CLINICAL TRIAL AGREEMENT

ZMLUVA O REAL;;ACH
KLINICKEHO SKUSANIA

NOVO NORDISK SPONSORED
CLINICAL TRIAL

KLINICKE SKUSANIE _
FINANCOVANE SPOLOCNOSTOU
NOVO NORDISK

TRIAL ID: NN9535-4386

Identifikaéné &islo klinického
skiSania: NN9535-4386

This Agreement shall become valid on the date of
its signature by all parties and will be effective on
day after the publication day in the Central
register of contracts maintained by the
Government of Slovak Republic according to § 47a
section 1 of Act no. 40/1964 Coll., as amended
and following the provisions of § 5a of Act no.
211/2000 Coll, on Free Access to Information and
on Amendments to Certain Acts as amended.

Tato zmluva nadobuda platnost dfiom jej
podpisania vSetkymi zmluvnymi stranami a
G¢innost def nasledujici po dni jeho zverejnenia v
Centralnom registri zmliv vedenom Uradom viady
SR podla § 47a ods. 1 zdkona &. 40/1964 Zb.
(Obcianskeho zakonnika) v zneni neskorich
predpisov a v nadvaznosti na ust. § 5a zakona ¢.
211/2000 Z. z. o slobodnom pristupe k
informaciam a o zmene a doplneni niektorych
zakonov v zneni neskordich predpisov.

By and between:

Novo Nordisk Slovakia, s.r.o

ROSUM, Bajkalska 19B,

821 01 Bratislava,

Slovak Republic

ICO: 36753050, DIC: 2022341310,

IC DPH: SK2022341310

Registered in the Commercial Register of the
District Court I, Section Sro, Insert No 45086/B

Executiver:

Anne Mette Wiis Vogelsang
Skovbovaenget 114,
Vaerloese 3500, Denmark

Ole Flavig Ramsby
Christiansholms Tvarvej 10,
Klampenborg 2930,
Denmark

Drago Vuina
Podgorje B.383,
Podgorje Bistricko,
Croatia

Legally represented by: Aleksandar Ciri¢, based on
the Power of Attorney dated 15 February 2016,
signed by executives Anne Mette Wiis Vogelsang
and Ole Flavig Ramsby

Bank account:

(hereinafter referred to as “Sponsor”)

medzi:

Novo Nordisk Slovakia, s.r.o

ROSUM, Bajkalska 19B,

821 01 Bratislava,

Slovenska republika

ICO: 36753050, DIC: 2022341310,

IC DPH: SK2022341310

Zapisana v obchodnom registri Okresného sudu
Bratislava I, oddiel Sro, vliozka ¢. 45086/B

Konatelia:

Anne Mette Wiis Vogelsang
Skovbovaenget 114,
Vaerloese 3500, Dansko

Ole Flavig Ramsby
Christiansholms Tvarvej 10,
Klampenborg 2930,

Dansko

Drago Vuina
Podgorje B.383,
Podgorje Bistricko,
Chorvétska republika

Zastlpena: Aleksandar Ciri¢, na zaklade plnej moci
zo dia 15.2.2016 podpisanej konatelmi Anne
Mette Wiis Vogelsang a Ole Flavig Ramsby
Bankové spojenie:

(dalej len “zadavatel™)

And:

MUDr.Danica Mali¢kova
Residing at:

Slovak Republic

a:
MUDr.Danica Mali¢kova
Bytom: o
Slovenska republika

Nemocnica svdtého Michala, a.s.
Satinského 1.7770/1,

811 08 Bratislava,

Slovak Republic

Nemocnica svatého Michala, a.s.
Satinského 1.7770/1,

811 08 Bratislava,

Slovenska republika

(hereinafter referred to as “Principal Investigator”)

(dalej len “hlavny skusajuici”)

And:
Nemocnica svatého Michala, a.s.

a:
Nemochica svatého Michala, a.s.
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Satinského 1.7770/1,
811 08 Bratislava,
Slovak Republika

Satinského 1.7770/1,
811 08 Bratislava,
Slovenska republika

Company registration no.: 44 570 783

DIC: 2022738586

1€ DPH:SK2022738586

registered in the Commercial Register of the
District Court I, Section Sa, Insert No 4677/B,
Bank account:

ICO: 44 570 783

DIC: 2022738586

IC DPH:SK2022738586

zapisana v Obchodnom registri Okresného sudu
Bratislava I, oddiel Sa, viozka ¢. 4677/B,

Bankové snojenie: ‘

IBAN: IBAN:
SWIFT: SWIFT:
Legal representative: Zastlpena:

MUDr. Marian Krizko, PhD., MHA, MPH -
Chairman of the Board and General Manager
(hereinafter referred to as “Institute”)

MUDr. Marian Krizko, PhD., MHA, MPH -
predseda predstavenstva a generalny riaditel
(dalej len ,zdravotnicke zariadenie™)

In the following, Sponsor, Principal Investigator
and Institution are also referred to individually as
"Party" and collectively as "Parties".

V nasledujicom zneni zmluvy sa zadavatel, hlavny
skusajluci a zdravotnicke zariadenie jednotlivo
oznacuju aj ,zmluvna strana” a spolocne ,zmluvné
strany”.

PREAMBLE PREAMBULA

WHEREAS Sponsor wishes to conduct the | KEDZE Zadévatel si  Zeld v Slovenskej
following clinical trial in the Slovak republike  vykonat nasledujlce
republic: A research study to klinické skusanie: Klinické
compare semaglutide to insulin skasanie porovnavajlice
aspart, when taken together semaglutid s inzulin aspartatom
with metformin and insulin u ludi s cukrovkou 2. typu
glargine, in people with type 2 uzivajiucich metformin a inzulin
diabetes; SUSTAIN 11; Protocol glargin; SUSTAIN 11,
ID: NN9535-4386 (the ‘Trial). Identifikacné ¢islo protokolu
The nature of the Trial is further klinického skusania: NN9535-4386
elaborated upon in this (dalej len ,skuSanie™). Blizdia
Agreement; Specifikacia skiSania je dalej

rozpracovana v tejto zmluve;

WHEREAS Sponsor wishes to conduct the | KEDZE Zadavatel si Zeld vykonat skiganie v
Trial in cooperation with spolupraci s hlavnym skusajlcim
Investigator at the Institution; v ramci zdravotnickeho zariadenia;

WHEREAS The Investigator has the expertise | KEDZE Hlavny sk(gajiuci mé& potrebné
and the Institution has the znalosti a zdravotnicke zariadenie
necessary resources relating to prehlasuje, Ze ma potrebné zdroje v
clinical trial design, conduct, stvislosti s planom, realizaciou,
evaluation and analysis. The vyhodnotenim a analyzou klinického
Institution has agreed to assist skisania. Zdravotnicke zariadenie
Sponsor in the conduct of the Trial sa zavdzuje spolupracovat so
at the Institution wunder the zadavatelom pri realizacii skG8ania v
supervision of its employee the zariadeni pod dohlfadom hlavného
Principal Investigator, under the sklsajlceho, ktory je jeho
terms and conditions of this zamestnancom, ato v sulade s
Agreement. podmienkami tejto zmluvy.

1. DEFINITIONS 1, DEFINICIE

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

APPENDIX 2 PRILOHY 2.
1.2 "Confidential Information" shall mean all | 1,2 "Doverné informacie" znamenaju vietky

information, whether written, oral, or in
any other form, pertaining to either

informacie - pisomné, Ustne alebo v
akejkolvek inej podobe - tykajlce sa
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Party’s business, whether developed or
acquired hereunder and whether kept in
its original form.

obchodnej Cinnosti  ktorejkolvek zo
zmluvnych stran, vytvorené alebo
ziskané podla podmienok tejto zmiuvy, &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 formular Gcéastnika Studie
Case Report Form (eCRF). (CRF) a elektronicky  zaznamovy

formular ucastnika Stidie (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 LZO")" znamend akakolvek pravnicka
healthcare, medical or  scientific osoba, (i) ktord je zdravotnickym,
association or organisation (irrespective lekarskym alebo vedeckym zdruZenim
of the legal or organisational form) such alebo organizaciou (bez ohladu na
as a hospital, clinic, foundation, pravnu alebo organizaén 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/vzdeland  spoloénost (s
through which one or more HCPs provide vynimkou organizacii pacientov
services. v rozsahu pbsobnosti Kédexu

Organizacie Pacientov EFPIA), alebo (ii)
prostrednictvom ktorej poskytujl 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 fyzickd osoba, ktord
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 ina osoba, ktora v ramci
professional activities, may prescribe, vykonu svojho povolania mdbze
purchase, supply, recommend or predpisovat, kupovat, dodavat,
administer a medicinal product. odporuc¢at alebo  podavat/spravovat

lekarsky produkt.
For the avoidance of doubt, the
definition of HCP includes: (i) any official Pre vylucenie pochybnosti plati, ze
or employee of a government agency or definicia ZP zahffha: (i) akéhokolvek
other organisation (whether in the public Uradnika alebo zamestnanca vladnej
or private sector) that may prescribe, institGcie alebo inej organizacie (& uz v
purchase, supply or administer medicinal sikromnom alebo verejnom sektore),
products and, (ii) any person whose ktora mobze predpisovat, kupovat,
primary occupation is that of a practising dodavat, odporicat alebo
HCP irrespectively of any other podavat/spravovat lekdrske produkty, a
employment. (ii) akukolvek osobu, ktorej primarnym
zameranim je vykon cinnosti ZP bez
ohladu na jej dalSie
zamestnanie/¢innost.

