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INVESTIGATOR AGREEMENT / ZMLUVA O REALIZACII PROJEKTU
Novo Nordisk sponsored clinical trial / Klinické skusanie financované
spolocnostou Novo Nordisk
Trial ID: NN9535-3627 / Identifikacné Cislo klinického skusania: NN9535-3627

This Agreement is concluded by and

between: Novo Nordisk Slovakia, s.r.o
Zilinska 7-9, 811 05 Bratislava,

ICO: 36753050, DIC: 2022341310,

IC DPH: SK2022341310, represented by
Roman Russocki, bank account: ING Bank
N.V., number

N :m
(hereinafter referred to as "Sponsor

and: MUDr. Katarina Cerna
Address: Diabetologicka ambulancia, nem.
L. Dérera, Limbova 5, 833 05, Bratislava

(hereinafter referred to as "Principal
Investigator”

and:

Name of institution: Univerzitna nemocnica
Bratislava

Address: Pazitkova 4 , 821 01 Bratislava
Workplace: Nemocnica akad. L. Dérera
Country: Slovak Republic
represented by: MUDr.
PhD., MPH

ICO: 31 813 861

DIC: 202 17 00 549

IC DPH: SK 292 17 00 549

Bank name: Statna pokladnica

Bank address: Radlinského 32, 810 05
Bratislava 15

Bank account number: _

IBAN:
BIC/SWIFT:

Miroslav BdzZoch,

Legal representative: MUDr.
Bdzoch, PhD., MPH

(hereinafter referred to as "Institute”)

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

PREAMBLE

WHEREAS The Sponsor wishes to
conduct the following

clinical trial in the Slovak

Miroslav |

Tato zmluva je uzavreta

medzi: Novo Nordisk Slovakia, s.r.o
Zilinska 7-9, 811 05 Bratislava,

ICO: 36753050, DIC: 2022341310,

IC DPH: SK2022341310, zasttpena:
Roman Russocki, bankoveé spojenie: ING
Bank N.V., C. actu:

(dalej len “zadavate

a: MUDr. Katarina Cerna

Adresa ambulancie: Diabetologicka
ambulancia, nem. L. Dérera, Limbova 5,
833 05, Bratislava (dalej len “hlavny
skusajuci”)

a:
Nazov zdravotnickeho zariadenia:
Univerzitnd nemocnica Bratislava

So sidlom: Pazitkova 4 , 821 01 Bratislava
Pracovisko: Nemocnica akad. L. Dérera
Krajina: Slovenska Republika

zastipend: MUDr. Miroslav Bdzoch, PhD.,
MPH

ICQ: 31 813 861

DIC: 202 17 00 549

IC DPH: SK 202 17 00 549

Nazov banky: Statna pokladnica

Adresa: Radlinského 32, 810 05 Bratislava
15

IBAN:

BIC/SWI

Zastlpena: MUDr. Miroslav BdZoch, PhD.,

| MPH

(dalej len ,zdravotnicke zariadenie™)

V nasledujicom zneni zmluvy sa zadavatel,
a hlavny skusajtci jednotlivo oznacuju aj
~zmluvna strana” a spolocne ,zmluvné
strany”.

PREAMBULA
KEDZE Zadavatel si Zeld v Slovenskej
republike vykonat nasledujlce
klinické skd$anie: SUSTAIN 5

republic: SUSTAIN 5 - Add -  Doplnkova  liecba  k
on to basal insulin. bazalnemu inzulinu. Ucinnost
a__ bezpeCnost semaglutidu
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WHEREAS

WHEREAS

Clause 1 -

"Adverse Event" shall be defined
as in Appendix 1.

"Confidential Information" shall
mean all
written, oral, or in any other
form, pertaining to either Party’s
business, whether developed or
acquired hereunder and whether
kept in its original form.

"CRF" shall mean Case Report

"FPFV" shall mean First Patient

First Visit.

"Intellectual  Property” shall
mean any and all know-how,
inventions, improvements and

discoveries, whether patentable
or not, arising from or related to
the clinical trial covered by this
Investigator Agreement.

Efficacy and safety of
semaglutide once-weekly
versus placebo as add-on
to basal insulin alone or
basal insulin in
combination with
metformin in subjects with
type 2. diabetes.

