CLINICAL TRIAL AGREEMENT FOR
HEPATOLOGY PART

ZMLUVA O REALIZACII
HEPATOLOGICKE] CASTI
KLINICKEHO SKUSANIA

NOVO NORDISK SPONSORED
CLINICAL TRIAL

KLINICKE SKUSANIE _
FINANCOVANE SPOLOCNOSTOU
NOVO NORDISK

TRIAL ID: NN9931-4553

Identifikacné cislo klinického
sklUsania: NN9931-4553

This Agreement shall become valid and effective as
of signature of parties hereto and shall take
effect in accordance with Article 47a Section
1 of Act No. 40/1964 Coll. Civil Code as
amended, on the day following the day of its
publication in the Central Register of
Contracts at www.crz.gov.sk

Tato zmluva nadoblda platnost driom podpisu
vSetkymi zmluvnymi stranami a Gc¢innost v zmysle
§ 47a ods. 1 zadkona C. 40/1964 Zb. Obciansky
zakonnik v zneni neskorSich predpisov, drfiom
nasledujicim po dni jej zverejnenia v centralnom
registri zmlav na www.crz.gov.sk .

By and between: Novo Nordisk Slovakia s.r.o.
ROSUM, Bajkalska 198, 821 01 Bratislava,

ID No.: 36 753 050, DIC: 2022341310,

IC DPH: SK2022341310, legally represented by:
Aleksandar Ciri¢, MD, MBA, the Proxy

Bank connection: ING Bank N.V., Account No.: 90
0002 8717/7300

medzi: Novo Nordisk Slovakia s.r.o.

ROSUM, Bajkalska 19B, 821 01 Bratislava,

ICO: 36 753 050, DIC: 2022341310,

VAT No.: SK2022341310, zastupena: Aleksandar
Ciri¢, MD, MBA, prokurista

bankové spojenie: ING Bank N.V., ¢.uc¢tu: 90 0002
8717/7300

(the “Sponsor”)

(dalej len ,zadavatel™)

And:

a:

doc. MUDr. Tomas Koller, PhD.
Date of birth:
residing at:

Working location:

Hepatologicka ambulancia,

V. interna klinika LFUK a UNB, Nemocnica Ruzinov,
Ruzinovska 6,

826 06 Bratislava

doc. MUDr. Tomas Koller, PhD.
Datum narodenia:
trvaly pobyt:

Pracovisko:

Hepatologicka ambulancia,

V. interna klinika LFUK a UNB, Nemocnica Ruzinov,
Ruzinovska 6,

826 06 Bratislava

(the “Principal Specialist — hepatologist” or the
“Hepatologist”)

(dalej len ,Hlavny Specialista - hepatolog”
alebo ,hepatolég")

And:

a:

Univerzitna nemocnica Bratislava
Pazitkova 4,

821 01 Bratislava

Slovak Republic

Working Location:

Hepatologicka ambulancia,

V. interna klinika LFUK a UNB, Nemocnica Ruzinov,
Ruzinovska 6,

826 06 Bratislava

Company registration no.: 318 13 861

Tax ID: 2021700549

VAT: SK2021700549

IBAN: SK58 8180 0000 0070 0027 9808
BIC/SWIFT: SPSRSKBA

established by the act of Ministry of Health of
Slovakia, No. M/5694/2/2002, SP/6853/2002/Var,
dated 18 December 2002 as amended
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Univerzitna nemocnica Bratislava
Pazitkova 4,

821 01 Bratislava

Slovenska republika

Pracovisko:

Hepatologicka ambulancia,

V. interna klinika LFUK a UNB, Nemocnica Ruzinov,
Ruzinovska 6,

826 06 Bratislava

ICO: 318 13 861

DIC: 2021700549

IC DPH: SK2021700549

IBAN: SK58 8180 0000 0070 0027 9808
BIC/SWIFT:SPSRSKBA

zriadend rozhodnutim Ministerstva zdravotnictva
Slovenskej republiky ¢. M/5694/2/2002,
SP/6853/2002/Var zo difia 18.12.2002 v platnom
zneni
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Legal representative: Ing. Roland Schaller, the

Director

(the “Center” or the “"Biopsy Site”)

Zastupena: Ing. Roland Schaller, riaditel

(dalej len ,centrum" alebo ,bioptické
pracovisko")

In the following, Sponsor, Principal Specialist -
hepatologist and Biopsy Site are also referred to
individually as "Party" and collectively as "Parties".

V nasledujlicom zneni zmluvy sa zadavatel, Hlavny
Specialista - hepatolég a bioptické pracovisko
jednotlivo oznacuju aj ,zmluvna strana” a spolocne
»zmluvné strany”.

PREAMBLE PREAMBULA

WHEREAS Sponsor wishes to conduct the | KEDZE Zadavatel si  Zeld v Slovenskej
following clinical trial in the Slovak republike vykonat nasle,dujL'Jce
republic: The effect of klinické skusanie: Ucinok
semaglutide in subjects with semaglutidu u pacientov s
non-cirrhotic non-alcoholic necirhotickou nealkoholovou
steatohepatitis; Protocol ID: steatohepatitidou, Identifikacné
NN9931-4553 (the “Trial”). The Cislo protokolu klinického skusania:
nature of the Trial is further NN9931-4553 (dalej len
elaborated upon in this ,skusanie“). BlizSia Specifikacia
Agreement; skiSania je dalej rozpracovana

v tejto zmluve;

WHEREAS Sponsor wishes to conduct only | KEDZE Zadavatel si  Zeld vykonat iba
the biopsy part of the Trial in bioptickd ¢ast skG$ania v spolupraci
cooperation with the Principal s Hlavnym Specialistom -
Specialist - hepatologist at the hepatoldgom v ramci bioptického
Biopsy Site (the “Trial s part”), strediska (dalej len ,Cast
whereas the main part of the Trial skasania®“), pricom hlavnd dast
is conducted in the following skusania sa vykonava
diabetic istitutions under v nasledovnych diabetologickych

supervision of the relevant
Principal Investigator:

- MEDISPEKTRUM S.r.o.,
Ambulancia diabetoldgie a
poriach latkovej premeny a
vyzivy, Gercenova 4/A, 851 04,
Bratislava, with the principal
investigator MUDr. Adriana
Ilavska, PhD., MBA, MPH; and

- JAL, s.r.o.,, Ambulancia
diabetolégie a poriach latkovej
premeny a vyzivy, Trhova 4,
917 01 Trnava, with the
principal investigator MUDr.
Jozef Lacka, PhD., MBA.

The Principal Specialist -
hepatologist will have a status of a
Co-Investigator within the entire
Trial. For avoidance of doubts, this
Agreement applies for the Trial's
part.

The main part of the Trial, which is
performed in the above diabetic
istitutions under the supervision of
the relevant Principal Investigator,
is governed by the relevant Clinical
Trial Agreement concluded with
each of these diabetic istitutions:

- Clinical Trial Agreement
concluded between the Sponsor,

zdravotnickych zariadeniach pod
dohladom  prislusného  hlavného
skusajuceho:

- MEDISPEKTRUM S.r.o.,
Ambulancia diabetolégie a
poruch Ilatkovej premeny a
vyzivy, Gercenova 4/A, 851 04,
Bratislava, s hlavhym
skGsajucim MUDr. Adrianou
Ilavskou, PhD., MBA, MPH; a

- JAL, S.r.o., Ambulancia
diabetolégie a porich latkovej
premeny a vyzivy, Trhova 4, 917
01 Trnava, s hlavnym
skasajiacim MUDr. Jozefom
Lackom, PhD., MBA.

Hlavny Specialista - hepatolég bude
mat v ramci celého skulsania
postavenie spoluskisSajuceho. Pre
vylUcenie pochybnosti plati, ze tato
zmluva sa vztahuje na dast
skusania.

Hlavnad d&ast skusania, ktord sa
vykonava vo vysSSie uvedenych
diabetologickych zdravotnickych
zariadeniach pod dohladom
prislusného hlavného skusajlceho,
sa spravuje prislusnou Zmluvou

o realizacii klinického skusania
uzavretou s kazdou z tychto
diabetologickych zdravotnickych
zariadeni:

- Zmluva o realizacii klinického
skusania, uzatvorena medzi
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company JAL, S.r.o. (the
Institution) and the principal
investigator MUDr. Jozef Lacka,

PhD., MBA, dated ;
and

- Clinical Trial Agreement
concluded between the Sponsor,
company MEDISPEKTRUM s.r.o.
(the Institution) and the principal
investigator MUDr. Adriana Ilavska,

zadavatelom, spoloénostou  JAL,
s.r.o. (zdravotnicke zariadenie) a
hlavnym skdsajucim MUDr. Jozefom
Lackom, PhD., MBA, zo dna
;a
- Zmluva o realizacii klinického
skusania, uzatvorena medzi
zadavatelom, spoloénostou
MEDISPEKTRUM s.r.o. (zdravotnicke
zariadenie) a hlavnym skusajucim

PhD., MBA, MPH, dated MUDr. Adrianou Ilavskou, PhD.,
MBA, MPH, Z0 dna
WHEREAS The  Principal  Specialist - | KEDZE Hlavny &pecialista - hepatolég ma
hepatologist has the expertise and potrebné znalosti a bioptické
the Biopsy Site has the necessary pracovisko  vyhlasuje, Ze ma
resources relating to Trial's part potrebné  zdroje v  suvislosti
design, conduct, evaluation and s planom, realizaciou, vyhodnotenim
analysis. The Biopsy Site has a analyzou casti skusSania. Bioptické
agreed to assist the Sponsor in the pracovisko sa zavazuje
conduct of the Trial's part at the spolupracovat so zadavatelom pri
Biopsy Site under the supervision realizacii Casti skusania na
of its employee, the Principal bioptickom pracovisku pod
Specialist — hepatologist, under the dohlfadom Hlavného Specialistu -
terms and conditions of this hepatoldga, ktory je jeho
Agreement. zamestnancom, ato v sulade
s podmienkami tejto zmluvy.

1. DEFINITIONS 1. DEFINICIE

1.1 "Adverse Event" shall be defined as in | 1,1 "NeZiaduca udalost" je definovana podla
APPENDIX 1 PRILOHY 1.

1.2 "Confidential Information" shall mean all 1.2 "Doverné informacie" Znamenaju Véetky
information, whether written, oral, or in informacie - pisomné, Ustne alebo v
any other form, pertaining to either akejkolvek inej podobe - tykajluce sa
Party’s business, whether developed or obchodnej ¢&innosti  ktorejkolvek  zo
acquired hereunder and whether kept in zmluvnych  strdn, vytvorené alebo
its original form. ziskané podla podmienok tejto zmluvy, i

uchované v povodnej forme.

1.3 "CRF/eCRF" shall mean Case Report | 1.3 Skratky ,,CRF/eCRF« znamenaju
Form (CRF), or respectively electronic zaznamovy formuldr Ucastnika Studie
Case Report Form (eCRF). (CRF) a elektronicky  zdznamovy

formular Gcastnika studie (eCRF).

1.4 "FPFV" shall mean First Patient First | 1.4 "FPFV" znamend First Patient First Visit
Visit. (prva navsteva prvého pacienta).

1.5 "Healthcare Organisation (HCO)” shall | 1.5 .Zdravotnicka organizacia (dalej len
mean any legal person (i) that is a 2Z0")" znamena akakolvek pravnicka

healthcare, medical or scientific
association or organisation (irrespective
of the legal or organisational form) such

osoba, (i) ktorda je zdravotnickym,
lekarskym alebo vedeckym zdruzenim
alebo organizaciou (bez ohladu na

as a  hospital, clinic, foundation, pravnu alebo organizacnd formu), ako
university or other teaching institution or napriklad nemocnica, klinika,
learned society (except for patient nadacia/fond, univerzita alebo ina
organisations within the scope of the vzdelavacia institucia alebo
EFPIA Patient Organisation Code) or (ii) akademicka/vzdelana spolo¢nost (s
through which one or more HCPs provide vynimkou organizacii pacientov

CLINICAL TRIAL AGREEMENT FOR HEPATOLOGY PART /

ZMLUVA O REALIZACII HEPATOLOGICKEJ CASTI KLINICKEHO SKUSANIA PAGE 3 OF 37

EDITION / EDICIA 10.2, DEC 2019 - JOINT DATA CONTROLLERS/ SPOLOCN{ PREVADZKOVATELIA




services.

v rozsahu posobnosti Kddexu
Organizacie Pacientov EFPIA), alebo (ii)
prostrednictvom ktorej poskytuju sluzby
jeden alebo viaceri ZP.

1.6 “Healthcare Professional (HCP)” shall | 1.6 »Zdravotnicky pracovnik (dalej len ,ZP™)"
mean any natural person that is a znamena akakolvek fyzicka osoba, ktora
member of the medical, dental, vykonava povolanie lekara, zubara,
pharmacy or nursing professions or any farmaceuta alebo oSetrovatela alebo
other person who, in the course of their akakolvek ind osoba, ktora v ramci
professional activities, may prescribe, vykonu svojho povolania moze
purchase, supply, recommend or predpisovat, kupovat, dodavat,
administer a medicinal product. odporucat alebo  poddavat/spravovat

liekovy produkt.
For the avoidance of doubt, the Pre vylucenie pochybnosti plati, ze
definition of HCP includes: (i) any official definicia ZP zahfna: (i) akéhokolvek
or employee of a government agency or Uradnika alebo zamestnanca vladnej
other organisation (whether in the public institucie alebo inej organizacie (¢i uz v
or private sector) that may prescribe, sukromnom alebo verejnom sektore),
purchase, supply or administer medicinal ktory mdZe predpisovat, kupovat,
products and, (ii) any person whose dodavat, odporudéat alebo
primary occupation is that of a practising podavat/spravovat liekové produkty, a
HCP irrespectively of any other (ii) akukolvek osobu, ktorej primarnym
employment. zameranim je vykon Cdcinnosti ZP bez

ohladu na j€j dalsie

zamestnanie/&innost.

1.7 “Intellectual Property" shall mean any | 1.7 "Dusevné vlastnictvo" znamena
and all know-how, inventions, akékolvek a vSetko know-how, vynalezy,
improvements and discoveries, whether zlepSenia a objavy, patentovatelné alebo
patentable or not, arising from or related nepatentovatelné, vyplyvajice z alebo
to the clinical trial covered by this sUvisiace s klinickym skiganim, ktoré je
Agreement. predmetom tejto zmluvy.

1.8 "LPFV" shall mean Last Patient First Visit. | 1.8 "LPFV" znamena Last Patient First Visit

(prva navsteva posledného pacienta).

1.9 "LPLV" shall mean Last Patient Last Visit. | 1.9 "LPLV" znamend Last Patient Last Visit

(posledna navsteva posledného
pacienta).

1.10 “Personal Data” shall mean the personal | 1.10 ~Osobné Udaje" znamenaju osobné (daje
data as stipulated in Appendix 3 and ako je dohodnuté v PRILOHE 3 a v PRILOHE
Appendix 4. 4.

1.11 "Protocol" shall mean protocol number | 1.11 ,Protokol* znamenad protokol dislo
NN9931-4553: The effect of NN9931-4553: Udinok semaglutidu u
semaglutide in subjects with non- pacientov s necirhotickou
cirrhotic non-alcoholic nealkoholovou steatohepatitidou,
steatohepatitis; attached herein as ktory tvori APPENDIX 1 zmluvy.
APPENDIX 1.