1.7 “Intellectual Property" shall mean any | 1.7 "Dusevné vlastnictvo"” znamena
and  all know-how, inventions, akékolvek a vietko 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 stvisiace s klinickym skdsanim, ktoré je
Investigator Agreement. predmetom tejto zmluvy o realizacii

projektu.

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" znamena Last Patient Last Visit

(posledna navsteva posledného
pacienta).
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1.10 "Personal Data” shall mean the personal | 1.10 .0sobné (daje" znamenaju osobné udaje
data as stipulated in APPENDIX 5 and ako je dohodnuté v PRILOHE 5 a v PRILOHE
APPENDIX 6. 6.

1.11 "Protocol” shall mean protocol number | 1.11 .Protokol® znamena protokol dislo
NN9535-4386: Effect of semaglutide NN9535-4386: Klinické skisanie
once-weekly versus insulin aspart skiimajtice ucinok semaglutidu
three times daily, both as add on to podavaného jedenkrat tyzdenne v
metformin and optimised insulin porovnani s inzulin aspartatom
glargine (U100) in subjects with podavanym trikrat denne, ako
type 2 diabetes; SUSTAIN 11, pridavnej liecby u pacientov s
attached herein as APPENDIX 2 diabetes mellitus 2. typu uZivajicich

metformin a inzulin glargin (100U) v
optimalizovanej davke; SUSTAIN 11,
ktory tvori PRILOHU 2 zmluvy.

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" znamena 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 zavaZznej a neoCakavanej
neziaducej reakcie).

1.15 "Termination Date" shall mean Database | 1.15 "Datum ukoncenia" znamend datum
Lock weeks after LPLV wunless this uzavretia databazy, pokial sa tato
Agreement is terminated pursuant to zmluva neukon¢i v sutlade s Clankom
Clause 12.4. 12.4.

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

pomocnych dodavok.

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

1.18 "Trial Subject" shall mean any subject | 1.18 ,U&astnik skasania® znamend akykolvek
participating in the Trial. pacient zucasthujici sa na klinickom

skusani.

2, INTRODUCTION 2, uvoD

2.1 The Parties hereby agree that the | 2.1 Zmluvné strany sa tymto dohodli, Ze
Principal Investigator shall carry out the hlavny skuaSajuci vykona skisanie v
Trial in accordance with the Protocol and sulade s protokolom a touto zmluvou,
this Agreement. All appendices and Vsetky prilohy a dodatky k tejto zmluve
amendments to this Agreement shall be budl povaZované za jej neoddelitelnu
deemed to be an integral part of this sicast a mbdiu byt z &asu na cas
Agreement and may be updated from aktualizované po vzajomnej dohode
time to time by mutual agreement. zmluvnych stran.

3. OBLIGATIONS OF THE | 3. POVINNOSTI ZDRAVOTNICKEHO
INSTITUTION AND THE PRINCIPAL ZARIADENIA A HLAVNEHO
INVESTIGATOR SKUSAJUCEHO

3.1 Prior to the Trial the Principal | 3.1 Pred wvykonanim skusania je hlavny

Investigator must:

skusajuci povinny:

a) assist the Sponsor to obtain all
necessary approvals from the
Ethics Committee and relevant

a) Poskytnut zadavatelovi sucinnost
pri ziskavani vSetkych potrebnych
povoleni od Etickej komisie a
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regulatory  bodies, from the
relevant departmental head of the
Institution and from any other
authority that is responsible for the
administration of the Institution;

prislusnych regulaénych organov,
od vedlceho prisluéného
oddelenia zdravotnickeho
zariadenia a od akéhokolvek iného
organu, ktory je zodpovedny za

riadenie zdravotnickeho
zariadenia;

b) be fully informed of the Trial b)  dokladne sa oboznamit
Protocol and the Trial Product and s protokolom ako aj 50
attend, or ensure a delegate skisanym produktom a
attends, all Investigator's meetings zucastfiovat sa alebo zabezpedit
for the Trial from time to time as Gcast svojho zastupcu na vsetkych
required by Sponsor; stretnutiach skdsajlcich

(Investigator's meetings) k
skusaniu podla poziadaviek
zadavatela;

c) instruct the Trial Subject in c) poutit U&astnika skusania podla §
accordance with Article 29 (14) of 29 ods. 14 zakona €. 362/2011 Z.z. Zakon
the Act No. 362/2011 Coll. on o liekoch a zdravotnickych pomdckach v
Drugs and Medical devices as zneni neskorsich predpisov, pricom za
amended, the Principal splnenie tejto povinnosti osobne
Investigator is personally liable for zodpoveda Hlavny skusajuci;
the compliance with this
requirement;

d) ensure all the Institution's d)  zabezpedit, aby vsetci
employees and collaborators who zamestnanci zdravotnickeho
are involved in the Trial fully zariadenia a spolupracovnici, ktori
understand and adhere to the Trial st zapojeni do skasania, plne
Protocol and the obligations of both porozumeli a dodrziavali protokol
the Institution and the Principal ako aj povinnosti zdravotnickeho
Investigator; zariadenia a hlavného

skusajuceho;

e) obtain prior written approval from e) ziskat predchadzajuci pisomny
Sponsor and the Ethics Committee suhlas zadavatela a  Etickej
for any proposed recruitment komisie pre akykolvek navrhovany
material to be used for the purpose material pouzivany pre Gcely
of Subject recruitment in the Trial; naboru pacientov do skui$ania;

f) resolve any revenue issues in f) vyriesit vietky prijmové otazky v
respect of the Trial with the slvislosti  so  skuSanim e}
Institution and keep Sponsor zdravotnickym zariadenim a
informed of such issues and the informovat zaddvatela o tychto
progress of resolution of such otazkach a o postupe ich riesenia;
issues;

3.2 During the Trial each of the Institution | 3.2 Pofas  skaSania su  zdravotnicke

and Principal Investigator must:

zariadenie a hlavny skisajlci povinni:

a)

conduct the Trial in accordance
with the terms of this Agreement
and:

b)

vykondvat sklganie v sllade 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 udinnym na Gzemi
Slovenskej republiky,
vratane vsSetkych predpisov
tykajicich  sa realizacie
klinickych skdsani;

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

ii. Medzinarodnou konferenciou
o harmonizacii pokynov pre
spravnu klinicki prax (ICH-
GCP);
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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,
depending on which of the
stated options ensures the
greatest protection for the
patient;

iv.  protokolom, véetkymi
dodatkami, samostatnymi
manualmi a  Specifickymi
postupmi poskytnutymi

zaddvatelom, platnymi pre
vykonavanie sk(Sania v
zavislosti od toho, ktora z

uvedenych moznosti
zaru€uje najsirSiu  ochranu
pacienta;

b)

ensure that all Trial Materials are
handled correctly and stored
securely for the duration of the
Trial and any period thereafter as
required by law or this Agreement,
whichever is later, in accordance
with the Protocol NN9535-4386 ;

b)

zabezpedit spravne zaobchdadzanie
so  vdetkymi  materidlmi  ku
skisSaniu a ich bezpecné uloZenie
po dobu trvania skaSania a
akukolvek dalSiu nasledni dobu
podla poZiadaviek zakona alebo
tejto zmluvy podla toho, ktora je
dlhsia, a v sllade s protokolom
NN9535-4386;

<)

ensure that Trial Product is used
only for the conduct of the Trial in
accordance with the Protocol
NN9535-4386;

zaistit pouzitie sk(i$aného produktu
iba na realizaciu skusania v sulade
s protokolom NN9535-4386;

d)

do all possible efforts to ensure
that the target number of 8
subjects eligible subjects are
recruited for the Trial in
accordance with the site
recruitment strategy and that data
from all eligible subjects are
available on or before the
Termination Date. Any over-
recruitment of Subjects not
authorised by the Sponsor will not
be financially compensated;

d)

vykonat maximum pre to, aby sa
zaistil nabor cielového pocltu 8
ucastnikov do skidsania v sllade s
naborovou stratégiou centra
skusania a aby Udaje od vsetkych
vhodnych G¢astnikov skisania boli
k dispozicii najneskdér v den
ukoncenia. Nabor akychkolvek
dalSich UGcastnikov do skusania,

ktory nebude schvaleny
zadavatelom, nebude finanéne
kompenzovany;

e)

have all available data entered in
the CRF within 3 calendar days
after each visit. Principal
Investigator shall ensure that the
patient record is updated with final
information and signed as
applicable within 5 calendar days
after each visit;

e)

zadat vsetky dostupné udaje do
CRF do 3 kalendarnych dni po
kazdej navsteve. Hlavny sklsajlci
zabezpeci, aby bol zdznam
pacienta aktualizovany koneénymi
informaciami a podla potreby
podpisany do 5 kalendarnych dni
po kazdej navsteve;

maintain accurate data collection
and up-to-date records of all Trial
Materials and Trial related
correspondences by the Principal
Investigator, the Institution's
employees, the Sponsor and any
other person involved in the Trial,
during the Trial;

udrziavat presné zozbierané (daje
a aktudlne zdznamy o vsetkych
materidloch  ku  skdSaniu a
koreSpondencie  suvisiacej  so

skusanim, medzi hlavnym
skasajucim, zamestnancami
zdravotnickeho zariadenia,

zadavatelom a akymikolvek inymi
osobami zapojenymi do skisania
po dobu jeho trvania;

g)

submit written reports, in
accordance with all laws,
regulations and guidelines

including the Ethics Committee
standards, to Sponsor and the
Ethics Committee regarding the
Trial being conducted at the

