mimo without the Sponsor’s prior written consent. The
stran poverenych Zadavatelom bez Contracting Partners agree to provide access to
predchadzajlceho pisomného stihlasu Confidential Information only to persons that need
Zadavatela. Zmluvni partneri sa zavazuji umoznit to know Confidential Information for the purpose of
pristup k dbvernym informaciam len osobam, providing services based on this Agreement and
ktoré sa s Dovemnymi informaciami musia only if such persons were provably bound by the
oboznamit na uCel poskytovania sluZieb na Contracting Partners to observe conditions that are
zaklade tejto Zmluvy, a aj to len vtedy, ak tieto at least as stringent as the conditions under this
osoby boli Zmluvnymi partnermi preukazatelne Article 7.

zaviazané k reSpektovaniu podmienok aspon tak
prisnych, ako si podmienky podfa tohto ¢lanku. 7.

7.3 Povinnost na zachovavanie ddvernosti sa | 7.3  The confidentiality obligation shall not apply as long

nevztahuje na tie pripady, ked Zmluvni partneri st as the Contracting Partners have the right to publish
opravneni publikovat Déverné informacie v silade Confidential Information in accordance with Article
s¢l. 8. 8.

74  Pojem Déverné informacie, ako je pouzivany v | 7.4  The term Confidential Information, as used in this
tejto Zmluve, sa nevztahuje na (idaje ainformécie, Agreement, does not apply to data and information
pri ktorych mdzu Zmluvni partneri preukazat, ze where the Contracting Partners can prove that such
(@ nimi Centrum alebo Hlavny skudsajlci data and information (a) were already in possession
disponovali bez povinnosti zachovavat o nich of the Center or the Principal Investigator without
miéanlivost v ¢ase, ked im boli spristupnené the confidentiality obligation at the time of their
Zadavatelom alebo jeho Prepojenymi oschami , disclosure to them by or on behalf of the Sponsor or
alebo menom niektorych z nich, (b) si alebo sa any of its Affiliates, (b) are or become a part of public
stan( sG8astou verejnych informacii inak ako information by means other than by an act or
konanim alebo opomenutim Centra alebo omission on the part of the Center or the Principal
Hlavného skusajlceho, (c) ich Centrum alebo Investigator, (c) were legally acquired by the Center
Hlavny skusajuci pravom nadobudli od tretej or the Principal Investigator from a third party not
strany, ktora nie je voci Zadavatelovi alebo jeho bound to the Sponsor or its Affiliates by an explicit
Prepojenym osobam viazana vyslovnou alebo or implied confidentiality obligation or (d) were
implicitnou povinnostou mi€anlivosti, alebo (d) boli created independently by the Center or the Principal
vytvorené nezavisle Centrom alebo Hlavnym Investigator without reference to Confidential
skdsajicim bez odkazovania sa na Ddéverné Information or its use.

informacie alebo ich pouzZitie.

7.5 NavySe si Zmluvni partneri opravneni spristupnit | 7.5  Furthermore, the Contracting Partners may disclose

Déverné informéacie v takom rozsahu, v akom je Confidential Information to the extent required by
takéto zverejnenie vyzadované zakonom alebo law or an enforceable court order, provided,
vykonatefnym sldnym rozhodnutim, avSak za however, that the Contracting Partners shall give
podmienky, Ze Zmiuvni partneri o tejto skutocnosti the Sponsor reasonable advance notice and shall
v primeranom ¢asovom predstihu informuju cooperate with the Sponsor to seek a protective
Zadavatela a na jeho Ziadost s nim budl order or any other appropriate remedy upon the
spolupracovat’ v snahe dosiahnut' opatrenia na request of the Sponsor. The Contracting Partners
acely ochrany alebo iného primeraného agree to make maximum reasonable efforts to
prostriedku napravy. Zmiuvni partneri sa zavazujl ensure confidential treatment of any Confidential
vyvin(t' vSetko primerané Usilie, aby zabezpeili Information that shall be disclosed.

doverné zaobchadzanie s ktoroukolvek z
Dévernych informécii, ktora bude spristupnena.
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pisomnej Ziadosti Zadavatefa dovemé informacie
a vsetky ich kopie vratit, alebo pisomne potvrdit,
Ze boli zni¢ené. Hlavny skusajlci a Centrum su
v§ak opravneni ponechat’ jednu képiu na ucely
dokumentacie.

7.6  Tieto povinnosti zachovavat micanlivost a zakaz | 7.6  This confidentiality obligation and the prohibition to
pouzivania Dévernych informacii podfa tejto use Confidential Information as specified in this
Zmluvy zostant v platnosti aj po skonéeni tejto Agreement shall remain in effect even after this
Zmluvy. Agreement is terminated.

7.7 Zmiuvni partneri sa zavazuji na ziadost | 7.7 The Contracting Partners agree to liquidate and
Zadavatela zlikvidovat a zmazat Ddverné delete any Confidential Information in their
informacie, ktorymi disponuji alebo ich vratit possession or to return it to the Sponsor upon the
Zadavatelovi. request of the Sponsor.

78  Vsetky dohody existujuce pred uzavretim tejto [ 7.8  All pre-existing agreements regarding the
Zmluvy, ktoré sa tykaju povinnosti zachovavat confidentiality obligation with regard to the Clinical
micantivost' vo vztahu ku Klinickému skisaniu, sa Trial shall be superseded by this Agreement and
nahradzajl touto Zmluvou a len pokial sa tykaju only with regard to the Clinical Trial.

Klinického skusania.

79 Zadavatel sa zavazuje zachovavat micanlivost 0 | 7.9  The Sponsor agrees not to disclose any fact that the
skutoénostiach, ktoré Centrum oznadi ako Center designates as confidential.
skutoCnosti doverne.

710 Bez ohfadu na ustanovenia o zachovavani | 7.10 Irrespective of the confidentiality provisions in this
ddvernosti / mianlivosti uvedené v tomto ¢lanku Atticle 7, Sponsor may share Confidential
7, Zadavatel méze zdielat DOverné informacie Information obtained under this Agreement,
ziskané na zaklade tejto Zmluvy, vratane including the terms of this Agreement, any Work
podmienok tejto Zmluvy, akéhokofvek pracovného Order and site information with its professional
pokynu a informacii z miesta pracoviska, vendors for analytical, statistical and benchmarking
SO svojimi profesionalnymi dodavatelmi purposes, provided that the processing of this
(vendormi) na analyticke, Statistické ucely a Gcely information and the results of such processing
referencného porovnavania za predpokladu, ze comply with applicable laws, including privacy laws,
spraclvanie tychto informacii a vysledky takéhoto and the vendors are contractually bound by the
spracivania sU v sllade s platnymi zakonmi, same or substantially similar confidentiality
vratane zakonov 0 ochrane osobnych udajov, a ze obligations as set forth in this Agreement.
dodavatelia (vendori) sU zmluvne viazani
rovnakymi alebo v zadsade podobnymi
povinnostami mi¢anlivosti, ako si stanovené
v tejto Zmluve.

7.1 Hlavny skisajlici a Centrum su povinni na zéklade | 7.11  Principal Investigator and Center shall, upon written

demand from Sponsor, return the Confidential
Information and any copies of it or to confirm in
writing that it has been destroyed. However,
Principal Investigator and Center may keep one
copy for documentation purposes.

€. 8 - Publikovanie, tlacové spravy a verejné
oznamenia

Article 8 - Publication, Press Releases and Public

Announcements

8.1

Zadavatel' uznava zaujem Zmluvnych partnerov
na nekomerénom vedeckom  publikovani
Vysledkov, bez ohfadu na to, ¢i vysledok
Klinického skisania je pozitivny alebo negativny.
S ohfadom na opravnené zaujmy Zadavatela sa

8.1

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

8.1.1 Zmiuvni partneri sa zavazuji poskytovat | 8.1.1  The Contracting Partners agree to provide the
Zadavatelovi vSetky navrhy na publikovanie alebo Sponsor with all proposed publications or oral
Ustne prezentacie tykajice sa Klinického skusania presentations relating to the Clinical Trial or the
alebo Skusaného lieku alebo Vysledkov (dalej len Investigational medicinal product or Results
"Publikacie') najmenej  Sestdesiat  (60) (hereinafter referred to as the “Publication”) at
kalendarnych dni pred zamys§fanym predloZzenim least sixty (60) calendar days prior to the intended
alebo prezentaciou Publikacie, aby ich Zadavatel submission or presentation of the Publication in
mohol skontrolovat. order to allow the Sponsor to review it.

8.1.2 Pokial Zadavatel neoznami Zmluvnym partnerom | 8.1.2  If the Sponsor does not notify the Contracting
v ramci lehoty Styridsiatich piatich (45) Partners within forty-five 45 calendar days of the
kalendamych dni odo dria, ked mu bola doruéena Sponsor's receipt of the intended Publication, the
zamyslana Publikacia, Zmluvni partneri sa Contracting Partners agree to remind the Sponsor
zavazuj( pripomen(t Zadavatelovi predpokladany of the intended date of the Publication. The
datum Publikacie. Zmluvni partneri nie su Contracting Partners are not allowed to publish
opravneni publikovat' Publikacie bez vyslovného Publications without the explicit consent of the
sUhlasu Zadavatela. Sponsor.

8.1.3  Zmluvné strany berl na vedomie a sthlasia, ze | 8.1.3  The Contracting Parties acknowledge and agree
v pripade multicentrickych $tidii sa Vysledky that, in case of multi-center studies, Results of the
Klinického skisania publikujl iba Clinical Trial are published only through
prostrednictvom koordinacie so Zadavatelom na coordination with the Sponsor in order to combine
Ucel kombinovania vysledkov zo vSetkych the results of all centers participating in the
centier zaCastnenych Klinického skdsania. Clinical Trial. The Contracting Partners may
Zmluvni partneri s opravneni publikovat publish Results of their Centers on the condition
Vysledky ich Centra za podmienky, Ze celkové that overall results were not published within
vysledky neboli publikované do osemnastich eighteen (18) months of the completion of the
(18) mesiacov od dokoncenia Klinického Clinical Trial, subject to the compliance with the
skisania, a slCasne za  podmienky terms set forth in this Article.
postupovania v slilade s podmienkami
stanovenymi v tomto ¢lanku.

8.14 Zadavatel a Zmluvni partneri sa zavazuji | 8.1.4  The Sponsor and the Contracting Partners agree
prediskutovat vSetky rozdiely v nazoroch na to discuss any difference of opinion with regard to
zamyslany obsah Publikacie s cielom najst the intended content of the Publication in order to
rieSenie uspokojivé pre Zadavatela aj pre find a solution satisfactory for the Sponsor and the
Zmluvnych partnerov. Zadavatel je opravneny Contracting Partners. The Sponsor may
navrhnit akékolvek zmeny Publikacie, ktoré recommend any changes in the Publication,
odGvodnene povazuje za potrebné na vedecké which the Sponsor reasonably deems necessary
Ucely. Zmluvni partneri sa zavazuju, Ze for scientific purposes. The Contracting Partners
implementacia takychto odpori¢anych zmien agree that the implementation of such
nebude bezddvodne odmietnuta. recommended changes shall not be unreasonably

refused.

8.1.5 Ak mozno olakavat, Ze takato Publikacia by | 8.1.5  If such Publication is expected to have an adverse
mohla mat neziaduci G¢inok na zachovanie effect on the confidentiality of any of the Sponsor's
ddvermnosti ktorejkolvek z Dévernych informacii Confidential Information, the Contracting Partners
Zadavatela, Zmluvni partneri sa zavazujl shall prevent such Publication, uniess the
zabranit' takejto Publikacii, ibaze by predmetna Confidential Information can be deleted from the
Dbverna informacia nemohla byt vymazana z
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Publikacie bez ujmy vedeckej spravnosti

Publication without detriment to the scientific

povinnostami a poZziadavkami na publikovanie,
ktoré su stanovené v ¢l. 8.1 tieZ vietkych Clenov
Studijného timu.

Publikécie. correctness of the Publication.

8.1.6 Ak by Publikacia z pohfadu Zadavatela mohla | 8.1.6 If the Publication may - in the Sponsor's view -
mat neziaduci Gc¢inok na schopnost ziskat have an adverse effect on the ability to obtain
patentovd ochranu pre ktorykoivek Vynalez, patent protection for any Invention, the Sponsor
Zadavatel ma pravo pozadovat odklad may request a delay of the Publication for a
Publikacie na primerand dobu na Gcel pripravy a reasonable period of time in order to enable the
podania Ziadane] patentovej  prihlasky preparation and filing of any desired patent
Zadavatelom alebo v jeho mene, avSak tato application by, or on behalf of, the Sponsor; such
doba nesmie presiahnut Sest (6) mesiacov od period, however, may not to exceed six (6)
datumu, kedy bola Zadavatelovi Publikacia months from the day the Sponsor received the
doruena na kontrolu. Zadavatel ma pravo intended Publication for review. The Sponsor may
pozadovat dal$i odklad Publikacie, ak patentova request a further delay of the Publication in the
prihla§ka bola podana a ak prihladka s pravom case that the patent application has been filed and
prednosti je neupina a v ramci jedného (1) roka the priority application is incomplete, and the
od podania prihlasky s pravom prednosti musi subject-matter must be added to the application
byt do Zziadosti doplneny predmet patentove] during the priority first (1) year. In such case, the
prihlasky. V tomto pripade ma Zadavatel pravo Sponsor has the right to request a postponement
poZzadovat odklad akejkolvek Publikacie az do of any Publication until completion of the priority
dopinenia prihlasky s pravom prednosti. application. The Sponsor shall not prohibit the
Zadavatel nebude zakazovat Publikaciu v Publication if the patentable information was
pripade, ked informacia, ktora je spdsobila byt removed from the planned Publication.
predmetom patentovej ochrany, bola z
planovanej Publikacie odstranena.

8.1.7 Zmluvni partneri sa zavazuju zahrn(t do kazdej | 8.1.7 The Contracting Partners agree to include in every
Publikacie  ustanovenia  informujice, Ze Publication information that the creation of data
vytvorenie (dajov bolo podporené Zadavatelom was supported by the Sponsor as well as
a slUcasne sa Zmluvni partneri zavazujl information about their involvement in the Clinical
informovat o svojej miere angazovanosti na Trial and their benefits from the Clinical Trial.
Klinickom skdani i a prospechu, ktory im z
Klinického skusania plynul.

8.2  Zmluvni partneri sa zavazujl zaviazat rovnakymi | 8.2  The Contracting Partners agree to impose the same

obligations and requirements for publications as set
forth in Article 8.1 on all Clinical Trial Team
Members.

8.3  Povinnosti stanovené v ¢l. 8.1 zostanu v platnosti
dalSich patnast (15) rokov po predéasnom
ukonceni alebo po ukonéeni tejto Zmiuvy.

8.3

The obligations set forth in Article 8.1 shall remain
in effect for another fifteen (15) years after early
termination or expiration of this Agreement.

84  Zadavatel je opravneny zverejnit vysledky
Klinického skusania spbsobom, ktory uzna za
vhodny, a to ako po cel dobu trvania tejto Zmluvy,
tak aj po jej ukonéeni, dalej je Zadavatel
opravneny umiestnit’ informacie o Klinickom
skiSani a o Vysledkoch na internet, napr. na
stranky pre zverejnenie vysledkov, na firemné
stranky Zadavatela (zverejnenie registra a
vysiedkov) a v ktorejkolvek databaze a/alebo v
registi v sulade s pravnymi predpismi a s

8.4

The Sponsor may publish Results of the Clinical
Trial in any manner it deems appropriate, both
during, and following termination of this Agreement;
the Sponsor may also post information about the
Clinical Trial and Results on the Internet, e.g. on
websites for results posting, on the Sponsor's
company website (register and results posting) and
in any other database and/for registry required by
laws in accordance with applicable standards
regarding scope, form and content.
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prislusnymi normami vo vztahu k rozsahu, forme
a obsahu.

85  Zmluvni partneri sa zavazuji nepublikovat Ziadne | 8.5  The Contracting Partners agree not to publish any
tlatové spravy alebo iné verejné oznamenia o press release or any other public announcements
Klinickom  ski$ani, Vysledkoch  Kiinického about the Clinical Trial, Results of the Clinical Trial
ski$ania a/alebo  SkiSanom lieku bez and/or the Investigational medicinal product without
predchadzajlceho pisomného suhlasu the Sponsor's prior written consent, except for
Zadavatela, s vynimkou opravnene uverejnenych justifiably  disclosed and publicly available
a verejne dostupnych informacii. information.

8.6 Nazov Zadavatela nesmie byt pouzivany v |86  The name of the Sponsor may not be used in any
Ziadnom reklamnom alebo inom materiali advertising or any other material of the Contracting
Zmluvnych partnerov bez predchadzajliceho Partners without the Sponsor's prior written
pisomného schvalenia Zadavatelom. authorization.