NN9535-3627 (the
Trial)". The nature of the
Trial is further elaborated
upon in this Agreement;

information, whether

podavaného jedenkrat
tyzdenne v  porovnani s
placebom, ako doplnkovej

liecby k bazalnemu inzulinu
ako jedinej liecbe alebo
bazalnemu inzulinu v

kombinacii s metforminom, u
pacientov s diabetom 2. typu.

Identifikacné Cislo protokolu
klinického skusania: NN9535-
3627(dalej len ,skasanie").
BlizSia Specifikacia skisSania je
dalej rozpracovana v tejto
zmluve;

The Sponsor wishes to | KEDZE Zadavatel si 7eld vykonaf
conduct the Trial in skusanie v spolupraci
cooperation with Principal s hlavnym skusSajucim;
Investigator; o
The Investigator has the | KEDZE Hlavny skusajlci ma potrebné
expertise relating to znalosti v suvislosti s planom,
clinical trial design, realizaciou, vyhodnotenim a
conduct, evaluation and analyzou klinického skusania.
analysis.

DEFINITIONS Clanok 1 - DEFINICIE

"Neziaduca udalost" je definovana
podla Prilohy 1.

"Doverné informacie" znamenaju
vSetky informédcie - pisomné,
ustne alebo v akejkolvek inej
podobe - tykajuce sa obchodnej
c¢innosti ktorejkolvek zo zmluvnych
stran, vytvorené alebo ziskané
podla podmienok tejto zmluvy, ci
uchované v poévodnej forme.

"CRF" znamena Case Report Form
(Formular pre zaznamy o skdsani).

"FPFV" znamena First Patient First
Visit (prva navsteva prvého
pacienta).

"DuSevné vlastnictvo" znamena
akékolvek a vSetko know-how,
vynalezy, zlepSenia a objavy,
patentovatelné alebo
nepatentovatelné, vyplyvajluce z
alebo suvisiace s klinickym
skusanim, ktoré je predmetom
tejto zmluvy o realizacii projektu.
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"LPFV" shall mean Last Patient "LPFV" znamena Last Patient First

First Visit. Visit (prva navsteva posledného
pacienta).

"LPLV" shall mean Last Patient "LPLV" znamena Last Patient Last

Last Visit. Visit (poslednd navsteva

posledného pacienta).

“Personal Data” shall mean any »,Osobné udaje" znamenaju
information that relates to an akékolvek informacie vztahujlce
identifiable natural person such sa k identifikovatelhej fyzickej
as name, id code, social security osobe ako meno, cCislo
number, address, cVv obdianskeho preukazu, cislo
information, personality test socialneho poistenia, adresa,
results, criminal records etc. udaje zo Zivotopisu, vysledky

osobnostnych  testov, trestné
zaznamy atd'

"Protocol"” shall mean protocol .Protokol® znamena protokol cislo
number NN9535-3627, attached NN9535-3627, ktory tvori Prilohu
herein as Appendix 1. 1 zmluvy.

“Sensitive Personal Data” shall ,Citlivé osobné udaje" znamenaju
mean Personal Data revealing osobné Uudaje, ktoré odhaluju
racial or ethnic origin, political rasovy alebo etnicky povod,
opinions, religious or politické nédzory, naboZenskl vieru
philosophical beliefs, trade union alebo svetonazor, clenstvo
membership, and data v odborovych organizaciach
concerning health or sex life. a udaje tykajuce sa zdravia alebo

pohlavného Zivota.

"Serious Adverse Event" shall be "Zavazna neziaduca udalost” bude
defined as in the Protocol. definovana podla Protokolu.

"SPC" shall mean Summary of "SPC" znamena Summary of
Product Characteristics. Product Characteristics (Suhrn

charakteristickych vlastnosti).

"SUSARs" shall mean Suspected "SUSARs" znamena Suspected
Unexpected Serious Adverse Unexpected Serious Adverse
Reactions. Reactions (podozrenie zo zavaznej
a neocakavanej neziaducej
reakcie).
"Termination Date" shall mean "Datum ukonfenia" znamena
date of Database Lock unless datum uzavretia databazy, pokial
this Agreement is terminated sa_tato zmluva neukonci v sulade
pursuant to Clause 12.4. s Clankom 12.4.
"Trial Materials" shall mean the "Materialy ku skiSaniu" znamena
materials used to conduct the materidly pouZité na vykonanie
Trial, including but not limited to skusania, vratane (okrem iného)
CRF and auxiliary supplies. CRF a pomocnych dodavok.
"Trial Product" shall be defined "Skusany produkt" bude
as in the Protocol. definovany podla Protokolu.
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"Trial Subject" shall mean any
subject participating in the Trial.