9)

na poziadanie podavat
zadavatelovi a Etickej komisii
pisomné spravy o skusani
vykonavanom v zdravotnickom
zariadeni, ktoré budl v sulade s
prisludnymi zakonmi, vykonavacimi
predpismi a pokynmi vratane
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Institution on request, the Principal
Investigator is liable for the
compliance with this obligation;

Standardov Etickej komisie, za
splnenie tejto povinnosti
zodpoveda Hlavny skusajlci;

h) record and evaluate all Adverse
Events experienced by the Trial
Subjects in accordance with Article
12 of the Protocol;

h) zaznamenavat a vyhodnocovat
vietky neziaduce udalosti
nahlasené ucCastnikmi skdSania v
stlade s Clankom 12 protokolu;

i) retain Trial Records in accordance
with the Protocol, Article 24, and
under storage conditions conducive
to their stability and protection.
The Principal Investigator and the
Institution further agree to permit
Sponsor to ensure that the records
are retained for a longer period if
necessary, at Sponsor's expense,
under an arrangement that
protects the confidentiality of the
records (e.g. secure off-site
storage);

i) uchovavat zdznamy o skusanl v
stulade s protokolom, Clanok 24
protokolu a podla podmienok
archivacie, ktoré umoznuju ich
stabilitu a ochranu. V pripade
potreby sa hlavny skdSajlci a
zdravotnicke zariadenie dalej
zavazuju umoznit zadavatelovi
zabezpecenie uchovavania
zaznamov aj na dlhsie obdobie na
naklady zadavatela, za dodrzania
podmienky ochrany dbvernosti
zaznamov (napr. bezpecné externé
uskladnenie);

j) provide to Sponsor timely updates
of their contact data;

j)  zadavatela priebeZne informovat o
akychkolvek zmenach v
kontaktnych Gdajoch;

k) assist any Trial subject with
contacting Sponsor’s Data
Protection Responsible: Tng.
Tomas Marek, tel: o

k) ak je potrebné, poskytnit pomoc
pacientovi Studie kontaktovanim
kontaktnej osoby zadavatela
zodpovednej za ochranu osobnych
Gdaiov Ing. Tomas Marek, tel:

33 In the cooperation with Sponsor the | 3.3
following shall apply:

Spolupraca so zadavatelom sa riadi
nasledujicimi pravidlami:

a) The Institution and Principal
Investigator must allow any person
nominated by the Sponsor during
regular business hours and with
one Business Day notice in
advance access to the following:

a) zdravotnicke zariadenie a hlavny
skusajuci st povinni  umoznit
akejkolvek osobe urcenej
zadavatelom, pocas beznej
pracovnej doby a s upovedomenim
jeden pracovny den vopred,
pristup:

i) subject records relating to
the Trial;

i k zaznamom o ucastnikoch
tykajlcich sa skusania;

ii) the Institution and facilities
where the Trial is being
conducted; and

ii. do zdravotnickeho zariadenia
a priestorov, kde sa skUsanie
vykonava; a

iii) any Trial Materials.

iii. ku vSetkym materidlom ku
skdsaniu.

b) Regulatory or other authorities
shall be allowed direct and
immediate access to the same
information.

c) Regulatné alebo iné organy musia
mat tiez zarufeny priamy a
okamzity pristup k rovnakym
informaciam.

d) Subject to Clause 8 of this
Agreement the Institution and the
Principal Investigator must not,
without the prior written approval
of Sponsor, disclose any
Confidential Information to any

e) Podla podmienok ¢lanku 8 tejto
zmluvy nesmie zdravotnicke
zariadenie ani hlavny skudsajici
bez predchadzajliceho pisomného
suhlasu zadavatela prezradit
akékolvek dbverné informdcie
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third person other than for the akejkolvek  tretej  osobe, s
proper conduct of the Trial and in vynimkou pripadov, kedy je to
accordance with this Agreement nutné na riadne vykonanie
provided that such recipients are skiSania a v sllade s touto
bound by obligations of zmluvou pod podmienkou, Ze
confidentiality and non-use to prijemca takychto informdcii bude

Sponsor which are equal to the voCi zadavatelovi viazany

terms of this Agreement. Principal zavazkom mic¢anlivosti a

Investigator shall ensure that said nevyuzivania, ktory bude

recipients be fully aware of the rovnocenny podmienkam tejto

obligations of confidentiality of this zmluvy. Hlavny skulsajici je

Agreement and shall be povinny zabezpeéit pisomne plné

responsible for any breach of these oboznamenie uvedenych oséb s

provisions by such recipient. povinnostou mi&anlivosti podla

tejto zmluvy a je zodpovedny za
akékolvek porusenie tychto
ustanoveni touto osobou.

f) Institution and Principal d) Zdravotnicke zariadenie a hlavny
Investigator acknowledge and sklsajlci potvrdzuji a sthlasia, ze
agree that in accordance with the v sulade s protokolom NN9535-
Protocol NN9535-4386 , 4386,

I the Trial is being conducted I sa sklSanie vykonava ako
as part of a multi-centre suast multicentrického
clinical trial, klinického skusania,

ii. that the number of clinical ii. Ze o pocte pracovisk
trial sites will be decided klinického skusania rozhodne
solely by Sponsor, vyluéne zadavatel,

iii. that these sites may enroll iii. Ze tieto pracoviska s0
Trial Subjects in  mutual opravnené ziskavat
competition, and ucastnikov  skusania  vo

vzajomnej konkurencii a

iv. that Sponsor reserves the iv. Ze zadavatel si vyhradzuje
right to end Trial Subject pravo ukonit nabor
enrolment under this ucastnikov klinického
Agreement when the desired skusania podla tejto zmluvy,
number of Trial Subjects for ked bude dosiahnuty Zelany
all clinical trial sites has been pofet Ucastnikov skusania
reached. Institution and pre vietky pracoviska
Principal Investigator agree klinického skdsania.
that further screening or Zdravotnicke zariadenie a
randomisation of subjects Hlavny skusajuci sa zavazuju
must not take place after ukon¢it daldi vyber alebo
Trial Subject enrolment has randomizaciu ucastnikov
been ended by Sponsor. sksania po ukonéeni naboru

ucastnikov skusania
zadavatelom.

e) If electronic systems are used in e) Ak sa v ramci skisania pouzivaju
the Trial, it may be required to file elektronické systémy, modze byt
these site specific data at the Trial vyZadované, aby boli vybrané (daje
site. If Sponsor provided media is uloZzené na pracovisku klinického
found not readable during the skigania. Ak sa v priebehu doby
retention period, a new copy can uchovania stani meédia poskytnuté
be provided by Sponsor. zadavatelom necitatelné, od

zadavatela mozno pozadovat
poskytnutie novej kopie.

4, OBLIGATIONS OF SPONSOR 4. POVINNOSTI ZADAVATEL'A

4.1 Sponsor shall obtain all necessary | 4.1 Zadavatel' je povinny ziskat vSetky

approvals from the Ethics Committee potrebné povolenia od Etickej komisie a

and relevant regulatory bodies, from the prislusnych regula¢nych organov, od

relevant departmental head of the veduceho prislusnénho oddelenia

Institution and from any other authority zdravotnickeho zariadenia a od vSetkych
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that is responsible for the administration
of the Institution;

dalSich organov zodpovednych za spravu
zdravotnickeho zariadenia;

4.2 Sponsor must: 4.2 Zadavatel sa zavazuje:

a) conduct the Trial in accordance a) vykonavant skl(ganie v sulade s
with the terms of this Agreement podmienkami tejto zmluvy a:
and:

(i) all applicable laws and i) vietkymi prislusnymi
regulations in Slovak pravnymi predpismi
Republic including any Slovenskej republiky
guidelines governing the vratane vsSetkych pokynov
conduct of clinical studies, regulujucich realizaciu

klinickych skusani,

(ii) the International Conference i) Medzindarodnou konferenciou
on Harmonization Guideline o harmonizacii pokynov pre
for Good Clinical Practice spravnu klinickd prax (ICH-
(ICH-GCP), GCP),

(iii) the Declaration of Helsinki as iii) Helsinskou deklaraciou na
referenced in the Protocol, ktor(l sa odvolava protokol,

(iv) the Protocol, any iv) Protokolom a vsetkymi jeho
amendments, separate dodatkami, samostatnymi
manuals and specific manualmi a Specifickymi
procedures  provided by postupmi poskytnutymi
Sponsor  applicable  for zadavatelom, platnymi pre
conducting the Trial, vykonavanie klinického
depending on which of the skisania, v zdvislosti od
stated options ensures the toho, ktora z uvedenych
greatest protection for the moznosti zaruCuje najsirsiu
patient. ochranu pacienta.

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

a) all Trial Materials necessary for a) vSetky materidly na ska3sanie
the conduct of the Trial; potrebné na vykonanie skisania;

b) all relevant clinical pharmacology b) vsetky prislusné klinické,
and toxicology information and farmakologické a toxikologické
advice to the Principal informacie a rady hlavnému
Investigator and the Institution skusajucemu a zdravotnickemu
which are required for the proper zariadeniu, ktoré si potrebné na
planning and conduct of the Trial spravne naplanovanie a vykonanie
throughout the Trial period. Such skisania po celd dobu ski$ania.
information  will include the Medzi takéto informacie patri
Investigator's Brochure and Prirucka pre skusajliceho
information on SUSARs for (Investigator’'s Brochure) a
unlicensed products or the SPC infformacie o  SUSARs k
for licensed products; and nelicencovanym produktom alebo

SPC pre licencované produkty; a
c)

c) reasonable supervision, training d) primerany dohlad, zaskolenie a
and monitoring during the monitorovanie pocas vykonavania
conduct of the Trial. skusania.