€1. 9 - Zodpovednost a odskodnenie Article 9 - Liability and Indemnity

91  Zmluvni partneri sa zavazujl Zadavatefovi | 9.1  The Contracting Partners agree to indemnify the
nahradit $kodu (vratane ujmy nemajetkovej a Sponsor for any damage (including non-pecuniary
smrti subjektu skusania) vzniknutej z dovodu (a) damage and death of trial subject) incurred as a
nedbanlivého alebo (myselného protipravneho result of (a) a negligent or willful illegal act or
konania alebo opomenutia a / alebo (b) porudenia omission andfor (b) a breach of any obligations
ktorejkolvek z povinnosti prijatych na zaklade tejto assumed under this Agreement as well as (c)
Zmluvy ako aj (c) poruSenia pravnych predpisov breach of legal regulations by either of them or any
ktorymkolvek z nich, alebo ktorymkolvek zo employee of the Center or contractors used for the
zamestnancov  Centra  alebo  Zmluvnych purposes of fulfilment of this Agreement. Claim for
partnerov, ktori budd participovat na pineni tejto damages does not arise, or arises only in a
Zmluvy. Narok na nahradu Skody nevznika, proportional amount, if health-related harm
pripadne vznika len v pomemej vyske, ak ujma na (including death) occurred due to the fault or
zdravi (vratane smrti) bola spdsobena zavinenim contributory fault of the trial subject or his/her legal
¢i spolu zavinenim subjektu skiSania Ci jeho representative, also due to negligence.
zakonného zastupcu, o aj z nedbanlivosti.

9.2 Zadavate! je Zmluvnym partnerom (Centrum | 92 The Sponsor must indemnify the Contracting
alebo Hlavny skiSajuci dalej oznaovani len Partners (hereinafter the Center and the Principal
"Odskodfovana strana") povinny nahradit $kodu Investigator collectively referred to as the
(vratane ujmy nemajetkovej) v rozsahu, v akom je “‘Indemnified Party”) for damage (including non-
voCi nim na prislusnom side subjektom ski3ania pecuniary damage) to the extent to which a trial
alebo inymi, na to podla platnych pravnych subject or any other under law entitled person
predpisov  opravnenymi  osobami, UspeSne successfully claims namely damage to health
uplatneny najma narok na nahradu Skody na (including death) as a result of using the
zdravi (vratane smrti) vzniknute] z dévodu Investigational medicinal product or any clinical
uzivania Ski$aného lieku alebo akéhokolvek intervention or procedure required by the Protocol in
vykonu alebo postupu vykonaného na subjekte a competent court of justice, provided that such
skiSania podla poziadaviek Protokolu, a to za damage:
podmienky, Ze tato Skoda:

9.21 nevznikla z ddvodu, 2e OdSkodiiovana strana | 9.2.1 did not arise from the failure of the Indemnified Party
nekonala v sllade (a) s podmienkami tejto to comply with (a} the terms of this Agreement;
Zmluvy; a/alebo (b) Protokolom; alalebo (c) and/or (b) the Protocol, and/or (c) all applicable laws
vSetkymi prisluSnymi pravnymi predpismi a and regulations goveming the performance of the
pravidlami upravujlicimi vykonavanie Klinického
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skdsania; a/alebo (d) bezpeénostnymi opatreniami
a pisomnymi pokynmi Zadavatefa alebo jeho
Prepojenych osob; a/alebo

Clinical Trial, and/or (d) safety measures and written
instructions of the Sponsor or its Affiliates; and/or

9.22 nevznikla z dévodu nedbanlivostného alebo | 9.2.2  does not arise from a negligent or willful illegal act
Umyselného protipréavneho  konania alebo or omission of the Indemnified Party; and/or
opomenutia Odskodfiovanej strany; a/alebo

9.23 nie je plne hradena z poistenia dohodnutého v | 9.2.3  is not fully covered by insurance taken out in
sllade s pravnymi predpismi v prospech compliance with applicable laws for the benefit of
Odskodnovanej strany. the Indemnified Party.

9.3 Dalej plati, Ze ak vznikne taka 3koda iba s€astiz | 9.3  Inthe case that such damage incurs only in part due

dévodov na strane Odskodnovanej strany
uvedenych v ¢él. 9.2.1, alebo 9.2.2, OdSkodrovanej
strane vznikd narok na nahradu Skody vodi
Zadavatelovi v rozsahu, v akom vznikla Skoda
mimo dévodov uvedenych v ¢l 9.2.1 alalebo
9.2.2.

to reasons on the part of the Indemnified Party as
specified in Article 9.2.1 or 9.2.2, the Indemnified
Party shall be entitled to indemnification from the
Sponsor to the extent to which the reasons indicated
in Article 9.2.1 and/or 9.2.2 did not contribute to the
damage.

9.4  Pravo Zmluvnych partnerov na nahradu Skody | 9.4  The Contracting Partners shall not be entitled to
podia ¢l. 9.2 dalej nevznikne a Zadavatel' nebude indemnification under Article 9.2 and the Sponsor
mat povinnost nahradu Skody poskytndt, s shall not provide indemnification, with the exception
vynimkou ods. 9.4.3, len v rozsahu, v ktorom bude of Paragraph 9.4.3, if the Contracting Partners
mat porudenie niektorej z nizdie uvedenych breach any of the following obligations and such
povinnosti zo strany Zmluvnych partnerov breach has a negative impact on the possibility of
negativny vplyv na moznost' UspesSne sa branit successful defense against the lodged claim:
proti uplatnenému naroku na nahradu Skody:

9.4.1 Zmiuvni partneri sa zavazuj pisomne informovat | 94.1  The Contracting Pariners agree to notify the
Zadavatela o kazdom naroku a/alebo Zalobe v Sponsor in writing and as much as possible about
maximalnom moznom rozsahu, podia tychto a claim and/or lawsuit according to these
ustanoveni o nahrade Skody, a to do piatich (5) provisions on indemnification within five (5)
kalendamych dni odo dna, ked sa o nich calendar days of learning about such a claim or
dozvedia, a slcasne sa zavazujl umoznit lawsuit and to allow the Sponsor to approve all
Zadavatelovi, aby schvaloval vetky Ukony a acts and defense against such a claim or lawsuit,
obranu proti takto uplatnenému naroku alebo including the right to decide on its settlement; and
Zalobe vratane rozhodovania o urovnani sporu; a must permit Sponsor authorised attorneys and
aby obranu pred takymito narokmi alebo Zalobami personnel (at the Sponsor's discretion and cost)
zabezpeCovali a kontrolovali povereni pravni to handle and control the defence to such claims
zastupcovia a personal Zadavatefa (podla or lawsuits.
uvazenia a na naklady Zadavatela).

9.4.2  Zmluvni partneri s povinni spolupracovat so | 9.4.2  The Contracting Partners must cooperate and
Zadavatelom a jeho pravnymi zastupcami a require its employees to cooperate, with the
poistovatelmi pri obrane proti takému naroku Sponsor and its attorneys and insurers in the
alebo Zalobe, a zabezpedit takuto spolupracu to defense of such a claim or lawsuit; and
strany svojich zamesthancov; a

9.43 Zmluvni partneri nesmi uznat ani uspokojit | 9.4.3  The Contracting Partners may not recognize or

Ziadny takyto narok mimo alebo v ramci sidneho
konania bez predchadzajuceho pisomného
suhlasu Zadavatela.

settle any such claim or fawsuit without the prior
written consent of the Sponsor.
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9.5 Zadavate! je Odskodfiovanej strane povinny | 9.5  The Sponsor is obliged to indemnify the Indemnified

nahradit’ Skodu na zdravi (vratane smiti), ktora Party for health damage (including death) to trial
vznikla subjektu skisania vyhradne v désledku subject as a result of using the Investigational
uzivania SkiSaného lieku pouzittho v ramci medicinal product and used in Clinical Trial provided
Klinického ski$ania a to za predpokladu, ze narok that such claim was not due to a breach of the
nevznikol v dbsledku poruSenia povinnosti Contracting Partners’ obligations.

Zmluvnych partnerov.

€1. 10 - Poistenie Article 10 - Insurance

10.1 Zadavatel zodpoveda za zabezpecenie poistenia | 10.1  The Sponsor shall be responsible for taking out

na Ucel Klinického skii§ania v stlade s prisluSnymi insurance for the purposes of the Clinical Trial in
pravnymi predpismi. Na tento 0Cel Zadavatel compliance with applicable legal regulations. For
prehlasuje, Ze zabezpedil poistenie zodpovednosti these purposes, the Sponsor represents and
Zadavatela a Centra za Skodu (vratane warrants that it took out insurance of liability of the
nemajetkovej ujmy, okrem nemajetkovej ujmy Sponsor and the Center for damage (including the
spdsobenej porusenim prav na ochranu osobnosti non-pecuniary damage, with the exception of non-
¢i mena, wurazkou na cfi, ohovaranim, pecuniary damage caused by violation of
Sikanovanim, obtazovanim, nerovnakym personality or name protection rights, by
zaobchadzanim &i inymi spdsobmi diskriminacie), defamation, slander, bullying, harassment, unequal
prostrednictvom ktorého je zabezpelené 3 treatment or by any other way of discrimination),
odskodnenie v pripade smrti subjektu skiSania including indemnification in case of death of a trial
alebo v pripade ujmy vzniknutej na zdravi subjektu subject or damage to health to a trial subject due to
skiSania v dosledku vykonavania Klinického the Clinical Trial performance pursuant to Section
skasania v stlade s § 43 pism. h) bod 3 Zakona o 43, letter h) point 3 of Pharmaceuticals Act. The
liekoch. Zadavatel dalej prehlasuje, Ze zabezpeil Sponsor further represents and warrants that it took
poistenie zodpovednosti Centra za $kodu, ktora out insurance of liability of the Centre for damage
moéZe byt sposobena subjektu skiSania v sllade that may be caused to the trial subject pursuant to
s § 43 pism. h) bod 4. Zakona o liekoch. Pre Section 43 letter h) point 4 of Pharmaceuticals Act.
vylucenie pochybnosti Zadavatel a Zmiuvni In order to eliminate any doubts, the Sponsor and
partneri  vyhlasujli, Ze poistenie podla tohto the Contracting Partners represent and warrant that
odseku nenahradza poistenie vztahujice sa k this insurance does not replace insurance covering
aktivitam, ktoré neslvisia s Klinickym skisanim, activities which are not related to the Clinical Trial,
napr. bezné poskytovanie zdravotnych sluzieb. e.g. a regular provision of medical services.

10.2  Hlavny skisajuci a Centrum tymto potvrdzujl, ze | 10.2 Principal Investigator and Center hereby confirm

na vsetky cinnosti podlfa tejto Zmluvy majl that they have adequate insurance coverage or a
uzavreté primerané poistenie zodpovednosti self-insured liability policy for employers’ liability and
zamestnancov  alebo  poistenie  vlastne] professional liability for all its activities under this
zodpovednosti za Skodu a profesionalnej Agreement. Principal Investigator and Center
zodpovednosti za Skodu. Hlavny skuSajuci a should provide Sponsor with proof of the existence
Centrum poskytni Zadavatelovi dokaz o existencii of such insurances. Such proof, to be received by
uvedeného poistenia. Takyto ddkaz bude Sponsor before the proposed starting date, shall
Zadavatelovi  dorueny pred navrhovanym include the duration and cover of the insured and
zaCatim Klinického skiSania a bude obsahovat the insured amounts.

udaje o trvani a rozsahu krytia poistenych a

poistnych suméch.

C1. 11 - Ochrana a spristupnenie osobnych Gidajov Article 11 - Personal Data Protection and Disclosure

111 Zmluvni partneri su si vedomi, Ze Zadavatel alebo | 11.1 The Contracting Partners understand that the
tretia osoba Zadavatelom poverena budd vkiadat Sponsor or a third party authorized by the Sponsor
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Vysledky Klinického skdSania a vietky spravy
suvisiace s Klinickym ski8anim, 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 Zadavatela
alalebo tretich osdb poverenych Zadavatelom. V
ramci tejto spravy Udajov mdzu byt v silade s
poziadavkami pravidiel spravnej klinickej praxe a
prislusnych pravnych predpisov na useku ochrany
osobnych (dajov uchovavané, spracovane a
pouzité Zadavatelom, jeho Prepojenymi osobami
a poverenymi tretimi stranami osobné (daje
Hiavného skiSajliceho, ako su meno, priezvisko a
adresa, finanné zaujmy podfa Potvrdenia o
finanénych zaujmoch, a dalej tiez osobné Udaje
inych zamestnancov Centra, Clenov $tudijného
timu a ich zaangazovanie v Klinickom skusani a
vystupy auditov vykonanych Zadavatelom podia
pravidiel spravnej klinickej praxe alebo inSpekcii
(dalej len ,Udaje’) a pravnych predpisov
vztahujlcich sa k ochrane osobnych (dajov.
Zadavatel bude poskytovat tieto Udaje externym
verejnym databazam v nevyhnutnom rozsahu na
zaklade prisluSnych pravnych predpisov tiez
organom verejnej moci. Udaje budi spracovavané
pre plnenie pravnych povinnosti Zadavatela a pre
manazment klinickych ski$ani. Udaje budu
spracovavané po dobu neur¢itu, najdihsie vak do
napinenia ucelu.

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 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.

sllade s prislusnymi pravnymi predpismi na Useku
ochrany osobnych ddajov, najmé s Nariadenim
Eurdpskeho parlamentu a Rady (EU) 2016/679 z
27. aprila 2016 o ochrane fyzickych osob pri
spracovani osobnych (dajov a vofnom pohybe
tychto Udajov a o zruSeni smernice 95/46/ES
(dalej len ,GDPR"), dalej so zakonom ¢. 18/2018
Z.z. 0 ochrane osobnych (dajov a o zmene a
doplneni niektorych zakonov v platnom zneni a v

11.2  Zmluvni partneri sa zavazuji zabezpecit, Zze do | 11.2 The Contracting Partners agree not to enroll any
vykonavania  Klinického  skusania  nebudl natural persons in the Clinical Trial until such
zaangazované ziadne fyzické osoby, kym tymto persons will be noticed of the processing of their
osobam  nebudi  oznamené  podmienky personal data to the extent specified in Appendix 2
spracovania ich osobnych (dajov v rozsahu podla to this Agreement.
prilohy €. 2 tejto Zmiuvy.

11.3  Zmluvni partneri sa zavazuji bezodkladne a | 11.3 The Contracting Partners agree to inform the
pisomne informovat Zadavatefa o akomkofvek Sponsor in writing about any breach of personal
porueni ustanoveni o bezpeénosti osobnych data protection provisions without undue delay.
(dajov.

11.4  Zmiuvni partneri a Zadavatel sa zavazuji konat v | 11.4  The Contracting Partners and the Sponsor agree to

adhere to applicable personal data protection iaws,
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 (hereinafter referred to as "GDPR’), the
Act. No. 18/2018 Coll. on Protection of Personal
Data and on Amendments to Certain Laws, as
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stlade s prisludnymi pokynmi Statneho Gstavu pre amended and relevant guidelines of the State

kontrolu lieiv, najma pokynom MP 131/2018, ak Institute for Drugs Control, in particular guideline MP
sa uplatni. 13172018, if applicable.

1.5 V rozsahu v akom Centrum zdiefa a poskytuje | 11.5 To the extent the Center is sharing and providing
informacie a osobné Gdaje o Clenoch $tudijného information or personal data about Clinical Trial
timu a inych svojich zamestnancoch Zadavatelovi, Team Members and other employees of the Center
tymto Centrum potvrdzuje, Ze Clenovia studijného to the Sponsor, the Center confirms that Clinical
timu a zamestnanci boli informovani o tejto Trial Team Members and other employees have
skutoCnosti a ze im boli poskytnuté vsetky been informed hereof and has been provided with
informacie  vyZzadované podla  prisludnych all information required under applicable laws,
predpisov, vratane informacii v zmysle v lanku 13 including the information set out in Article 13 and 14
a 14 GDPR. Centrum odSkodni Zadavatela alebo of GDPR. The Center will indemnify the Sponsor
aklkolvek Prepojeni osobu Zadavatefa za and any Affiliate of the Sponsor for any and all
akékolvek a vietky potencialne naroky, vydavky, potential claims, expenses, losses and damages or
Skodu alebo zavazky, ktoré vznikn( Zadavatelovi liabilities incurred by the Sponsor or an Affiliate of
alebo Prepojent osobu Zadavatefa z dévodu the Sponsor arising from the Center’s breach of its
poruSenia svojich povinnosti Centra poskytnit obligations to provide information or personal data
tieto informacie  alebo  osobné  (daje to the employees.
zamestnancom.

Cl. 12 - Trvanie Zmluvy Article 12 - Term of the Agreement

121 Tato Zmluva nadoblda Gcinnost diiom | 121 This Agreement shall come into force on the day
nasledujlicim po dni jej zverejnenia v centralnom following the day of its publication in the central
registri zmliv na www.crz.gov.sk, a skonéi sa bez register of contracts on www.crz.gov.sk and shall
dalSiecho oznamenia po skonéeni Klinického end without further notice upon completion of the
skusania v silade s Protokolom, alebo (a) diiom Clinical Trial in accordance with the Protocol, or (a)
kedy bude dokon&ena celkova sprava o Klinickom on the day the overall Clinical Trial report is
sk(sani, alebo (b) bude vykonana posledna platba completed or (b) the Sponsor makes its last
Zadavatefom, priCom rozhodujlca je ta z tychto payment, whichever occurs later.

skutoénosti, ktora nastane neskor.

12.2 Prava a povinnosti Zadavatela a Zmiuvnych [ 12.2 The rights and obligations of the Sponsor and the

partnerov stanovené v tejfto Zmluve, ktoré Contracting Partners that are set forth in this
vzhladom na svoju povahu majl pretrvat aj po Agreement and by nature are to survive this
skon€eni tejto Zmluvy (vratane prav s chfadom na Agreement (including, without limitation, rights with
vlastnictvo, Vynalezy, zachovavanie micanlivosti, respect to ownership, Inventions, confidentiality,
publikacie, protikorup&nych ustanoveni, publication, anti-bribery, liability and
zodpovednosti a odSkodnenie), zostavaju v indemnification) shall remain in effect even after this
platnosti aj po skonceni tejto Zmiuvy. Agreement is terminated.