1.12 "Serious Adverse Event" shall be defined | 1.12 "Zavaznd neziaduca udalost" bude
as in the Protocol. definovana podla Protokolu.

1.13 "SPC" shall mean Summary of Product | 1.13 "SPC" znamend Summary of Product
Characteristics. Characteristics (Suhrn charakteristickych

vlastnosti lieku).

1.14 "SUSARs" shall mean Suspected | 1.14 "SUSARs" znamena Suspected

Unexpected Serious Adverse Reactions.

Unexpected Serious Adverse Reactions
(podozrenie zo zavaznej a neolakavanej
neziaducej reakcie).
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1.15 "Termination Date" shall mean Database | 1.15 "Datum ukoncenia" znamend datum
Lock weeks after LPLV unless this uzavretia databdzy, pokial sa tato
Agreement is terminated pursuant to zmluva neukondi v sulade s Clankom
Clause 12.4. 12.4.

1.16 "Trial Materials" shall mean the materials | 1.16 ~Materidly ku skusaniu" znamena
used to conduct the Trial, including but materialy pouzité na vykonanie
not limited to CRF and auxiliary supplies. skusania, vratane (okrem iného) CRF a

pomocnych dodavok.

1.17 "Trial Product" shall be defined as in the | 1.17 »~Skusany produkt" bude definovany
Protocol. podla Protokolu.

1.18 "Trial Subject" shall mean any subject | 1.18 ,Ucastnik skd$ania® znamenda akykolvek
participating in the Trial. subjekt zlcastfujuci sa na klinickom

skasani.

1.19 “PI of the Trial” shall be defined as the | 1.19 LHlavny skudsajdci skusania” znamenad
relevant Principal Investigator of the prislusny hlavny skudsajuci hlavnej casti
main part of the Trial in diabetic sklusania v diabetologickych
istitutions - within the meaning of the zdravotnickych zariadeniach v zmysle
preamble to this Agreement. preambuly tejto zmluvy.

2. INTRODUCTION 2. uvop

2.1 The Parties hereby agree that the Biopsy | 2.1 Zmluvné strany sa tymto dohodli, Ze
Site and the Hepatologist shall carry out bioptické pracovisko a hepatoldg vykona
the Trial s part in accordance with the cast sklSania v sulade s protokolom a
Protocol and this Agreement. All touto zmluvou. Vsetky prilohy a dodatky
appendices and amendments to this k tejto zmluve budl povazované za jej
Agreement shall be deemed to be an neoddelitelnt sudast a mézu byt z asu
integral part of this Agreement and may na Cas aktualizované po vzajomnej
be updated from time to time by mutual dohode zmluvnych stran.
agreement.

2.2 For the avoidance of doubt, the PI of the | 2.2 Pre vylic¢enie pochybnosti plati, Ze
Trial and the Hepatologist / Biopsy Site hlavny skusajuci skUsania a hepatolog /
are responsible for the well-being of the bioptické pracovisko sU zodpovedni za
Trial subjects in terms of providing blaho subjektov skuUsania z hladiska
health services at an appropriate poskytovania zdravotnickych sluZieb
professional level. The PI of the Trial is na primeranej odbornej Urovni. Hlavny
responsible for adequate supervision of skuSajuci skusania je zodpovedny
the performance of the tasks of the za primerany dohlad nad plnenim Uuloh
Hepatologist / Biopsy Site under this hepatoléga / bioptického pracoviska
Agreement. The PI of the Trial is also podla tejto zmluvy. Hlavny skusajuci
responsible  for  performance and skusSania je dalej zodpovedny
oversight of performance of individual za realizaciu a dohlad nad realizaciou
tasks of the Hepatologist / Biopsy Site jednotlivych  Ukonov  hepatoléga /
under this Agreement in accordance with bioptického pracoviska podla tejto
the Protocol, good clinical practice and zmluvy v sllade s protokolom, spravnou
relevant regulations. klinickou praxou a prisluSnymi pravnymi

predpismi.

3. OBLIGATIONS OF THE BIOPSY SITE 3. POVINNOSTI BIOPTICKEHO
AND THE HEPATOLOGIST PRACOVISKA A HEPATOLOGA

3.1 Prior to the Trial s part the Hepatologist | 3.1 Pred vykonanim casti skusania je

must:

hepatoldg povinny:

a) assist the Sponsor to obtain all
necessary approvals from the
Ethics Committee/Institutional
Review Board (IRB) and relevant
regulatory  bodies, from the
relevant departmental head of the
Biopsy Site and from any other

a) poskytnut zaddvatelovi sudinnost
pri ziskavani vSetkych potrebnych
povoleni od Etickej komisie a
prislusnych regulaénych organov,
od veduceho prisluSného
oddelenia bioptického pracoviska
a od akéhokolvek iného organu,
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authority that is responsible for the
administration of the Biopsy Site, if

ktory je zodpovedny za riadenie
bioptického pracoviska, ak sa

applicable; aplikuje;

b) be fully informed of the Trial b) dokladne sa oboznamit
Protocol and the Trial Product and s protokolom ako aj o)
attend, or ensure a delegate skusanym produktom a

attends, all Investigator's meetings
for the Trial from time to time as
required by Sponsor;

zilasthovat sa alebo zabezpedit
Gcéast svojho zédstupcu na vsetkych
stretnutiach skusajucich
(Investigator's meetings) k
skisSaniu podla poziadaviek a
potrieb zadavatela;

c) instruct the Trial Subject in C)
accordance with Article 29 (14) of
the Act No. 362/2011 Coll. on
Drugs and Medical Devices as
amended, the PI of the Trial is
personally liable for the compliance
with this requirement;

poudit Ucastnika skugania podla §
29 ods. 14 zakona ¢. 362/2011
Zb. Zakon o liekoch a
zdravotnickych ~ poméckach v
zneni neskorsich predpisov,
pricom za splnenie tejto
povinnosti osobne  zodpoveda
hlavny skusajuci skusania;

d) ensure all the Biopsy Site's d)
employees and collaborators who
are possibly involved in the Trial ‘s
part fully understand and adhere to
the | Protocol and the obligations of
both the Biopsy Site and the
Hepatologist.

zabezpedit, aby véetci
zamestnanci bioptického
pracoviska a spolupracovnici, ktori
su pripadne zapojeni do Casti
skusania, plne porozumeli a
dodrziavali  protokol ako aj
povinnosti bioptického pracoviska
a hepatologa.

3.2 During the Trial’s part each of the | 3.2 PoCas Casti skuSania suU bioptické
Biopsy Site and the Hepatologist must: pracovisko a hepatoldg povinni:
a) conduct the Trial’s part in a) vykondvat dast sklSania v sulade

accordance with the terms of this
Agreement and:

s podmienkami uvedenymi v tejto
zmluve a:

i all applicable laws and
regulations in Slovakia
including any guidelines
governing the conduct of
clinical studies;

i pravnym poriadkom platnym
a ucéinnym na uzemi
Slovenskej republiky,
vratane vsSetkych predpisov
tykajucich sa realizacie
klinickych skusani;

ii. the International Conference
on Harmonization Guideline
for Good Clinical Practice
(ICH-GCP);

ii. Medzinarodnou konferenciou
o harmonizacii pokynov pre
spravnu klinickd prax (ICH-
GCP);

iii.  the Declaration of Helsinki as
referenced in the Protocol;

iii.  Helsinskou deklaraciou, ako
je uvedené v protokole;

iv. the Protocol, any
amendments, separate
manuals and specific

procedures  provided by
Sponsor applicable for
conducting the Trial and the
Trial s Part, depending on
which of the stated options
ensures the greatest
protection for the patient;

iv.  protokolom, vSetkymi
dodatkami, samostatnymi
manualmi a  Specifickymi
postupmi poskytnutymi
zadavatelom, platnymi pre
vykondvanie skUsania a Casti
skdsSania v zavislosti od
toho, ktora z uvedenych
moznosti zarucuje najsirsiu
ochranu pacienta;

b) ensure that all Trial Materials are b) zabezpecit spravne zaobchadzanie
handled  correctly and in so vSetkymi materialmi
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accordance with the Protocol

NN9931-4553;

ku skusaniu a v sllade
s protokolomm NN9931-4553;

c) provide to Sponsor timely updates c) zadavatela priebezne informovat

of their contact data; o akychkolvek zmenach
v kontaktnych udajoch;

d) assist any Trial subject with d) ak je potrebné, poskytnit pomoc
contacting Sponsor’s Data subjektu/pacientovi studie
Protection Responsible: Ing. kontaktovanim kontaktnej osoby
Tomas Marek, tel: 02/5710 3011. zadavatela zodpovednej za

ochranu osobnych udajov Ing.
Tomas Marek, tel: 02/5710 3011.

e) cooperate with the PI of the e)  spolupracovat s hlavnym
Trial in  supervising the skisajucim  skdsania pri jeho
performance of the subject dohlade ~ nad  vykonavanim
matter of this Agreement / predmetu tejto zmluvy / Casti

- 1 skusania.
Trial “s part.
3.3 In the cooperation with Sponsor the | 3.3 Spolupraca so zadavatelom sa riadi

following shall apply:

nasledujucimi pravidlami:

a) Biopsy Site and the Hepatologist a) Bioptické pracovisko a hepatoldg
must allow any person nominated s povinni umoznit akejkolvek
by the Sponsor during regular osobe urcenej zadavatelom, pocas
business hours and with one beznej pracovnej doby
Business Day notice in advance a s upovedomenim jeden
access to the following: pracovny den vopred, pristup:

i)  subject records relating to k zaznamom o Ucastnikoch
the Trial 's part; tykajucich sa Casti skiSania;

ii) the Biopsy Site and facilities ii. na bioptické pracovisko a do
where the Trial’s part is priestorov, kde sa cast
being conducted, if the skisania vykonava, ak je
access is necessary for the pristup potrebny na Ucely
purposes of the Trial and skusania a neohrozi
does not endanger the poskytovanie zdravotnej
provision of health care at starostlivosti centra; a
the Center; and

iii) any Trial "s part Materials. iii. ku vSetkym  materialom

k Casti skusania.

b) Regulatory or other authorities b) Regulacné alebo iné organy musia
shall be allowed direct and mat tiez zarudeny priamy a
immediate access to the same okamzity pristup k rovnakym
information. informaciam.

C) In the event the Hepatologist c) Ak hepatolég a/alebo bioptické

and/or the Biopsy Site receives
notice that the Trial's part site

shall be the subject of an
investigation or audit by any
governmental or regulatory
authority, the Party receiving

such notice shall inform the PI of
the Trial / Sponsor immediately.
In the event any of the Parties
does not receive prior notice of
such investigation or audit, the
Party shall notify the PI of the

pracovisko obdrzi oznamenie o
tom, Ze miesto vykonu Casti
skusania bude predmetom
vySetrovania alebo auditu
akéhokolvek Statneho Ci
kontrolného orgdnu, upovedomi o
tom bezodkladne hlavného
skusajuceho skusania /
zadavatela. Ak niektord zo
zmluvnych stran neobdrzi takéto
oznamenie o vySetrovani alebo
audite vopred, upovedomi o tom

Trial / Sponsor at the first hlavného skusajuceho skusania /
available opportunity. zadavatela pri prvej vhodnej
prilezitosti.
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d) Subject to Clause 8 of this
Agreement the Biopsy Site and
the Hepatologist must not,
without the prior written approval
of Sponsor, disclose any
Confidential Information to any
third person other than for the
proper conduct of the Trial "s part
and in accordance with this
Agreement provided that such
recipients are bound by
obligations of confidentiality and
non-use to Sponsor which are
equal to the terms of this
Agreement. The Hepatologist shall
ensure that said recipients be
fully aware of the obligations of
confidentiality of this Agreement
and shall be responsible for any
breach of these provisions by
such recipient.

d) Podla podmienok clanku 8 tejto

zmluvy nesmie bioptické
pracovisko ani hepatoldg bez
predchadzajlceho pisomného
sthlasu  zadavatela  prezradit
akékolvek doverné informacie
akejkolvek  tretej osobe, s

vynimkou pripadov, kedy je to
nutné na riadne vykonanie Ccasti
skisania a v sulade s touto
zmluvou pod podmienkou, Ze
prijemca takychto informacii bude

voCi zadavatelovi viazany
zavazkom mlicanlivosti a
nevyuzivania, ktory bude

rovnocenny podmienkam tejto
zmluvy. Hepatolég je povinny
zabezpedit pisomne plné

oboznamenie uvedenych o0s6b s
povinnostou mléanlivosti podla
tejto zmluvy a je zodpovedny za
akékolvek porusenie tychto
ustanoveni touto osobou.

e) Biopsy Site and the Hepatologist
acknowledge and agree that in

e) Bioptické pracovisko a hepatoldg
potvrdzuju a suhlasia, Ze v sulade

accordance with the Protocol s protokolom NN9931-4553,
NN9931-4553,
i the Trial’s part is being i sa cast skusania vykonava

conducted as part of a multi-
centre clinical trial,

ako sucast multicentrického
klinického skusania,

ii. that the number of clinical
trial sites will be decided
solely by Sponsor,

ii. ze o polte pracovisk
klinického skusania rozhodne
vylucne zadavatel,

iii. that these sites may enroll
Trial Subjects in mutual
competition, and

iii. ze tieto pracoviskd sU
opravnené ziskavat
Ucastnikov skusSania Vo

vzajomnej konkurencii, a

iv. that Sponsor reserves the
right to end Trial Subject
enrolment when the desired
number of Trial Subjects for
all Trial sites / diabetic
istitutions has been reached.

iv. ze zadavatel si
pravo ukondit
ucastnikov  skusania,
bude dosiahnuty  zZelany
pocet Uclastnikov skusania
pre vSetky pracoviskd /
diabetologické zdravotnicke
zariadenia skusania.

vyhradzuje
nabor
ked

f) If electronic systems are used in f) Ak sa v ramci skdsania pouzivaju
the Trial, it may be required to file elektronické systémy, moze byt
these site specific data at the vyzadované, aby boli vybrané (daje
Biopsy Site. If Sponsor provided ulozené na bioptickom pracovisku. Ak sa v
media is found not readable priebehu doby uchovania stani média
during the retention period, a new poskytnuté zadavatelom necitatelné, od
copy can be provided by Sponsor. zaddvatela mozno pozadovat poskytnutie

novej kdpie.
3.4 If in the course of the Trial 's part at the | 3.4 Ak pocas casti skuSania na bioptickom

Biopsy Site a Serious Adverse Event
occurs, the Hepatologist / Biopsy Site
will inform the PI of the Trial, so that he
can 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

pracovisku dojde k zavaznej neziaducej
udalosti, hepatolég / bioptické
pracovisko sa zavazuju bezodkladne
informovat o kazdej takejto udalosti
hlavného skusajuceho skusania tak, aby
tento mohol informovat zadavatela (a)
v pripade zavazného neziaduceho ucinku
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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.
In case of other identified issues relevant
for the Trial ‘s part, the Hepatologist /
Biopsy Site is obliged to inform the PI of
the Trial within 2 working days. 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 PI of the Trial without undue delay.
The Hepatologist / Biopsy Site will
always cooperate with the Principal
Investigator of the Trial and the 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 Hepatologist / Biopsy Site are
obliged to cooperate with Sponsor with
the reporting of adverse effects

a/alebo zavaznej neziaducej udalosti
a/alebo v pripadoch tehotenstva, ak také
existuju, najneskér do 24 hodin, (b)
v pripade neziaduceho Ucinku a/alebo
neziaducej prihody bezodkladne v ramci
leh6ét stanovenych v protokole a inych
pokynoch danych zadavatelom o hlaseni
Udajov  tykajucich sa  bezpecnosti.
V pripade dalsich identifikovanych
problémov, ktoré sa tykaju casti
skisania, su hepatoldg / bioptické
pracovisko povinni informovat hlavného
skusajuceho skusania do 2 pracovnych
dni. Sucéastou takého hlasenia musi byt
tiez posudenie pri¢innej suvislosti. O
akomkolvek inom poskodeni zdravia
subjektu skusania alebo akomkolvek
zavaznom poruseni protokolu alebo
pokynov spravnej klinickej praxe, musia

hepatolég /  bioptické  pracovisko
informovat hlavného skusajuceho
skisania bez zbyto¢ného odkladu.