4.4 The Parties agree to adhere to all | 4.4 Zmluvné strany sa zavdzuju dodrziavat

applicable laws and regulations
pertaining to medical confidentiality of
the subjects. The Principal Investigator
shall not disclose to Sponsor the identity
of the subjects or information from
which the identity of the subject can be
deduced without prior written consent of
the subject.

véetky platné zakony a nariadenia
tykajlice sa lekarskeho tajomstva v
stvislosti s Géastnikmi skiSania. Hlavny
skusajlci nie je, bez predchadzajiceho
pisomného suthlasu Géastnika skusania,
opravneny zadavatelovi uviest identitu
ucastnika skisania aani akékolvek
informacie, z ktorych moZno identitu
ucastnika ski$ania odvodit.
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4.5 Any amendment to the Protocol must be | 4.5 VSetky dodatky k protokolu musia byt
agreed upon by both the Principal v pisomnej forme odsuhlasené hlavnym
Investigator and Sponsor and be skusajlicim a zadavatelom.
documented in writing. Implementation Implementacia dodatkov sa méze
of amendments cannot take place until uskutoénit aZ po odsuhlaseni prislusnymi
approval by health authorities, as zdravotnickymi  organmi a  ziskani
applicable, and Ethics Committee has povolenia Etickej komisie, pokial si to
been obtained unless required for the nevyzaduje bezpeénost  U&astnikov
safety of the Trial Subjects or for klinického skusania alebo
administrative reasons in accordance z administrativnych dovodov v sulade
with ICH/GCP. s ICH/GCP.

8 DISCLOSURE REQUIREMENTS 5. POZIADAVKY NA ZVEREINENIE

L | The Principal Investigator and the | 5.1 Hlavny  skdsSajici a  Zdravotnicke
Institution are hereby informed that zariadenie tymto berl na vedomie, Ze
information about the Institution is informacie o zdravotnickom zariadeni su
collected, used, stored, transferred and zhromazdované, pouzivané, uchované,
disclosed (collectively for this Clause 5 prevadzané a zverejilované (suhrnne
“Processed”) by or on behalf of Sponsor. »Spracliivaju®) zadavatelom alebo v jeho
This includes, but is not limited to, mene. Toto zahffia najm&d, nie vsak
information such as name, business vyluéne, informacie ako meno, sidlo,
address, contact details, nature of kontaktné (daje, povahu vztahu so
relationship with Sponsor, tax number, zadavatelom, IC DPH, identifikacné Cislo
unigue identifier, and any transfers of a akékolvek prevody hodnét zahrhajtce
value (including but not limited to najmd, nie vSak vylu¢ne, platby od
payments) from Sponsor to the zadavatela zdravotnickemu zariadeniu.
Institution.

5@ The Institution agrees to provide | 5.2 Zdravotnicke zariadenie suhlasi, ze bude
Sponsor, with all details and information zadavatelovi poskytovat véetky
reasonably required by Sponsor for the podrobnosti a informacie dévodne
purpose  of  observing Sponsor’s pozadované zadavatefom za (celom
compliance with the requirements for dodrziavania poZiadaviek zadavatela pri
contracting, tracking and disclosing uzatvarani zmilv, sledovani
transfer of values to the Institution. a zverejhovani prevodu hodnot

zdravotnickemu zariadeniu.

S, To the extent the Institution is sharing | 5.3 V  rozsahu v akom zdravotnicke
and providing information  about zariadenie zdiela a poskytuje informacie
employees of the Institution/Practice to o] zamestnancoch
the Sponsor, the Institution/Practice institucie/zdravotnickeho zariadenia
acknowledges that the employees have zadavatelovi, institlcia/zdravotnicke
been informed hereof and has been zariadenie  tymto potvrdzuje, ze
provided with all information required zamestnanci boli informovani o tejto
under applicable laws, including the skutocnosti a Ze im boli poskytnuté
information set out in Article 13 and 14 vSetky informacie vyzadované podla
of the General Data Protection prislusnych predpisov, vratane informaécii
Regulation (the GDPR). The v zmysle v ¢lanku 13 a 14 Nariadenia o
Institution/Practice will indemnify the ochrane osobnych ddajov  (GDPR).
Sponsor and any affiliate of the Sponsor Institucia/zdravotnicke zariadenie
for any and all potential claims, odSkodni zadavatela alebo akukolvek
expenses, losses and damages or pobocku zadavatela za akékolvek a
liabilities incurred by the Sponsor or an vSetky potencidlne ndroky, vydavky,
affiliate of the Sponsor arising from the S§kodu alebo zavazky, ktoré vzniknl(
Institution/Practice’s breach of its zadavatelovi alebo pobocke zadavatela z
obligations to provide information to the dévodu porusenia svojich povinnosti
employees. institucie/zdravotnickeho zariadenia

poskytat tieto informacie
zamestnancom.

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 budd uvedené vietky prislusné
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number of Trial Subjects and number of
visits. Furthermore, each invoice shall
include full details regarding the bank
account to which the payment shall take
place. Any payment payable by sponsor
is due forty five (45) days after receipt
of a correct and proper invoice prepared
in accordance with the sponsor invoicing
instructions set out in APPENDIX 4. The
parties acknowledge that this payment
deadline has been actively negotiated
and agreed between the parties as fair
and reasonable. For the avoidance of
doubt, all bank fees related to receipt of
interbank transfers must be borne by the
recipient.

podrobnosti tykajlce sa poctu
UCastnikov skusania a potu navstev.
Kazda faktura musi obsahovat v3etky
detaily tykajuce sa bankového uctu, na
ktory sa platba uskutocni. Akdkolvek
platba, ktori ma uhradit zaddvatel na
zdklade tejto zmluvy, podlieha doruceniu
faktury zadavatelovi, priCom tato faktira
musi byt vystavena v sulade so
zadavatefovymi pokynmi na fakturaciu,
uvedenymi v PRILOHE 4 tejto zmluvy, v
zmysle ktorych je zadavatel povinny
takuto faktiru uhradit v lehote 45 dni
odo dna dorucenia faktlury zadavatelovi.
V zaujme odstranenia akychkolvek
pochybnosti, vSetky bankové poplatky
spojené s medzibankovymi prevodmi
znasa prijemca.

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: nasledujlice datumy:
FPFV: 01 Oct 2018, i.e. globally FPFV (prvéa naviteva prvého pacienta):
planned date of FPFV. FPFV shall be done 1. oktéber 2018, stanovena ako
not later than 1 month after signing this globalny planovany datum FPFV. FPFV
Agreement by all parties. prebehne najneskér do 1 mesiaca po
podpise tejto zmluvy vietkymi
zmluvnymi stranami.
LPFV: 08 Jul 2019 LPFV  (prvda navéteva posledného
pacienta): 8. jul 2019
LPLV: 13 Nov 2020 LPLV (poslednd navsteva posledného
pacienta): 13. november 2020
The date of the FPFV can be delayed Datum FPFV je mozné lokalne posunlt;
locally; however, in such case date of bez ohladu na uvedené ostdva datum
LPFV shall still be valid. LPFV v takom pripade v platnosti.
7.2 If the Principal Investigator has not | 7.2 Ak hlavny sklsajici nezaradi do
screened 50% of the planned number of klinického sklSania (screening) aspon
Trial Subjects after 4 months from FPFV, 50% planovaného poétu G&astnikov
it may be decided by Sponsor to re- klinického skuSania po uplynuti 4
allocate Trial Subjects to other sites and mesiacov od FPFV, zadavatel je
the site may be closed. opravneny presunuft zvy$nych tdastnikov
klinického sktgania do inych klinickych
centier apdvodné centrum  mobze
zatvorit.
8. CONFIDENTIAL INFORMATION 8. DOVERNE INFORMACIE
8.1 The information obtained during the | 8.1 Informacie ziskané pocCas vykonavania
conduct of this trial is considered tohto skuSania sa povazuji za déverné
Confidential Information and will be used a zadavatel' je opravneny ich pouZif na
by Sponsor for registration purposes and registratné GCely a wvyvoj lieku
for the general development of the drug. véeobecne.
8.2 All information supplied by Sponsor in | 8.2 Vsetky informacie dodané

connection with this Trial shall at all
times during the term of this Agreement
and thereafter remain the sole property
of Sponsor and is to be considered
Confidential Information. The Parties
shall take all reasonable steps to ensure
that any Confidential Information shall

zadavatefom v suvislosti s tymto
klinickym skdsanim ostanu po cely
cas trvania tejto zmluvy aj po
skonceni jej platnosti vo vyluénom
vlastnictve zadavatela a budl sa
povazovat za dbéverné informacie.
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not be disclosed, whether directly or
indirectly, to third (3rd) parties without
the prior written consent of the other
Party, which consent shall not be
unreasonably withheld, except:

Zmluvné strany su povinné vykonat
véetky  primerané  kroky na
zabranenie vyzradenia akejkolvek
dovernej informacie, priamo alebo

nepriamo, tretej strane bez
predchadzajuceho pisomného
suhlasu druhej zmluvnej strany,

pricom tento suUhlas nesmie byt
neodévodnene odmietnuty. Postup
podla predchadzajicej vety sa
nevyzaduje ak:

a) for the purpose contemplated,
pursuant to and in accordance
with the terms of this Agreement;

a) je tomu tak z dbvodu plnenia
Gcelu tejto zmluvy podla jej
podmienok;

b) with the consent of the other
Party and then only to the extent
specified in such consent; and

b) je to so stihlasom druhej zmluvnej
strany a iba v rozsahu uvedenom
v takom suhlase; a

c) to the extent as may be required
by law or in accordance with the
order of a court of competent
jurisdiction, regulation, effective
government policy or by any
regulatory authority arising out of
this Agreement or relating to or in
connection with the other Party,
provided that the Party so
required must give the other
Party prompt written notice and
make a reasonable effort to
obtain a protective order.

c) je to v rozsahu pozadovanom
zédkonom alebo v sulade s
rozhodnutim  prislusného  sudu,
nariadenim,  platnou  vladnou
politikou  alebo rozhodnutim
akéhokolvek regulaéného organu
vyplyvajlcim z tejto zmluvy alebo
viazucim sa na druhd zmluvnd
stranu za  predpokladu, zZe
dotknutéd zmluvna strana druhd
zmluvnu stranu o tomto
bezodkladne pisomne upovedomi
a vykonad primerané kroky na
zabezpecenie nalezitej ochrany.