12.3 Predpokladany datum FPFV podia¢l. 5.1 plati za | 12.3 The anticipated FPFV date pursuant to Article 5.1

predpokladu ziskania vSetkych prislusnych applies if provided applicable approvals have been
povoleni a vsetkych materidlov ku skisaniu, s obtained and provided that all materials except
vynimkou SkiSanych liekov, od Zadavatefa Investigational medical products have been
minimalne pat (5) pracovnych dni pred datumom received from the Sponsor five (5) working days
FPFV. before FPFV.

124  Zadavatel ma pravo z etickych dévodov odsunit' | 12.4  Sponsor shall be entitled to have delayed FPFV
datum FPFV 0 maximalne Styri (4) tyZdne. Ak v8ak date by up to four (4) weeks for ethical reasons.
Zadavatel upovedomi Hlavného skds$ajiceho na However, in case the Sponsor notifies Principal
oneskorenie neskor nez jeden (1) tyzden pred Investigator of the delay later than one (1) week
datumom  FPFV,  Zadavatel  Hlavného before FPFV date the Sponsor may upon
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skusajliceho po dohode Zmluvnych stran
odSkodni za priame a plne zdokumentované
naklady spdsobené takymto oneskorenim.

negotiation between the Contracting Parties
compensate Principal Investigator for his/her direct
and fully documented costs caused by such delay.

€1. 13 - Ukoncenie

Article 13 - Termination

131

Bez ohladu na akékolvek iné pravo ukonit' tito
Zmluvu, ktoré méZe byt stanovené v tejto Zmluve
alebo vyplyva zo vieobecne zavaznych pravnych
predpisov, Zadavatel ma pravo ukongit tito
Zmluvu kedykolvek aj bez uvedenia dovodu na
zaklade pisomnej vypovede s tridsatdiovou (30)
vypovednou dobou. Vypovedna doba zatne
plyndt’ prvym diiom mesiaca nasledujicom po
mesiaci, v ktorom bola pisomna vypoved
dorucena ostatnym zmluvnym stranam. Ihned po
doruceni pisomnej vypovede tejto Zmluvy druhej
zmluvnej strane na zaklade ktoréhokolvek
ustanovenia tejto Zmluvy, sa Centrum a Hlavny
skSajici  zavazujl (a) zastavit nabor a
zaradovanie subjektov skisania do Klinickeho
skusania, (b) zastavit vykonavanie vSetkych
postupov, u uz zahrnutych jedincov ski$ania, a to
v miere, v akej to dovoluje lekarske hladisko, a (c)
zdrzat sa v maximalnej moznej miere vytvarania
dalSich nakladov a vydavkov. V pripade, ze
Centrum alebo Zadavatel oznami, ze vypovedna
doba v dizke tridsiatich (30) dni je nedostatodne
dlha doba na vyhodnotenie rizik pre zaradené
subjekty ski$ania, ktorym sa podava Skusany
liek, budd Zmluvné strany spolupracovat na tom,
aby bola bezpetne ukonenad liecba tychto
subjektov skiUSania tymto SkuSanym liekom v
priebehu vzajomne dohodnutej doby, ale v
Ziadnom pripade nebude zavazok Zadavatela
dodavat’ Skasany liek podla tejto Zmluvy trvat
dlhSie ako primeranu dobu.

131

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 (30) notice period. 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 (a) cease recruiting and
enrolling trial subjects in the Clinical Trial, (b) cease
all procedures to the extent medically permissible
on trial subjects already enrolled in the Clinical Trial
and (c) 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
(30) notice period 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.

132

Zmluvni partneri a Zadavatel, kazdy z nich, maju
pravo ukonCit' tdto Zmluvu s okamzitym Gcinkom
formou pisomnej vypovede dorucenej druhej
Zmluvnej strane v pripade, Ze vykonavanie
Klinického skd$ania v Centre musi byt ukoncené
z lekarskych alebo etickych dévodov. Uginky
takejto vypovede nastanu diom jej dorucenia
poslednej zo Zmluvnych stran. Ukon&enie Zmiuvy
Zmluvnymi partnermi podfa predchadzajucej vety
je  Hlavny  skasajici  povinny  vopred
prekonzultovat so Zadavatelom. lhned po
doruceni pisomnej vypovede tejto Zmiuvy druhej
zmluvngj strane na zaklade ktoréhokolvek
ustanovenia tejto Zmiuvy, sa Centrum a Hlavny
skusajici zavazuju (a) zastavit nadbor a
zaradovanie subjektov skiSania do Klinického

132

The Contracting Partners and the Sponsor each
have the right to terminate this Agreement with
immediate effect by giving written notice to the other
party in the case that the Clinical Trial at the Center
needs to be terminated due to medical or ethical
reasons. Such termination becomes effective on the
date of its receipt by the last of the Contracting
Parties. The Principal Investigator must consult
termination of this Agreement by the Contracting
Partners under the previous 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 (a) cease
recruiting and enrolling trial subjects in the Clinical
Trial, (b) cease all procedures to the extent
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skisania, (b) zastavit vykonavanie vsetkych medically permissible on trial subjects already
postupov, u uz zahrnutych subjektov skusania, a enrolled in the Clinical Trial and (c) refrain as much
to v miere, v akej to dovoluje lekarske hladisko, a as possible from incurring additional costs and
(c) zdrzat sa v maximalne] moznej miere expenses. The Contracting Parties shall cooperate
vytvarania dalSich nakladov a vydavkov. Zmluvné so that the treatment of the trial subjects with the
strany budl spolupracovat na tom, aby bola Investigational medicinal product would be safely
bezpecne ukonCena lieCba subjektov skusania terminated during a mutually agreed period of time;
Skasanym lieckom v priebehu  vzajomne however, the Sponsor shall not be required to
dohodnutej doby, ale v Ziadnom pripade nebude provide the investigational medicinal product based
zavazok Zadavatela dodavat’ Skusany liek podla on this Agreement for an unreasonable period of
tejto Zmluvy trvat dlhSie ako primerand dobu. Bez time. Without prejudice to the foregoing, in the event
ohladu na predchadzajlice ustanovenie, v pripade of critical or important findings from an audit or
kritickych alebo ddleZitych zisteni v ramci auditu inspection related to good clinical practice,
alebo inSpekcie tykajlcich sa spravnej klinickej pharmacovigilance or regulatory matters, practice
praxe, dohladu nad liekmi alebo regulanych or procedure that have a negative impact on the
zalezitosti, praxe alebo postupu, ktoré majd rights, safety or well-being of trial subjects or that
nepriaznivy vplyv na prava, bezpeCnost, alebo may pose a potential risk to public health or that may
celkovy dobry zdravotny stav subjektov skiSania render Clinical Trial data inadmissible or that
alebo ktoré mozu predstavovat' potenciaine riziko seriously violate applicable legal regulation and
pre verejné zdravie alebo ktoré mdzu mat za rules, the Sponsor reserves the right (at its own
nasledok neprijatelnost Udajov z Klinického discretion) to temporarily stop the recruitment of trial
skusania alebo ktoré predstavuju vazne porusenie subjects with immediate effect until the relevant
prisluSnych pravnych predpisov a pravidiel, ma findings are fully assessed or to terminate by written
Zadavatel pravo (podla svojej volby) s okamzitym notice this Agreement with immediate effect.

udinkom docasne zastavit nabor subjektov
skdsania, kym nebudu predmetné zistenia uplne
posidené alebo s okamzitym (¢inkom pisomne
vypovedat' tuto Zmiuvu.

133 Zadavatel moze tito Zmluvu ukonéit aj [ 13.3 The Sponsor may terminate this Agreement with

s okamzitou Ucinnostou na zaklade pisomného immediate effect upon written notice if Principal
oznamenia, ak Hlavny skusajuci alebo Centrum Investigator or Center pursuant to Article 2,14 of the
podla ¢lanku 214  Zmluvy  neoznamia Agreement do not disclose severe negative Human
Zadavatelovi zavazny negativny dopad na ludské Rights impact to Sponsor and do not take
prava a nepodniknu prislusné kroky podia UNGP. appropriate actions as described in UNGP.

13.4 V pripade, ze ktorékofvek z povoleni alebo | 13.4 In the case that any authorization or consent

sthlasov potrebnych na vykonavanie Klinického necessary for the performance of the Clinical Trial is
skuSania je (a) pravoplatne zamietnuté alebo (b) (a) finally rejected or (ib) withdrawn, this Agreement
pravoplatne zruSené, skonéi tato Zmluva shall be automatically terminated on the day of
automaticky dfiom  doruenia  oznamenia receipt of notification (decision) of such final
(rozhodnutia) o takomto pravoplatnom zamietnuti rejection or withdrawal.

alebo pravoplatnom zruseni.

13.5 Ak sa Zadavatel primerane domnieva, Ze Zmluvni | 13.5 In the case that the Sponsor reasonably believes

partneri nebud( schopni zacat' nabor alebo pinit that the Contracting Partners shall be unable to start
svoje povinnosti tykajlice sa naboru v ramci recruitment or to fulfil their recruitment obligations
dohodnutej lehoty, ma Zadavatel pravo na by the agreed deadline, the Sponsor shall have the
zaklade oznamenia doru¢eného Zmluvnym right, by sending written notice to the Contracting
partnerom (a) s okamzitym G¢inkom znizit' pocet Partners, to (a) decrease with immediate effect the
subjektov skusania, ktori sa maju zaradit do number of trial subjects to be recruited; or (b) extend
Klinického skusania; alebo (b) predizit dobu the recruitment deadline; or (c) terminate this
naboru; alebo (c) ukondit tito Zmluvu vypovedou. Agreement. According to (c), the Sponsor may
Podla pismena c) mdZe Zadavatel pisomne terminate this Agreement by written notice with
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vypovedat Zmluvu s okamzitym (Cinkom, avSak immediate effect, provided that the Sponsor

len ak vopred pisomne upozomil Zmluvnych informed the Contracting Partners about their delay
partnerov na ich omeskania s naborom subjektov with recruiting trial subjects in writing beforehand
skisania a poziadal ich o napravu v dodatoénej and asked them to remedy this delay within an
primeranej lehote, ktori im na tento Gcel additional reasonable time-limit and the Contracting
stanovuje, a Zmluvni partneri ani v takej Partners failed to remedy this delay within such
dodatoénej lehote napravu neurcbia. Zmluvni additional reasonable time-limit. The Contracting
partneri musia byt o moznosti Zadavatela Parties must be duly informed in writing about the
vypovedat' tito Zmluvu s okamzitym G&inkom v Sponsor's possibility to terminate this Agreement
pripade, ak Zmluvni partneri nezjednajl napravu with immediate effect if the Contracting Parties do
ani v dodatoéne stanovenej lehote, naleZite not remedy the situation even within an additional
pisomne pougeni. period of time.

136 V pripade, Ze Zadavatel neschvali nového | 13.6 In the case that the Sponsor does not approve a

Hlavného skisajiceho podia ¢l. 2.31 alebo sa new Principal Investigator pursuant to Article 2.31 or
tento novy Hlavny skisajuci pisomne nezaviaze k a new Principal Investigator does not accept in
povinnostiam podlia tejto Zmluvy, Zadavate! je writing the obligations under this Agreement, the
opravneny tuto Zmluvu ukonCit vypovedou ku diu Sponsor may terminate this Agreement as of the
dorucenia vypovede Centru. V pripade, Ze Hlavny day of delivery of the termination notice to the
sk(§ajlici @ Zadavatel maji zaujem pokradovat v Center. In the case that the Principal Investigator
spolupraci pri vykonavani Klinického skisania v and the Sponsor wish to continue to cooperate with
inom zdravotnickom zariadeni, Centrum sa regard to the Clinical Trial in another medical facility,
zavazuje poskytndt sucinnost pri prevedeni the Center agrees to cooperate with transferring
relevantnych (dajov, informacii a materialu, ktoré relevant data, information and materials that are not
nie si vlastnictvom Centra, v prospech nového owned by the Center to such a medical facility.
centra.

13.7 V pripade, Ze potas auditu alebo inspekcie | 13.7 Inthe case that an audit or inspection of supervising

regulaénych organov bude zistené porusenie authorities discovers a breach of this Agreement or
ustanoveni tejto Zmluvy alebo Protokolu zo strany the Protocol on the part of the Center or the Principal
Centra alebo Hlavného skiSajuceho (alebo Investigator (or failure by any Clinical Trial Team
nedodrzanie ustanoveni tejto Zmluvy zo strany Members to observe the provisions of this
ktoréhokolvek iného Clena $tudijného timu), ma Agreement), the Sponsor shall have the right to
Zadavatel pravo tito Zmluvu pisomne vypovedat terminate this Agreement by written notice with
s okamzitou (O¢innostou, pricom Ucinky takejto immediate effect, and such termination becomes
vypovede nastan( diiom jej dorudenia poslednej effective on the date of its delivery to the last of the
zo Zmiuvnych stran. Contracting Parties.

13.8 Zadavatel je opravneny ukoncit tito Zmluvu | 13.8 The Sponsor is entitied to terminate this Agreement

pisomnym oznamenim s okamzitou {¢innostou v forthwith upon written notice in the event of either
pripade, ak Hlavny skiSajici alebo Centrum Principal Investigator's or Centrum's voluntary or
dobrovolne alebo nitene vstipi do likvidacie, compuisory liquidation, dissolution, insolvency,
déjde k ich zruSeniu, stani sa platobne suspension of its payments, bankruptcy or any
neschopnymi, dojde k pozastaveniu ich platieb, statutory or private composition or agreement with
bude na nich vyhlaseny konkurz alebo déjde k its creditors in order to escape a bankruptcy, or if
akejkolvek inej verejnej forme vyrovnania alebo either of the Principal Investigator or the Centrum
sukromnej forme vyrovnania alebo k dohode s ich discontinues substantial parts of its established
veritelmi za (Celom vyhnutia sa vyhlaseniu business or its business is placed in the hands of a
konkurzu, alebo ak Hlavny skisajuci alebo receiver or assignee, whether voluntarily or
Centrum prestane s vykonavanim podstatnej Casti otherwise.

svojho zaregistrovaného predmetu &innosti alebo
ak sa vykonadvanie predmetu Ginnosti zveri
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likvidatorovi alebo postupnikovi, dobrovolne alebo
inak.

13.9

Zadavatel je povinny uhradit vietky nezruSitelné
naklady a dlzné Ciastky za riadne poskytnuté
sluzby Zmluvnymi partnermi na zaklade tejto
Zmluvy a naklady, ktoré im odévodnene vznikli, ku
diu doruCenia vypovede alebo v pripade
ukoncenia tejto Zmluvy podfa & 131 k
poslednému dfu vypovednej lehoty alebo v
pripade ukonéenia tejto Zmluvy podfa ¢l. 13.4 ku
dnu dorudenia pravoplatného zamietnutia. Ak
Centrum preukazatelne obdrzalo vysSiu sumu
odmeny a nakladov, na ktoré mu podfa skutoéne
vykonanych éinnosti vznikol narok v sulade s touto
Zmluvou, Centrum sa prisluny rozdiel zavazuje
zaplatit spat Zadavatelovi bez zbyto&ného
odkladu.

13.9

The Sponsor must pay all non-cancellable cost and
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
13.1, as of the last day of the termination periocd or,
in the case that this Agreement is terminated
pursuant to Article 13.4, as of the day of receipt of
the final rejection. In the case that the Center
provably received higher payments than the
payments due according to the work actually
performed based on this Agreement, the Center
shall refund the balance to the Sponsor without
undue delay.

13.10

Pri skonceni Zmluvy sa Zmluvni partneri zavazujl
vratit  Zadavatelovi véetok nespotrebovany
materidl , predmety a Zariadenia, ktoré im boli
poskytnuté v sivislosti s Klinickym ski$anim, a to
najneskdr do tridsiatich (30) pracovnych dni od
datumu ukonéenia Zmiuvy.

1310

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

¢1. 14 - Rézne ustanovenia

Article 14 - Miscellaneous

14.1

Uzatvorenie tejto Zmluvy nie je podmienené
Ziadnym existujlcim alebo budicim obchodnym
vztahom medzi Zmluvnymi partnermi  a
Zadavatefom  ani  Ziadnym  obchodnym
rozhodnutim, ktoré Zmiuvni partneri urobili alebo
urobia voCi Zadavatelovi alebo vyrobkom
obchodovanym Zadavatelom.

14.1

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

14.2

Na wylienie pochybnosti Zmluvné strany
vyhlasujl, ze vo vsetkych pripadoch ked tato
Zmiuva odkazuje na Zmluvnd  vyskumnu
organizaciu, kona tato Zmluvng vyskumna
organizacia vyluéne pod svojim menom a ako
zastupca Zadavatela a nie je Zmluvnou stranou
tejto Zmluvy.

14.2

To eliminate any doubts, the Confracting 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.