Hepatoldg / bioptické pracovisko budu
vzdy spolupracovat s hlavhym
skusajucim skusania a zadavatelom pri
jeho hlaseniach vSetkych zavaznych
neziaducich udalosti a podozreni na
neziaduce UcCinky produktov alebo liekov
Statnemu Ustavu pre kontrolu lieciv,
etickej komisii, prislusnej zdravotnej
poistovni vykonavajlcej verejné
zdravotné poistenie subjektu skusania,
pripadne prislusSnym organom clenskych
Statov, na ktorych Uzemi sa vykonava
multicentrické  klinické skusanie, a
v pripade ak to stanovuju pravne
predpisy alebo o to poziada zadavatel,
poskytnd  prislusnym  orgdnom  aj
pozadované informacie. Hepatoldog /
bioptické pracovisko su povinni
poskytovat  zadavatelovi stcéinnost
s plnenim  povinnosti  tykajlucich sa
hlaseni neziaducich ucinkov.

3.5

The Biopsy Site must keep all electronic
and other documents, including without
limitation, source documents and the
Investigator’s files, list of the Trial
subjects identification numbers and trial
subjects health documentation related to
the Trial (the "“Documentation”)
required by ICH guidelines and
applicable laws regulating the Trial
performance for the longer of the two
following periods: (a) fifteen (15) years
after the end or suspension of the Trial
or (b) any longer documentation
archiving period laid down in applicable
legal regulations. The Documentation
and Trial Materials must be kept in a
suitable location and manner, and the
Biopsy Site must keep record of the
location where the Documentation and
Trial Materials are stored to ensure that
they are readily available upon the
request of the Sponsor's appointed
representative, the ethics committee, an

3.5

Bioptické  pracovisko sa  zavazuje
uchovdvat vsetku elektronickd aj ind
dokumentaciu, vratane zdrojovej
dokumentacie a zlozky skusajucich,
zoznamu identifikacnych kédov
subjektov  skUsSania a  zdravotnej
dokumentacie subjektov skusania
vztahujlicej sa ku skasaniu / k dasti
skiSania (dalej len ,Dokumentacia®),
ktoré sU vyzadované na zaklade ICH
predpisov. a ostatnych prislusnych
pravnych predpisov upravujucich
vykonavanie skusania, po dlhsej z
nasledujicich dvoch déb: (a) péatnast
(15) rokov po skonceni alebo preruseni
skiSania alebo (b) akukolvek dlhsSiu
dobu pre archivaciu dokumentacie
stanovenu prislusnymi pravnymi
predpismi. Dokumentacia a Materialy ku
skisaniu musia byt uchovavané na
vhodnom mieste a vhodnym sp6sobom a
bioptické pracovisko je povinné viest
zdznamy o mieste, kde st Dokumentdcia
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auditor or competent authorities. The
Biopsy Site must notify the Sponsor if
the Biopsy Site plans to archive the Trial
Materials / Documentation outside of its
own premises, whereas in all
circumstances they must be kept in such
a way that they cannot be accessed
unauthorized, destroyed as a result of
contact with water or fire or pests, etc.

a Materialy ku skusaniu uchovavané, aby
tieto boli okamzite k dispozicii na
poziadanie povereného zastupcu
zadavatela, etickej komisie, auditora
alebo prislusnych Statnych organov.
Bioptické pracovisko je poviné
zaddvatela informovat v pripade, Ze
planuje archivovat Materidly ku skdsaniu
/ Dokumentaciu mimo svoje vlastné
priestory, pricom za kazdych okolnosti
musia byt tieto uchovdvané tak, aby
nemohlo  dbjst k neopravnenému
pristupu k nim, znieniu v dobsledku

kontaktu svodou <¢i ohflom alebo
Skodcami, a pod.

3.6 The Biopsy Site is obliged to ensure that | 3.6 Bioptické pracovisko je povinné
any data generated in connection with zabezpedit, aby akékolvek data a Udaje,
Trial ‘s part meet the requirements of vzniknuté v suvislosti s Castou skd3ania
the ALCOA + principle (assignable, clear, splnali poZiadavky principu ALCOA +
up-to-date, original and correct), while (priraditelné, jasné, aktualne, originalne
further undertakes that during the a spravne), pricom sa dalej zavézuje, Ze
transfer/sending the sensitive personal pri odosielani citlivych osobnych Udajov
data in connection with this Agreement, v sUvislosti s touto zmluvou bude
the Biopsy Site will use encrypted vyuzivat Sifrované technické prenosy a
technical transmissions and komunikacie.
communications.

4. OBLIGATIONS OF SPONSOR 4. POVINNOSTI ZADAVATELA

4.1 Sponsor shall obtain all necessary | 4.1 Zadavatel' je povinny ziskat vsetky
approvals from the Ethics potrebné povolenia od Etickej komisie a
Committee/Institutional Review Board prislusnych regula¢nych organov, od
(IRB) and relevant regulatory bodies, veduceho prislusného oddelenia
from the relevant departmental head of bioptického pracoviska a od vSetkych
the Biopsy Site and from any other dalsich organov zodpovednych za spravu
authority that is responsible for the bioptického pracoviska.
administration of the Biopsy Site.

4.2 Sponsor must: 4.2 Zadavatel sa zavéazuje:

a) conduct the Trial’s part in
accordance with the terms of this
Agreement and:

a) vykonavat &ast sklsania v stlade
s podmienkami tejto zmluvy a:

) all applicable laws and
regulations in Slovak
Republic including any
guidelines governing the

conduct of clinical studies,

prislusnymi
pravnymi predpismi
Slovenskej republiky
vratane vSetkych pokynov
regulujucich realizaciu
klinickych skusani,

i) vSetkymi

(i)  the International Conference
on Harmonization Guideline
for Good Clinical Practice
(ICH-GCP),

ii)  Medzindrodnou konferenciou
o harmonizéacii pokynov pre
spravnu klinickd prax (ICH-
GCP),

(iii) the Declaration of Helsinki as
referenced in the Protocol,

iii) Helsinskou deklaraciou na
ktoru sa odvolava protokol,

(iv) the Protocol, any
amendments, separate
manuals and specific
procedures provided by
Sponsor applicable for
conducting the Trial,

iv) Protokolom a vSetkymi jeho

dodatkami, samostatnymi
manualmi a  Specifickymi
postupmi poskytnutymi

zadavatelom, platnymi pre
vykondvanie  skdSania, v
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depending on which of the

zavislosti od toho, ktora z

stated options ensures the uvedenych moznosti
greatest protection for the zarucuje najsirsiu  ochranu
patient. pacienta.

4.3 Sponsor agrees to provide: 4.3 Zadavatel sa zavazuje poskytnut:

a) all Trial Materials necessary for a) vSetky materidly na skdsanie
the conduct of the Trial 's part; potrebné na vykonanie Casti

skusania;

b) all relevant clinical pharmacology b) vsetky prislusné klinické,
and toxicology information and farmakologické a toxikologické
advice to the Hepatologist and the informacie a rady hepatoldgovi
Biopsy Site which are required for a bioptickému pracovisku, ktoré su
the proper planning and conduct potrebné na spravne naplanovanie
of the Trial "s part throughout the a vykonanie casti skiSania po cell
Trial period. Such information will dobu skusania. Medzi takéto
include the Investigator's informacie  patri Prirucka pre
Brochure and information on skusajuceho (Investigator’s
SUSARs for unlicensed products Brochure) a informacie o SUSARs
or the SPC for licensed products; k nelicencovanym produktom alebo
and SPC pre licencované produkty; a

c) reasonable supervision, training c) primerany  dohlad, zaskolenie
of the Biopsy Site s staff involved personalu bioptického pracoviska
in the Trial s part and monitoring podielajuceho sa na casti skiSania
during the conduct of the Trial s a monitorovanie pocas
part at the Biopsy Site. vykonavania Casti skusania

na bioptickom pracovisku.

4.4 The Parties agree to adhere to all | 4.4 Zmluvné strany sa zavazuju dodrziavat
applicable laws  and regulations vSetky platné zakony a nariadenia
pertaining to medical confidentiality of tykajuce sa lekarskeho tajomstva v
the subjects. The Hepatologist shall not sUvislosti s Ucastnikmi  skusania.
disclose to Sponsor the identity of the Hepatoldg nie je, bez predchadzajluceho
subjects or information from which the pisomného suhlasu Ucastnika skusania,
identity of the subject can be deduced opravneny zadavatelovi uviest identitu
without prior written consent of the Ucastnika Casti skUSania a ani akékolvek
subject. informacie, z ktorych mozno identitu

Ucastnika skdsania odvodit.

4.5 Any amendment to the Protocol must be | 4.5 Véetky dodatky k protokolu musia byt
agreed upon by both the PI of the Trial v pisomnej forme odsuhlasené hlavnym
and Sponsor and be documented in skiSajucim  skusSania a zadavatelom.
writing. Implementation of amendments Implementacia dodatkov sa mozZe
cannot take place until approval by uskutoénit aZ po odsuhlaseni prisludnymi
health authorities, as applicable, and zdravotnickymi  organmi a  ziskani
IEC/IRB’s has been obtained unless povolenia Etickej komisie, pokial' si to
required for the safety of the Trial nevyzaduje bezpeénost Gcastnikov
Subjects or for administrative reasons in skusania alebo z administrativnych
accordance with ICH/GCP. dovodov v sulade s ICH/GCP.

5. DISCLOSURE REQUIREMENTS 5. POZIADAVKY NA ZVEREINENIE

5.1 The Hepatologist and the Biopsy Site are | 5.1 Hepatolég a bioptické pracovisko tymto

hereby informed that information about
the Biopsy Site is collected, used, stored,
transferred and disclosed (collectively
“Processed”) by or on behalf of Sponsor.
This includes, but is not limited to,
information such as name, business
address, contact details, nature of
relationship with Sponsor, tax number,
unique identifier, and any transfers of
value (including but not limited to

bert na vedomie, Ze informacie
o bioptickom pracovisku su
zhromazdované, pouzivané, uchované,
prevadzané a zverejiiované (suhrnne
~Spracuvaju“) zadavatelom alebo v jeho
mene. Toto zahfiia najmé&, nie vSak
vyluéne, informéacie ako meno, sidlo,
kontaktné (daje, povahu vztahu so
zadavatelom, IC DPH, identifikacné Cislo
a_akékolvek prevody hodnét zahfnajuce
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payments) from Sponsor to the Biopsy
Site.

najma, nie vsSak vyluCne, platby od
zadavatela bioptickému pracovisku.

5.2 The Biopsy Site agrees to provide | 5.2 Bioptické pracovisko suhlasi, Zze bude
Sponsor, with all details and information zadavatelovi poskytovat vSetky
reasonably required by Sponsor for the podrobnosti a informacie dobvodne
purpose of  observing Sponsor’s pozadované zadavatelom za Ucelom
compliance with the requirements for dodrziavania poziadaviek zadavatela pri
contracting, tracking and disclosing uzatvarani zmluv, sledovani
transfer of values to the Biopsy Site. a zverejnovani prevodu hodno6t

bioptickému pracovisku.

5.3 To the extent the Biopsy Site is sharing | 5.3 V rozsahu v akom bioptické pracovisko
and providing information about zdiela a poskytuje informacie o
employees of the Biopsy Site to the zamestnancoch bioptického pracoviska
Sponsor, the Biopsy Site acknowledges zadavatelovi, bioptické pracovisko tymto
that the employees have been informed potvrdzuje, ze zamestnanci boli
hereof and has been provided with all informovani o tejto skutoCnosti a Ze im
information required under applicable boli  poskytnuté vsetky informacie
laws, including the information set out in vyzadované podla prislusnych predpisov,
Article 13 and 14 of the General Data vratane informacii v zmysle v ¢lanku 13
Protection Regulation (the GDPR). a 14 Nariadenia o ochrane osobnych

Udajov (GDPR).

6. PAYMENT 6. PLATBY

6.1 Each payment under this Agreement | 6.1 Kazda platba podla tejto zmluvy sa
shall be made on the basis of an invoice uskutoéni na zaklade faktury, na ktorej
stating all relevant details regarding budu uvedené vSetky prislusné
number of Trial’s part Subjects and podrobnosti tykajuce sa poctu
number of visits. Furthermore, each Ucastnikov Casti skuSania a poctu
invoice shall include full details regarding navstev. Kazda faktira musi obsahovat
the bank account to which the payment vSetky detaily tykajluce sa bankového
shall take place. Any payment payable Uc¢tu, na ktory sa platba uskutocni.
by sponsor is due forty five (45) days Akdkolvek platba, ktord ma uhradit
after receipt of a correct and proper zadavatel na zaklade tejto zmluvy,
invoice prepared in accordance with the podlieha doruceniu faktury zadavatelovi,
sponsor invoicing instructions set out in pricom tato faktira musi byt vystavena
appendix 2. Each invoice must comply v sllade so zadavatelovymi pokynmi na
with all requirements set out by relevant fakturaciu, uvedenymi v Prilohe II tejto
legal regulation, should the invoice not zmluvy, v zmysle ktorych je zadavatel
comply with such requirements, the povinny taklto faktlru uhradit v lehote
Sponsor is entitled to return the invoice 45 dni odo dfa dorucCenia faktury
for correction, in such case the invoice’s zaddvatelovi. Kazda faktara bude splfat
due date will commence upon delivery of vSetky poziadavky stanovené
a corrected and properly issued invoice prislusnymi  pravnymi predpismi, Vv
to Sponsor. The parties acknowledge opa¢nom pripade ma zadavatel pravo
that this payment deadline has been vratit faktlru na opravu, pricom v takom
actively negotiated and agreed between pripade zacne obdobie splatnosti faktury
the parties as fair and reasonable. For plynit po dorudeni opravenej a riadne
the avoidance of doubt, all bank fees vystavenej faktury zadavatelovi. V
related to receipt of interbank transfers zaujme odstranenia akychkolvek
must be borne by the Sponsor.. pochybnosti, vsSetky bankové poplatky

spojené s medzibankovymi prevodmi
znasa zadavatel.

7. TRIAL TIME SCHEDULE 7. CASOVY ROZVRH SKUSANIA

7.1 For the whole project the following dates | 7.1 Pre celé klinické skusanie platia

are in force:

nasledujlce datumy:

FPFV: 01 April 2021

FPFV (prva navsteva prvého pacienta):
1. april 2021

LPFV: 23 June 2023

LPFV_ (prvd  navSteva  posledného
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pacienta): 23. jan 2023

LPLV: 26 May 2028

LPLV (posledna navsteva posledného
pacienta): 26. maj 2028

The date of the FPFV can be delayed
locally; however, in such case date of
LPFV shall still be valid.