,U&astnik  skusania® znamena
akykolvek subjekt zucastiujlci sa
na klinickom skusani.

Clause 2 - INTRODUCTION Clanok 2- UOVOD
The Parties hereby agree that Zmluvné strany sa tymto
the Principal Investigator shall dohodli, Ze hlavny skusajuci
carry out the Trial in accordance vykona skuSanie v sulade s

with the Protocol and this
Agreement. All appendices and
amendments to this Agreement

protokolom a touto zmluvou.
VSetky prilohy a dodatky k tejto
zmluve budl povazované za jej

s
= AN

shall be deemed to be an neoddelitelnt sicast a moézu byt
integral part of this Agreement z Casu na Cas aktualizované po
and may be updated from time vzajomnej dohode zmluvnych
to time by mutual agreement. stran.

Clause 3 - OBLIGATIONS OF THE | Clanok3- POVINNOSTI HLAVNEHO

PRINCIPAL INVESTIGATOR SKUSAJUCEHO

3.1 Prior to the Trial the 3.1 Pred vykonanim skuSania je

Principal
must:

Investigator

(i) assist the Sponsor to

hlavny skusajuci povinny:

(i) Poskytnit zadavatelovi

obtain all necessary suéinnost pri ziskavani
approvals from the vSetkych potrebnych
Ethics povoleni  od Etickej

Committee/Institution
al Review Board (IRB)

komisie/Institutional
Review Board (IRB) a

and relevant prislusnych regulacnych
regulatory bodies, organov, od vedlceho
from the relevant prislusného oddelenia
departmental head of zdravotnickeho

the Institute and from zariadenia a od
any other authority akéhokolvek iného
that is responsible for organu, ktory je

the administration of
the Institute;

(i) be fully informed of
the Trial Protocol and
the Trial Product and
attend, or ensure a
delegate attends, all
Investigator's
meetings for the Trial
from time to time as
required by the

zodpovedny za riadenie
zdravotnickeho
zariadenia;

(i) Dokladne sa oboznamit
s protokolom ako aj so
skuSanym produktom a
z(éastiiovat sa alebo
zabezpedit ucast svojho
zastupcu na vSetkych
stretnutiach skusajucich
(Investigator's meetings)
k skusaniu podla

Sponsor; poziadaviek zadavatela;
(iii) ensure all the (iii) zabezpelit, aby vSetci
collaborators who are spolupracovnici, ktori s
involved in the Trial zapojeni do skusania,
fully understand and plne porozumeli a
adhere to the Trial dodrziavali protokol a
Protocol and the povinnosti hlavného

1
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obligations the
Principal Investigator;

(iv) obtain prior written
approval from the
Sponsor and the
Ethics
Committee/Institution
al Review Board (IRB)
for any proposed
recruitment material
to be used for the
purpose of Subject
recruitment in the
Trial;

(v) resolve any revenue
issues in respect of
the Trial, which are
not governed directly
by this Agreement,
with the Institute and
keep the Sponsor
informed of such
issues and the
progress of resolution
of such issues;

3,2 During the Trial Principal
Investigator must:

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

(i) all applicable

laws and
regulations in
the Slovak
Republic
including any
guidelines
governing the
conduct of

clinical studies,

(ii) the International
Conference on
Harmonization

Guideline for
Good Clinical
Practice  (ICH-
GCP),

(iii) the Declaration
of Helsinki as

(v)

3.2 Pocas

skusajuceho;

ziskat predchadzajuci
pisomny stihlas
zadavatela a  Etickej
komisie/Institutional
Review Board (IRB) pre
akykolvek  navrhovany
material pouzivany pre
ucely naboru subjektov
do skusania;

vyriesit vSetky prijmové
otazky v suvislosti so
skisanim, ktoré nie su
upravené priamo v tejto
Zmluve, SO
zdravotnickym
zariadenim a informovat
zadavatela o tychto
otazkach a o postupe ich
rieSenia;

skiSania je hlavny

skasajlci povinny:

(a) vykonavat skldsanie v

stlade s podmienkami
uvedenymi v tejto
zmluve a:

(i) pravnym poriadkom
platnym a ucinnym
na Uzemi Slovenskej
republiky, vratane
vSetkych predpisov

tykajucich sa
realizacie klinickych
skusani,

(ii) Medzinarodnou
konferenciou o}
harmonizacii
pokynov pre spravnu
klinicki prax (ICH-
GCP),

(iii) Helsinskou
deklaraciou
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(b) ensure that all Trial

()

(d)

referenced in
the Protocol,

(iv) the
any
amendments,
separate
manuals and
specific
procedures
provided by
Sponsor
applicable for
conducting the
Trial, depending
on which of the

Protocol,

stated options
ensures the
greatest
protection for
the patient.

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 NN9535-
3627 protocol;

ensure that Trial
Product is used only
for the conduct of the
Trial in accordance
with the NN9535-
3627 protocol;

do all possible efforts
to ensure that the
target number of 8
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

(b) zabezpecit

(©)

uvedenou v
protokole,

(iv) protokolom,
vSetkymi dodatkami,
samostatnymi
manualmi a
Specifickymi
postupmi
poskytnutymi
zadavatelom,
platnymi pre
vykonavanie
skGsania v zavislosti

od toho, ktora =z
uvedenych moznosti
zarucuje najsirsiu

ochranu pacienta.

spravne
zaobchadzanie e)
véetkymi materialmi ku
skisaniu a ich bezpecné
uloZenie po dobu trvania

skiSania a akukolvek
dalsiu nasledni dobu
podla poziadaviek
zakona alebo tejto

zmluvy podla toho, ktora

je dlhsia, a v sulade
s protokolom  NN9535-
3627;

zaistit pouzitie

skusaného produktu iba
na realizaciu skuSania
v sulade s protokolom
NN9535-3627;

(d) vykonat maximum pre

to, aby sa zaistil nabor
cieflového poctu 8 do
skusania v sulade s
naborovou stratégiou
centra skusania a aby
udaje od vsetkych

vhodnych uéastnikov
skusania boli k dispozicii
najneskor v den
ukoncenia. Nabor
akychkolvek dalsich

ucastnikov do skusania,
ktory nebude schvaleny
zadavatelom, nebude
financne kompenzovany;
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financially

compensated;
(e) zadat vSetky dostupné
(e) have all available data udaje do CRF do 3 dni po
entered in the CRF 3 kazdej navsteve. Hlavny
days after each visit. sklsajlci zabezpedi, aby
Principal Investigator bol zaznam pacienta
shall ensure that the aktualizovany konec¢nymi
patient record is informaciami a podla
updated with final potreby podpisany do 5
information and dni po kazdej navsteve;

signed as applicable 5
days after each visit;

(f) udrziavat presné
(f) maintain accurate zozbierané (daje a
data collection and aktudlne zaznamy o
up-to-date records of vSetkych materidloch ku
all Trial Materials and skusaniu a
Trial related koreSpondencie
correspondences by suvisiacej so skusSanim,
the Principal medzi hlavnym
Investigator, the skusajucim,
Institute's employees, zamestnancami
the Sponsor and any zdravotnickeho
other person involved zariadenia, zadavatelom
in the Trial, during the a akymikolvek inymi
Trial; osobami zapojenymi do
skisania po dobu jeho
trvania;

(g) na poziadanie podavat

(g) submit written : s : :
reports, in accordance zadqvgtelqw = Etlc}ce]
: komisii pisomné spravy
with all laws, G :
; o skusani vykonavanom
regulations and

v zdravotnickom

zariadeni, ktoré budu
v sulade s prislusnymi
zakonmi, vykonavacimi
predpismi a pokynmi
vratane Standardov
Etickej komisie.

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

request.

(h) record and evaluate (h)zaznr;menava’t 5 ka
all Adverse Events WIJ.O HoEOVas vsety_
experienced by the ne2|a’duce: o uda!ost!