143

Zmluvni partneri sa zavazuju pinit svoje povinnosti
podra tejto Zmluvy spdsobom, ktory bude v silade
s prisluSnymi pravnymi predpismi zameranymi
proti korupcii a podplacaniu a v stlade s prilohou
¢. 3. Zmluvni partneri zavazne vyhlasujl, ze v
suvislosti s Klinickym sk(§anim neposkytli ani
neposkytn( Ziadnu platbu ani prospech, priamo
alebo nepriamo, Gradnej osobe, zakaznikom,
obchodnym  partnerom,  odbornikom v
zdravotnictve ani Ziadnej inej osobe na Udel

14.3

The Contracting Partners agree to perform their
obligations under this Agreement in compliance with
applicable anti-bribery and anti-corruption laws and
in compliance with Appendix 3. 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
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ziskania nedovoleného prospechu alebo nekalej
obchodnej vyhody, nebudi  ovplyviiovat
rozhodovanie v sukromnej ani verejnej sfére,
predpisovanie, ani nebudi nikoho podnecovat k
porusovaniu  profesijnych  povinnosti  alebo
pravidiel. Zmluvni partneri sa  zavazujl
bezodkladne pisomne oznamit Zadavatelovi
kazdé podozrenie ¢i zistené porusenie vysSie
uvedenych zasad v slvislosti s obchodnou
¢innostou Zadavatela a budd v tychto pripadoch
spolupracovat so Zadavatefom pri presetreni takej
zaleZitosti.

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.

14.4

Zmluvné strany vyhlasujd, Ze nemajl v su¢asnosti
uzatvoren( Ziadnu zmluvu ani zavazok, ktorych
pinenie by negativne ovplyvnilo pinenie povinnosti
vo¢i Zadavatelovi na zaklade tejto Zmluvy a
siCasne sa zavazuju po cell dobu priebehu
Klinického skiSania Ziadnu takito zmluvu
neuzavriet ani Ziadny takyto zavazok neprijat.
Hlavny skisajuci ruéi za to, Ze Ziadny z Clenov
$tudijného timu nema v si¢asnej dobe uzatvoren(
Ziadnu takuto Zmluvu, a zavézuje sa zabezpecCit,
7e Ziadny z Clenov Studijného timu takito zmluvu
neuzavrie.

14.4

The Contracting Partners represent and warrant
that they are not presently under any agreement or
obligation that would negatively affect the
performance of their obligations with respect to the
Sponsor based on this Agreement and agree not to
enter into any such agreement or accept any such
obligation in the course of the Clinical Trial. The
Principal Investigator warrants that no 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.

14.5

Za pripady vy$Sej moci sa povazuji nasledujlce
okolnosti, ktoré nastali po uzavreti tejto Zmluvy a
brania jej plneniu; poZiar, vojna, pandémia,
karanténne obmedzenia, mobilizacia alebo
rekvizicia, embargo, devizové obmedzenia,
nepokoje a vzbura za predpokladu, ze uvedené
okolnosti nebolo mozné predvidat a Zmluvna
strana, ktord sa odvolava na vysSiu moc, im
nemohla primerane zabranit' alebo ich prekonat.
Zmluvné strana, ktora sa odvolava na vys$iu moc
z dévodu ktorejkolvek z uvedenych okolnosti, je
povinna pisomne a bezodkladne oznamit' druhej
Zmluvnej strane vyskyt okolnosti vy$Sej maci a jej
zanik. V pripade omeskania spOsobeného
ktoroukolvek z uvedenych okolnosti sa poskytne
predizenie lehoty na plnenie, dodanie alebo platbu
na obdobie, poCas ktorého previada okolnost
vysSej moci.

14.5

The following circumstances shall be considered
events of force majeure if they intervene after the
formation of this Agreement and impede its
performance: fire, war, pandemic, quarantine
restrictions, mobilization or requisition, embargo,
currency restrictions, riots and insurrection,
provided that said circumstances could not be
foreseen and could not reasonably be prevented or
overcome by the Contracting Party invoking the
force majeure. The Contracting Party invoking the
force majeure by reason of any of the said
circumstances shall notify the other Contracting
Party in writing and without delay of the occurrence
of an event of force majeure and of the cessation
thereof. Should delay be caused by any of the said
circumstances, an extension of the performance or
delivery or payment period as applicable shall be
granted for the period the force majeure event
prevails.

14.6

Tato Zmluva obsahuje 0plné dojednanie o
predmete Zmluvy a vetkych naleZitostiach, ktoré
Zmluvné strany mali a chceli v Zmluve dojednat, a
ktoré povazuji za dolezité. Sicasne Zmluvné
strany vyhlasuji, ze si vzajomne oznamili vietky
informacie, ktoré povazujl za doleZité a podstatné
na uzatvorenie tejto Zmluvy.

14.6

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
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important and substantial for entering into this
Agreement.

14.7

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

14.7

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.

14.8

Kazda zo Zmluvnych strdn, okrem Hlavného
skasajuceho, ktory je v pracovnopravnom vztahu
k Centru, kona ako nezavisly subjekt a na Ziadne
UCely nie je v postaveni partnera,
sprostredkovatela, zamestnanca ani zastupcu
druhej Zmluvnej strany.

14.8

Each Contracting Party, except for the Principal
investigator who is in an employment relationship
with the Centre 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.

14.9

Zadavatel ma pravo postipit tito Zmluvu Gplne
alebo sCasti na ktorlkolvek zo svojich
Prepojenych osob. Okrem vy$Sie uvedeného nie
je Ziadna zo Zmluvnych stran opravnena postipit
svoje prava a/alebo povinnosti iplne ani s€asti na
tretiu stranu bez predchadzajiceho pisomného
suhlasu ostatnych Zmluvnych stran. Tato Zmluva
zavazuje Zmluvné strany, ako aj ich pravnych
nastupcov a osoby, na ktoré budi prava a zavazky
Zmluvnych stran v sdlade s tymto é&lankom
postupené.

14.9

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 ali 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.

14.10

Neplatnost’ alebo nevymahatelnost konkrétneho
ustanovenia tejto Zmluvy nema vplyv na platnost
ostatnych ustanoveni. Zmiuvné strany sa
zavazujl nahradit neplatné a nevymahatefné
ustanovenie  platnym a  vymahatefnym
ustanovenim, podla potreby, ktorym bude ¢o

mali v Case uzavretia tejto Zmluvy.

14.10

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.

14.11

Jednostranné vzdanie sa prava alebo tichy suhlas
alebo nelspe$né dovolania sa poruSenia
ktoréhokolvek ustanovenia tejto Zmluvy Zmluvnou
stranou nezaklada jednostranné vzdanie sa prava
v sUvislosti s akymkolvek naslednym porusenim
ktoréhokolvek ustanovenia tejto Zmluvy.

14.11

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.

14.12

Véetky oznamenia, spravy, Ziadosti, schvalenia,
povolenia, faktury, platby alebo ind komunikécia
pozadovana alebo povolena touto Zmluvou bude
v pisomnej forme a bude sa pre vietky Udely
povazovat' za kompletne doruéend a prevzatu, ak
bude dorudena osobne alebo zaslana doporucene
alebo emailom (s prislusnym potvrdenim o prijati)

1412

Any notice, report, request, approval, consent,
invoice, payment or other communication required
or permitted to be given under this Agreement shall
be in writing and shall for all purposes be deemed
to be fully given and received if delivered in person
or sent by registered mail, or by e-mail (with an
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prislusnym zmluvnym strandm na nasledujice appropriate transmission receipt) to the respective
adresy Contracting Party at the following addresses:

V pripade zaslania Zadavatefovi/ If to the Sponsor: Novo Nordisk Slovakia s.r.0.
ROSUM, Bajkalska 198, 821 01 Bratislava
Mgr. Csilla Simlovidova

email: cscv@novonordisk.com

V pripade zaslania Centru/ If to the Centre: Vysoko$pecializovany odbomy Ustav geritricky sv.
Lukasa v Kosiciach, n.o.

Ambulancia diabetoldgie a porich latkovej premeny
a vyzivy

Strojarenska 13

040 01 Kosice

email: sykora@gckosice.sk

V pripade zaslania Hlavnému skusajicemu/ If to doc. MUDr. Zbynek Schroner, PhD.
the Principal Investigator: bytom: Baska 175, 040 16 Baska
email; zbynek.schroner@gmail.com

14,13 Zmluvné strany sa dohodli, Ze tato Zmluva méze | 14.13 The Contracting Parties have agreed that this

byt s dalej uvedenou vynimkou menena iba Agreement may be changed, excluding the
pisomne prostrednictvom vzostupne oislovanych exception mentioned below, only through written
dodatkov podpisanych  vSetkymi  Zmluvnymi consecutively numbered amendments signed by all
stranami. Zmluvné strany nemusia uzavriet Contracting Parties. The Contracting Parties are not
dodatok k tejto Zmiuve v pripade tzv. obliged to execute an amendment to this Agreement
nepodstatnych zmien Protokolu. Nepodstatnou in case of so-called minor changes in the Protocol.
zmenou Protokolu sa pritom rozumie taka zmena A minor change in the Protocol means a change in
Protokolu, ktorda nemeni rozsah & spdsob the Protocol that does not change the scope or
vykonavania  (konov  (najmd  vySetrenie) manner of procedures (in particular examination)
vykonavanych Zmluvnymi partnermi v ramci performed by the Contracting Partners as part of the
Klinického skasania a nema teda akykolvek vplyv Clinical Trial and has no impact on remuneration for
na vySku odmeny za vykonavanie Klinického performing the Clinical Trial or on any other prices
skisania &i inej ceny uvedenej v tejto Zmluve. specified in this Agreement. Minor changes in the
Nepodstatné zmeny Protokolu su Ucinné diiom ich Protocol shall come into effect on the day of their
dorudenia Centru. delivery to the Center.

14,14 Tato Zmluva je vytvorena a riadi sa slovenskym | 14.14 This Agreement is construed and governed by the

pravom. Zmluvné strany sa v sllade s Slovak law, The Contracting Parties, in accordance
ustanovenim § 262 ods. 1 a 2 Obchodného with the provision of Section 262 para. 1 and 2 of
zakonnika vyslovne dohodli, ze ich zavazkovy Commercial Code, expressly agree that their
vztah upraveny touto Zmluvou sa bude riadit contractual relationship regulated by this
Obchodnym zakonnikom. Zmluvné strany sa dalej Agreement shall be governed by the Commercial
dohodli, ze vSetky spory vzniknuté z tejto Zmluvy Code. The Contracting Parties have further agreed
budu rieSené vecne a miestne prislusnymi sudmi that any dispute arising from this Agreement shall
Slovenskej republiky. be decided by materially and locally competent

courts of the Slovak Republic.

14.15 Tato Zmluva je vyhotovena v slovenskom a v | 14.15 This Agreement has been drawn up in the Slovak
anglickom jazyku, priCom Zmluvné strany and English language, and the Contracting Parties
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povazujl obe jazykové verzie za rovnocenne,
avSak pre pripad vykladovych nezrovnalosti medzi
jednotlivymi verziami sa Zmluvné strany dohodli,
Ze prednost ma slovenska verzia Zmluvy. Tato
Zmluva a vsetky jej prilohy predstavuji Uplnd
dohodu Zmluvnych strén o predmete tejto Zmiuvy.

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.

14,16 Zmluvné strany vyhlasuju, Ze sa so Zmiuvou a jgj
prilohami oboznamili, jej obsahu porozumeli a na
znak toho, Ze nebola uzavretd v tiesni, pod
natlakom alebo za népadne nevyhodnych
podmienok, ju podpisujd.

14.16

The Contracting Parties declare they have
acquainted themselves with the Agreement and its
Appendices, they understood its content, it was not
signed in distress, under pressure or on obviously
unreascnable fundamental terms, and therefore,
they sign this Agreement.

Cl. 15 - Prilohy

Article 15 - Appendices

Nasledujace prilohy tvoria neoddelitelni sucast
tejto  Zmluvy, pokial nie je v tejto Zmluve
stanovené inak:

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

Priloha &. 1: Finanéné podmienky

Appendix 1: Financial Terms

Priloha ¢. 2. Oznamenie o spraclvani osobnych
udajov

Appendix 2; Notice of Personal Data Processing

Priloha ¢. 3: Kli¢ové zasady podnikatel'ske] etiky
zadavatela

Appendix 3. Client's Business Ethics Code of
Conduct

Priloha ¢. 4: Dohoda o spolo¢nom
prevadzkovatelovi

Appendix 4. Joint Controller Agreement
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Zadavatel' /| Sponsor
On the basis of power of attorney dated 14 March 2018 / Na zaklade plnomocenstva
zo diia 14. marca 2018

Miesto / Place Brepy C‘f/l"‘\
Datum/Date 72 FEB 2519

Podpis / Signature:

Meno a priezvisko / First and last name: Ing. Tomas Marek
Funkcia / Position: Finance&QOperation Director

Centrum/ Center

s

| | N L_
L VysokoSpeuah/ ova x}
e = odborny Gstav genafm ky

; i Luk&Sa N K.Obl\.lﬂ h \\ Q R
Datum / Date (Ze 1.2 24 Stm)éremkﬁ ) omm X
[ste. omtpion

Podpis / Signature: 2

ey
Meno a priezvisko / First and last name: PhDr. Juraj Sykora, MPH, MBA
Pracovna pozicia / Position: Riadietel' / Director

Hlavny skuisajuci / Principal Investigator

ko
Miesto / Place &
Datum / Date {le. . 20 Z—‘[—

Podpis / Signature:
Meno a priezvisko / First and last name: ch MUDr. Zbynek Schroner, PhD.
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. PRILOHA C. 1 /APPENDIX 1:
FINANCNE PODMIENKY / FINANCIAL TERMS

a)

Following the screening phase, payment shall only cover eligible Trial Subjects.
Payment for screening and randomization and for each fully performed visit per

Trial Subject shall be as follows:

Po skriningovej féze budu platby pokryvat len vhodnych subjektov skusania.
Platby za skrining a randomizaciu a za kaZdu kompletne vykonanu navstevu za

Jjedného subjektu skusania budu nasledovné

Visit/Navsteva Amount in EUR/Suma
S v.EUR
bez DPH / excluding
VAT

Information visit VO / Informacna ndvsteva VO 101,00
Screening Visit 1 / Navsteva V1 324,00
Randomization Visit 2 / Navéteva V2 randomizacia 417,00
Phone Visit 3 / Telefonicka navsteva P3 24,00
Visit 4 / Ndvsteva V4 231,00
Visit 5 / Navsteva V5 210,00
Visit 6 / Navsteva V6 241,00
Visit 7 / Navsteva V7 231,00
Visit 8 / Navsteva V8 220,00
Phone Visit 9 / Telefonicka navsteva P9 24,00
End of Treatment Visit 10 / Navsteva V10 koniec
liecby 188,00
F/U Visit 11 / Dosledovacia navsteva V11 24,00
End of Study Visit 12 / NavSteva V12 koniec 165.00
skusania !
Total per Trial Subject inthe main study
(Based on 6 Trial‘subj,ects)
étﬁsc[polu z; ﬂc . a ’§kusama v hlavnej 2 400,00
(na zaklade 6 t’lcastn’kov : kllmckeho
skiaiania)

Eye exam +0€T prbwilded by doctor
(ophthalmologlst)/ O¢né vysetrenie + OCT
vykonané lekarom (oftaimolégom)

Amount in EUR/Suma
v EUR

~ bez DPH / excluding

VAT

Visit 1 Screening - if eye exam was performed
within screening after obtaining informed consent
form / Navéteva V1 skrining - v pripade, Ze
vySetrenie bolo vykonané po podpise
informovaného slhlasu v ramci skriningu

50,00

Visit 1 Screening - if OCT was performed within
screening after obtaining informed consent form /
Navsteva V1 skrining - v pripade, ze OCT bolo
vykonané po podpise informovaného suhlasu v
rémci skriningu

50,00

End of Treatment Visit 10 / Navsteva V10 koniec
lie€by - eye examination/oéné vys$etrenie

50,00
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End of Treatment Visit 10 / Navsteva V10 koniec

lieCby - OCT 20,00

The payment includes all procedures associated with Protocol.
Platba zahrfia véetky postupy spojené s protokolom.

If Trial Subjects drop-out of Trial, payment will be calculated on the basis of the
visits performed.

Ak subjekty skisania predéasne ukonéia ulast v skusani, platba sa vypocita na
zaklade vykonanych navstev.

b) Full fee will only be paid for patients fulfilling all inclusion requirements and not
meeting any exclusion requirements as defined in the Protocol (eligible Trial
Subjects). Patients that do not fulfil all inclusion requirements and/or fulfil any
exclusion requirements will only be reimbursed the screening fee set above.
Screening failures will be compensated in a ratio of 4 screen failures for
every 1 randomization. Screen failures exceed this ratio will not be
compensated by Sponsor unless otherwise agreed [maximum number of
allowed screen failures: 6 SFs].

Pind suma za subjekta skusania bude vyplatena len za subjektov skusania, ktori
splnili vSetky inklazne kritéria a nemali Ziadne exkluzne kritéria uvedené v
Protokole (vhodné subjekty skidsania). Za subjektov skusania, ktori nesplfiaju
vSetky inkluzne kritéria a spifiaju exkluzne kritérid, bude uhradena len suma za
skrining uvedenad vyssie v tabulke. Zlyhanie screeningu bude kompenzované
v pomere 4 zlyhania screeningu na kaZdy.l.randomizdciu. Zlyhania'

oo screeningu " presahujiice tento pomer nebudd zadavatelom
kompenzované, pokial’ sa nedohodne inak [maximalny povoleny pocet
zlyhani screeningu: 6].

c) Patients that do not fulfil all inclusion requirements and/or meet any of the a

exclusion requirements must be withdrawn from the study, unless exception to
allow the specific patient continuing in the study is granted by Sponsor and the
Ethics Committee according to local regulations;
Subjekty skusania, ktori nespifiaji vSetky inklizne kritéria a splfiaju niektoré z
exkluznych kritérii, musia byt zo skusania vyradeni, pokial nie je na zaklade
lokdlnej legislativy zadavatelom a Etickou komisiou pre Specificky subjekt
skusania udelend vynimka pokracovat’ v skusani;

Start-up fee for equipment purchase or calibration
purposes for site paid after Site Greenlighted /
Startovaci poplatok pre ucely nakupu pristrojového 1000,00
vybavenia alebo kalibracie pristrojov na centrum
vyplateny po aktivacii pracoviska.