Datum FPFV je mozZné lokdlne posunut;
bez ohladu na uvedené ostava datum
LPFV v takom pripade v platnosti.

8. CONFIDENTIAL INFORMATION 8. DOVERNE INFORMACIE

8.1 The information obtained during the | 8.1 Informacie ziskané pocas vykonavania
conduct of this trial is considered tohto skusania sa povazuju za dbverné
Confidential Information and will be used a zadavatel' je opravneny ich pouzit na
by Sponsor for registration purposes and registracné Gcely a vyvoj lieku
for the general development of the drug. vSeobecne.

8.2 All information supplied by Sponsor in | 8.2 Vsetky informacie dodané zadavatelom v
connection with this Trial s part shall at sUvislosti s touto ¢astou skisania ostanu
all times during the term of this po cely Cas trvania tejto zmluvy aj po
Agreement and thereafter remain the skonceni jej platnosti vo vylu¢nom
sole property of Sponsor and is to be vlastnictve  zadavatela abudd sa
considered Confidential Information. The povazovat za dbverné informacie.
Parties shall take all reasonable steps to Zmluvné strany s0 povinné vykonat
ensure that any Confidential Information vSetky primerané kroky na zabranenie
shall not be disclosed, whether directly vyzradenia akejkolvek dovernej
or indirectly, to third parties without the informacie, priamo alebo nepriamo,
prior written consent of the other Party, tretej strane bez predchadzajlceho
which consent shall not be unreasonably pisomného slhlasu druhej zmluvnej
withheld, except: strany, pricom tento sihlas nesmie byt

neodévodnene odmietnuty. Postup podla
predchadzajlcej vety sa nevyzaduje ak:

a) for the purpose contemplated, a) je tomu tak z dovodu plnenia
pursuant to and in accordance Ucelu tejto zmluvy podla jej
with the terms of this Agreement; podmienok;

b) with the consent of the other b) je to so suhlasom druhej zmluvnej
Party and then only to the extent strany a iba v rozsahu uvedenom
specified in such consent; and v takom suhlase; a

c) to the extent as may be required c) je to v rozsahu pozadovanom
by law or in accordance with the zdkonom alebo v sulade s
order of a court of competent rozhodnutim prislusného sudu,
jurisdiction, regulation, effective nariadenim,  platnou  vladnou
government policy or by any politikou alebo rozhodnutim
regulatory authority arising out of akéhokolvek regulacného organu
this Agreement or relating to or in vyplyvajucim z tejto zmluvy alebo
connection with the other Party, viazucim sa na druhd zmluvnu
provided that the Party so stranu  za predpokladu, ze
required must give the other dotknutd zmluvna strana druhd
Party prompt written notice and zmluvnu stranu o tomto
make a reasonable effort to bezodkladne pisomne upovedomi
obtain a protective order. a vykona primerané kroky na

zabezpecenie nalezitej ochrany.

8.3 The restrictions on disclosure of | 8.3 Pre Gcely tejto zmluvy sa za dbverné

Confidential Information described above
shall not extend to information which:

informacie nepovazuju informacie, ktoré:

a) is, at the time of the disclosure
hereunder in the public domain,
or subsequently enters the public
domain through no breach of this
Agreement,

a) su v cCase poskytnutia podla tejto
zmluvy verejne dostupné, alebo sa
nimi stanu nasledne bez porusenia
tejto zmluvy,

b) can be shown by the receiving

b) ma prjjimajica zmluvnd strana
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Party to have been in its
possession at the time of
disclosure hereunder,

preukazatelne k dispozicii eSte
pred datumom poskytnutia,

c) is lawfully acquired by the c) prijimajdca zmluvna strana
receiving Party from a third party zdkonnym spoOsobom ziskala od
under no obligation of tretej strany bez povinnosti
confidentiality to the disclosing mlcanlivosti  vocli  poskytujlcej
Party, strane,

d) is independently developed by an d) nezavisle vyvinul zamestnanec

employee of the receiving Party or
its Subsidiaries without reference

prijimajucej zmluvnej strany, alebo
jej pobocky, bez odvodenia alebo

to or reliance upon Confidential spolahnutia sa na doverné
Information disclosed by the other informacie  poskytnuté druhou
Party, or zmluvnou stranou, alebo

e) is required to be disclosed by law, e)  ktorych spristupnenie je
or by order of a court of poZadované zakonom alebo
competent jurisdiction; provided, rozhodnutim  prislusného sudu;

however, that the receiving Party
shall provide the disclosing Party
with notice as soon as possible
enabling the disclosing Party to
contest such potential use or
disclosure.

avSak iba pod podmienkou, Zze
prijimajuca zmluvna strana druhej
zmluvnej strane zasle C¢o najskor
upovedomenie umoznujlce druhej
strane namietnut proti takémuto
potencialnemu pouzitiu alebo
spristupneniu.

9. INTELLECTUAL PROPERTY . DUSEVNE VLASTNICTVO

9.1 All Intellectual Property created and | 9.1 Akékolvek dusevné vlastnictvo vytvorené
provided by the Sponsor shall remain a poskytnuté zadavatelom zostava
the sole property of Sponsor. vyluénym vlastnictvom zadavatela.

9.2 The Hepatologist and/or Biopsy Site shall | 9.2 Hepatoldg a/alebo bioptické pracovisko
promptly disclose and assign to the bez zbyto¢ného odkladu zadavatelovi
Sponsor all inventions and discoveries spristupni a prevedie na neho vsSetky
made by the Hepatologist and/or the prava k vynalezom a objavom
Biopsy Site related to the Trial s part. uskutoCnenym  hepatoldgom  a/alebo
Remuneration for such assignment bioptickym  pracoviskom v suvislosti
pursuant the previous sentence of this s ¢astou skdsania. Odmena za
Clause of this Agreement is included in postlUpenie podla predchadzajucej vety
the payment under Clause 6 of this tohto ¢lanku zmluvy je zahrnuta v platbe
Agreement. podla ¢lanku 6 zmluvy.

9.3 The Hepatologist shall have a royalty- | 9.3 Hepatolég je opravneny bezodplatne
free right to use the results for non- vyuzit vysledky klinického testovania na
commercial research and teaching Ucely nekomercného vyskumu a vyucby.
purposes.

10. REPORTS AND PUBLICATIONS 10. PISOMNE SPRAVY A PUBLIKACIE

10.1 Preparation and publication of | 10.1 Priprava a publikovanie informacii
information obtained during the conduct ziskanych pocas vykonavania Casti
of the Trial "s part shall be carried out in skiSania budu vykonané v sulade
accordance with the Protocol NN9931- s protokolom NN9931-4553.

4553.
11. INSURANCE & INDEMNIFICATION 11. POISTENIE A ODSKODNENIE
11.1 Sponsor hereby confirms that it has an | 11.1 Zadavatel' tymto potvrdzuje, ze ma

insurance coverage for damage incurred
in connection with the Trial on the basis
of an insurance agreement, which also

uzatvorené poistenie zodpovednosti za
Skodu vzniknutl v savislosti so skisanim
na zaklade poistnej zmluvy, ktora sa
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applies to the Biopsy Site. The Biopsy
Site hereby confirms that it has an
insurance coverage for damage caused
during the performance of activities of

vztahuje aj na bioptické pracovisko.
Bioptické pracovisko tymto potvrdzuje,
ze ma uzatvorené poistenie
zodpovednosti za sSkodu spOsobend pri

the medical facility. Proof of existence of vykone cinnosti zdravotnickeho
these insurances will be provided by the zariadenia. DoOkaz o existencii tychto
Sponsor and the Center to each other poisteni Si zadavatel a centrum
prior to the commencement of the Trial vzajomne  poskytni pred zacatim
and will contain information on the skiSania abude obsahovat Udaje
duration and extent of coverage of the o trvani arozsahu krytia poistenych

insured and the insured amounts.

a poistnych sumach.

11.2 The Sponsor will indemnify and defend | 11.2 Zadavatel sa zavézuje odskodnit a
the Hepatologist and personnel working zabezpedit primerant obranu hepatoldga
under his direct supervision and/or the a personalu pracujuceho pod jeho
Biopsy Site against any claim or suit priamym dohladom a/alebo bioptického
brought against any of them by or on pracoviska pred akymkolvek narokom
behalf of Trial Subjects taking part in the alebo Zalobou, ktory by voci komukolvek
Trial “s part and based on a bodily injury z nich bol vzneseny zo strany alebo v
directly resulting from the use of any mene Ucastnikov skisania zucastnenych
product submitted by the Sponsor for na Casti skusania, zaloZzenymi na telesnej
clinical investigation or any procedure ujme priamo vyplyvajucej z pouzitia
provided for or required by the Protocol akéhokolvek  produktu poskytnutého
to which the Trial Subjects would not zadavatelom na klinicky vyskum alebo
have been exposed but for the akejkolvek procedury stanovenej alebo
participation in the Trial "s part. vyzadovanej protokolom, ktorej by

Ucastnici skdsania neboli vystaveni, ak
by sa na casti skiSania nezucastnili.

11.3 For this indemnification under 11.2. to | 11.3 Na to, aby mohlo dbjst k uplatneniu
apply, use of the product and the odskodnenia v sullade s ods. 11.2,
conduct of the investigation must be in pouzitie produktu a spOsob vykonavania
accordance with the relevant laws and vyskumu musia byt \% sulade
regulations and the approved Protocol s prislusnymi zakonmi a vykonavacimi
for clinical investigation and any other predpismi, ako aj schvalenym
information, instructions, or warning protokolom na klinicky vyskum a
furnished by Sponsor. akymikolvek inymi informaciami,

pokynmi alebo varovaniami
poskytnutymi zadavatelom.

11.4 In addition, for this indemnification | 11.4 Na to, aby mohlo déjst k uplatneniu v

under 11.2 to apply, Hepatologist and/or
Biopsy Site must immediately notify
Sponsor, upon receipt of notice of any
claim or lawsuit and must permit
Sponsor authorised attorneys and
personnel (at the Sponsor's discretion
and cost) to handle and control the
defence to such «claims or suits
Hepatologist and/or the Biopsy Site
cannot settle any such claims or suits
without the prior written consent of the
Sponsor. By signing this Agreement, the
Hepatologist agrees to fully cooperate
and aid in such defence. Hepatologist
and/or Biopsy Site understand that the
sole liability of the Sponsor to the
Hepatologist and/or Biopsy Site and
those employees engaged in conducting
the approved clinical investigation at the
request of Sponsor within the Trial’s
part will be the indemnification described
above.

sulade s ods. 11.2 odskodnenia,
hepatoldg a/alebo bioptické pracovisko
zaroven musia bez zbytocného odkladu
po doruceni oznamenia o akomkolvek
naroku alebo Zalobe o tejto skutocnosti
upovedomit zaddvatela a musi dat
suhlas na to, aby obranu pred takymito
narokmi alebo Zalobami zabezpecovali a
kontrolovali povereni pravni zastupcovia
a personal zadavatela (podla uvazenia a
na naklady =zadavatela). Hepatoldg
a/alebo bioptické pracovisko nie su bez
suhlasu zadavatela opravneni
mimosudne urovnat Ziadny takyto narok
ani konanie. Podpisom tejto zmluvy
hepatoldg suhlasi, Ze pri takejto obrane
poskytne GpInd suéinnost a pomoc.
Hepatolég a/alebo bioptické pracovisko
berie na vedomie, Ze odskodnenie
popisané vysSie predstavuje jediné
odskodnenie, ktoré zadavatel' poskytne
hepatoldgovi a/alebo bioptickému
pracovisku a tym zamestnancom, ktori
boli zapojeni do vykonavania
schvaleného klinického vyskumu
(skisania) na  zaklade poziadavky
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zadavatela v ramci casti skldsania.

The Sponsor does not agree to| 11.5 Zadavatel neodskodni,  nezabezpedi
indemnify, defend or hold harmless any obranu ani neochrani akukolvek osobu
person or Biopsy Site against any claim alebo bioptické pracovisko pred
or suit based on which the competent akymkolvek narokom alebo Zalobou, na
court shall lawfully decide that individual zaklade ktorej bude prislusSnym sudom
or Biopsy Site was negligent, committed pravoplatne rozhodnuté, ze jednotlivec
malpractice or breached a representation alebo bioptické pracovisko postupoval s
or warranty given by any of them; nedbanlivostou, dopustil sa zanedbania
povinnej starostlivosti alebo porusil
vyhlasenie alebo  zaruku udelenu
ktorymkolvek z nich;

11.5 Hepatologist and Biopsy Site will | 11.6 Hepatolég a bioptické pracovisko sa
indemnify, defend and hold harmless zavazuju odskodnitzabezpedit primerand
Sponsor and any Sponsor Affiliate, staff obranu a ochranit zadavatela
and subcontractors against any claim or a akékolvek dcérske spolocnosti
suit brought against any of them by or zadavatela, jeho pracovnikov
on behalf of Trial Subjects taking part in a zmluvnych partnerov pred akymkolvek
the Trial"s part and based on an injury narokom alebo Zalobou, ktoré by boli
caused by the Biopsy Site's or vznesené voci komukolvek z nich zo
Hepatologist s or staff working under strany alebo v mene Ucastnikov skusania
their supervision negligence,  wilful zUcastnenych na  casti  skudsania,
misconduct, mal practice, breach of zalozenymi na ujme  zapri¢inenej
Protocol, Sponsor’s instructions, nedbanlivostou, Umyselnym nespravnym
applicable laws and regulations or konanim, zanedbanim odbornej
otherwise breach of this Agreement. starostlivosti, porusenim protokolu,

pokynov zadavatela, prislusnych
zakonov a vykonavacich predpisov alebo
inym porusenim tejto zmluvy zo strany
bioptického pracoviska, hepatoléga alebo
pracovnikov  pracujucich  pod ich
dohfadom.

12, TERM AND TERMINATION 12. TRVANIE A UKONCENIE

12.1 This Agreement shall commence on the | 12.1 Tato zmluva nadobuda platnost a
date set forth at the beginning of the udinnost v defl uvedeny na zaciatku tejto
Agreement and shall terminate without zmluvy a jej Géinnost sa skondi bez
further notice upon completion of the dalSieho oznamenia po skonceni Ccasti
Trial’s part in accordance with the skisania v  sulade s protokolom,
Protocol, until 11 November 2028 the najneskér vsak 11. novembra 2028.
latest. Clauses 3.2 b), Chyba! Nenasiel Clanky 3.2 b), Chyba! Nenasiel sa
sa zZiaden zdroj odkazov., 8 and 13 Ziaden zdroj odkazov., 8 a 13 ostanu
shall survive the termination of this v platnosti aj po ukonceni tejto zmluvy.
Agreement.

12.2 The anticipated FPFV date for the Trial is | 12.2 Predpokladany datum FPFV  (prva
01 April 2021, provided applicable navsteva prvého pacienta) skusania je
approvals have been obtained, and 1. april 2021, za predpokladu ziskania
provided that all Trial Materials except vSetkych prislusnych povoleni a vSetkych
Trial Products have been received from materidlov ku skadsaniu, s vynimkou
the Sponsor 5 (five) working days before skusanych produktov, od zadavatela
the FPFV date. minimalne 5 (pat) pracovnych dni pred

datumom FPFV.