{ : ; nahlasené ucastnikmi
aal Subjects . skiSania v sulade s
s ance siich Clankom 12 protokolu;
Article 12 of the P :
Protocol;

(i) retain Trial Records in (i) uchovavat zaznamy o
accordance with the skisani v sulade s
Protocol, Article 24, protokolom, Clankom 24
and under storage protokolu a podla
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conditions conducive
to their stability and
protection. The
Principal Investigator
ee further agrees to
permit the Sponsor to
ensure that the
records are retained
for a longer period if

necessary, at the
Sponsor’s expense,
under an
arrangement that
protects the

confidentiality of the
records (e.g. secure
off-site storage).

(j) provide to Sponsor
timely updates of
their contact data.

3.3 In the cooperation with
Sponsor the following
shall apply:

(a) The 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:

(i) subject records
relating to the
Trial;

(ii) the facilities
where the Trial
is being

conducted; and

(iii) Trial

any
Materials.

Regulatory or other
authorities shall be
allowed direct and

podmienok  archivacie,
ktoré  umoznuju ich
stabilitu a ochranu. V

pripade potreby sa
hlavny skusajlci dalej
zavazuje umoznit

zadavatelovi
zabezpecenie
uchovavania zaznamov
aj na dlhsie obdobie na
naklady zadavatela, za

dodrzania podmienky
ochrany dévernosti
zaznamov (napr.
bezpecné externé
uskladnenie).

(j) zadavatela priebezne
informovat 0
akychkolvek  zmenach

v kontaktnych tdajoch.

3.3 Spolupraca so zadavatelom sa
riadi nasledujucimi pravidlami:

(a)hlavny skusajuci je
povinny umoznit
akejkolvek osobe
urCenej zadavatelom,
pocas beznej
pracovnej doby a s
upovedomenim jeden

pracovny den vopred,

pristup:

(i) k zaznamom o]
ucastnikoch
tykajucich sa
skusania;

(ii)) do priestorov, kde
sa skusanie
vykonava; a

(iii) ku vSetkym
materidlom ku
skusaniu.

Regulacné alebo iné
organy musia mat tiez
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immediate access to
the same information.

(b) Subject to Clause 8 of

this Agreement the
Principal Investigator
must not, without the
prior written approval
of the Sponsor,
disclose any
Confidential

Information to any
third person other
than for the proper
conduct of the Trial
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. Principal
Investigator 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.

(c) Principal Investigator

acknowledges and
agrees that in
accordance with

NNS535-3627

Protocol, (i) the Trial
is being conducted as
part of a multi-centre
clinical trial, (ii) that
the number of clinical
trial sites will be
decided solely by
Sponsor, (iii) that
these sites may enroll
Trial Subjects in
mutual competition,
and (iv) that Sponsor
reserves the right to

zaruceny priamy
a okamzity pristup
k rovnakym
informaciam.

(b) podla podmienok

clanku 8 tejto zmluvy
nesmie hlavny
skdsajuci bez
predchadzajlceho

pisomného suhlasu
zadavatela prezradit
akékolvek doverné
informacie akejkolvek
tretej osobe, s
vynimkou pripadov,
kedy je to nutné na
riadne vykonanie
skliSania a v sllade s
touto zmluvou pod
podmienkou, ze
prijemca takychto
informacii bude voCi
zadavatelovi viazany
zavazkom micanlivosti
a nevyuzivania, ktory

bude rovnocenny
podmienkam tejto
zmluvy. Hlavny

skdsajuci je povinny
zabezpecit  pisomne
plné oboznamenie
uvedenych o0s6b s
povinnostou

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

(c) Hlavny skusajuci

potvrdzuje a suhlasi,
ze v sulade
s protokolom
NN9535-3627, (i) sa
skusanie vykonava
ako sticast
multicentrického
klinického skusania,
(i) Zze o pocte
pracovisk  klinického

skusania rozhodne
vylucne zadavatel,
(iii) Ze tieto
pracoviska su

opravnené  ziskavat
uc¢astnikov  skdSania
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Clause 4 -
SPONSOR

4.1

end Trial Subject
enrolment under this
Agreement when the
desired number of
Trial Subjects for all
clinical trial sites has

been reached.
Principal Investigator
agrees that further
screening or
randomisation of
subjects must not
take place after Trial
Subject enrolment
has been ended by
Sponsor.

(d) If electronic systems
are used in the Trial,
it may be required to
file these specific data
at the Trial site. If the
Sponsor provided
media is found not
readable during the
retention period, a
new copy can be
provided by the
Sponsor.