Archiving fee / Naklady na archivaciu dokumentacie* 1000,00

*Remuneration to cover the costs related to the archiving of the Study
documentation, including the costs related to the purchase of a data carrier, which
is necessary to archive the Study documentation and the costs related to the
possible destruction of the Study documentation (paid once at the end of the
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Study) |/ Kompenzacia na pokrytie nakladov spojenych s archivaciou
dokumentacie ku skusaniu vratane nakladov spojenych so zakupenim datového
nosi¢a, ktory je potrebny na archivaciu dokumentacie skusania a nakladov
spojenych s pripadnym znicenim dokumentacie skusania (vyplateny jednorazovo
na konci Skusania)

d) Payment will be made every 6 months from the date of FPFV in Slovakia. Payment

for the last outstanding visits for all subjects will be paid as soon as all queries
have been solved and data are clean.
Platby budu realizované kaZdych 6 mesiacov od datumu zaradenia prvého
subjektu skuSaniana Slovensku. Platby za posledné zostavajuce navstevy pre
vSetky subjekty skusania budu zaplatené po vyrieseni vsetkych otazok a vyjasneni
udajov.

All payments shall be made by Sponsor to the Center in the following bank
account:
VSetky platby uskutocCni Zadavatel’ Centru na nasledujuci bankovy ucet:

Bank name / Ndzov banky: VSeobecna Uverova banka, a.s

Bank address / Adresa banky: Mlynské nivy 1, 829 90 Bratislava 25

Account holder / Majitel’ UcCtu: VysokoSpecializovany odborny Ustav geriatricky sv.
Lukasa v Kosiciach n. o.

IBAN: SK86 0200 0000 0000 6013 1512

SWIFT: SUBASKBX

e) All invoices shall be sent to Sponsor with the Protocol number, order number and
the name/initials of the person responsible for the Sponsor to ap-novo-
slovakia@novonordisk.com.

VSetky faktury budu zadavatelovi zaslané s uvedenim &isla Protokolu, Cisla
objednavky a mena/inicidlov zodpovednej osoby za zadavatela a to na adresu ap-

novo-slovakia@novonordisk.com.

The billing address of the sponsor is as follows: / Fakturacna adresa zadavatela
Jje nasledovna:

Novo Nord/skv Slovakia s.r.o., ROSUM, Bajkalska 19B, 821 01 Bratislava, ICO: 36
753 050, DIC: SK2022341310, IC DPH: SK2022341310, bankové spojenie: ING
Bank N.V., ¢. uctu: 90 0002 8717/7300
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APPENDIX 2: NOTICE OF PERSONAL DATA
PROCESSING

PRILOHA €. 2: 0ZNAMENIE O SPRACOVANI
OSOBNYCH UDAJOV

Novo Nordisk Slovakia s.r.o. is required by law to
protect your personal data. This Notice explains
how we process (e.g. collect, use, store, and share)
your personal data. We will process any personal
data about you in accordance with this Notice and
with applicable law.

Novo Nordisk Slovakia s.r.o0. je v zmysle prislusnych
pravnych predpisov povinna chranit Vase osobné
udaje. Toto oznamenie vysvetluje ako spractivame
(napr.  zbierame, pouzivame, uchovavame
a zdielame) Vase osobné udaje. Vase osobné udaje
budeme spracivat vzmysle tohto ozndmenia
a platnych pravnych predpisov.

1. WHO ARE WE?

1. KTO SME?

The company responsible for processing your
personal data is:

Spoloénost zodpovednd za spracovanie Vasich
osobnych udajov je:

Novo Nordisk Slovakia s.r.0.

ROSUM, Bajkalska 198, 821 01 Bratislava
ID no.: 36 753 050

E-mail: skbrcontact@novonordisk.com
Phone number: +421 2 3810 2652

Novo Nordisk Slovakia s.r.o.
ROSUM, Bajkalskda 19B,
Bratislava

1€0: 36 753 050

E-mail: skbrcontact@novonordisk.com
Telefdnne Cislo: +421 2 3810 2652

821 01

You can always contact Novo Nordisk Slovakia s.r.o.
or the Data Privacy Officer at

privacy@novonordisk.com with questions or

concerns about how we process your personal data.

Mate moznost vidy kontaktovat Novo Nordisk
Slovakia s.r.o., alebo zodpovednu osobu Novo
Nordisk na adrese: privacy@novonordisk.com
s Vasimi otazkami alebo obavami, ako spractivame
Vase osobné udaje.

2. HOW DO WE COLLECT PERSONAL DATA
ABOUT YOU?

2. AKO ZISKAVAME VASE OSOBNE

UDA3JE?

We get your personal data from the following
sources:

Vase osobné (daje ziskavame z nasledujlcich
zdrojov:

e From you directly

e From publicly available publications,
websites, or social media

e From other Novo Nordisk entities

. Priamo od Vas

e« Z verejne dostupnych publikécii, webovych
stranok alebo socialnych sieti

e« 0Od inych subjektov/entit Novo Nordisk

When processing your personal data, we do not use
any means of the automated decision making.

Pri  spracivani VasSich  osobnych  ddajov
nepouzivame Ziadne prostriedky automatizovaného
rozhodovania.

3. WHY DO WE PROCESS YOUR PERSONAL
DATA?

3. PRECO SPRACUVAME VASE OSOBNE
UDAJE?

We process personal
following purpose:

data about you for the

Vase osobné udaje spracivame pre nasledovné
ucely:

¢ To perform scientific evaluations of
complaints and side effects potentially
related to Novo Nordisk’s medicinal
products. Complaints and side effects
will be filed in databases and will be
regularly analysed for overall patterns

« To analyse data for compliance

¢ To meet transparency obligations

e To investigate compliance/fraud

e na vykonadvanie vedeckych hodnoteni
staznosti a vedlajsich Udinkov potencidlne
spojenych s liekmi / produktmi spolo¢nosti
Novo Nordisk. StaZnosti a vedlajsie G&inky
budu uloZené do databdz a budu pravidelne
analyzované z hladiska celkovych vzorov

e na analyzu udajov za ucelom
suladu/compliance
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e To coordinate a conference or event

e« To reimburse you

e To conduct interviews as part of a
research project

« To respond to your questions or request
for information

¢« To meet legal requirements, e.g. GCP

e« To execute the trial in accordance with
the Protocol

e na splnenie povinnosti tykajlcich
transparentnosti

e na preSetrenie suladu/podvodu

. na organizaciu konferencie alebo podujatia

e na ucely Vasich nahrad

e na ucely vykonania pohovorov/interview ako
¢asti vyskumného projektu

e na ucely zodpovedania VasSich otdzok alebo
Ziadosti o informacie

¢« na ucely dodrzania
poziadaviek, napr. GCP

« na ucely vykonania skiSania v sulade s

Sa

legislativnych

use your Personal Data, we will not be able to
execute the trial.

protokolom
You are not required to provide us with your | Nie ste povinny poskytnit nam Vase osobné tdaje.
personal data. If you do not want Novo Nordisk to | Ak nechcete, aby spoloénost Novo Nordisk

spracuvala VaSe osobné udaje, nebudeme schopni
realizovat skusanie.

4. WHAT PERSONAL DATA DO WE

PROCESS ABOUT YOU?

AKE OSOBNE UDAJE TYKAJUCE SA VAS
SPRACUVAME?

4.

For the purpose described above in Clause 3, we
may process the following types of personal data:

Pre Géely uvedené v odseku 3 vysSie, mdzeme
spracuvat nasledovné typy osobnych udajov:

« Contact information (name, address,
telephone number, email address)

¢ Financial information (bank account
number, amounts paid to you for
services rendered)

. Kontaktné udaje (meno, adresa, telefénne
cislo, email)

e« Informdcie finanéného charakteru (Cislo
bankového &u, sumy, ktoré Vam boli
uhradené za objednané sluzby)

5. WHY ARE WE ALLOWED BY LAW TO

PROCESS YOUR PERSONAL DATA?

PRECO SME ZAKONOM OPRAVNENI
SPRACUVAT VASE OSOBNE UDAJE?

Our processing of your personal data requires a
legal basis. By law, we are allowed to process your
personal data described above in Clause 4 based on
the following legal bases:

Nase spracovanie Vasich osobnych Uudajov je
realizované na zdaklade zdakona. Zo zdkona sme
opravneni spracuvat Vase osobné Udaje opisané
v Odseku 4 na zaklade nasledujucich pravnych
zakladov:

e The processing is necessary to fulfil a
contract with you

« The processing is necessary for our
compliance with a legal obligation

« The processing is necessary for our
legitimate interests. The legitimate
interests are to ensure trial execution.

. Spracovanie je nevyhnutné na plnenie
zmluvy

. Spracovanie je nevyhnutné na plnenie
zakonnej povinnosti;

e« Spracovanie je nevyhnutné na Ucely nasich
opravnenych zaujmov. Opravnené zaujmy
su zabezpeéit realizéciu skdsania.

6. HOW DO WE SHARE YOUR PERSONAL

DATA?

6. AKO VYKONAVAME PRENOS /

ZDIEEAME VASE OSOBNE UDAIJE?

We may share your personal data with:

Vase osobné tidaje méZeme zdielat s:

e Suppliers or vendors that assist our
company (e.g., consultants, IT service
providers, financial institutions, law
firms, license partners)

e Doddvatelia alebo predajcovia, ktori
pomahajt  nasej spoloCnosti  (napr.
konzultanti, poskytovatelia IT sluZieb,

finanéné institicie, advokatske kancelarie,
licenéni partneri)
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¢ Other Novo Nordisk entities (e.g., Novo
Nordisk affiliates in other countries)

e Public authorities, including health

and/or regulatory authorities

e Iné subjekty/entity spoloénosti Novo
Nordisk (napr. poboCky Novo Nordisk v inych
krajinach)

e« Verejné organy, vratane zdravotnickych a /
alebo regula¢nych organov

7. WHEN DO WE TRANSFER YOUR
PERSONAL DATA OUTSIDE THE
EU/EAA?

7. KEDY PRENASAME OSOBNE UDAJE
MIMO EU/EHP?

For the purposes described above in Clause 3, we
transfer your personal data to the following
countries outside the European Economic Area
(EEA).

Pre ucely opisané v Odseku 3 prendasame Vase
osobné (daje do nasledujucich krajin mimo
Eurépskeho hospodarskeho priestoru (EHP).

We use the following safeguards, as required by
law, to protect your personal data in case of such
transfers:

Na ochranu Vasich osobnych Udajov v pripade ich
prenosov pouzivame nasledujlce zaruky
vyzadované platnym pravom:

e The transfer is to a Novo Nordisk entity
covered by Novo Nordisk’s Binding
Corporate Rules, available at
https://www.novonordisk.com/about-
novo-nordisk/corporate-
governance/personal-data-
protection.html.

e The destination countries are deemed by
the EU Commission to have an adequate
level of protection of personal data

e We have entered into Standard
Contractual Clauses for the Transfer of
Personal Data to Third Countries. You
can get a copy of the Clauses by
contacting us as described in Section 1.

. Prenos sa vykondva do subjektu Novo
Nordisku, na ktory sa vztahuju zavdzné
pravidld  spolocnosti Novo Nordisk,
pristupné na stranke
https://www.novonordisk.com/about-novo-
nordisk/corporate-governance/personal-
data-protection.html.

. Cielové krajiny suU povazované Eurdpskou
komisiou za krajiny poskytujuce dostatocnu
urovefi ochrany osobnych udajov

. Uzavreli sme Standardné zmluvné dolozky o
prenose osobnych (dajov do tretich krajin.
Képiu doloZziek mézete ziskat tak, Ze nas
kontaktujete sp6sobom uvedenym v Casti 1.

8. HOW LONG WILL WE KEEP YOUR
PERSONAL DATA?

8. AKO DLHO UCHOVAVAME VASE

OSOBNE UDAJE?

We will keep your personal data for the following
period of time:

Va$e osobné (daje budeme uchovavat po dobu:

e For as long as required by applicable law
within Clinical Research.

« For data related to side effects we will
keep the data permanently.

e For technical complaints of NN medicinal
products without related side effect we
will keep the data for 12 years.

e Podobu poZadovanu zdkonom vztahujlce sa
na klinické skusanie.

e Pokial ide o udaje suvisiace s vedlajSimi
G¢inkami, budeme ich uchovavat neurdity
Cas.

e V pripade technickych staZnosti na lieky /
produkty NN bez suvisiacich vedlajsich
uinkov, budeme udaje uchovavat 12 rokov.

9. WHAT ARE YOUR RIGHTS?

9, AKE SU VASE PRAVA?

In general, you have the following rights:
e You can get an overview of what
personal data we have about you
* You can get a copy of your personal data
in a structured, commonly used and

Vo vieobecnosti mate nasledujuce prava:
e Mbzete ziskat prehlad o tom, aké osobné
udaje tykajlice sa Vas mame k dispozicii
s Mézete ziskat kdpiu svojich osobnych udajov
v _Struktirovanom, beZne pouzivanom a
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machine-readable format
portability)

¢ You can get an update or correction to
your personal data

e You can have your personal data deleted
or destroyed

e You can have us stop or limit processing
of your personal data

e« If you have given consent for us to
process your personal data (see Section
5), you can withdraw your consent at
any time. Your withdrawal will not affect
the lawfulness of the processing carried
out before you withdrew your consent

e You can submit a complaint about how
we process your personal data to a Data
Protection Office of the Slovak Republic,
with its registered office at Hranicna 12,
820 07 Bratislava, phone Nr.: +421 2
3231 3214, email:
statny.dozor@pdp.gov.sk.

(right to

strojom (Citatelnom formate (prdvo na
prenosnost)

e Mozete ziskat aktualizaciu alebo opravu
vasich osobnych udajov

e Mozete nechat svoje osobné tdaje vymazat
alebo znidit

e«  MbZete zastavit alebo limitovat spracovanie
Vasich osobnych udajov

D Pokial ste nam dali suhlas so spracovanim
Vasich osobnych Udajov, mozete tento svoj
stihlas kedykolvek odvolat. Vase odvolanie
nebude mat vplyv na zakonnost spracuvania
vykonanu skor, ako ste odvolali svoj suhlas

e Moézete podat staznost na spracovanie
osobnych udajov naSou spolo¢nostou na
dozorny organ Urad na ochranu osobnych
udajov Slovenskej republiky, so sidiom
Hrani¢na 12, 820 07 Bratislava, tel. Cislo:
+421 2 3231 3214, e-mail:
statny.dozor@pdp.gov.sk.

Under applicable law, there may be limits on these
rights depending on the specific circumstances of
the processing activity. Contact us as described in
Clause 1 with questions or requests relating to
these rights.

Na zadklade platnych pravnych predpisov mézu
existovat obmedzenia tychto prav v zavislosti od
konkrétnych okolnosti spracovatelskej cinnosti.
Kontaktujte nds s otdzkami alebo Ziadostami
tykajucimi sa tychto prav spésobom v zmysle
¢lanku 1,
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PRILOHA &. 3 - KPucoveé zasady podnikatel'skej

etiky zadavatela

VERZIA [1]

1
P

Code of
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APPENDIX 3 - Client’s Business Ethics Code of

Conduct

EDITION [1]

|
A

Code of
Conduct-NN. pdf
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Trial conducted pursuant to the Agreement.

APPENDIX 4: JOINT CONTROLLER | PRILOHA €. 4: DOHODA O SPOLOCNOM

AGREEMENT PREVADZKOVATELOVI

SCOPE ROZSAH POSOBNOSTI

1. This Joint Controller Agreement specifies | 1. Tato dohoda o] spolo¢nom
the Parties’ data protection obligations prevadzkovatelovi upravuje povinnosti
which arise from the processing of Personal zmluvnych stran tykajice sa ochrany
Data by the Parties in connection with the osobnych udajov, ktoré vznikaju pri

spracuvani osobnych udajov v suvislosti so
skusanim, vykonavanym na zaklade zmluvy.

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), Act No.
18/2018 Coll. about data protection and
any applicable laws implementing it and
or any later amendments hereof;

DEFINITIONS DEFINiCIE
2. For the purpose of this Joint Controller | 2. Na dcely tejto dohody o spoloénom
Agreement: prevadzkovatelovi:
a. “Data Protection Legislation” means a. .pravne predpisy na ochranu osobnych
applicable data protection laws, udajov"” su prislusné pravne predpisy na
including the Regulation (EU) 2016/679 ochranu  osobnych  Udajov, vratane

Nariadenia Eurépskeho Parlamentu a Rady
(EU) 2016/679 z 27. aprila 2016 o ochrane
fyzickych osOb pri spracivani osobnych
udajov a o volhom pohybe takychto tudajov,
ktorym sa zrusuje smernica 95/46/ES
(véeobecné nariadenie o ochrane Uldajov),
zakon ¢. 18/2018 Z. z. o ochrane osobnych
udajov a vSetky prisluSné pravne predpisy,
ktorymi sa tieto implementuji, alebo
akékolvek ich neskorsie zmeny a doplnenia;

b. “Institution” means the Principal
Investigator (unless he/she is employee
of the Institution) and Institution
collectively.

b. ,zdravotnicke  zariadenie® je hlavny
skusajuci (ak nie je zamestnancom
zdravotnickeho zariadenia) a zdravotnicke
zariadenie spolocne.