12.3 Sponsor shall be entitled to have FPFV | 12.3 Zadavatel' ma pravo z etickych dovodov
date delayed by up to 4 weeks for odsunut dadtum FPFV o maximalne 4
ethical reasons. tyzdne.

12.4 The Sponsor may terminate this | 12.4 Zadavatel mdzZe tato zmluvu ukondit

Agreement as follows:

nasledovne:

a) if Hepatologist / Biopsy Site a) ak hepatoldg / bioptické
negligently fails to perform or pracovisko v désledku svojho
performs negligently any material zanedbania nevykona alebo
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work in accordance with this
Agreement and such failure
continues for 30 days after receipt
of written notice of the Sponsor;

vykona nedbalo akykolvek
podstatny Ukon podla tejto
zmluvy a toto porusenie
pokracuje po dobu 30 dni po
prevzati pisomného upozornenia
od zadavatela;

b) with immediate effect, if Sponsor
and/or regulatory authority
recognise that any safety
concerns necessitate
discontinuation of the Trial;

b) s okamzitou Géinnostou, ak
zadavatel  a/alebo  regulacny
orgadn zisti nutnost pozastavenia
skusania v désledku
bezpecnostnych rizik;

c) if continuation of the Trial /
Trial's part becomes unfeasible
for Sponsor for efficacy reasons,
by giving Principal Investigator
one (1) month's prior written
notice;

c) pisomnou vypovedou, ak sa
pokraovanie v skusani / Casti
skiSania stane pre zadavatela
obchodne neuskutocnitelnym, pri
dodrzani vypovednej doby jeden
(1) mesiac;

d) if Sponsor licenses the Trial
product to a third party who
wishes to conduct the remaining
part of the Trial themselves, by
giving Investigator one (1)
month's prior written notice.

d) pisomnou vypovedou, ak
zadavatel' udeli licenciu na
skusany produkt tretej strane,
ktord chce zvy$nu c&ast sklsania
realizovat sama, pri dodrzani
vypovednej doby jeden (1)

mesiac;

e) forthwith upon written notice in e) pisomnym oznamenim
the event of Biopsy Site's s okamzitou G&innostou v pripade,
voluntary or compulsory ak bioptické pracovisko
liquidation, dissolution, dobrovolne alebo nutene vstupi

insolvency, suspension of its
payments, bankruptcy or any
statutory or private composition
or agreement with its creditors in
order to escape a bankruptcy, or
if either of the Hepatologist or the
Biopsy Site discontinues
substantial parts of its established
business or its business is placed
in the hands of a receiver or
assignee, whether voluntarily or
otherwise.

do likvidacie, doéjde k jeho
zruSeniu, stane sa platobne
neschopnym, dojde
k pozastaveniu jeho platieb, bude
na neho vyhlaseny konkurz alebo
dojde k akejkolvek inej verejnej
forme vyrovnania alebo
sukromnej forme  vyrovnania
alebo k dohode s jeho veritelmi za
ucelom vyhnutia sa vyhlaseniu
konkurzu, alebo ak hepatolég
alebo bioptické pracovisko
prestane s vykonavanim
podstatnej Casti svojho
zaregistrovaného predmetu
¢innosti alebo ak sa vykonavanie
predmetu cinnosti zveri
likvidatorovi alebo postupnikovi,
dobrovolne alebo inak.

In the event of termination of this
Agreement by Sponsor pursuant to
Clause 12.4 b), ¢), or d) above, Sponsor
shall pay Hepatologist / Biopsy Site for
all services properly performed in
accordance with this Agreement until the
point in time of the expiry of the notice
of termination, if relevant. Upon receipt
of a termination notice the Hepatologist
shall cease any work not deemed
necessary by Sponsor for the orderly
close out of Trial’s part or for the
fulfilment of regulatory requirements.

V pripade ukoncenia ucinnosti tejto
zmluvy zadavatelom v sulade s vysSsie
uvedenym clankom 12.4 (b), (c), (d),
alebo (e) zadavatel hepatolégovi /
bioptickému pracovisku zaplati za vSetky
riadne vykonané Ukony v sulade s touto
zmluvou, ato az do uplynutia
vypovednej doby. Po prevzati vypovede
hepatoldég ukondéi vSetky cinnosti, ktoré
nie su zadavatelom povazované za
nevyhnutné pre riadne ukoncenie Casti
skiSania alebo splnenie regulacnych
poziadaviek.
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12.5 The Hepatologist and/or the Biopsy Site | 12.5 Hepatoldég a/alebo bioptické pracovisko
may terminate this Agreement as mobze tito zmluvu ukondit nasledovne:
follows:

a) if Sponsor negligently fails to a) ak zadavatel v dosledku svojho
perform or performs negligently zanedbania nevykona alebo
any material work in accordance vykona nedbalo akykolvek
with this Agreement and such podstatny Ukon podla tejto
failure continues for 30 days after zmluvy a toto zlyhanie pokracuje
receipt of written notice of the po dobu 30 dni po prevzati
Hepatologist / Biopsy Site; pisomného upozornenia od

hepatoldga / bioptického
pracoviska;

b) if the Hepatologist becomes b) ak hepatolég strati schopnost
incapacitated or terminates his vykonavat skusanie alebo ukondi
relationship with the Biopsy Site / svoj zmluvny vztah s bioptickym
or the Biopsy Site terminates the pracoviskom, pripadne bioptické
relationship with him, and a pracovisko nim, a bioptické
replacement suitable and pracovisko ani po primeranej
agreeable to Sponsor cannot, snahe nendjde vhodnl nahradu
after reasonable efforts by the odsuhlasenu zadavatelom.
Biopsy Site, be found.

13. GOVERNING LAW AND DISPUTE 13. ROZHODNE PRAVO A RIESENIE
RESOLUTION SPOROV

13.1 Parties will use commercially reasonable | 13.1 Strany vynalozia obchodne primerané
efforts to settle all matters in dispute Usilie, aby sa vsSetky zalezitosti vyriesili
amicably. All disputes arising out of or in zmierom. VsSetky spory vyplyvajlce
connection with this Agreement will be z tejto zmluvy alebo suvisiace s touto
settled by relevant courts in Slovakia. zmluvou budu vyriesené pred

prislusnymi sidmi Slovenskej republiky.

13.2 This Agreement shall be construed and | 13.2 Tato zmluva sa bude vykladat a
interpreted pursuant to the Laws of interpretovat v  sUlade s prdvnym
Slovakia. poriadkom Slovenskej republiky.

13.3 This Agreement is concluded in both | 13.3 Tato zmluva je uzatvarana v slovenskom
Slovak and English version. Should there a anglickom jazyku. V pripade
be any discrepancy between the Slovak akéhokolvek nesuladu medzi slovenskou
and the English version, the Slovak a anglickou verziou bude mat prednost
version shall prevail. slovenska verzia.

14. GENERAL 14. VSEOBECNE USTANOVENIA

14.1 Any notice, report, request, approval, | 14.1 VSetky oznamenia, spravy, ziadosti,

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 facsimile transmission (with
an appropriate transmission receipt) to
the respective Parties at the following
addresses:

schvalenia, povolenia, faktury, platby
alebo ind komunikacia poZzadovana alebo
povolena touto zmluvou budu v pisomnej
forme a budl sa pre vsetky ucely
povazovat za kompletne doruéené a
prevzaté, ak budld dorucené osobne
alebo zaslané doporucene alebo faxom
(s prislusSnym potvrdenim o prijati)
prislusnym  zmluvnym strandm na
nasledujlce adresy:

If to the Sponsor:

V pripade zaslania zadavatelovi:

Novo Nordisk Slovakia s.r.o.

Novo Nordisk Slovakia s.r.o.
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ROSUM, Bajkalska 19B, 821 01 ROSUM, Bajkalska 19B, 821 01

Bratislava, Contact person: MUDr. Iveta Bratislava, Kontaktnd osoba: MUDr.

Tvrda, email: ivtv@novonordisk.com Iveta Tvrda, email:
ivtv@novonordisk.com

If to the Hepatologist: V pripade zaslania hepatolégovi:

doc. MUDr. Tomas Koller, PhD. doc. MUDr. Tomas Koller, PhD.

Hepatologickd ambulancia Hepatologickd ambulancia

V. interna klinika LFUK a UNB V. interna klinika LFUK a UNB

Nemocnica Ruzinov Nemocnica Ruzinov

Ruzinovska 6, 826 06 Bratislava Ruzinovska 6, 826 06 Bratislava

If to the Biopsy Site: \Y, pripade zaslania bioptickému
pracovisku:

Univerzitna nemocnica Bratislava
Pazitkova 4, 821 01 Bratislava

Univerzitna nemocnica Bratislava
Pazitkova 4, 821 01 Bratislava

15. ASSIGNMENT 15. PREVOD PRAV A POVINNOSTI zO
ZMLUVY

15.1 This Agreement shall not be assigned by | 15.1 Ziadna zo zmluvnych strdn nemdze
either Party, in whole or in part, without v celku alebo Ciastoéne previest na
the prior written consent of the Parties Ziadnu tretiu stranu prava a povinnosti z
hereto. tejto zmluvy bez predchadzajlceho

pisomného suhlasu vSetkych
zUcastnenych zmluvnych stran.

15.2 Sponsor shall have the right at any time | 15.2 Zadavatel ma pravo kedykolvek previest
to assign or transfer any or all of its alebo delegovat niektoré alebo vsetky
rights and obligations under this svoje prava alebo povinnosti vyplyvajlce
Agreement to any of its Affiliates. For z tejto zmluvy na ktorukolvek pridruzenu
this purposes, the above Clause 15.1 will spolo¢nost. Pre tieto Ucely sa ¢lanok 15.1
not apply. For the purpose of this vysSie neuplatni. Pre uUcely tejto zmluvy
Agreement  “Affiliate” means any pojem ,pridruzend spoloénost" znamena
corporation, company, partnership, joint kazdu korporaciu, spolo¢nost,
venture or other entity which controls, is partnerstvo, spoloc¢ny podnik alebo inu
Controlled by, or is under common pravnickd osobu, ktora kontroluje, je
Control with a person or entity. “"Control” kontrolovana, alebo je pod spolocnou
means the ownership of more than fifty kontrolou s fyzickou osobou alebo
percent (50%) of the issued share pravnickou osobou. Pojem ,kontrola"
capital or the legal power to direct or znamena vlastnictvo viac ako péatdesiat
cause the direction of the general percentnej (50%) ucasti na zadkladnom
management and policies of the party in imani alebo pradvnu moc riadit alebo
question. For the avoidance of doubt, ovplyvnit riadenie manazmentu a politiky
none of Novo Holdings A/S, Novozymes tejto spoloCnosti. Pre vyhnutie sa
A/S, NNIT A/S, NNE Pharmaplan A/S nor pochybnostiam, Ziadna z Novo Holdings
any entity, which Controls, is Controlled A/S, Novozymes A/S, NNIT A/S, NNE
by, or is under common Control with Pharmaplan A/S ani Ziadna osoba, ktora
such entities, other than entities within kontroluje, je kontrolovana alebo je pod
the Novo Nordisk group of companies, spolo¢nou kontrolou s takymito osobami,
will be deemed to be an "“Affiliate” of ind ako osoby v ramci skupiny Novo
Novo Nordisk. This shall bind the Parties, Nordisk, nebude povazovana za
their successors and permitted assigns. pridruzent spolo¢nost Novo Nordisk.

Toto ustanovenie je zavazné pre
zmluvné strany ako aj ich pravnych
nastupcov a povolenych nadobudatelov.

16. INDEPENDENT CONTRACTOR 16. NEZAVISLY DODAVATEL

16.1 In the performance of the Trial's part | 16.1 Pri vykonavani Casti skisania podla tejto

hereunder:

zmluvy:
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a) Hepatologist shall be deemed to
be and shall be an independent
contractor and, as such, Principal
Investigator shall not be entitled
to any benefits applicable to
employees of the Sponsor.

a) bude hepatoldg povazovany za
nezavislého dodavatela a v
ddsledku toho nebude mat narok
na Ziadne benefity tykajuce sa
zamestnancov zadavatela.

b) Hepatologist and Biopsy Site on
one side, and Sponsor on the
other side acknowledge that the
relationship between them is that
of independent contractors, and
not that of employer and
employee, nor principal and
agent, nor partners in a joint
venture, nor any similar
relationship whatsoever. Neither
Party shall exercise control over
the business of the other Party,
and neither Party is granted any
right or authority to assume or to
create any obligation or
responsibility, express or implied,
on behalf of, or in the name of the
other Party, or in any other way
to act on behalf of, or to bind, the
other Party.

b) hepatoldég a bioptické pracovisko
na strane jednej a zadavatel na
strane druhej beru na vedomie,
Ze ich vzajomny vztah je vztahom
nezavislych dodavatelov, a nie
vztahom zamestnavatela
a zamestnanca, ani
splnomocnitela a splnomocnenca,
ani spolocnikov spolo¢ného
podniku, ani akymkolvek inym
podobnym vztahom. Ziadna zo
zmluvnych  strdn  nevykonava
kontrolu nad obchodnou ¢innostou
druhej zmluvnej strany a ziadnej
zo zmluvnych strdn  nebolo
udelené pravo alebo opravnenie
prevziat alebo sa zaviazat
k akémukolvek zavazku alebo
zodpovednosti, priamo alebo
nepriamo, na uUcet alebo v mene
druhej zmluvnej strany, alebo
akymkolvek  inym sp6sobom
konat v mene druhej zmluvnej
strany alebo ju zavazovat.

16.2 IN WITNESS HEREOF, the Parties have
executed and delivered this Agreement,

16.2 NA DOKAZ UVEDENEHO zmluvné strany
tito zmluvu podpisuja a budd ju plnit,

Date/Datum:
On behalf of the Hepatologist/Za hepatoldga:

Name/Meno: doc. MUDr. Tomas Koller, PhD.
Title/Funkcia: Hepatologist/Hepatoldg

Date/Datum:
On behalf of the Biopsy Site/Za bioptické
pracovisko:

Univerzitna nemocnica Bratislava
Name/Meno: Ing. Roland Schaller
Title/Funkcia: Director/Riaditel

CLINICAL TRIAL AGREEMENT FOR HEPATOLOGY PART /

Date/Datum:
On behalf of the Sponsor/Za zadavatela:

Novo Nordisk Slovakia S.r.o.
Name/Meno: Aleksandar Ciri¢, MD, MBA
Title/Funkcia: the Proxy/Prokurista
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APPENDIX 1/ PRILOHA 1

(THE PROTOCOL/PROTOKOL) )
EDITION 3.0, DATED 20 OCTOBER 2020/ VERZIA 3.0 Z 20. OKTOBRA 2020
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APPENDIX 2: /PRILOHA 2
PAYMENT/PLATBY

Payment for liver biopsy/Platba za biopsiu pecene:

Visit/Navsteva Amount in EUR
excluding
VAT/Suma v EUR
bez DPH
Screening/Skrining Visit V2B 411,00
Treatment/LieCebna faza Visit V13 411,00
skusania
End of treatment/Koniec Visit V28 EoT 411,00
skusSania
Total per patient/ Spolu za 1 233,00
pacienta
Amount in EUR
Extra payments / Extra platby excluding VAT/Suma
v EUR bez DPH
Unplanned Biopsy/ Neplanovana biopsia 411,00

The payment includes all procedures associated with Protocol.
Platba zahrna vsetky postupy spojené s protokolom.