The restrictions on disclosure of
Confidential Information described above
shall not extend to information which:

8.3

Pre Gcely tejto zmluvy sa za doéverné
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 Case poskytnutia podla tejto
zmluvy verejne dostupné, alebo sa
nimi stant nasledne bez porusenia
tejto zmluvy,

b) can be shown by the receiving
Party to have been in its
possession at the time of
disclosure hereunder,

b) mé& prijimajica zmluvna strana
preukazatelne k dispozicii este
pred datumom poskytnutia,

) is lawfully acquired by the c) prijimajlica zmluvna strana
receiving Party from a third party zakonnym spbsobom ziskala od
under no obligation of tretej strany bez povinnosti
confidentiality to the disclosing mi¢anlivosti  voli  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  déverné
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  sadu;
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however, that the receiving Party
shall provide the disclosing Party
with notice as soon as possible
enabling the disclosing Party to

avSak iba pod podmienkou, Ze
prijimajica zmluvna strana druhej
zmluvnej strane zasle ¢o najskor
upovedomenie umoznujice druhej

contest such potential use or strane namietnut proti takémuto
disclosure. potencialnemu pouzitiu alebo
spristupneniu.

9, INTELLECTUAL PROPERTY 9. DUSEVNE VLASTNiCTVO

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

9.2 The Principal Investigator and/or | 9.2 Hlavny sk(Sajlici a/alebo zdravotnicke
Institution shall promptly disclose and zariadenie bez zbytotného odkladu
assign to the Sponsor all inventions and zadavatelovi spristupni a prevedie na
discoveries made by the Principal neho  vSetky prava k vynalezom
Investigator and/or the Institution a objavom uskutocnenym hlavnym
related to the Trial. Remuneration for skdsajacim a/alebo zdraotnickym
such assignment pursuant the previous zariadenidam v suvislosti  so skuganim.
sentence of this Clause of this Odmena za postlpenie podla
Agreement is included in the payment predchadzajucej vety tohto clanku
under Clause 6 of this Agreement. zmluvy je zahrnutd v platbe podla €lanku

6 zmluvy.

9.3 The Principal Investigator shall have a | 9.3 Hlavny skusajlci je opravneny
royalty-free right to use the results for bezodplatne wvyuZit vysledky klinického
non-commercial research and teaching testovania na ucely nekomeréného
purposes. vyskumu a vyucby.

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 vykondvania skusania
of the Trial shall be carried out in budl vykonané v sulade s protokolom
accordance with the Protocol NN9535- NN9535-4386.

4386 .
11. INSURANCE & INDEMNIFICATION 31, POISTENIE A ODSKODNENIE
11.1 The Sponsor hereby declares, that prior | 11.1 Zadavatel prehlasuje, ze zabezpedil pred

signing this Agreement, it ensured an
insurance for itself, Institution and Trial
Subjects covering health damages
incurred on health of the Trial Subjects
including death and costs related to the
medical treatment of complications or
possible permanent health consequences
or other damage, which the Trial
Subjects may suffer due to the Clinical
Trial according the Act on Drugs and
Medical Devices. The Institution hereby
confirms, that during the Clinical Trial,
will have the appropriate and adequate
insurance to cover claims or damages for
which  they bear the  statutory
responsibility, and which they have to
conclude under the laws of the Slovak
Republic, i.e the liability insurance of
health care providers. The Principal
Investigator and Institution shall provide
Sponsor with proof of the existence of
such insurance. The Sponsor will be
provided with this proof upon its request
and shall include the duration and cover

uzavretim  tejto poistenie
zodpovednosti zadavatela,
zdravotnickeho zariadenia a uéastnikov
skisania za Skody vzniknuté na zdravi
ucastnikom skusSania vratane smrti a
nakladov spojenych s lie¢bou komplikécii
alebo pripadnych trvalych nasledkov na
zdravi alebo inej Skody, ktord mdze byt

zmluvy

ucastnikovi skusania spdsobend
v dosledku vykondvania klinického
skusania v zmysle zdkona o liekoch
a zdravotnickych pomdckach.
Zdravotnicke zariadenie tymto
potvrdzuje, Ze bude mat pocdas celej
doby realizacie klinického sk($ania

prisluSsné a nalezité poistenie na poistné
krytie narokov alebo 3kéd, za ktoré
podla pravnych predpisov zodpoveda, a
ktoré podla predpisov platnych na Gzemi
Slovenskej republiky musi mat uzavreté,
a to poistenie zodpovednosti za Skodu
spésobent pri poskytovani zdravotnej
starostlivosti.  Hlavny  skusajici a
zdravotnicke zariadenie poskytnu
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of the insured and the insured amounts.
The Parties  agreed, that the
Parties 'liability for damage shall be
governed by the laws of the Slovak
Republic, while the Institution and
Principal Investigator shall be
responsible for realising of Clinical Trial
in accordance with the laws of the
Slovak Republic.

zadavatelovi dbkaz o existencii
uvedeného poistenia. Takyto dokaz bude
zadavatelovi poskytnuty na vyZiadanie a
bude obsahovat (daje o trvani a rozsahu
krytia poistenych a poistnych sumach.
Zmluvné strany sa dohodli, ze
zodpovednost zmluvnych strén za Skodu
sa riadi pravnym poriadkom Slovenskej
republiky, pricom zdravotnicke
zariadenie a hlavny skusajlci
zodpovedaju za vykonanie klinického
skusania v sulade s pravnym poriadkom
Slovenskej republiky.

11.2 The Sponsor will indemnify and | 11.2 Zadavatel sa zavdzuje odskodnit a
defend the Principal Investigator and zabezpetit primerand obranu hlavného
personnel working under his/her skusajuceho a personalu pracujuceho
direct supervision and/or the pod jeho/jej priamym dohladom a/alebo
Institution against any claim or suit zdr’avotmcke Zafiydanie fred

: akymkolvek narokom alebo Zalobou,
brought against any of them by or ktory by vo&i komukolvek z nich bol
on behalf Of Tl‘lal Sub]ects taklng Vzneseny’ Z0 Strany alebo v mene
part in the Trial and based on a Géastnikov skl3ania zGéastnenych na
bodily injury directly resulting from skisani, zaloZzenymi na telesnej ujme
the use of any product submitted by priamo  vyplyvajicej ~ z  pouZitia
the Sponsor for clinical investigation akéhokolvek  produktu — poskytnutého
or any procedure provided for or zadavatelom na k[umcky vyskum_ alebo
required by the Protocol to which the 3:§iﬁ‘ﬂ:§5ejpr°;f§$osiﬁnovﬁgfrjejalegﬁ
Trial Subjects would not 'h_ave_ bee?n ucastnici skisania neboli vystaveni, ak
exposed but for the participation in by sa na skisani neza&astnili.
the Trial.

11.3 For this indemnification under 11.2. to | 11.3 Na to, aby mohlo ddjst k uplatneniu
apply, use of the product and the odskodnenia v sllade s ods. 11.2,
conduct of the investigation must be in pouZzitie produktu a spdsob vykonavania
accordance with the relevant laws and vyskumu musia byt v sllade s
regulations and the approved Protocol prislusnymi zdkonmi a vykonavacimi
for clinical investigation and any other predpismi, ako aj schvalenym
information, instructions, or warning protokolom na klinicky vyskum a
furnished by Sponsor. Also, akymikolvek inymi informaciami,
Institutional Review Board or other pokynmi alebo varovaniami
Ethics Committee approval must be poskytnutymi zadavatelom. Takisto musi
obtained and the Subject Informed byt ziskany slhlas Etickej komisie a
Consent Form must comply with all formular informovaného stihlasu
relevant regulations and a copy must be pacienta musi splfiat vSetky relevantné
received by Sponsor at commencement predpisy a képia tohto formulara musi
of the investigation/Trial. byt doruéend zadavatelovi pri zahajeni

vyskumu/skasania.