Any other term used in this Joint Controller
Agreement shall have the meaning ascribed to
them in the Data Protection Legislation.

Kazdy iny pojem pouZivany v tejto dohode o
spolo€nom prevadzkovatelovi ma vyznam, ktory sa
mu pripisuje v pravnych predpisoch na ochranu
osobnych udajov.

JOINT CONTROLLERSHIP

SPOLOCNE PREVADZKOVANIE

3. According to Data Protection Legislation
joint controllership is when two or more data
controllers jointly determine the purposes and
means of processing of  Personal Data. The
Parties agree that they are joint controllers in
respect of the Personal Data processed
under the Agreement. In assessing this, the
Parties have emphasized that:

3. V zmysle pravnych predpisov na ochranu
osobnych ddajov, o spolo¢né prevadzkovanie
ide, ak dvaja alebo viaceri prevddzkovatelia
spolo¢ne urdia Gcely a  prostriedky
spraclUvania osobnych tdajov. Zmluvné
strany suhlasia, ze v suvislosti s osobnymi
udajmi spraclivanymi v zmysle zmluvy su
spolo¢nymi prevadzkovatelmi. Pri
posudzovani tejto skuto¢nosti zmluvné strany
zdéraznuju, Ze:
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a. The Parties process the Personal Data for
Trial recruitment purposes the scope of
which the Parties determine together;

a. Zmluvné strany spraclvaju osobné
udaje na uéely naboru do skusania, ktorého
rozsah urcuju strany spolocne;

b. The Parties jointly determine the means b. Zmluvné strany spolo¢ne urdia

of the processing in respect of the Trial; prostriedky  spracuvania Vo vztahu
k skdsaniu;

c. The Parties share a pool of Personal Data Zmiuvné strany zdielaju sudbor
that they process independently of each osobnych  (dajov, ktoré spracuvaju
other. nezavisle od seba.

This Joint Controller Agreement is designed to Cielom tejto dohody o] spolocnom

enable the Parties to meet the requirements prevadzkovatelovi je umoZnit zmluvnym

for joint controllership pursuant to the Data stranam plnit poZiadavky na spoloéné

Protection Legislation. The Joint Controller prevadzkovanie podla pravnych predpisov

Agreement determines the Parties’ respective na ochranu osobnych udajov. Dohoda o

responsibilities  for compliance with the spolo¢nom prevadzkovatelovi urcuje

obligations under the Data Protection
Legislation, in particular as regards the
exercise of data subjects’ rights and the
obligation to provide the information
required to be given to data subjects pursuant

zodpovednost jednotlivych zmluvnych stran za
tcelom dodrziavania povinnosti, vyplyvajlcich
z pravnych predpisov na ochranu osobnych
udajov, najma pokial ide o vykon prav
dotknutych o0sdb a povinnost poskytovat

to the Data Protection Legislation. informacie, ktoré sa maju  poskytnat
dotknutym osobam vzmysle pravnych
predpisov na ochranu osobnych Gdajov.
RESPONSIBILITIES POVINNOSTI
4. The Institution shall be responsible for any | 4. Zdravotnicke zariadenie zodpoveda za
and all processing performed by the Institution akékolvek spracovanie vykonané

and any and all processing performed prior to

zdravotnickym zariadenim a za akékolvek

the Personal Data being transferred to spracovanie vykonané predtym, ako sa
Sponsor’s systems as part of the Trial under osobné Udaje prevedd do systémov
the Agreement.  Further, the Institution shall zaddvatela, ako sufast sku3ania podla

be responsible for any and all processing of the
Personal Data performed by the Institution,
where the Institution independently
determines the purposes and means of the
processing.

dohody. Zdravotnicke zariadenie je dalej
zodpovedné za  akékolvek a  kazdé
spractvanie osobnych (dajov, ktoré vykonava
zdravotnicke zariadenie s tym, Ze samostatne
uréuje Ucel a sp6sob spracuvania.

5. Sponsor shall be responsible for any and all | 5. Zadavatel je zodpovedny za kazdé
processing performed by Sponsor after the spracovanie vykonané nim samotnym po tom,
Personal Data has been transferred to ako boli osobné udaje prevedené do systémov
Sponsor’s systems. zadavatela.

6. The Parties acknowledge and agree that | 6. Zmluvné strany uzndvaju a sthlasia s tym,

they are each responsible for being able to

document compliance with the Data Protection
Legislation and this Joint Controlier Agreement
towards the relevant data protection
authorities. The Parties acknowledge and
agree that they are each responsible for
ensuring a legal basis which complies
with applicable Data Protection Legislation for
processing of Personal Data performed by the
Party itself. In particular but not excluding any
other things, the Institution shall ensure to

Ze kazda z nich je zodpovedna za to, Ze je
schopnd zdokumentovat sulad s pravnymi
predpismi na ochranu osobnych ddajov a
touto dohodou 0 spoloc¢nom
prevadzkovatelovi voci prislusnym organom
na ochranu osobnych Udajov. Zmiuvné strany
uzndvaju a suhlasia s tym, Ze kazda z nich je
zodpovednd za zabezpelenie pravneho
zakladu pre spracovanie osobnych udajov,
ktoré je vykondvané touto stranou, a za stlad
s pravnymi predpismi na ochranu osobnych
Udajov. Zdravotnicke zariadenie najma, nie
vsak vyluine, zabezpedi primerany pravny
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have a proper legal basis for disclosing the
Personal Data described in Annex 1 to Sponsor.

zédklad na odovzdanie osobnych udajov

uvedenych v Prilohe 1 zadavatelovi.

7. The Parties acknowledge and agree that | 7. Zmluvné strany uznavaju a suhlasia s tym,
they are each responsible for processing Ze kazda z nich je zodpovedna za spracovanie
Personal Data in accordance with the principles osobnych Udajov v sulade so zasadami
for processing Personal Data set out in the spracivania osobnych Udajov uvedenymi v
Data Protection Legislation, insofar as the Data pravnych predpisoch na ochranu osobnych
Protection Legislation applies to the Party's Gdajov, vo vztahu k spraclvaniu, za ktoré je
areas of responsibility set out in the zodpovedna té ktora zmluvna strana v zmysle
Agreement. zmluvy.

8. The Institution shall be responsible for | 8. Zdravotnicke zariadenie je zodpovedné za
ensuring the following rights of the data zabezpecenie tychto prav dotknutych oséb:
subjects:

a. Information duty when collecting a. Informaénd povinnost pri zhromazdovani
Personal Data from a data subject; and osobnych udajov od dotknutej osoby; a
b. Information duty when Personal Data is b. Informaénd povinnost pri zhromazdovani
collected from a third party. osobnych udajov od tretej strany.
For the avoidance of doubt, this means that Aby sa prediSlo pochybnostiam plati, Ze
the Institution shall be responsible for zdravotnicke zariadenie je zodpovedné za
providing the data subject with information poskytnutie informacii dotknutej osobe o
about the Parties’ collection and processing zhromazdovani a spracuvani jej osobnych
of the Personal Data under this Joint udajov zmluvnymi stranami podla tejto
Controller Agreement. Such information dohody o spolo¢nom prevadzkovatelovi.
must comply with the Data Protection Takéto informdacie musia byt v sulade
Legislation, and contain in particular the s pravnymi predpismi na ochranu osobnych
identification of the parties, period of udajov a musia obsahovat najmé informacie
validity, provisions relating the exercise of tykajuce sa identifikacie stran, predmetu
data subject rights, obligations of the Parties dohody, doby platnosti dohody, ustanoveni
to provide the information and contact point upravujicich vykon prav dotknutej osoby,
for data subjects. povinnosti  strdn  poskytovat  informécie
a kontaktné miesto pre dotknuté osoby.

9. Further, each Party is responsible for{ 9. Dalej, kazda zmiuvna strana je zodpovedna
ensuring the applicable rights of the data za zabezpecenie prislusnych prav dotknutych
subjects pursuant to the rules in the Data 0sdb podla pravnych predpisov na ochranu
Protection Legislation. However, Sponsor’s osobnych Udajov. Zodpovednost zadavatela
responsibility for ensuring the rights of the za zabezpecenie takych prav dotknutych os6b
data subjects does not enter into force until vSak nenastane, kym mu zdravotnicke
the Institution has transferred the Personal zariadenie neposkytne osobné udaje.

Data to Sponsor.

10. Each Party shall implement appropriate | 10. Kazdd zmluvna strana zabezpedi vhodné
technical and organizational  security technické a organizano-bezpecnostné
measures to protect the Personal Data opatrenia na ochranu osobnych udajov pred
against accidental or unlawful destruction, nahodnym alebo neopriavnenym zni¢enim,
loss or alteration and against unauthorized stratou alebo zmenou a pred neopravnenym
disclosure, abuse or other processing in zverejnenim, zneuzitim alebo inym
violation of the provisions laid down in the spraclivanim v rozpore s ustanoveniami
Data Protection Legislation. uvedenymi v pravnych predpisoch na ochranu

osobnych udajov.

11. The Institution acknowledges and agrees | 11. Zdravotnicke zariadenie uznava a suhlasi s

that the Institution is solely responsible for
ensuring that appropriate security measures
as described in Clause 10 are in place for

tym, ze je wvyluCne zodpovedné za
zabezpecenie toho, aby sa na spracovanie,
ktoré sa uskutocnuje v systémoch
zdravotnickeho zariadenia, zaviedli primerané
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processing that takes the

Institution’s systems.

place in

bezpelnostné opatrenia, ako suU opisané

v ¢lanku 10.

or other persons authorized to process

Personal Data under this Joint Controller
Agreement have committed themselves
to the obligation of confidentiality or are
under an appropriate statutory obligation
of confidentiality. The Institution must also
limit the access to  Personal Data to
employees or other persons for whom access
to the personal data is necessary to fulfil
the Institution’s obligations towards Sponsor
as part of providing the Services.

12. The Parties acknowledge and agree that | 12. Zmluvné strany uznavaju a suhlasia s tym,
they are each responsible for having in place Ze kazda z nich je zodpovedna za zavedenie
procedures for how to handle security postupov na riesenie pripadov narusSenia
breaches, access requests and information bezpeénosti, Ziadosti o pristup a spinenie
duty. informacnej povinnosti.

13. Each Party shall, to the extent necessary | 13. Kazdd zmluvna strana v potrebnom a
and relevant, implement and comply with relevanthom rozsahu implementuje a bude
appropriate data protection policies and dodrZiavat prislusné zasady a postupy
procedures, including but not  limited to ochrany osobnych Udajov vratane, nie vSak
Sponsor’s IT security policies. vyhradne, IT bezpecnostnych politik

zadavatela.

14. Each Party shall be responsible for | 14. Kazdd zmluvnd strana je zodpovedna za
complying with the obligation of data dodrziavanie Specificky navrhnutej ochrany
protection by design and by default under osobnych udajov aza dodrziavanie
applicable Data Protection Legislation. étandardnej ochrany osobnych udajov podla

platnych pravnych predpisov na ochranu
osobnych Udajov.

15. Each Party shall be responsible for | 15. Kazda zmluvna strana je zodpovednd za
conducting and being able to document a vykondvanie a schopnost dokumentovat
data protection impact assessment if this is posudenie vplyvu ochrany Udajov, ak to
required under the Data Protection vyZaduju pravne predpisy na ochranu
Legislation. osobnych udajov.

16. Each Party shall ensure that its’ employees | 16. Kazda zmluvna strana zabezpedi, aby sa jej

zamestnanci alebo iné osoby opravnené na
spracuvanie osobnych Udajov podla tejto
dohody o spoloCnom prevadzkovatelovi
zaviazali dodrziavat povinnost miéanlivosti
alebo aby boli v postaveni podliehajucom
prisludnej zdkonnej povinnosti zachovavat
micanlivost. Zdravotnicke zariadenie musi tiez
obmedzit pristup k osobnym udajom iba na
tych zamestnancov ¢i iné osoby, pre ktoré je
pristup k osobnym (dajom potrebny na
splnenie zdavazkov zdravotnickeho zariadenia
vodi zadavatelovi v ramci poskytovania
sluzieb.

THIRD PARTY PROCESSORS AND PROCESSING

SPROSTREDKOVATELIA OSOBNYCH UDAJOV

third-party processors having access to
Personal Data will comply with the Data
Protection Legislation, inciuding but not
limited to ensuring:

ACTIVITIES QTRETIE STRANY) A SPRACOVATELSKE
CINNOSTI
17. Both Parties are entitled to use third party | 17. Obe zmluvné strany su opravnené vyuzivat
processors as part of the joint processing. sprostredkovatelov (tretie strany) ako suéast
spolo¢ného spractvania.
18. Either Party shall ensure that any of their | 18. Kazda zo zmluvnych stran zabezpeli, aby

sprostredkovatelia (tretie strany), ktori maju
pristup k osobnym Udajom, splfiali podmienky
ustanovené v pravnych predpisoch na
ochranu osobnych (idajov, najma zarucia aby:

a. to only make use of third-party
processors who are able to provide

a. vyuzivala iba sprostredkovatelov (tretie
strany), ktori si schopni poskytnuat

sufficient guarantees that the third-party dostato¢né zaruky, Ze su schopni
processor will implement appropriate vykonat prislusné technické
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technical and organizational security
measures in order to meet the
requirements of the Data Protection
Legislation;

a organizacno-bezpecnostné opatrenia
s ciefom splnit poZiadavky pravnych
predpisov na ochranu osobnych Gdajov;

b. to ensure that a valid data processing
agreement between the Party and
the third-party processor is in place
meeting the requirements in the
Data Protection Legislation; and

b. sa uzatvorila zmluva o spracuvani
osobnych (dajov medzi zmluvnou
stranou a sprostredkovatelom (trefou
stranou), ktord bude splfiat poZiadavky
pravnych predpisov na ochranu
osobnych udajov; a

C. to ensure that a valid data processing
agreement between the third-party
processor and any sub-processors
hereof are in place meeting the
requirements in the Data Protection
Legislation.

C. sa zabezpecilo, Zze platna dohoda
o spractvani osobnych Udajov medzi
sprostredkovatefom (tretou stranou) a
ak)'lmikol\/ek subdodavatelmi  bude
splfiat poziadavky uvedené v pravnych
predpisoch na ochranu osobnych
udajov.

19. The Institution acknowledges and agrees
that the Institution upon request will provide
Sponsor with information on the use of any
third-party processors having access to
Personal Data under this Joint Controller
Agreement.

19. Zdravotnicke zariadenie uznava a suhlasi s
tym, Ze na poziadanie poskytne zadavatelovi
informacie o vyuzivani sprostredkovatelov
(tretich stran), ktori maju pristup k osobnym
udajom v ramci tejto dohody o spoloé¢nom
prevadzkovatelovi.

20. Sponsor shall upon request receive a copy
of the agreement entered between the
other Institution and any such third-party
processors having access to Personal
Data covered by the Agreement.

20. Zadavatel dostane na poZiadanie kdpiu
zmluvy uzavretej medzi zdravotnickym
zariadenim a akymikolvek sprostredkovatelmi
(tretimi  stranami), ktori maju pristup k
osobnym (dajom, na ktoré sa vztahuje
dohoda.

21, Each Party shall meet the requirement of
the Data Protection Legislation to prepare
and maintain a record of processing activities
covering the processing of Personal Data
carried out under this Joint Controller
Agreement. This entails that each Party
shall keep a record of processing activities
covering the processing carried out by the
Parties as joint controllers.

21. Kazda zmluvnd strana bude spifiat
poziadavku na pripravu a uchovavanie
zdznamov o spracovatelskych <¢innostiach,
tykajucich sa spraclivania osobnych (dajov
vykondvanych v rdmci tejto dohody o
spolo¢nom prevadzkovatelovi v zmysle
pravnych predpisov na ochranu osobnych
udajov. To znamena, Ze kazda zmluvna strana
vedie zdznamy o] spracovatelskych
¢innostiach, ktoré sa tykaju spracuvania
osobnych Udajov vykonavaného stranami ako
spolo¢nymi prevadzkovatelmi.

PERSONAL DATA BREACHES

PORUSENIA OCHRANY OSOBNYCH UDAJOV

22. The Institution shall be responsible for
notifying the relevant data protection
authorities of any Personal Data breach which
occurs in the course of providing the
Services and which requires notification of
authorities pursuant to Data Protection
Legisiation.

22. Zdravotnicke zariadenie je zodpovedné za
to, Ze oznami prislusnym dozornym organom
na ochranu osobnych U(dajov akékolvek
poruSenie ochrany osobnych udajov, ku
ktorému dobjde v priebehu poskytovania
sluZieb a ktoré vyzaduje oznamenie dozornym
organom podla pravnych predpisov na
ochranu osobnych udajov.

23, The Parties acknowledge and agree that
they are each responsible for notifying the
relevant data protection authorities of a

23. Zmluvné strany uznavaju a suhlasia s tym,
7e kazda z nich je zodpovednd za ozndmenie
porusenia ochrany osobnych udajov
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Personal Data breach which occurs while the prislusnym dozornym organom na ochranu

Personal Data is under the Party’s own osobnych udajov, ku ktorému ddéjde pocas

control and over which the other Party doby, kedy su tieto osobné udaje pod

does not have any influence. samostatnou kontrolou danej zmluvnej strany
a na ktoré druha zmluvna strana nema Ziadny
vplyv.