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

Ak Ulastnici skusania ukoncia ulast v skusani, platba sa vypolita na zdklade
vykonanych navstev.

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.

PIné suma za pacienta bude vyplatend len za pacientov, ktori spinili vsetky inkluzne
kritéria a nemali Ziadne exkluzne kritéria uvedené v Protokole (vhodni Gcastnici
skUsania). Za pacientov, ktori nesplfiaju vetky inklizne kritérid a spifiaju exklizne
kritéria, bude uhradena len suma za skrining uvedena vyssie v tabulke.

Payment will be made every 6 months from the date of FPFV in the Institutions where
the main part of the Trial is conducted. 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 pacienta v
Zdravotnickych zariadeniach, v ktorych sa vykondva hlavna dast Skusania. Platby za
posledné zostavajluce navstevy pre vsetkych uclastnikov budu zaplatené po vyrieseni
vSetkych otazok a vyjasneni udajov.

All payments shall be made by Sponsor to the Biopsy Site in the following bank
account:

Vsetky platby uskutoCni zadavatel’ bioptickému pracovisku na nasledujici bankovy
ucet:

IBAN: SK58 8180 0000 0070 0027 9808
BIC/SWIFT: SPSRSKBA .
Bank name/Nazov banky: Statna pokladnica
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a) All invoices shall be sent to Sponsor as follows:

VSetky faktury budu zadavatelovi zaslané nasledovne: y

Novo Nordisk 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., ¢. actu: 90 0002 8717/7300
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APPENDIX 3: JOINT CONTROLLER | PRILOHA C. 3: DOHODA O SPOLOCNOM
AGREEMENT PREVADZKOVATELOVI
SCOPE ROZSAH POSOBNOSTI

1. This Joint Controller Agreement specifies the
Parties’ data protection obligations which arise
from the processing of Personal Data by the
Parties in connection with the Trial conducted
pursuant to the Agreement.

1. Tato dohoda o spolo¢nom prevadzkovatelovi
upravuje  povinnosti  zmluvnych  stran
tykajuce sa ochrany osobnych Udajov, ktoré
vznikaju pri spraclivani osobnych udajov v
slvislosti so skusanim, vykondvanym na
zaklade zmluvy.

DEFINITIONS

DEFINICIE

2. For the purpose of this Joint Controller

2. Na Ucely tejto dohody o spolo¢nom

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
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

ochranu  osobnych  Udajov, vratane
Nariadenia Eurdépskeho Parlamentu a Rady
(EU) 2016/679 z 27. aprila 2016 o ochrane
fyzickych os6b pri spractvani osobnych
Udajov a o volnom pohybe takychto
Udajov, ktorym sa zruSuje smernica
95/46/ES (vSeobecné nariadenie o ochrane

(General Data Protection Regulation), Udajov), zékon ¢. 18/2018 Z. z. o ochrane
Act No. 18/2018 Coll. about data osobnych Udajov a vsetky prislusné pravne
protection and any applicable laws predpisy, ktorymi sa tieto implementuju,
implementing it and or any later alebo akékolvek ich neskorSie zmeny a
amendments hereof; doplnenia;

b. “Institution” means the Principal b. ,zdravotnicke zariadenie® je Hlavny
Specialist - hepatologist (unless he is Specialista - hepatolég (ak nie je
employee of the Biopsy Site) and zamestnancom bioptického pracoviska)

Biopsy Site collectively.

a bioptické pracovisko spolo¢ne.

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 Gdajov.

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 Udajov, o spoloCné prevadzkovanie
ide, ak dvaja alebo viaceri prevadzkovatelia
spolo¢ne urdia uUcely a  prostriedky
spracuvania osobnych Udajov. Zmluvné
strany suhlasia, Ze v sulvislosti s osobnymi
Udajmi spracivanymi v zmysle zmluvy su
spolo¢nymi prevadzkovatelmi. Pri
posudzovani tejto skutoCnosti zmluvné
strany zd6raziujua, ze:

a. The Parties process the Personal Data
for Trial recruitment purposes the scope
of which the Parties determine
together;

a. Zmluvné strany spracuvaju osobné udaje
na Ucely naboru do skusania, ktorého
rozsah urcuju strany spolocne;
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b. The Parties jointly determine the means b. Zmluvné strany spoloc¢ne urcia prostriedky
of the processing in respect of the Trial spractivania vo vztahu k skdsaniu / casti
/ Trial 's part; sklsania;

C. The Parties share a pool of Personal Zmluvné strany zdielaju subor osobnych
Data that they process independently of Udajov, ktoré spracuvaju nezavisle od
each other. seba.

This Joint Controller Agreement is designed to
enable the Parties to meet the requirements
for joint controllership pursuant to the Data
Protection Legislation. The Joint Controller
Agreement determines the Parties’ respective
responsibilities for compliance with the
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 to the
Data Protection Legislation.

Cielom tejto dohody o] spolo¢nom
prevadzkovatelovi je umoznit zmluvnym
strandm plnit poziadavky na spoloéné
prevadzkovanie podla pravnych predpisov
na ochranu osobnych (dajov. Dohoda o
spolo¢nom prevadzkovatelovi uréuje
zodpovednost jednotlivych zmluvnych stran
za Ucelom dodrziavania povinnosti,
vyplyvajucich z pravnych predpisov na
ochranu osobnych Udajov, najméa pokial ide o
vykon prav dotknutych o0sdb a povinnost
poskytovat informéacie, ktoré sa maju
poskytnit  dotknutym osobdam v zmysle
pravnych predpisov na ochranu osobnych
udajov.

RESPONSIBILITIES

POVINNOSTI

4.

The Institution shall be responsible for any
and all processing performed by the
Institution and any and all processing
performed prior to the Personal Data being
transferred to Sponsor’s systems as part of
the Trial under the Agreement. Further, the
Institution shall be responsible for any and all

Zdravotnicke zariadenie zodpoveda za
akékolvek spracovanie vykonané
zdravotnickym zariadenim a za akékolvek
spracovanie vykonané predtym, ako sa
osobné Udaje prevedd do systémov
zaddavatela, ako suUdast skdsania podla
dohody. Zdravotnicke =zariadenie je dalej

processing of the Personal Data performed by zodpovedné za  akékolvek a kazdé

the Institution, where the Institution spraclivanie osobnych udajov, ktoré

independently determines the purposes and vykondva zdravotnicke zariadenie s tym, ze

means of the processing. samostatne  urcuje ucel a spbsob
spracuvania.

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

6. The Parties acknowledge and agree that they Zmluvné strany uznavaju a suhlasia s tym,
are each responsible for being able to ze kazda z nich je zodpovedna za to, ze je
document compliance with the Data schopnd zdokumentovat sdlad s pravnymi
Protection Legislation and this Joint Controller predpismi na ochranu osobnych Udajov a
Agreement towards the relevant data touto dohodou o] spolocnom
protection authorities. The Parties prevadzkovatelovi vodi prisluSnym organom
acknowledge and agree that they are each na ochranu osobnych ddajov. Zmluvné
responsible for ensuring a legal basis which strany uznavaju a suhlasia s tym, ze kazda
complies with applicable Data Protection znich je =zodpovednd za zabezpeclenie
Legislation for processing of Personal Data pravneho zakladu pre spracovanie osobnych
performed by the Party itself. In particular but udajov, ktoré je vykonavané touto stranou,
not excluding any other things, the Institution a za sulad s pravnymi predpismi na ochranu
shall ensure to have a proper legal basis  for osobnych (dajov. Zdravotnicke =zariadenie
disclosing the Personal Data described in najma, nie vSak vyluéne, zabezpedi
Annex 1 to Sponsor. primerany pravny zaklad na odovzdanie

osobnych Udajov uvedenych v Prilohe 1
zadavatelovi.

7. The Parties acknowledge and agree that they Zmluvné strany uznavaju a suhlasia s tym,

are each responsible for processing Personal

ze kazdd z nich je zodpovednda za
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Data in accordance with the principles for spracovanie osobnych Udajov v sulade
processing Personal Data set out in the Data so zdsadami spracuvania osobnych Udajov
Protection Legislation, insofar as the Data uvedenymi \Y pravnych predpisoch
Protection Legislation applies to the Party’s na ochranu osobnych Gdajov, vo vztahu
areas of responsibility set out in the k spractvaniu, za ktoré je zodpovedna ta
Agreement. ktora zmluvna strana v zmysle 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 osob:
subjects:

a. Information duty when collecting a. Informacénd povinnost pri zhromazdovani
Personal Data from a data subject; and osobnych Udajov od dotknutej osoby; a
b. Information duty when Personal Data is b. Informacnd 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, Zze
the Institution shall be responsible for zdravotnicke zariadenie je zodpovedné
providing the data subject with information za poskytnutie informacii  dotknutej osobe
about the Parties’ collection and processing o zhromazdovani a spracuvani jej osobnych
of the Personal Data under this Joint Udajov zmluvnymi stranami podla tejto
Controller Agreement. Such information dohody o spolocnom prevadzkovatelovi.
must comply with the Data Protection Takéto informacie musia byt v sllade
Legislation, and contain in particular the s pravnymi predpismi na ochranu osobnych
identification of the parties, period of Gdajov a musia obsahovat najmé informacie
validity, provisions relating the exercise of tykajuce sa identifikacie stran, predmetu
data subject rights, obligations of the dohody, doby platnosti dohody, ustanoveni
Parties to provide the information and upravujucich vykon prav dotknutej osoby,
contact point for data subjects. povinnosti  strdn  poskytovat informécie
a kontaktné miesto pre dotknuté osoby.

9. Further, each Party is responsible for |9. Dalej, kazdd zmluvna strana je zodpovedna
ensuring the applicable rights of the data za zabezpecenie prislusnych prav dotknutych
subjects pursuant to the rules in the Data 0sOb podla pravnych predpisov na ochranu
Protection Legislation. However, Sponsor’s osobnych (dajov. Zodpovednost zadavatela
responsibility for ensuring the rights of the za zabezpelenie takych prav dotknutych
data subjects does not enter into force until 0sOb 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 zabezpeli vhodné
technical and organizational security technické a organizacno-bezpecnostné
measures to protect the Personal Data opatrenia na ochranu osobnych Udajov
against accidental or unlawful destruction, pred nahodnym alebo neopravnenym
loss or alteration and against unauthorized znic¢enim, stratou alebo zmenou
disclosure, abuse or other processing in a pred neopravnenym zverejnenim,
violation of the provisions laid down in the zneuzitim alebo inym spractdvanim v rozpore
Data Protection Legislation. s ustanoveniami uvedenymi v pravnych

predpisoch na ochranu osobnych Udajov.

11. The Institution acknowledges and agrees | 11. Zdravotnicke zariadenie uzndva a suhlasi
that the Institution is solely responsible for s tym, ze je vylucne zodpovedné
ensuring that appropriate security measures za zabezpecenie toho, aby sa na
as described in Clause 10 are in place for spracovanie, ktoré sa uskutocniuje
processing that takes place in the v systémoch zdravotnickeho  zariadenia,
Institution’s systems. zaviedli primerané bezpecnostné opatrenia,

ako su opisané v c¢lanku 10.

12. The Parties acknowledge and agree that | 12. Zmluvné strany uznavaju a suhlasia s tym,
they are each responsible for having in place Zze kazda z nich je zodpovednd za zavedenie
procedures for how to handle security postupov na rieSenie pripadov narusenia
breaches, access requests and information bezpecnosti, ziadosti o pristup a splnenie
duty. informacnej povinnosti.

13. Each Party shall, to the extent necessary | 13. Kazdd zmluvnd strana v potrebnom a
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and relevant, implement and comply with
appropriate data protection policies and
procedures, including but not limited to

relevantnom rozsahu implementuje a bude
dodrziavat prisludné zdsady a postupy
ochrany osobnych Udajov vratane, nie vsak

Sponsor’s IT security policies. vyhradne, IT  bezpecnostnych politik
zadavatela.

14. Each Party shall be responsible for | 14. Kazda zmluvnd strana je zodpovedna
complying with the specifically proposed za dodrziavanie Specificky navrhnutej
protection of personal data and the standard ochrany osobnych (dajov a za dodrZiavanie
protection of personal data by design and by Standardnej ochrany osobnych Gdajov podla
default under applicable Data Protection platnych pravnych predpisov na ochranu
Legislation. osobnych Gdajov.

15. Each Party shall be responsible for | 15. Kazdd zmluvnd strana je zodpovedna za
conducting and being able to document a vykondvanie a schopnost dokumentovat
data protection impact assessment if this is posudenie vplyvu ochrany Uudajov, ak to
required under the Data Protection vyzaduju pravne predpisy na ochranu
Legislation. osobnych Gdajov.

16. Each Party shall ensure that its’ employees | 16. Kazda zmluvna strana zabezpedi, aby sa jej
or other persons authorized to process zamestnanci alebo iné osoby opravnené na
Personal Data under this Joint Controller spracuvanie osobnych Udajov podla tejto
Agreement have committed themselves to dohody o spolo¢nom prevadzkovatelovi
the obligation of confidentiality or are under zaviazali dodrziavat povinnost mléanlivosti
an appropriate statutory obligation of alebo aby boli v postaveni podliehajiucom
confidentiality. The Institution must also prisluénej zdkonnej povinnosti zachovavat
limit the access to Personal Data to micanlivost. Zdravotnicke zariadenie musi
employees or other persons for whom tiez obmedzit pristup k osobnym Udajom iba
access to the personal data is necessary to na tych zamestnancov &i iné osoby, pre ktoré
fulfill the Institution’s obligations towards je pristup k osobnym u(dajom potrebny na
Sponsor as part of providing the Services. splnenie zavazkov zdravotnickeho zariadenia

voli zadavatelovi v ramci poskytovania
sluzieb.

THIRD PARTY PROCESSORS AND | SPROSTREDKOVATELIA OSOBNYCH UDAJOV

PROCESSING ACTIVITIES (TRETIE STRANY) A SPRACOVATEL'SKE

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 sudast

spolo¢ného spracuvania.

18. Either Party shall ensure that any of their | 18. Kazdd zo zmluvnych stran zabezpedi, aby

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

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

to only make use of third party
processors who are able to provide
sufficient guarantees that the third-
party processor will implement
appropriate technical and organizational
security measures in order to meet the

a. vyuzivala iba sprostredkovatelov
(tretie strany), ktori sU schopni
poskytnit dostatoéné zaruky, Ze su
schopni vykonat prisludné technické
a organizacno-bezpecnostné opatrenia
s ciefom splnit poziadavky pravnych

requirements of the Data Protection predpisov. na ochranu osobnych
Legislation; udajov;

to ensure that a valid data processing b. sa uzatvorila zmluva o spractvani
agreement between the Party and the osobnych Udajov medzi zmluvnou

third-party processor is in place
meeting the requirements in the Data
Protection Legislation; and

stranou a sprostredkovatelfom (tretou
stranou), ktord bude splfiat poZiadavky
pravnych predpisov na ochranu
osobnych udajov; a
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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

C. sa zabezpecilo, Ze platna dohoda
o spracuvani osobnych Udajov medzi
sprostredkovatelom (tretou stranou) a
akymikolvek  subdodavatelmi bude
splfat poziadavky uvedené v pravnych

Legislation. predpisoch na ochranu osobnych
udajov.