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

under 11.2 to apply, Principal
Investigator and/or Institution 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. Principal Investigator and/or
Institution cannot settle any such claims
or suits without the prior written consent
of the Sponsor. By signing this
Agreement, Principal Investigator agrees
to fully cooperate and aid in such
defence. Principal Investigator and/or
Institution understand that the sole
liability of the Sponsor to the Principal

sulade s ods. 11.2 od$kodnenia, hlavny

skusajlci a/alebo zdravotnicke
zariadenie zaroven musia bez
zbytoéného odkladu po  doruceni

oznamenia o akomkolvek naroku alebo
Zalobe o tejto skuto€nosti upovedomit
zadavatela 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). Hlavny skusajuci a/alebo
zdravotnicke zariadenie nie su bez
stihlasu zadavatela opravneni
mimosidne urovnat Ziadny takyto narok
ani konanie. Podpisom tejto zmluvy
hlavny skusajuci suhlasi, Ze pri takejto
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Investigator and/or Institution and those
employees engaged in conducting the
approved clinical investigation at the
request of Sponsor will be the
indemnification described above.

obrane poskytne Upind siéinnost a

pomoc. Hlavny  skdsajuci  and/or
Institution berie na vedomie, ze
odSkodnenie popisané vyssie

predstavuje jediné odskodnenie, ktoré
zadavatel poskytne hlavnému
skudajucemu a/alebo zdravotnickemu
zariadeniu a tym zamestnancom, ktori
boli zapojeni do vykonavania
schvéleného klinického vyskumu na
zaklade poziadavky zadavatela.

11.5 The Sponsor does not agree to | 11.5 Zadavatel neodskodni, nezabezpeci
indemnify, defend or hold harmless any obranu ani neochrani akukolvek osobu
person or Institution against any claim alebo zdravotnicke =zariadenie pred
or suit in which it is determined that the akymkolvek narokom alebo Zalobou, v
individual or Institution was negligent, ktorej bude zistené, Ze jednotlivec alebo
committed malpractice or breached a zdravotnicke zariadenie postupoval s
representation or warranty given by any nedbanlivostou, dopustil sa zanedbania
of them; such a person or Institution will povinnej starostlivosti alebo porusil
repay to the Sponsor any defence costs vyhldsenie alebo  zaruku udelent
incurred by Sponsor on its behalf. ktorymkolvek z nich; takato osoba alebo

zdravotnicke zariadenie je povinné
nahradit zadavatelovi akékolvek naklady
na obranu, ktoré zadavatel’ vynalozZil v
ich mene.

11.6 The Principal Investigator and Institution | 11.6 Hlavny  skuSajici a  zdravotnicke
will indemnify, defend and hold harmless zariadenie sa zavdzuji  odskodnit,
Sponsor and any Sponsor Affiliate, staff zabezpedit primeran( obranu a ochranit
and subcontractors against any claim or zadavatela a akékolvek dcérske
suit brought against any of them by or spolocnosti zadavatela, jeho pracovnikov
on behalf of Trial Subjects taking part in a zmluvnych partnerov pred akymkolvek
the Trial and based on an injury caused narokom alebo Zzalobou, ktoré by boli
by the Institution’s or Principal’s vznesené voCi komukolvek z nich zo
Investigators or staff working under their strany alebo v mene Gc¢astnikov skusania
supervision negligence, wilful zlicastnenych na skuisani, zalozenymi na
misconduct, mal practice, breach of ujme zapricinenej nedbanlivostou,
Protocol, Sponsor's instructions, umyselnym nespravnym konanim,
applicable laws and regulations or zanedbanim  odbornej  starostlivosti,
otherwise breach of this Agreement. porusenim protokolu, pokynov

zadavatela, prislusnych zakonov
a vykonavacich predpisov alebo inym
poruSenim tejto zmluvy  zo strany
zdravotnickeho zariadenia, hlavného
skusajuceho alebo pracovnikov
pracujtcich pod ich dohladom.

12. LIABILITY FOR TRIAL EQUIPMENT 12. ZODPOVEDNOST ZA ZARIADENIA

KU SKUSANIU

121 Sponsor shall provide the Institution with | 12.1 Zadavatel' poskytne zdravotnickemu

the following equipment necessary for zariadeniu nasledovné materialy

conducting the Trial:

potrebné na vykonavanie studie:

a) scanner to enter Dispensing Unit a) skener na zaznamenavanie
Numbers (DUNs) into IWRS for identifikaCnych Cisel skasanych
drug dispensing verification liekov do databazy IWRS na
and/or drug accountability, verifikaciu vydanycha a vratenych

liekov

b) QTag temperature monitoring b) QTag zariadenie na monitorovanie
device , teploty

c) BG meters for subjects c) zariadenie na meranie cukru v krvi

pre Gcastnikov

(hereinafter referred to as “Trial

(dalej len ,Zariadenia ku skuganiu®).
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Equipments”).

12:2 The Trial Equipments are and remain the | 12.2 Zariadenia ku skuSaniu st a zostavaju
property of the supplier (vendor). The majetkom dodavatela (vendora).
Parties refrain from any actions Zmluvné strany su povinné zdriat sa
endangering or limiting the supplier’s konania, ktoré by ohrozovalo alebo
(vendor’s) property right to the Trial obmedzovalo vlastnicke pravo
Equipmentss. dodavatela (vendora) k Zariadeniam na

skusanie.

12.2 The Party using the Trial Equipments | 12.3 Zmluvna strana, ktora bude pri plneni
during the Trial bears the risk of the loss zmluvy pouzivat Zariadenia ku skisaniu,
or damage of the Trial Equipments to the znasa riziko ich straty alebo poskodenia
supplier (vendor). If any Trial a zodpovedd za 3kodu tym vzniknutu
Equipments must be replaced during the dodavatelovi (vendorovi). Ak musi byt
Trial as the result of loss or damage by Zariadenie na skusanie vymenené polas
the Party or is not returned after the Stidie v  dosledku straty alebo
Trial, the Sponsor reserves the right to poskodenia  spdsobeného  zmluvnou
deduct the cost of such equipment from stranou alebo Zariadenia ku skusaniu nie
the Payment. si po Stadii vratené, zadavatel sj

vyhradzuje pravo odpocitat hodnotu
takéhoto zariadenia z Platby.

13. TERM AND TERMINATION 13. TRVANIE A UKONCENIE

13.1 This Agreement shall become valid on the | 13.1 Tato zmluva nadobida platnost dfiom jej
date of its signature by all parties and podpisania véetkymi zmluvnymi
will be effective one day after the stranami a Géinnost diom nasledujicim
publication day in the Central register of po dni jej zverejnenia v Centralnom
contracts maintained by the Government registri zmliv vedenom Uradom viady
of Slovak Republic according to § 47a SR v zmysle § 47a ods. 1 zakona &.
section 1 of Act no. 40/1964 Coll., Civil 40/1964 Zb. (Obc&iansky zakonnik) v
Code as amended and following the zneni  neskorSich  predpisov. a v
provisions of § 5a of Act no. 211/2000 nadvéznosti na ust. § 5a zakona ¢.
Coll. on Free Access to Information and 211/2000 Z. z. o slobodnom pristupe k
on Amendments to Certain Acts as infformaciam a o zmene a doplneni
amended. This  Agreement  shall niektorych zakonov v zneni neskorSich
terminate without further notice upon predpisov. . U&innost zmluvy sa skondi
completion of the Trial in accordance bez dalSieho oznamenia po skonceni
with the Protocol, until 04 Mar 2021 the skiSania v  slulade s protokolom,
latest . Clauses 3.2 b), c¢), h), i), i), 7 najneskor vsak 4. marca 2021. Clanky
and 12 shall survive the termination of 3.2 b), c), h), i) j), 7 a 12 ostan( v
this Agreement. platnosti aj po ukonceni tejto zmluvy.

13.2 The planned FPFV date for the Trial is | 13.2 Planovany datum FPFV (prva navsteva
globally set for 01 Oct 2018, provided prvého pacienta) skusania je globalne
applicable approvals have been ureny na 1. oktébra 2018, :za
obtained, and provided that all Trial predpokladu ziskania vSetkych
Materials except Trial Products have prisludnych  povoleni a  v3etkych
been received from the Sponsor 5 (five) materidlov ku skG3aniu, s vynimkou
working days before the FPFV date. This skuSanych produktov, od zadavatela
is without prejudice to Clause 7.1 minimalne 5 (pat) pracovnych dni pred
above. datumom FPFV. Toto nema vplyv na

cldnok 7.1 vyssie

13.3 Sponsor shall be entitled to have FPFV | 13.3 Zadavatel ma pravo z etickych ddvodov
date delayed by up to 4 weeks for odsuntt datum FPFV o maximalne 4
ethical reasons. However, in case the tyzdne. Ak vsSak zadavatel upovedomi
Sponsor notifies Investigator of the hlavného skusajliceho na oneskorenie
delay later than 1 week before the FPFV neskér nez 1 tyzden pred datumom
date the Sponsor may upon negotiation FPFV, zadavatel' hlavného skusSajlceho
between the Parties compensate po dohode odskodni za priame a plne
Investigator for his/her direct and fully zdokumentované naklady spésobené
documented costs caused by such delay. takymto oneskorenim.