24. Such notification shall be made without | 24. Takéto oznamenie bude vykonané bez
undue delay and no later than within the zbytoéného odkladu, najneskoér v lehote, ktord
timeline required by the Data Protection vyzaduju pravne predpisy na ochranu
Legislation. The notification shall include all osobnych Udajov. Ozndmenie musi obsahovat
the information required pursuant to Data véetky informacie vyZadované pravnymi
Protection Legislation. predpismi na ochranu osobnych udajov.

25. The Institution shall notify Sponsor in | 25. Zdravotnicke  zariadenie zadavatelovi
writing without undue delay and no later than pisomne oznami porusenie ochrany osobnych
twenty-four (24) hours after becoming aware udajov bez zbytofného odkladu, a to
of any potential or identified breach  of najneskdér do dvadsatétyri (24) hodin od
Personal Data processed as part of providing zistenia pripadného alebo potvrdeného
the Services under the Agreement. The porusenia ochrany osobnych udajov
notification shall include any other spracuvanych v ramci poskytovania sluzieb
information required in order  for Sponsor podla tejto dohody. Ozndamenie musi
to ensure compliance with the Data obsahovat vSetky informacie potrebné na to,
Protection Legislation, including information aby mohol zaddvatel zabezpeéit sulad s
about the nature of the breach and pravnymi predpismi na ochranu osobnych
measurements taken to control it. udajov vratane informacii o povahe poruSenia

a o opatreniach prijatych v slvislosti
s porusenim.

26. The Institution shall be responsible for | 26. Zdravotnicke zariadenie je zodpovedné za
communication of any Personal Data breach oznamenie akéhokolvek poruSenia ochrany
to the affected data subjects which occur in osobnych udajov dotknutym osobam, ktorych
connection with the Institution’s sa v suvislosti so spracovanim osobnych
processing of the Personal Data. Such Udajov  zdravotnickym zariadenim toto
communication shall meet the requirements porusenie tyka. Takéto ozndmenie musi
of the Data Protection Legislation. splfiat poZiadavky pravnych predpisov na

ochranu osobnych udajov.

27. Upon request by Sponsor, the Institution | 27. Na poZiadanie zadavatela poskytne
shall provide Sponsor with a copy of such zdravotnicke zariadenie zadavatelovi kopiu
communication to the affected data subjects. ozhamenia, tykajuceho sa dotknutych osdb.
The copy shall not include any names  or Kdépia nesmie obsahovat Ziadne mena a ani
other direct identifiers of the affected data iné priame identifikatory dotknutych oséb.
subjects.

28. In relation to other processing of the | 28. V suvislosti s inym spractivanim osobnych
Personal Data by the Parties than stipulated tdajov zmluvnymi stranami, ako je uvedené v
in Clause 26, the Parties acknowledge and ¢éldnku 26, zmluvné strany uzndvaji a
agree that they to the extend applicable suhlasia s tym, Ze je kazda z nich zodpovedna
are each responsible for notifying data za informovanie dotknutych oséb o poruseni
subjects of a Personal Data breach ochrany osobnych (dajov, ku ktorému déjde,
which occurs while the Personal Data is under pokial' si osobné uUdaje pod samostatnou
the Party’s own contro! and over which kontrolou danej zmluvnej strany a na
the other Party does not have any influence. spracovanie ktorych druhd zmluvnd strana

nema ziadny vplyv.

29. Such notification shall be made without | 29. Takéto oznamenie bude vyhotovené bez
undue delay and no later than within the zbytoéného odkladu a najneskér v lehote,
timeline required by the Data Protection ktort upravuju prdvne predpisy na ochranu
Legislation. The notification shall include all Udajov. Ozndmenie musi obsahovat vsetky
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the information required pursuant to Data
Protection Legislation.

informacie poZadované pravnymi predpismi
na ochranu osobnych udajov.

DATA PROTECTION IMPACT ASSESSMENT

POSUDENIE VPLYVU NA OCHRANU UDAJOV

meeting the requirement of conducting
a prior consultation with data protection
authorities following a data protection
impact assessment as described in Clause 30,
where such is required by the Data
Protection Legislation.

30. Each Party shall be responsible for meeting | 30. KaZdd zmluvna strana je zodpovedna za to,
the requirement of conducting a data Ze vykona posudenie vplyvu ochrany Udajov
protection impact assessment prior to any pred akymkolvek spracivanim osobnych
processing of Personal Data under the ldajov podla dohody, a to v rozsahu, v akom
Agreement, to the extent such is required to vyzaduju pravne predpisy na ochranu
under the Data Protection Legislation. osobnych udajov.

31. Each Party shall further be responsible for | 31. Kazda zmluvna strana je dalej zodpovedna

za splnenie poziadavky na predbeznu
konzultaciu s dozornym orgdnom na ochranu
udajov v nadvaznosti na posidenie vplyvu
ochrany Udajov, ako sa uvadza v ¢lanku 30,
ak to vyzZaduju pravne predpisy na ochranu
osobnych udajov.

COMPLAINTS HANDLING

VYBAVOVANIE STAZNOSTI

they will each notify the other Party of any
significant matters, which may affect the joint

32. The Parties are individually responsible for | 32. Zmluvné strany su individudlne zodpovedné
handling any complaints received from data za vybavovanie akychkolvek staznosti, ktoré
subjects concerning violations of applicable obdrzali od dotknutych os6b a ktoré sa tykaju
Data Protection Legislation for which a porusenia platnych prdavnych predpisov na
Party is responsible under this Joint Controlier ochranu osobnych udajov, za ktoré je podla
Agreement. tejto dohody o spolotnom prevadzkovatelovi

zodpovedna prislusna zmluvna strana.

33. If either Party receives a complaint from a | 33. Ak ktorakolvek zmluvnd strana prijme
data subject which relates to the other Party’s staznost od dotknutej osoby, ktorad sa tyka
processing of the Personal Data, the Party spracuvania osobnych  udajov  druhou
receiving the complaint shall without undue zmluvnou stranou, zmluvna strana, ktord
delay forward such request to the other staZnost prijala, postlpi tuto Ziadost bez
Party. zbytoéného odkladu druhej zmluvnej strane.

34. If either Party receives a complaint which | 34. Ak ktorakolvek zo zmiuvnych stran prijme
partly relates to the other Party’s processing staznost, ktord sa Ciastoéne tyka spractivania
of the Personal Data, the Party receiving the osobnych udajov druhou zmluvnou stranou,
complaint shall without undue delay forward zmluvnd strana, ktora staZnost prijala,
this part of the complaint to the other Party. bezodkladne postipi tito &ast staZnosti

druhej zmluvnej strane.

35. The Party forwarding a complaint pursuant | 35. Zmluvna strana, ktord postupuje staZznost
to Clauses 33 and 34 shall without undue podla élankov 33 a 34 o tom, ak je to mozné,
delay notify the data subject, if applicable, informuje bez zbytoéného odkladu dotknutd
filing the complaint of the transfer of the osobu, a to oznamenim o postupeni staZnosti
complaint to the other Party. Such druhej zmluvnej strane. Takéto oznamenie
notification shall highlight the essential popiSe zakladny obsah tejto dohody o
content of this Joint Controller Agreement spoloCnom prevadzkovatelovi, pokial' ide
with respect to the Parties obligations to o zavazky zmluvnych stran pri vybavovani
handle such requests. takychto ziadosti.

NOTIFICATIONS OZNAMENIA

36. The Parties acknowledge and agree that | 36. Zmluvné strany uznavaju a suhlasia s tym,

Z7e kazdd z nich oznami druhej zmluvnej
strane vietky doleZité skutocCnosti, ktoré
méZu mat vplyv na spoloéné spraclivanie
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processing of Personal Data under this

Joint Controller Agreement.

osobnych (dajov podla tejto dohody o
spolo¢nom prevadzkovatelovi.

37. Any notifications made under this Joint | 37. Vietky oznamenia podané podla tejto
Controller Agreement shall be considered dohody o spolo¢nom prevadzkovatelovi sa
duly rendered if sent to the following email povazuju za riadne podané, ak sa posielaju na
addresses: tieto e-mailové adresy:

To Institution: sykora@gckosice.sk Zdravotnicke zariadenie: sykora@gckosice.sk>

To Sponsor: txym@novonordisk.com

Zadavatel: txym@novonordisk.com

other Party for the performance of its third-
party processors’ obligations. The fact that
the Parties have given their consent to the
other Party’s use of a third party-processors
is without prejudice for the Parties duty to
comply with the Agreement.

DATA TRANSFER PRENOS UDAJOV

38. The Parties acknowledge and agree that | 38. Zmluvné strany uznavaju a suhlasia s tym,
each Party is entitled to transfer and/or Zze kazda zmluvna strana je opravnend
otherwise process the Personal Data outside preniest a/alebo spraclivat osobné Udaje
the EU/EEA. mimo EU/EHP.

39. In the event such transfer takes place, the | 39. V pripade, Ze sa takyto prenos uskutolni,
Party transferring the Personal Data shall zmluvna strana, ktora osobné (daje prenasa,
comply with any requirements, established musi dodrzat vietky poZiadavky stanovené
by data protection or government authorities, dozornymi organmi na ochranu udajov alebo
necessary for the granting of approval by statnymi organmi, ktorych dodrzanie je
such authorities for the transfer of Personal potrebné na udelenie sthlasu tymito orgdnmi,
Data outside EU/EEA, including by concluding vztahujuceho sa na prenos osobnych udajov
the Commission’s standard contractual mimo EU / EHP, wvratane uzavretia
clauses as set out by Commission decision of Standardizovanych zmluvnych doloziek
5 February 2010 with later amendments (“the stanovenych Komisiou rozhodnutim z 5.
Model Clauses”). februdra 2010 s neskor$imi zmenami a

doplneniami (,vzorové ustanovenia™).

INDEMNIFICATION ODSKODNENIE

40. Each Party shall indemnify and keep | 40. Ktorakolvek zo zmluvnych stran odskodni a
indemnified and defend at its expense the bude na svoje ndklady nahradzat a chranit
other Party against all costs, claims, damages druhd zmluvnld stranu pred akymikolvek
or expenses incurred or for which a Party may nakladmi, narokmi, Skodami alebo
become liable due to any failure by the other vydavkami, ktoré jej vznikni a za ktoré
Party or its employees or agents to comply zmluvna strana moéZe niest zodpovednost z
with the obligations under this Agreement. dévodu, Ze druha zmluvna strana alebo jej

zamestnanci & zastupcovia  nedodrzia
povinnosti vyplyvajlce z tejto dohody.

41. Each Party shall remain fully liable to the | 41. Kazdd zmluvna strana je zodpovednd

druhej zmluvnej strane za plnenie povinnosti
zo strany vlastnych sprostredkovatelov
(tretich stran). Skutoénost, ze zmluvné strany
sthlasili s vyuzivanim sprostredkovatelov
(tretie strany), nama vplyv na povinnost
zmluvnych stran dodrziavat tato dohodu.

CONFLICTING LANGUAGE

ROZPOR MEDZI JAZYKOVYMI VERZIAMI

42, If any of the provisions of this Joint
Controller Agreement conflict with the
provisions of any other written or oral
agreement concluded between the Parties,
then the provisions of this Joint Controller

Agreement shall prevail.

42, Ak bude niektoré z ustanoveni tejto dohody
o spoloénom prevadzkovatelovi v rozpore s
ustanoveniami akejkolvek inej pisomnej alebo
ustnej dohody, uzatvorenej medzi zmluvnymi
stranami, prednost maju ustanovenia tejto

dohody o spoloénom prevadzkovatelovi.
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43. In case of any discrepancies between the
Slovak and the English version of this

Agreement, the Slovak version shall prevail.

43, V pripade rozporu medzi anglickou a
slovenskou verziou tejto dohody o spolo¢nom
prevadzkovatelovi ma prednost slovenska

verzia.

ANNEX 1 TO THE JOINT CONTROLLER
AGREEMENT

PRILOHA 1 KDOHODE O SPOLOCNOM
PREVADZKOVATELOVI

This Annex 1 specifies the Personal Data
processed as well as the Personal Data
covered by the Joint Controller Agreement and
forms an integral part of the Joint Controller
Agreement.

Tato Priloha 1 $pecifikuje spracuvané osobné
Udaje a osobné Udaje, na ktoré sa vztahuje
dohoda o spoloénom prevadzkovatelovi a je
neoddelitelnou sudastou dohody o spoloénom
prevadzkovatelovi.

The processing of Personal Data under
the Agreement:

Spracuvanie osobnych (dajov podla

dohody:

a) Purpose and nature of the processing
operations

a) Ucel a charakter spracovatelskych
operacii

The Institution will, during the term of the
Agreement, be processing Personal Data on
behalf of Sponsor for the purpose of

Zdravotnicke zariadenie bude pocas trvania
Zmluvy spracovavat Osobné (daje v mene
Zafdavatela za GCelom zabezpecCenia svojich

¢) Health care professionals

performing its obligations under the | povinnosti v zmysle Zmluvy.
| Agreement.
b) Categories of data subjects b) Kategdrie dotknutych oséb
a) Novo Nordisk employees a) zamestnanci spolocnosti Novo Nordisk
b) Clinical Trial participants b) Ucastnici klinického skUsania

C) zdravotnicki pracovnici

d) Clinical trial participant’s relatives as d) rodinni prisiusnici Gcastnika klinického
relevant skdsania
¢) Categories of Personal Data c) Kategdrie osobnych udajov

i)  Contact information, including name,
address, phone number, email etc.;

ii) Job related information, including title,
position, work tasks, department,
performance; and

i) Kontaktné informacie, ktoré zahfriaju
meno a priezvisko, adresa, telefénne
¢islo, email a pod.;

i) Informacie suvisiace s pracou, ktoré
zahrfiaju titul, poziciu, pracovné ulohy,

iii) CV, certificates training competencies oddelenie, vykonnost; a
iv)  Photos iii) Zivotopis, certifikaty zo Skoliacich aktivit
iv) Fotografie
d) Categories of sensitive Personal Data d) Kategodrie citlivych osobnych Udajov

i. Genetic data, biometric data for the
purpose uniquely identifying a natural
person;

ii. Clinical data originating from clinical
trials, studies and other research work.

ili. Other data concerning health;

i. Genetické Udaje, biometrické Udaje na

Ucely jednoznacnej identifikacie
fyzickej osoby;

ii. Klinické (daje pochadzajice z
klinickych skusani, $§tadii a inych

vyskumnych prac.
iii. Iné Udaje tykajuce sa zdravia;

e) Location(s), including name of

e) Poloha/Polohy vratane nazvu krajiny/krajin

country/countries of processing

spracovania

1) Statny Ustav pre kontrolu lieciv,
Kvetna 11, 825 08 Bratislava,
www.sukl.sk

1) Statny Ustav pre kontrolu liegiv, Kvetna
11, 825 08 Bratislava, www.sukl.sk
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2) Né&rodné centrum zdravotnickych
informacii, Lazaretska 26, 811 09
Bratislava 1, www.nczisk.sk

3) Etickd komisia pre klinické skisanie
humanneho lieku, pre klinické
skusanie zdravotnickej pomocky a pre
studiu vykonu diagnostickej
zdravotnickej pomocky in vitro;
Limbova 2, 837 52 Bratislava,
Slovenska republika;
eticka.komisia@health.gov.sk

4) any other institutions mentioned in
“Global list of key staff and relevant
departments and suppliers of clinical

2) Nérodné centrum  zdravotnickych
informdacii, Lazaretskd 26, 811 09
Bratislava 1, www.nczisk.sk

3) Etickd komisia pre klinické skusanie
humdnneho lieku, pre klinické skisanie
zdravotnickej pomécky a pre Studiu
vykonu diagnostickej zdravotnickej
pomédcky in vitro; Limbova 2, 837 52
Bratislava, Slovenska republika;
eticka.komisia@health.gov.sk

4) akékolvek ostatné institlicie spominané
v dokumente “Global list of key staff
and relevant departments and
suppliers of clinical relevance”, ktory je

security measurements throughout the term
of the Agreement and will procure that its sub-
processors implement and maintain
throughout the term, appropriate security
measures to protect the personal data against
unauthorised or unlawful processing and
against accidental loss, destruction, damage,
alteration or disclosure. These measures will
be appropriate to prevent the harm which
might result from any unauthorised or
unlawful processing, accidental loss,
destruction or damage to the personal data
and having regard to the nature of the
personal data which is to be protected.

relevance” which is attached to the prilozeny k protokolu klinického
Protocol as an Attachment I skuSania ako Attachment
f) Special requirements to security measures | f) Osobitné poZiadavky na bezpeénostné
that apply to the Institution opatrenia, ktoré platia pre zdravotnicke
zariadenie
The Institution will implement and maintain | Zdravotnicke zariadenie zabezpedi

uskutoCnenie a udrziavanie bezpelnostnych
opatreni pocas celého trvania Zmluvy a
zabezpedi, aby jeho subdoddvatelia taktiez
zabezpedili  uskutofnenie a udrZiavanie
vhodnych  bezpeénostnych  opatreni na
ochranu osobnych Udajov proti neopravnenym
alebo nezakonnym spracivaniam a proti
nahodnej strate, zniCeniu, poskodeniu, zmene
alebo zverejneniu osobnych (dajov pocas
platnosti Zmluvy. Tieto opatrenia budu
vyhovujuce k predchadzaniu vzniku Skody,
ktordé mbéZe wvzniknut z  akéhokolvek
neopravneného alebo nezakonného
spracovania, nahodnej straty, znienia alebo
poskodenia osobnych Udajov a so zretelom na
povahu osobnych uUdajov, ktoré sa maju
chranit.
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Corporate Procedure

Novo Nordisk
Business Ethics
Code of Conduct

C2. Ensure and Monitor Customer and Stakeholder Satisfaction

novo nordisk



The Novo Nordisk Way describes who we are, where we want to go and the values that
characterise our company.