19. The Institution acknowledges and agrees | 19. Zdravotnicke =zariadenie uzndva a suhlasi
that the Institution upon request will provide stym, Ze na poziadanie  poskytne
Sponsor with information on the use of any zadavatelovi informacie o vyuzivani
third-party processors having access to sprostredkovatelov (tretich stran), ktori maju
Personal Data under this Joint Controller pristup k osobnym udajom v ramci tejto
Agreement. dohody o spolo¢nom prevadzkovatelovi.

20. Sponsor shall upon request receive a copy of | 20. Zadavatel dostane na poziadanie kopiu
the agreement entered between the other zmluvy uzavretej medzi zdravotnickym
Institution and any such third-party zariadenim a akymikolvek
processors having access to Personal Data sprostredkovatelmi (tretimi stranami), ktori
covered by the Agreement. maju pristup k osobnym Gdajom, na ktoré sa

vztahuje dohoda.

21. Each Party shall meet the requirement of the | 21. Kazdd zmluvnd strana bude spifiat

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 in accordance with Data
Protection Legislation. This entails that each
Party shall keep a record of processing
activities covering the processing carried out
by the Parties as joint controllers.

poziadavku na pripravu a uchovavanie
zaznamov o spracovatelskych dcinnostiach,
tykajlcich sa spraclvania osobnych Udajov
vykonavanych v ramci tejto dohody
o spolo¢nom  prevadzkovatelovi v zmysle
pravnych predpisov na ochranu osobnych
Udajov. To znamenda, ze kazdd zmluvna
strana vedie zaznamy o spracovatelskych
¢innostiach, ktoré sa tykaju spracuvania
osobnych uUdajov vykonavaného stranami ako
spoloénymi prevadzkovatelmi.

PERSONAL DATA BREACHES

PORUSENIA OCHRANY OSOBNYCH UDAJOV

22. The Institution shall be responsible for | 22. Zdravotnicke zariadenie je zodpovedné za to,
notifying the relevant data protection Zze oznami prislusnym dozornym orgdnom na
authorities of any Personal Data breach ochranu  osobnych udajov  akékolvek
which occurs in the Institution in connection porusenie ochrany osobnych Udajov, ku
with the Trial under this Agreement in the ktorému doéjde v zdravotnickom zariadeni
course of providing the Services and which v pric¢innej suvislosti so skisanim podla tejto
requires notification of authorities pursuant zmluvy v priebehu poskytovania sluzieb a
to Data Protection Legislation. ktoré  vyzaduje oznamenie  dozornym

organom podla pravnych predpisov na
ochranu osobnych udajov.

23. The Parties acknowledge and agree that | 23. Zmluvné strany uznavaju a suhlasia s tym,
they are each responsible for notifying the ze kazda z nich je zodpovedna za oznamenie
relevant data protection authorities of a porusenia ochrany osobnych udajov
Personal Data breach which occurs while the prislusnym dozornym organom na ochranu
Personal Data is under the Party’s own osobnych udajov, ku ktorému dbéjde pocas
control and over which the other Party does doby, kedy su tieto osobné Uudaje pod
not have any influence. samostatnou kontrolou danej zmluvnej

strany a na ktoré druhd zmluvnad strana
nema ziadny vplyv.

24, Such notification shall be made without | 24. Takéto ozndmenie bude vykonané bez
undue delay and no later than within the zbyto¢ného odkladu, najneskér v lehote,

timeline required by the Data Protection
Legislation. The notification shall include all
the information required pursuant to Data
Protection Legislation.

ktord vyzaduju pravne predpisy na ochranu

osobnych udajov. Oznamenie musi
obsahovat vsetky informacie vyzadované
pravnymi predpismi na ochranu osobnych

udajov.
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25. The Institution shall notify Sponsor in
writing without undue delay and no later
than twenty-four (24) hours after becoming
aware of any potential or identified breach of
Personal Data processed as part of providing
the Services under the Agreement. The
notification shall include any other
information required in order for Sponsor to
ensure compliance with the Data Protection
Legislation, including information about the
nature of the breach and measurements
taken to control it.

25. Zdravotnicke zariadenie zadavatelovi
pisomne oznami porusenie ochrany osobnych
Udajov bez zbytocného odkladu, a to
najneskér do dvadsatStyri (24) hodin od
zistenia pripadného alebo potvrdeného
porusenia  ochrany  osobnych udajov
spracuvanych v ramci poskytovania sluzieb
podla tejto dohody. Oznamenie musi
obsahovat vsetky informécie potrebné na to,
aby mohol zadavatel zabezpedit sulad
s pravnymi predpismi na ochranu osobnych
Udajov  vratane informacii o povahe
poruSsenia a o opatreniach prijatych
v suvislosti s porusenim.

26. The Institution shall be responsible for
communication of any Personal Data breach
to the affected data subjects which occur in
connection with the Institution’s processing
of the Personal Data. Such communication
shall meet the requirements of the Data
Protection Legislation.

26. Zdravotnicke zariadenie je zodpovedné za
oznamenie akéhokolvek porusenia ochrany
osobnych Udajov dotknutym osobam, ktorych
sa v suvislosti so spracovanim osobnych
Udajov  zdravotnickym  zariadenim toto
porusenie tyka. Takéto oznamenie musi
splfat poZiadavky pravnych predpisov na
ochranu osobnych Udajov.

27. Upon request by Sponsor, the Institution
shall provide Sponsor with a copy of such
communication to the affected data
subjects. The copy shall not include any
names or other direct identifiers of the
affected data subjects.

27. Na poziadanie zadavatela poskytne
zdravotnicke zariadenie zadavatelovi kopiu
oznamenia, tykajuceho sa dotknutych osob.
Kopia nesmie obsahovat Ziadne mend a ani
iné priame identifikatory dotknutych osob.

28. In relation to other processing of the
Personal Data by the Parties than stipulated
in Clause 26, the Parties acknowledge and
agree that they to the extend applicable are
each responsible for notifying data subjects
of a Personal Data breach  which occurs
while the Personal Data is under the Party’s
own control and over which the other Party
does not have any influence.

28. V suvislosti s inym spracUvanim osobnych
Udajov zmluvnymi stranami, ako je uvedené
v Clanku 26, zmluvné strany uznavaju a
sthlasia s tym, ze je kazda z nich
zodpovedna za informovanie dotknutych
0s6b o poruseni ochrany osobnych udajov,
ku ktorému dojde, pokial si osobné Udaje
pod samostatnou kontrolou danej zmluvnej
strany a na spracovanie ktorych druha
zmluvna strana nema ziadny vplyv.

29. Such notification shall be made without
undue delay and no later than within the
timeline required by the Data Protection
Legislation. The notification shall include all
the information required pursuant to Data
Protection Legislation.

29. Takéto oznamenie bude vyhotovené bez
zbyto¢ného odkladu a najneskér v lehote,
ktoru upravuju pravne predpisy na ochranu
Udajov. Oznamenie musi obsahovat vsetky
informacie pozadované pravnymi predpismi
na ochranu osobnych udajov.

DATA PROTECTION IMPACT ASSESSMENT

POSUDENIE VPLYVU NA OCHRANU UDAJOV

30. Each Party shall be responsible for meeting
the requirement of conducting a data
protection impact assessment prior to any
processing of Personal Data under the
Agreement, to the extent such is required
under the Data Protection Legislation.

30. Kazda zmluvna strana je zodpovedna za to,
ze vykona posudenie vplyvu ochrany udajov
pred akymkolvek spracivanim osobnych
udajov podla dohody, a to v rozsahu, v akom
to vyzaduju pravne predpisy na ochranu
osobnych udajov.

31. Each Party shall further be responsible for
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

31. Kazdad zmluvna strana je dalej zodpovedna
za splnenie poziadavky na predbeznu
konzultaciu s dozornym organom na ochranu
Udajov v nadvaznosti na posudenie vplyvu
ochrany udajov, ako sa uvéadza v ¢lanku 30,
ak to vyZaduju pravne predpisy na ochranu
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Protection Legislation.

osobnych Gdajov.

COMPLAINTS HANDLING

VYBAVOVANIE STAZNOSTI

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
Data Protection Legislation for which a Party tykaju porusenia platnych pravnych
is responsible under this Joint Controller predpisov na ochranu osobnych Udajov, za
Agreement. ktoré je podla tejto dohody o spolo¢nom

prevadzkovatelovi  zodpovedna  prislusna
zmluvna strana.

33. If either Party receives a complaint from a | 33. Ak ktordkolvek zmluvna strana prijme
data subject which relates to the other staznost od dotknutej osoby, ktord sa tyka
Party’s processing of the Personal Data, the spracivania osobnych  Udajov  druhou
Party receiving the complaint shall  without zmluvnou stranou, zmluvna strana, ktora
undue delay forward such request to the staznost prijala, postupi tuto Ziadost bez
other Party. zbyto¢ného odkladu druhej zmluvnej strane.

34. If either Party receives a complaint which | 34. Ak ktorakolvek zo zmluvnych stran prijme
partly relates to the other Party’s processing staZnost, ktord sa Ciastoéne tyka spraclivania
of the Personal Data, the Party receiving the osobnych uUdajov druhou zmluvnou stranou,
complaint shall without undue delay forward zmluvnd strana, ktord staznost prijala,
this part of the complaint to the other Party. bezodkladne postUpi tato dast staZnosti

druhej zmluvnej strane.

35. The Party forwarding a complaint pursuant | 35. Zmluvnd strana, ktord postupuje staZnost
to Clauses 33 and 34 shall without undue podla ¢lankov 33 a 34 o tom, ak je to mozné,
delay notify the data subject, if applicable, informuje bez zbytocného odkladu dotknutu
filing the complaint of the transfer of the osobu, a to ozndmenim o postipeni 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 spolo¢nom 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 uzndvaju a suhlasia s tym,
they will each notify the other Party of any ze kazda z nich oznami druhej zmluvnej
significant matters, which may affect the strane vsSetky dolezité skutocnosti, ktoré
joint processing of Personal Data under this moézu mat vplyv na spoloéné spracivanie
Joint Controller Agreement. osobnych Udajov podla tejto dohody

o spolo¢nom prevadzkovatelovi.
37. Any notifications made under this Joint | 37. VsSetky oznamenia podané podla tejto dohody

Controller Agreement shall be considered
duly rendered if sent to the following email
addresses:

o spolo¢nom prevadzkovatelovi sa povazuju
za riadne podané, ak sa posielaju na tieto e-
mailové adresy:

To Institution: sekretariat@kr.unb.sk

Zdravotnicke zariadenie: sekretariat@kr.unb.sk

To Sponsor: txym@novonordisk.com

Zadavatel: txym@novonordisk.com

The Sponsor, as instructed person, confirms by
signatures of its executives that it has been
informed about the principles of personal data
protection pursuant to Articles 13 and 14 and
the relevant recitals of the Regulation (EU)
2016/679 of the European Parliament and of the
Council on the protection of natural persons with
regard to the processing of personal data and on

Zadavatel' ako poucena osoba svojim podpisom
potvrdzuje, ze bol informovany o zasadach
ochrany osobnych Udajov v zmysle ¢lanku 13 a 14
a prislusnych recitdlov Nariadenia Eurdpskeho
parlamentu a Rady (EU) 2016/679 o ochrane
fyzickych osOb pri spracivani osobnych udajov a o
volnom pohybe takychto Udajov a zdkona NR SR ¢.
18/2018 Z. z. o ochrane osobnych udajov a o

CLINICAL TRIAL AGREEMENT FOR HEPATOLOGY PART /

ZMLUVA O REALIZACII HEPATOLOGICKEJ CASTI KLINICKEHO SKUSANIA

PAGE 30 OF 37

EDITION / EDICIA 10.2, DEC 2019 - JOINT DATA CONTROLLERS/ SPOLOCN{ PREVADZKOVATELIA




the free movement of such data and of the Act
of the National Council of the Slovak Republic
No. 18/2018 Coll. on the Protection of Personal

Data

and on the Amendment and

Supplementation of Certain Acts, available on
the website of the Institution www.fnspza.sk, in
the section "Personal Data Protection, GDPR".

zmene a doplneni niektorych zakonov, dostupné
na webovych strankach zdravotnickeho zariadenia

www.fnspza.sk, v

sekcii ,Ochrana osobnych

Udajov, GDPR".

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 ze kazdd zmluvnd strana je opravnena
otherwise process the Personal Data outside preniest a/alebo spracUvat osobné U(daje
the EU/EEA. mimo EU/EHP.

39. In the event such transfer takes place, the | 39. V pripade, Ze sa takyto prenos uskutocni,
Party transferring the Personal Data shall zmluvna strana, ktord osobné Udaje prendasa,
comply with any requirements, established musi dodrzat vsetky poZiadavky stanovené
by data protection or government dozornymi orgdnmi na ochranu udajov alebo
authorities, necessary for the granting of statnymi organmi, ktorych dodrzanie je
approval by such authorities for the transfer potrebné na udelenie suhlasu tymito
of Personal Data outside EU/EEA, including organmi, vztahujlceho sa na prenos
by concluding the Commission’s standard osobnych Udajov mimo EU / EHP, vratane
contractual clauses as set out by uzavretia Standardizovanych zmluvnych
Commission decision of 5 February 2010 doloZiek stanovenych Komisiou rozhodnutim
with later amendments (“the Model z 5. februara 2010 s neskorSimi zmenami a
Clauses”). 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 chréanit
other Party against all costs, claims, druhG zmluvnld stranu pred akymikolvek
damages or expenses incurred or for which nakladmi, narokmi, Skodami alebo
a Party may become liable due to any failure vydavkami, ktoré jej vzniknd a za ktoré
by the other Party or its employees or zmluvnd strana moze niest zodpovednost
agents to comply with the obligations under z dovodu, ze druha zmluvna strana alebo jej
this Agreement. zamestnanci ¢i  zastupcovia nedodrzia

povinnosti vyplyvajluce z tejto dohody.

41. Each Party shall remain fully liable to the | 41. Kazda zmluvna strana je zodpovedna druhej

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.

strane za plnenie povinnosti
vlastnych sprostredkovatelov
(tretich strdn). Skutoénost, Ze zmluvné
strany suhlasili S vyuzivanim
sprostredkovatelov (tretie strany), nama
vplyv na povinnost zmluvnych stran
dodrziavat tuto dohodu.

zmluvnej
zo strany

CONFLICTING LANGUAGE

ROZPOR MEDZI JAZYKOVYMI VERZIAMI

42, If any of the provisions of this Joint | 42. Ak bude niektoré z ustanoveni tejto dohody
Controller Agreement conflict with the o spolo¢nom prevadzkovatelovi v rozpore s
provisions of any other written or oral ustanoveniami akejkolvek inej pisomnej
agreement concluded between the Parties, alebo Ustnej dohody, uzatvorenej medzi
then the provisions of this Joint Controller zmluvnymi stranami, prednost maju
Agreement shall prevail. ustanovenia tejto dohody o spolo¢nom

prevadzkovatelovi.