13.4 The Sponsor may terminate this | 13.4 Zadavatell méze tato zmluvu ukondit
Agreement as follows: nasledovne:
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a) if Principal Investigator / a) ak hlavny skdsajuci / zdravotnicke
Institution negligently fails to zariadenie 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 porusenie
receipt of written notice of the pokracuje po dobu 30 dni po
Sponsor; prevzati pisomného upozornenia

od zadavatela;

b) if Investigator / Institution for b) ak hlavny skasajuci /
administrative or other reasons zdravotnicke zariadenie z
becomes unable to recruit Trial administrativnych  alebo inych
Subjects for the Trial; dévodov nebude mdct zaradit

ucastnikov skulSania pre potreby
skusania;

c) with immediate effect, if Sponsor c) s okamzitou Géinnostou, ak
and/or regulatory authority zadavatel'  a/alebo regulacny
recognise that any safety organ zisti nutnost pozastavenia
concerns necessitate klinického skusania v dosledku
discontinuation of the Trial; bezpeénostnych rizik;

d) if continuation of the Trial d) pismonou vypovedou, ak sa
becomes unfeasible for Sponsor pokracovanie v skulsani stane pre
for efficacy reasons, by giving zadavatela obchodne
Principal Investigator one (1) neuskutocnitelnym, pri dodrzani
month's prior written notice; vypovednej doby jeden (1)

mesiac;

e) if Sponsor licenses the Trial e) pisomnou vypovedou, ak
product to a third party who zadavatel' udeli licenciu na
wishes to conduct the remaining skisany produkt tretej strane,
part of the Trial themselves, by ktord chce zvydnu &ast skdsania
giving Investigator one (1) realizovat sama, pri dodrzani
month's prior written notice. vypovednej doby jeden (1)

mesiac;

f)  forthwith upon written notice in f) pisomnym oznamenim
the event of either Principal s okamzitou Gc¢innostou v pripade,
Investigator’s or  Institution’s ak hlavny skusajlci alebo
voluntary or compulsory zdravotnicke zariadenie
liquidation, dissolution, dobrovolne alebo nutene vstipi
insolvency, suspension of its do likvidacie, doéjde kich
payments, bankruptcy or any zruSeniu, stand sa platobne
statutory or private composition neschopnymi, ddjde

or agreement with its creditors in
order to escape a bankruptcy, or
if either of the Principal
Investigator or the Institution
discontinues substantial parts of
its established business or its
business is placed in the hands of
a receiver or assignee, whether
voluntarily or otherwise.

k pozastaveniu ich platieb, bude
na nich vyhlaseny konkurz alebo
déjde k akejkolvek inej verejnej
forme vyrovnania alebo
sukromnej forme  vyrovnania
alebo k dohode s ich veritelmi za
Gcelom vyhnutia sa wvyhldseniu
konkurzu, alebo ak hlavny
skisajuci  alebo  zdravotnicke

zariadenie prestane
s vykonavanim podstatnej casti
svojho zaregistrovaného

predmetu cinnosti alebo ak sa
vykonavanie predmetu - &innosti
zveri likvidatorovi alebo
postupnikovi, dobrovolhe alebo
inak.

In the event of termination of this

Investigator Agreement by

Sponsor

pursuant to Clause 12.4b), c), d), e) or
f) above, Sponsor shall pay Principal

V pripade ukoncenia ucéinnosti tejto
zmluvy o realizacii klinického sk3ania
zadavatelom v silade s vydSie
uvedenym ¢lankom 13.4 (b), (c), (d),
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Investigator/ Institution for all services
properly performed in accordance with
this Investigator Agreement until the
point in time of the expiry of the notice
of termination, if relevant. Upon receipt
of a termination notice Investigator shall
cease any work not deemed necessary
by Sponsor for the orderly close out of
Trial or for the fulfilment of regulatory
requirements.

(e) alebof) zadavatel hlavnému
skusajucemu/ zdravotnickemu
zariadeniu zaplati za vSetky riadne

vykonané Ukony v suilade s touto
zmluvou, ato az do uplynutia
vypovednej doby. Po prevzati vypovede
hlavny skdsajuci ukonéi vSetky cinnosti,
ktoré nie su zadavatelom povazované za
nevyhnutné pre riadne ukonlenie
skigania alebo splnenie regulaénych
poziadaviek.

13.5 The Principal Investigator and/or the | 13.5 Hlavny sk(sajlci a/alebo zdravotnicke
Instiution may terminate this Agreement zariadenie méze tato zmluvu ukondit
as follows: nasledovne:

a) if Sponsor negligently fails to a) ak zadavatel' v doésledku 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
Principal Investigator / pisomného upozornenia od
Institution; hlavného skusajlceho /

zdravotnickeho zariadenia;

b) if the Principal Investigator b) ak  hlavny skasSajuci  strati
becomes incapacitated or schopnost  vykonavat  klinické
terminates his/her relationship skusanie alebo ukonci svoj
with the Institution / or the zmluvny vztah so zdravotnickym
Institution terminates the zariadenim, pripadne zdravotnicke
relationship with him, and a zariadenie s nim, a zdravotnicke
replacement suitable and zariadenie ani po primeranej
agreeable to Sponsor cannot, snahe nenajde vhodnl nahradu
after reasonable efforts by the odsuhlasenu zadavatelom.
Institution, be found.

14. GOVERNING LAW AND DISPUTE 14. ROZHODNE PRAVO A RIESENIE
RESOLUTION SPOROV

14.1 Parties will use commercially reasonable | 14.1 Strany vynalozia obchodne primerané
efforts to settle all matters in dispute Usilie, aby sa vSetky zalezitosti vyriesili
amicably. All disputes arising out of or in zmierom. VSetky spory vyplyvajlce
connection with this Agreement will be z tejto dohody alebo stlisiace s touto
settled by relevant courts in Slovakia. dohodou budu vyriesené pred

prislusnymi siidmi Slovenskej republiky.

14.2 This contract shall be construed and | 14.2 Tato zmluva sa bude vykladat a
interpreted pursuant to the Laws of interpretovat v sllade s pradvnym
Slovakia to the exclusion of any rule that poriadkom Slovenskej republiky, s
would refer the subject matter to vynimkou pripadov, kedy by nejaké
another forum. pravidlo odkazovalo na ind sudnu

prislusnost.

14.3 This contract is concluded in both Slovak | 14.3 Tato zmluva je uzatvarana v slovenskom
and English version. Should there be any a anglickom jazyku. V pripade
discrepancy between the Slovak and the akéhokolvek nestladu medzi slovenskou
English version, the Slovak version shall a anglickou verziou bude mat prednost
prevail. slovenska verzia.

15. GENERAL 15. VSEOBECNE USTANOVENIA

15,1 Any notice, report, request, approval, | 15.1 VSetky oznamenia, spravy, ziadosti,

consent,

invoice, payment or other

schvalenia, povolenia, faktiry, platby

CLINICAL TRIAL AGREEMENT / ZMLUVA O REALIZACII PROJEKTU

PAGE 18 OF 40

EDITION / EDICIA 10.2, JUL 2018 - JOINT DATA CONTROLLERS/ SPOLOCNI PREVADZKOVATELIA




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:

alebo ina komunikécia pozadovana alebo
povolena touto zmluvou budd v
pisomnej forme a budl sa pre vsetky
Ucely povaZovat za kompletne doruéené
a prevzaté, ak budl doruc¢ené osobne
alebo zaslané doporuéene alebo faxom
(s prisludnym potvrdenim o prijati)
prislusnym  zmluvnym strandam na
nasledujtice adresy:

If to the Sponsor:

V pripade zaslania zadavatelovi:

Novo Nordisk Slovakia s.r.o.

Novo Nordisk Slovakia s.r.o.

ROSUM, Bajkalskd 198, 821 01 ROSUM, Bajkalska 19B, 821 01

Bratislava, Contact person MUDr. Adam Bratislava, Kontaktnda osoba: MUDr.

Hl6ska, fax: Adam HI6ska, fax:

If to the Principal Investigator: Vv pripade zaslania hlavnému
skasajucemu:

MUDr.Danica Malic¢kova

Nemocnica svatého Michala, a.s.,
Satinského 1.7770/1, 811 08
Bratislava, Slovenska republika

MUDr.Danica Malickova

Nemocnica svatého Michala, a.s.,
Satinského 1.7770/1, 811 08
Bratislava, Slovenska republika

Email: Email:

If to the Institution: V pripade zaslania zdravotnickemu
zariadeniu:

Nemocnica svatého Michala, a.s., Nemocnica svatého Michala, a.s.,

Satinského 1.7770/1, 811 08 Satinského 1.7770/1, 811 08

Bratislava, Slovenska republika

Bratislava, Slovenska republika

Email: Email:
16. ASSIGNMENT 16. PREVOD PRAV A POVINNOSTI ZO
ZMLUVY
16.1 This Agreement shall not be assigned by | 16.1 Ziadna zo zmluvnych strdan neméZze
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 predchadzajiceho
pisomného sthlasu vsetkych
zucastnenych zmluvnych stran.
16.2 Sponsor shall have the right at any time | 16.2 Zadavatel' ma pravo kedykolvek previest

to assign or transfer any or all of its
rights and obligations wunder this
Agreement to any of its Affiliates. For
this purposes, the above Clause 16.1 will
not apply. For the purpose of this
Agreement “Affiliate” means any
corporation, company, partnership, joint
venture or other entity which controls, is
Controlled by, or is under common
Control with a person or entity. “Control”
means the ownership of more than fifty
percent (50%) of the issued share
capital or the legal power to direct or
cause the direction of the general
management and policies of the party in
question. For the avoidance of doubt,
none of Novo Holdings A/S, Novozymes
A/S, NNIT A/S, NNE Pharmaplan A/S nor
any entity, which Controls, is Controlled

alebo delegovat niektoré alebo v3etky
svoje prava alebo povinnosti vyplyvajlce
z tejto zmluvy na ktortkolvek pridruzent
spolo€nost. Pre tieto Gcely sa &lanok 16.1
vysSie neuplatni. Pre Gcely tejto zmluvy
pojem ,pridruZzend spolo¢nost" znamena
kazdu korporaciu, spolo¢nost,
partnerstvo, spolo¢ny podnik alebo inG
pravnick( osobu, ktora kontroluje, je
kontrolovana, alebo je pod spoloénou
kontrolou s fyzickou osobou alebo
pravnickou osobou. Pojem ,kontrola®
znamena vlastnictvo viac ako péatdesiat
percentnej (50%) Gcasti na zakladnom
imani alebo pravnu moc riadit alebo
ovplyvnit riadenie manaZmentu a politiky
tejto spolo¢nosti. Pre wvyhnutie sa
pochybnostiam, Ziadna z Novo Holdings
A/S, Novozymes A/S, NNIT A/S, NNE
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by, or is under common Control with
such entities, other than entities within
the Novo Nordisk group of companies,
will be deemed to be an “Affiliate” of
Novo Nordisk. This shall bind the Parties,
their successors and permitted assigns.