One of our values is that we never compromise on business ethics (Novo Nordisk Way, Essential 10).

This means we apply high integrity standards globally and across the value chain in our efforts to
create long-term business value.

Our integrity must never be open to doubt or put at risk. Violations of our integrity would undermine
the trust that patients and society place in us. Ultimately, this could result in losing our license to operate
leaving us unable to provide products to patients whose lives and wellbeing depend on them.

This Business Ethics Code of Conduct explains Novo Nordisk’s expectations of you.

| am confident that this Code and the supporting Business Ethics Compliance Framework will
help you resolve the questions that may arise as part of your job.

Please take time to read this Code, keep it in mind and use it to guide your decisions and actions.

By doing so, you are living the Novo Nordisk Way.

Sincerely,

Kim Bundegaard

novo nordisk”



Applies to
¢ This Code applies to all Novo Nordisk employees.
 Business partners who act on our behalf as Third Party Representatives must also follow this Code.

Roles and Responsibilities

Employee
* Read this Code, and apply its principles in your daily work.
* Report possible or actual violations of this Code.

Manager

* Read this Code and apply its principles in your daily work.

* Lead by example and never ignore or accept unethical behaviour.

* Ensure that employees reporting to you understand how to apply this Code in their daily work.

¢ Ensure that relevant local limits and processes are established in your area to support compliance
with this Code.

Ensure that Third Party Representatives you select and engage in your area are identified, evaluated,

trained and monitored, see section 4.

¢ Report possible or actual violations of this Code, see section 2.

ALEX SILVERBERG
Alex has diabetes type 1
and lives in Sweden
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1. Our Commitment
to Business Ethics

Novo Nordisk’s Business Ethics Policy [1] states that:
In Novo Nordisk, we will act with integrity in our efforts to deliver
competitive results. This means that we will:

¢ apply consistently high business ethics standards across the value chain
* address day-to-day dilemmas guided by the Novo Nordisk Way

* be transparent about our business decisions and practices Be transparent about
* hold ourselves accountable for acting with integrity and in compliance our business decisions and
with the UN Global Compact. practices

This Code spells out in further detail what integrity means to Novo Nordisk
and it sets a global standard.

The global standard is the minimum that must be followed across Novo Nordisk.
In some countries, local laws, regulations or industry codes may be more stringent
than this Code. Where this is so, we follow the more stringent rules.

All the principles you need to know can be found in this Code.

More detailed requirements and resources are available at the
Business Ethics Compliance Framework.

We do not accept violations of this Code and the supporting Business Ethics Compliance
Framework. Employees who violate this Code will be held accountable and disciplinary
actions will be issued in line with Novo Nordisk’s Disciplinary Sanction Guidelines [2] and
local law.

All the principles you need to know can be found in this Code



2. Ask Questions
and Raise Concerns

An open and honest dialogue is a precondition for Novo Nordisk to maintain
and continuously strengthen our integrity.

When you have a question or a concern about a potential or actual breach of this Code,
the right thing is to raise your question or concern to relevant people.

First, talk to your manager about it. If you are not comfortable with this, contact:

* ocal Legal and Compliance
e HR
e Business Ethics Compliance Office or Group Internal Audit.

Employees and externals can also report concerns to our Compliance Hotline via

the Internet or by phone. Nine language options are available. All reports are treated
confidentially and you have the option to report anonymously. To contact our
Compliance Hotline, use this link or visit the Business Ethics Compliance Framework.

It is important that you know that Novo Nordisk will not accept any retaliation against
anyone who raises a concern in good faith. A good-faith report is one that you believe
to be true and that you do not make with the aim of harming others. You do not have
to know all the facts, as long as you report in good faith.

For contact details, visit the

Business Ethics Compliance Framework

All reports are treated
confidentially and you
have the option to report
anonymously.



3. Business
Ethics in General

Bribes and Improper Advantages

Novo Nordisk does not accept bribery or any other form of corrupt
business behaviour.

We comply with all laws on bribery and corruption such as the U.S. Foreign Corrupt
Practices Act, the U.K. Bribery Act and local anti-corruption laws and industry codes
in the countries where we operate.

We do not offer, give or accept bribes or any form of improper advantage, and we
do not allow others to give bribes on our behalf. This applies in all interactions with
our stakeholders.

Bribes and improper advantages can be monetary such as cash payments or illegal
rebates. But they also include non-monetary items such as improper gifts, meals,
products, travel expenses, or other items that ultimately mean the transfer of
something of value in return for some special consideration.

It does not matter whether you use your own private money or Novo Nordisk'’s
funds to pay a bribe or improper advantage. Both are against this Code.

Keep in mind that perception matters and that your behaviour can be considered
a bribe or an improper advantage regardless of your intention.

Facilitation Payments
Novo Nordisk prohibits facilitation payments worldwide.

Facilitation payments are gifts or payments made to a public official to speed up an
administrative or otherwise routine task that should be performed anyway. Examples
include processing papers for customs clearance, issuing visas and other actions by
an official.

If you are asked to make a facilitation payment, refuse to pay. Only if there is a threat
to your life or health, should a payment be necessary. Contact your manager to discuss
the appropriate way to deal with the situation. Always report any facilitation payment
made to the Compliance Hotline and ensure that it is booked as a ‘facilitation payment’
in Novo Nordisk’s books.

Novo Nordisk does not
accept bribery or any other
form of corrupt business
behaviour.

Always report any
facilitation payment made

to the Compliance Hotline.




Fraud

Preventing and detecting fraud is a priority for Novo Nordisk.

You must not engage in any kind of fraud against Novo Nordisk, any of our business
partners or government entities.

The meaning of fraud varies from country to country, but generally, it means deliberately
deceiving a person or company to unjustly obtain an unauthorised benefit, such as money,
property or services. Examples are:

» theft of funds, inventory or any other asset from Novo Nordisk, including
false expense reports

¢ manipulation of accounting information or financial statements

* misuse or forgery of any document (for example records, data, accounts,
expense claims or contracts)

Conflict of Interest

Personal interests must not have or even appear to have an undue influence
on our professional judgment.

A conflict of interest occurs when you have a professional or personal interest that may
affect your ability to perform your job without bias. It may relate to your own personal
interests, or those of a family member, a friend or another entity you are involved with.

Often, a conflict of interest can be resolved acceptably for both you and Novo Nordisk.
So, if you believe you are involved in an actual or potential conflict of interest, let your
manager know immediately, so that an appropriate solution can be found. Managers
must ensure that employees who have a conflict of interest are not involved in relevant
decision-making.

Gifts, Hospitality and Entertainment

Novo Nordisk does not give or accept gifts, hospitality or entertainment
that could raise concerns about our integrity.

Keep in mind that when you give or accept gifts, hospitality and entertainment in
interactions with business partners, this could lead to a conflict of interest and be seen

as a bribe or improper advantage. D D

To avoid this, you must: [:] D

* not ask for gifts, hospitality or entertainment from our current or potential business Novo Nordisk does not give
partners or accept gifts, hospitality

¢ ensure that any offer or receipt of gifts, hospitality or entertainment is of reasonable or entertainment that could

value, infrequent, related to a business purpose, customary for that business relation raise concerns about our
and cultural practice, and in line with any local requirements. Lavish or inappropriate integrity,
gifts, hospitality or entertainment are prohibited




* never invite or pay for expenses unrelated to business meetings, or related to
spouses, family members or other companions. Likewise, you must not accept

offers from business partners to pay for expenses unrelated to business meetings,

or relating to your spouse, family members or other companions.

Stricter rules apply for interactions with Public Officials, Healthcare Professionals
(HCPs) and Healthcare Organisations (HCOs).

Grants, Donations and Sponsorships

Novo Nordisk gives contributions to organisations in support of healthcare,
continuing medical education, research, or for charitable purposes in line
with ‘Novo Nordisk Triple Bottom Line commitment'.

We never offer or give such contributions to unduly influence the recipients
or to undermine their independence.

To ensure this, remember that we never offer or give grants, donations and
sponsorships:

* to individuals

* to improperly encourage or reward prescription, recommendation, or purchase
of Novo Nordisk products or to influence regulatory, pricing, or reimbursement
decisions

» for the purpose of pre-approval or off-label promotion (as explained below).

If you receive a request for grants, donations and sponsorships, read and
comply with the requirements at the Business Ethics Compliance Framework
— " Grants, Donations and Sponsorships’.

Off-label Communication

Novo Nordisk promotes its products in accordance with the approved
product label.

We never engage in promotion of our products prior to marketing authorisation, nor
do we promote our products for use in indications that are not included in the product
labelling approved by local regulatory authorities. ‘Off-label promotion’, as we call it,

is prohibited.

Information about products that have not yet been approved or information that is

not consistent with approved product labelling may be provided only on request or to
support proper exchange of scientific information — in both cases only by our medically

and scientifically qualified staff.

If you provide product information as part of your job, read and comply
with the requirements at the Business Ethics Compliance Framework —
'Off-label Communication’.

Read and comply

with the limits and
requirements

applicable to your

area at the Business Ethics
Compliance Framework —
'Gifts, Hospitality and
Entertainment’.




Books and Records

Novo Nordisk maintains accurate books and records of our business dealings.
In this way, we can always trace how we make or receive payments and for
what reason.

When you provide anything of value to a company, entity or individual outside the
Novo Nordisk group, make sure that the recorded entry is booked correctly and states
the purpose, nature and participants related to such transaction, for example when
settling expenses related to business travel in Concur.

Do not create records that are false, incomplete, or altered or that do not reflect
the true nature of transactions. This is considered fraud and is not accepted.

Be especially cautious when it comes to transfers of value to HCPs and HCOs.
This is to ensure that we can report and disclose such transfers in line with
our procedures, applicable local laws, regulations and industry codes, see also
section 4.2.

If you process or approve payments, read and comply with the requirements
and supporting guidance at the Business Ethics Compliance Framework
— '‘Books and Records'.

Do not create records
that are false, incomplete,
or altered or that do not
reflect the true nature

of transactions. This is
considered fraud and is
not accepted.




4. Business Ethics In
Our Interactions with
Stakeholders

Public Officials

Novo Nordisk interacts with Public Officials ethically, responsibly and
transparently. We never give or offer anything of value to unduly influence
a Public Official.

The term Public Official is broad. For example, it covers politicians, officers, and others
employed in government departments, in companies owned or partially owned by a
government and in international organisations. Most medical and scientific personnel
are seen as Public Officials when they work in government-owned hospitals, clinics,
universities or similar facilities. In many countries, Public Officials also include HCPs.

It is important that you recognise that our interactions with Public Officials are
subject to strict International laws and local rules in the countries where we operate.

If you interact with Public Officials, read and comply with the requirements
and supporting guidance at the Business Ethics Compliance Framework
— ‘Public Officials’.

Healthcare Professionals and Healthcare
=]

Organisations @

Novo Nordisk believes that interactions with HCPs and HCOs have a profound
and positive impact on the quality of patient treatment and future innovations. .
P . We never give or offer
We engage with HCPs and HCOs as part of our research and development activities, anything of value to
for example in clinical trials. We also sponsor and arrange meeting§ with HCPs to Healthcare Professionals
inform them about the medical aspects of our products, or to provide, exchange 0 L
or obtain other scientific or educational input. or Organisations to

- influence their prescribing
Where allowed, we lqlsq give samples of.Novo Nordisk products to HCPs to 1 or purchasing decisions
enable HCPs to familiarise themselves with our products. ! .

- and we are transparent with
All these interactions are based on a valid scientific/business purpose and in regard to our contributions.
compliance with all laws and industry codes.



We never give or offer anything of value to HCPs or HCOs to unduly influence
their prescribing or purchasing decisions and we are transparent with regard to
our contributions.

If you interact with HCPs or HCOs, read and comply with the requirements
and supporting guidance at the Business Ethics Compliance Framework
— 'Interactions with HCPs/HCOs'.

Patients and Patient Organisations

At Novo Nordisk we focus on doing what is best for the patient. We consider
the exchange of information with patients and patient organisations to be vital
for our continued improvement of products and treatments. Valuable insights
can come from these relationships.

We comply with local and international laws, regulations X
and industry codes and ensure transparency and high ethical

standards in our interactions with patients and patient AN
organisations. In addition, we follow the codes developed by
individual patient organisations and respect their independence.

If you interact with patients and patient organisations, read and comply with the
requirements and supporting guidance at the Business Ethics Compliance Framework
- 'Patients and Patient Organisations’.

Third Party Representatives

Sometimes we hire companies or individuals who are not part of

Novo Nordisk to provide services for us and represent us in interactions
with Public Officials and/or HCPs or HCOs. For example, they may represent
us in public tenders, perform lobbying, marketing or sales promotional
activities on our behalf or organise our educational meetings for HCPs.

We call them ‘Third Party Representatives’ or ‘TPRs’.

Because Third Party Representatives represent Novo Nordisk in critical relationships,
they may expose us to liability and reputational damage, if they do not follow our
Business Ethics standards. Therefore, we require them to agree to follow this Code.

Before we engage certain high-risk Third Party Representatives, we evaluate their

o : If interact with
integrity based on information collected from various sources. We also educate YOU .
them in the standards of this Code. Third Party Representatives,

read and comply with the

During the business relationship, we continually monitor our Third Party requirements and support-

Representatives’ compliance with this Code and the terms of the contract. ) ] ]
If a Third Party Representative violates this Code, we will request immediate Ing guidance at the Business
action. If necessary, we will terminate the business relationship. Ethics Compliance Frame-

work — ‘Third Party Repre-

If you interact with Third Party Representatives, read and comply with _
the requirements and supporting guidance at the sentatives’.
Business Ethics Compliance Framework — ‘Third Party Representatives'.




This list contains definitions of abbreviations and terms used in this document.

Term Definition

Bribery Yo offer, promise or gwve any undue aundﬂ*aqe o anything of value, diractly or indirectiy, to 3
ublic official, business partner or any perion, Lo obtain or retain busness or sther mproper
£e
busiress advantage

Healthcare Organisation Any lega: person thatis a heaithcare fic association or orgarisaton {regardiess
(HCO) of tne legal or organisationa: form) such ric. foundation, universiTy or other

teaching

anisations}, through which ore or
more Heaithcare Professionals provide servizes This defimiton aiso nciudes Heaitheare Institunons
(HCH. Note that the meaning of 'HCOHT may vacy from

asttution of fearned society (excep!t for g

COLNITY Lo Country

Healthcare Professional Any member of the med:cai, dental pmwz'
(HCP)

o aursmag professions or any other person who
ke course of hissher professional activities, may presor
o administer @ medidinal product. "’“‘5 ~oudes Ao

be ourchase, supply, recommend,

ary officai or empioyee of a government agency or other organisation iwherther 0 the public of
prosate sector} that may prescrbe. purchase supply o administer medicinal products. 'n some cases,
HCPs may alse be “overed by by international anti-corruption 1aws

Note that the meanmg of "HCP' may vary from country to country

che term Pubiic O

Public Official Gy An officer or employee or person acting 'n an offical cagacity for or or benalf of a government,
rouding any goverrment department, agency of mstrumentaity, [ an orficer or employee or
serson acting in an official capacity for or on behalf of a pu‘am; internauonal orgarisation including
any department, agency or nsirumenta: *',r and any entity thereof; or (i) a politi
candidate for poltical orfice Pcapacity of a poh
cantidate for office

fparty offia)
ai party offica or

UN Global Compact Avoiuntary UN imtatve based on commitmerts fom comparnies (o impiement uriversal
sustamability principles and 1w 12 205 10 SUPEOrT the u‘r‘:ted Nations' goals. Novo Noraisk
nas made a commiimeant 10 Compiy e principias of “‘@
‘>v?ﬂ<~p‘~,e 10 on anti-corruption states that “businesses s

rruptior m ali s form, including extortion and br bew

N Giohal Compact

Third Party Representative Any company or mdividuai That 5 1ot part of the Novo Nordisk group but s engaged Dy
vovo Nordisk Lo provide cartain services and, 3s part of the pers
acts o benaif of or i the interest of Novo Nordisk towands 2ubie O
frafessiorasibeaithcare Orgarisations Guidance on how trdantify ' a urrent or potentia:

Ormance B su

erv-ces,

5 ano/or Healthoare

nhusiress partnar 's a Thad Party Representative s availabie at 3usiress Erhigs {ompliance

amework (ink) ~Third Parcy Representanves

Off-label promotion Off iabet ori)mo' on mears an mmunication 1o an exterral audience inai 5 designed 1o promote
an atf .aw dse of 3 proauct. Offiabel use means any use o1 3 product tha.‘ S 0L ¢ or‘sl tent with
ma an Lnasproved prodaet Produdt means any
Novo Nord \~k medicinal product or medical device lapproved or ur dpuro‘ved) The product labelling

5 ihe rformanon on the package nsert 45 aporovea by 108 appropriate regu
Tre mearing of promoton varies from country to country ir th St
deur-To-aoor informanon, canvassing activity or inducement designed o
Wy, sale of JoNsumption of medicnal produdts’

thority
G o 35 "any form of
promaote the prascription,

SO
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