43. In case of any discrepancies between the | 43. V pripade rozporu medzi anglickou a

Slovak and the English version of this
Agreement, the Slovak version shall prevail.

slovenskou verziou tejto dohody o spolo¢nom
prevadzkovatelovi ma prednost slovenska
verzia.
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ANNEX 1 TO THE JOINT CONTROLLER
AGREEMENT

PRILOHA 1 K DOHODE 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 Specifikuje spracivané osobné Udaje
a osobné (daje, na ktoré sa vztahuje dohoda o
spolo¢nom prevadzkovatelovi a je neoddelitelnou
sudastou dohody o spoloénom prevadzkovatelovi.

The processing of Personal Data under the
Agreement:

Spracuvanie osobnych tdajov podl'a dohody:

a) Purpose and nature of the processing

a)Ucel a charakter spracovatelskych operécii

operations

The Institution will, during the term of the
Agreement, be processing Personal Data on behalf
of Sponsor for the purpose of performing its
obligations under the Agreement.

Zdravotnicke zariadenie bude pocas trvania
Zmluvy spracovavat Osobné Udaje v mene
Zadavatela za UcCelom zabezpeclenia svojich
povinnosti v zmysle Zmluvy.

b) Categories of data subjects

b)Kategdrie dotknutych oséb

a) Novo Nordisk employees
b) Clinical Trial participants
c) Health care professionals

a) zamestnanci spolo¢nosti Novo Nordisk
b) Ucastnici klinického skusania
c) zdravotnicki pracovnici

d) Clinical trial participant’s relatives as d) rodinni prislusnici Ucastnika klinického
relevant skusania
C) Categories of Personal Data C)Kategdrie osobnych udajov
) Contact information, including name, i) Kontaktné informacie, ktoré zahffiaju meno

address, phone number, email etc.;

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

iii) CV, certificates training competencies

iv) Photos

a priezvisko, adresa, telefonne cislo, email
a pod.;

ii) Informacie slvisiace s
zahffaju titul, poziciu,
oddelenie, vykonnost; a

iii)  zivotopis, certifikaty zo Skoliacich aktivit

iv) Fotografie

pracou, ktoré
pracovné Uulohy,

d) Categories of sensitive Personal Data

d)Kategdrie citlivych osobnych tdajov

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;

iii. Other data concerning health;

i. Genetické U(daje, biometrické u(daje na
ucely  jednoznacnej identifikacie
fyzickej osoby;

ii. Klinické udaje pochadzajuce z klinickych

skusani, studii a inych vyskumnych prac;

iii. Iné Gdaje tykajlice 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 liediv, Kvetna 11,
825 08 Bratislava, Slovakia,
www.sukl.sk

2) Narodné centrum
informacii, Lazaretska
Bratislava 1, Slovakia,
www.nczisk.sk

3) Eticka komisia Bratislavského
samospravneho kraja, Sabinovska 16,
P.0.BOX 106, 820 05 Bratislava

4) Etickd komisia UNB, Nemocnica Ruzinov,
Ruzinovska 6, 826 06 Bratislava, Slovakia

zdravotnickych
26, 811 09

5) Etickd komisia Univerzitha nemocnica
Bratislava, Nemocnica akademika Ladislava

Dérera, Limbova 5, 833 05 Bratislava,
Slovakia

6) Etickd komisia Univerzitnej nemocnice
Martin, Kolldarova 2, 036 59 Martin,

Slovakia

7) Eticka komisia Trnavsky samospravny kraj,
P.0.Box 128, Starohajska 10, 917 01
Trnava, Slovakia

8) Novo Nordisk A/S, Attn: Customer
Complaint Center, Krogshoejvej 55, DK-
2880 Bagsvaerd, Denmark

1) Statny Ustav pre kontrolu liediv, Kvetnd 11,
825 08 Bratislava, Slovenska republika,
www.sukl.sk

2) Narodné centrum zdravotnickych
informacii, Lazaretska 26, 811 09
Bratislava 1, Slovenska republika,

www.nczisk.sk

3) Eticka komisia Bratislavského
samospravneho kraja, Sabinovska 16,
P.O0.BOX 106, 820 05 Bratislava

4) Etickd komisia UNB, Nemocnica Ruzinov,
RuZinovska 6, 826 06 Bratislava, Slovenska
republika

5) Etickd komisia Univerzitnd nemocnica
Bratislava, Nemocnica akademika Ladislava

Dérera, Limbova 5, 833 05 Bratislava,
Slovenska republika
6) Etickd komisia Univerzitnej nemocnice

Martin, Kollarova 2, 036 59 Martin, Slovak
Republic

7) Eticka komisia Trnavsky samospravny kraj,
P.O.Box 128, Starohdjska 10, 917 01
Trnava, Slovenska republika

8) Novo Nordisk A/S, Attn: Customer
Complaint Center, Krogshoejvej 55, DK-
2880 Bagsvaerd, Denmark
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9) ICON Central Laboratories, South County

9) ICON Central Laboratories, South County

Business Park, Leopardstown, Dublin 18, Business Park, Leopardstown, Dublin 18,
Ireland Ireland

10) Celerion, Allmendstrasse 32, 8320 10) Celerion, Allmendstrasse 32, 8320
Fehraltorf, Switzerland Fehraltorf, Switzerland

11) Novo Nordisk A/S, Novo Nordisk Park, 11) Novo Nordisk A/S, Novo Nordisk Park,
H5.02.06, DK 2760 Maaloev, Denmark H5.02.06, DK 2760 Maaloev, Denmark

12) Oracle America Inc., 500 Oracle Parkway, 12) Oracle America Inc., 500 Oracle Parkway,
Redwood City, CA 94065, United States Redwood City, CA 94065, United States

13) Perceptive eClinical Limited, c/o, Lawrence 13) Perceptive eClinical Limited, c/o, Lawrence
Young, Hart House, Priestley Road, Young, Hart House, Priestley Road,
Basingstoke, RG24 9PU, United Kingdom Basingstoke, RG24 9PU, United Kingdom

14) CRF Health Management Limited, Ground 14) CRF Health Management Limited, Ground
Floor, Waterfront Hammersmith Floor, Waterfront Hammersmith
Embankment London W6 9RH, United Embankment London W6 9RH, United
Kingdom Kingdom

f) Special requirements to security measures that | f) Osobitné poziadavky na bezpeénostné

apply to the Institution

opatrenia, ktoré platia pre zdravotnicke zariadenie

The Institution will implement and maintain
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.

Zdravotnicke zariadenie zabezpeci uskutoCnenie a
udrziavanie bezpecnostnych opatreni pocas celého
trvania Zmluvy a zabezpedi, aby jeho
subdodavatelia taktiez zabezpecili uskutoCnenie a
udrziavanie vhodnych bezpecnostnych opatreni na
ochranu osobnych (dajov proti neopravnenym
alebo nezadkonnym spractivaniam a proti nahodnej

strate, zniCeniu, poskodeniu, zmene alebo
zverejneniu osobnych Udajov pocas platnosti
Zmluvy. Tieto opatrenia budd vyhovujlice k

predchadzaniu vzniku Skody, ktord moéze vzniknut
z akéhokolvek neopravneného alebo nezakonného
spracovania, nahodnej straty, zniCenia alebo
poskodenia osobnych Udajov a so zretelom na
povahu osobnych Gdajov, ktoré sa maju chranit.

CLINICAL TRIAL AGREEMENT FOR HEPATOLOGY PART /

ZMLUVA O REALIZACII HEPATOLOGICKEJ CASTI KLINICKEHO SKUSANIA

PAGE 33 OF 37

EDITION / EDICIA 10.2, DEC 2019 - JOINT DATA CONTROLLERS/ SPOLOCN{ PREVADZKOVATELIA




APPENDIX 4: NOTICE OF PERSONAL DATA
PROCESSING

PRILOHA C. 4: 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.o. je vzmysle
prisluénych pravnych predpisov povinnd chranit
Vase osobné Udaje. Toto ozndmenie vysvetluje ako
spracuvame (napr. zbierame, pouzivame,
uchovavame a zdielame) Vase osobné Udaje. Vase
osobné Udaje budeme spraclvat v zmysle tohto
oznamenia a platnych pravnych predpisov.

1. WHO ARE WE?

1. KTO SME?

The company responsible for processing your
personal data is:

Spolo¢nost zodpovednad za spracovanie Vasich
osobnych Udajov je:

Novo Nordisk Slovakia s.r.o.

ROSUM, Bajkalska 19B, 821 01 Bratislava
ID no.: 36 753 050

E-mail: skbrcontact@novonordisk.com
Phone number: +421 2 57 10 30 11

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

1CO: 36 753 050

E-mail:  skbrcontact@novonordisk.com
Telefénne &islo: +421 2 57 10 3011

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

2. HOW DO WE COLLECT PERSONAL
DATA ABOUT YOU?

2. AKO ZISKAVAME VASE OSOBNE

UDAJE?

We get your personal data from the following
sources:

Vase osobné udaje 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 publikacii, webovych
stranok alebo socidlnych sieti

e  0Od inych subjektov/entit Novo Nordisk

When processing your personal data, we do not | Pri  spracuvani  VasSich  osobnych udajov

use any means of the automated decision making. | nepouzivame Ziadne prostriedky
automatizovaného rozhodovania.

3. WHY DO WE PROCESS YOUR | 3. PRECO SPRACUVAME VASE OSOBNE

PERSONAL DATA?

UDAIJE?

We process personal
following purpose:

data about you for the

Vase osobné Udaje spracUvame pre nasledovné
Ucely:

e To analyse data for compliance

e To meet transparency obligations

e To investigate compliance/fraud

e To coordinate a conference or event
e To reimburse you

e To conduct interviews as part of a
research project

e na analyzu udajov za Ucelom

stladu/compliance

e na splnenie povinnosti tykajucich sa
transparentnosti

e na preSetrenie suladu/podvodu

. na organizaciu konferencie alebo podujatia

e na UCely Vasich nahrad
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e To respond to your questions or request
for information

e To meet legal requirements, e.g. GCP

e To execute the trial in accordance with
the Protocol

e na Ucely vykonania pohovorov/interview
ako casti vyskumného projektu

e na Ucely zodpovedania Vasich otazok alebo
ziadosti o informacie

e na ucely dodrzania
poziadaviek, napr. GCP

legislativnych

e na ucely vykonania skuSania v sulade s
protokolom

You are not required to provide us with your
personal data. If you do not want Novo Nordisk to
use your Personal Data, we will not be able to
execute the trial.

Nie ste povinny poskytnit ndm VaSe osobné
Udaje. Ak nechcete, aby spolo¢nost Novo Nordisk
spracuvala Vase osobné Udaje, nebudeme schopni
realizovat skdSanie.

4. WHAT PERSONAL DATA DO WE
PROCESS ABOUT YOU?

4. AKE OSOBNE UDAJE TYKAJUCE SA VAS
SPRACUVAME?

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

Pre Uclely uvedené v odseku 3 vysSsSie, mdézeme
spracuvat nasledovné typy osobnych Gdajov:

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

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

e Kontaktné Udaje (meno, adresa, telefonne
¢islo, email)

e Informacie finanéného charakteru (Cislo
bankového Gctu, sumy, ktoré Vam boli
uhradené za objednané sluzby)

5. WHY ARE WE ALLOWED BY LAW TO
PROCESS YOUR PERSONAL DATA?

5. PRECO SME ZAKONOM OPRAVNENI
SPRACOVAT 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:

NasSe spracovanie VaSich osobnych Udajov je
realizované na zaklade zakona. Zo zdkona sme
opravneni spracuvat Vase osobné (daje opisané
v Odseku 4 na zaklade nasledujlucich pravnych
zakladov:

e The processing is necessary to fulfil a
contract with you

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

e 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
s zabezpedit realizaciu skisania.

6. HOW DO WE SHARE YOUR PERSONAL
DATA?

6. AKO VYKONAVAME _PRENOS /
ZDIELAME VASE OSOBNE UDAJE?

We may share your personal data with:

Vade osobné Udaje mbézeme zdielat s:

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

e Other Novo Nordisk entities (e.g., Novo
Nordisk affiliates in other countries)

e Dodavatelia alebo predajcovia, ktori
pomahaju nasej spolocnosti (napr.
konzultanti, poskytovatelia IT sluzieb,

financné institucie, advokatske kancelarie)

e Iné subjekty/entity
Nordisk (napr.
inych krajinach)

spolo¢nosti  Novo
poboc¢ky Novo Nordisk v

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

7. KEDY PRENASAME OSOBNE UDAJE
MIMO EU/EHP?
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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 prenasame Vase
osobné Udaje do nasledujucich krajin mimo
Eurdpskeho 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 nasledujuce 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 The EU-US Privacy Shield Framework
for transfers to Privacy Shield-certified
and US-based companies and
organisations. More information and a
list of Privacy Shield-certified
companies and organisations are
available at
https://www.privacyshield.gov/welcome

. Prenos sa vykondva do subjektu Novo
Nordisku, na ktory sa vztahuji zavazné
pravidla spoloCnosti Novo Nordisk,
pristupné na stranke
https://www.novonordisk.com/about-novo-
nordisk/corporate-governance/personal-
data-protection.html.

e Cielové krajiny su povazované Eurdpskou
komisiou za krajiny poskytujlce dostatoc¢nu
uroven ochrany osobnych Udajov

. Tzv. EU-US Privacy Shield Framework v
pripade prenosov spoloc¢nostiam
a organizaciam v ramci Privacy Shield
a sidliacim v USA. Viac informacii a zoznam
spoloCnosti a organizacii, na ktoré sa
vztahuje Privacy Shield ndjdete na stranke
https://www.privacyshield.gov/welcome.

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:

Vase osobné Gdaje budeme uchovavat po dobu:

e For as long as required by applicable . Po dobu poZadovanu zakonom
law within Clinical Research. vztahujiceho sa na klinické skusanie.
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

e You can get a copy of your personal
data in a structured, commonly used
and machine-readable format (right to
portability)

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

e You can have your data

deleted or destroyed

personal

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, 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

Vo vSeobecnosti mate nasledujluce prava:

. MézZete ziskat prehlad o tom, aké osobné
Udaje tykajuce sa Vas mame k dispoazicii

e MbZete ziskat képiu svojich osobnych
udajov Y StruktlUrovanom, bezne
pouzivanom a strojom Ccitatefnom formate
(prdvo na prenosnost)

e MoézZete ziskat aktualizdciu alebo opravu
vasich osobnych Udajov

e MbézZete nechat svoje osobné Udaje vymazat
alebo zniéit

e  MbzZete zastavit alebo limitovat spracovanie
Vasich osobnych udajov

e  Pokial ste nam dali suhlas so spracovanim
Vasich osobnych Gdajov, mo6zete tento svoj
suhlas kedykolvek odvolat. Vase odvolanie
nebude mat vplyv na  zdkonnost
spraclUvania vykonanu skér, ako ste
odvolali svoj suhlas

e MbZete podat staZnost na spracovanie
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we process your personal data to a
Data Protection Office of the Slovak
Republic, with its registered office at
Hrani¢nd 12, 820 07 Bratislava, phone
Nr.: +421 2 3231 3214, email:
statny.dozor@pdp.gov.sk.

osobnych Udajov nasou spolo¢nostou na
dozorny orgén Urad na ochranu osobnych
Udajov Slovenskej republiky, so sidlom
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 zaklade platnych pravnych predpisov mézu
existovat obmedzenia tychto prav v zavislosti od
konkrétnych okolnosti spracovatelskej cinnosti.
Kontaktujte nas s otdzkami alebo Ziadostami
tykajucimi sa tychto prav spdsobom v zmysle
¢lanku 1.
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