Pharmaplan A/S ani ziadna osoba, ktora
kontroluje, je kontrolovana alebo je pod
spolo¢nou kontrolou s takymito osobami,
ind ako osoby v ramci skupiny Novo
Nordisk, = nebude  povazovana =za
pridruzen( spolo¢nost Novo Nordisk.
Toto ustanovenie je zavdzné pre
zmluvné strany ako aj ich pravnych
nastupcov a povolenych nadobtdatelov.

17, INDEPENDENT CONTRACTOR 17. NEZAVISLY DODAVATEL
17.1  In the performance of the Trial hereunder: | 17.1 Pri vykonavani skusania podla tejto
zmluvy:
a) Principal Investigator shall be a) bude hlavny skusajuci

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.

povazovany za nezavislého
dodavatela a v dosledku toho
nebude mat ndrok na Ziadne
benefity tykajuce sa
zamestnancov zadavatela.

b)  Principal Investigator and
Institution 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) Hlavny skuSajuci a zdravotnicke
zariadenie na strane jednej
a zadavatel na strane druhej beru
na vedomie, Ze ich vzajomny
vztah je vztahom nezdvislych
dodavatelov, anie  vzfahom
zamestnavatela a zamestnanca,
ani splnomocnitela
a splnomocnenca, ani spolo¢nikov
spolo¢ného podnikania, ani
akymkolvek  inym  podobnym
vztahom. Ziadna zo zmluvnych
stran nevykonava kontrolu nad
obchodnou  &innostou  druhej
zmluvnej strany a ziadnej zo
zmluvnych stran nebolo udelené
pravo alebo opravnenie prevziat
alebo sa zaviazat k akémukolvek
zavazku alebo zodpovednosti,
priamo alebo nepriamo, na Gcet
alebo v mene druhej zmluvnej
strany, alebo akymkolvek inym
spésobom konat v mene druhej
zmluvnej  strany  alebo  ju
zavazovat.

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

17.2 NA DOKAZ UVEDENEHO zmluvné strany
tuto zmluvu podpisuji a buda ju plnit,

Date/Datum:
On behalf of the Principal Investigator/Za
hlavného skdsajiceho: —

Name/Meno: MUDr.Danica Mali¢kova
Title/Funkcia: hlavny skasajuci

Date:

On behalf of the Institution/7a zdravotnicke
zariadenie:

Nemocnica svatého Michala, a.s

Name:/Meno: MUDr. Mariqwy g¢rizko, PhN  MHA
MPH

Title:/Funkcia: predsede . predstavensiva a
generalny riaditel’

Date/Datum- A
On be*1lf of the Sfnansar/Za zkaavatela:

Name/Meno: AleKsahdar Ciri¢
Title/Funkcia: General Manager, Novo Nordisk
Slovakia s.r.o.
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APPENDIX 4: /PRILOHA 4
PAYMENT/PLATBY

a) Following the screening phase, payment shall only cover eligible Trial Subjects.
Payment for screening and randomization and for each fully performed visit per
Trial Subject shall be as follows:
Po skriningovej faze budd platby pokryvat len vhodnych ucastnikov skudsania.
Platby za skrining a randomizaciu a za kazdu kompletne vykonand ndvstevu za jedného
Uéastnika skusania budu nasledovné

Visit/Nvsteva Amount in EUR/Suma v EUR

bez DPH / excluding VAT
Visit/ Navsteva 1 (Screening) 18,00
Visit/ Navsteva 2 (Run-in) 16,00
Phone contact/ Telefonicky kontakt 3 4,00
Visit/ Navsteva 4 10,00
Phone contact/ Telefonicky kontakt 5 4,00
Phone contact/ Telefonicky kontakt 6 4,00
Visit/ Navsteva 7 10,00
Visit/ Navsteva 8 (Randomisation) 20,00
Phone contact/ Telefonicky kontakt 9 4,00
Phone contact/ Telefonicky kontakt 10 4,00
Phone contact/ Telefonicky kontakt 11 4,00
Visit/ Navsteva 12 12,00
Phone contact/ Telefonicky kontakt 13 4,00
Visit/ Navsteva 14 10,00
Phone contact/ Telefonicky kontakt 15 4,00
Visit/ Navsteva 16 12,00
Phone contact/ Telefonicky kontakt 17 4,00
Visit/ Navsteva 18 10,00
Phone contact/ Telefonicky kontakt 19 4,00
Phone contact/ Telefonicky kontakt 20 4,00
Visit/ Navsteva 21 10,00
Phone contact/ Telefonicky kontakt 22 4,00
Phone contact/ Telefonicky kontakt 23 4,00
Visit/ Navsteva 24 12,00
Phone contact/ Telefonicky kontakt 25 4,00
Phone contact/ Telefonicky kontakt 26 4,00
Visit/ Navsteva 27 10,00
Phone contact/ Telefonicky kontakt 28 4,00
Phone contact/ Telefonicky kontakt 29 4,00
Visit/ Navsteva 30 10,00
Phone contact/ Telefonicky kontakt 31 4,00
Phone contact/ Telefonicky kontakt 32 4,00
Visit/ Navsteva 33 10,00
Phone contact/ Telefonicky kontakt 34 4,00
Phone contact/ Telefonicky kontakt 35 4,00
Visit/ Navsteva 36/EoT (Koniec skuSania) 20,00
Phone contact/ (Dosledovaci) Telefonicky kontakt 37 4,00
Total per completed patient/ Spolu za pacienta, 278.00

ktory dokondi skiiSanie !
- - Amount in EUR/Suma v EUR

Extra payments/Speciaine platby bez DPH / excluding VAT
Screening Failure (Visit/ Navsteva 1) 8,00
Run-in Failure (Visit/ Navsteva 8) 8,00
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b)

d)

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

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

Ak Ucéastnici skdsania ukoncia Ucast v skusani, platba sa vypolita na zdklade vykonanych
navstev.

In accordance to the Act 362/2011 Coll. on the Drugs and Medical Devices as amended, the
sponsor is committed to fully reimburse metformin and rescue treatment (specified in the
Study Protocol) for the Trial Subjects to the Principal Investigator. The Principal Investigator
shall issue a minimum quarterly invoice with a detailed information on the amount of
metformin and rescue treatment given to the trial subjects.

V zmysle zakona 362/2011 Z.z. o liekoch a zdravotnickych poméckach v zneni neskorsich
predpisov sa zaddvatel zavézuje preplacat doplnkovd liecbu metforminom a zdchrannd lieCbu
(definovanu v protokole klinického skudsania) pre ucastnikov klinického skusania v plnej vyske
hlavnému skudsajucemu. Hlavny skusajuci vystavi minimaine raz stvrtroéne sponzorovi faktidru
spolu s detailnym zoznamom mnoZstva metforminu a zachrannej lieCby vydaného ucastnikom
klinického skusania.

Full fee will only be paid for patients fulfilling all inclusion and exclusion requirements as
defined in the Protocol (eligible Trial Subjects). Patients that do not fulfil all inclusion and
exclusion requirements will only be reimbursed the screening and randomization fee set
above.

Pna suma za pacienta bude vyplatena len za pacientov, ktori spinili vsetky inkldzne a exkldzne
kritéria uvedenév Protokole (vhodni Ucastnici skusania). Za pacientov, ktori nespiriaju vsetky
inkluzne a exkluzne kritéria, bude uhradena len suma za skrining a randomizéciu uvedend
vyssie v tabulke.

Patients that do not fulfil all inclusion and exclusion requirements must be withdrawn from the
study, unless exception to allow the specific patient continuing in the study is granted by
Sponsor and the Ethics Committee/Institutional Review Board accordmg to local regulations;
Pacienti, ktori nesplfiaji inklizne a exklizne kritérid, musia byt zo skdSania vyradeni, pokial’
nie je na zaklade lokalnej legislativy zadavatelom a Etickou komisiou/Institutional Review
Board pre Specifického pacienta udelend vynimka pokradovat v skusani;

Payment will be made every 6 months from the date of FPFV in Institution. 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 dria FPFV v zdravotnickom zariadeni. Platby za
posledné zostavajuce navstevy prevsetkych ulastnikov budy zaplatené po vyrieeni véetkych
otazok a vyjasneni udajov

All payments shall be made by Sponsor to the Institution in the following bank account:
Vsetky platby uskutolni zadavatel zdravotnickemu zariadeniu na nasledujdci bankovy Udet:

Bankové spojenie: Radlinského 32, 810 05 Bratislava 15
IBAN: 35
SWIFT:

All invoices shall be sent to Sponsor as follows:
Vsetky faktury budd zaddvatelovi zaslané nasledovne:
Novo Nordisk Slovakia s.r.0., ROSUM, Bajkalska 19B, 821 01 Bratislava, 1CO: 36 753 050
DIC: SK2022341310, IC DPH SK2022341310 bankove spojenie: :
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