OBLIGATIONS OF THE

Sponsor shall obtain all
necessary approvals from
the Ethics
Committee/Institutional
Review Board (IRB) and
relevant regulatory bodies,
from the relevant
departmental head of the
Institute and from any
other authority that is
responsible for the
administration of the
Institute;

Clanok 4 -
ZADAVATELA

VO vzajomnej
konkurencii a (iv) ze
zadavatel si
vyhradzuje pravo
ukoncit nabor

ucéastnikov klinického
skusania podla tejto

zmluvy, ked" bude
dosiahnuty Zelany
pocet ucastnikov

skusania pre vsetky
pracoviska klinického
skusania. Hlavny
skusajuci sa zavazuje
ukoncit dalsi vyber
alebo randomizaciu
Gcastnikov  skusSania
po ukonceni naboru
ucastnikov  skuSania
zadavatelom.

(d) Ak sa v ramci
skisania pouzivaju
elektronické systémy,
méze byt vyZadované,

aby boli vybrané
udaje ulozené
na pracovisku
klinického skuasania.
Ak sa v priebehu doby
uchovania stanu
media poskytnuté
zadavatelom
necitatelne, od
zadavatela mozno
pozadovat
poskytnutie novej
kopie.

POVINNOSTI

Zadavatel' je povinny ziskat
vsetky potrebné povolenia od

Etickej komisie/Institutional
Review Board (IRB) a
prislusnych regulacnych
organov, od veduceho
prislusného oddelenia

zdravotnickeho zariadenia a od
vSetkych dalsich organov
zodpovednych za spravu
zdravotnickeho zariadenia;

Investigator Agreement / Zmluva o realizacii projektu
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4.2 Sponsor must:

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

(i)y all applicable
laws and
regulations in
the Slovak
republic
including any
guidelines
governing the
conduct of

clinical studies,

(ii) the International
Conference on
Harmonization

Guideline for
Good Clinical
Practice (ICH-
GCP),

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

(iv) the
any
amendments,
separate
manuals and
specific
procedures
provided by
Sponsor
applicable for
conducting the
Trial, depending
on which of the

Protocol,

4.2 Zadavatel sa zavazuje:

(a) vykonavat skisanie v
stlade s podmienkami
tejto zmluvy a:

(i) vSetkymi prislusnymi

pravnymi predpismi
Slovenskej republiky
vratane vSetkych
pokynov

regulujtcich
realizaciu klinickych
skusani,

(ii) Medzinarodnou
konferenciou o]
harmonizacii
pokynov pre spravnu
klinicki prax (ICH-
GCP),

(iii) Helsinskou
deklaraciou na ktoru
sa odvolava
protokol,

(iv) Protokolom a
vsetkymi jeho
dodatkami,
samostatnymi
manualmi a
Specifickymi
postupmi
poskytnutymi
zadavatelom,
platnymi pre
vykonavanie
klinického skusania,
v zavislosti od toho,
ktora z uvedenych

stated options moznosti  zarucuje
ensures the najsirsiu ochranu
greatest pacienta.
protection for
the patient.
4.3 The Sponsor agrees to 4.3 Zadavatel sa zavazuje
provide: poskytnut:
(i) all Trial Materials (i) vSetky materidly na
necessary for the skisanie  potrebné
conduct of the na vykonanie
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4.4

4.5

Trial;

relevant clinical
pharmacology
and toxicology
information and
advice to the
Principal
Investigator
which are
required for the
proper planning
and conduct of

(i) all

the Trial
throughout the
Trial period.
Such

information will
include the
Investigator's
Brochure and
information on
SUSARs for
unlicensed

products or the
SPC for licensed
products; and

(iii) reasonable
supervision,
training
monitoring
during the
conduct of the
Trial.

and

The Parties
adhere to all
laws and regulations
pertaining to  medical
confidentiality of the
subjects. The Principal
Investigator  shall not
disclose to the 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.

agree to
applicable

Any amendment to the
Protocol must be agreed
upon by both the Principal
Investigator and Sponsor
and be documented in
writing. Implementation of

skusania;

(i) vSetky prislusné
klinicke,
farmakologické a
toxikologické
informacie a rady
hlavnému
skusajucemu, ktoré
siu potrebné na
spravne
naplanovanie
a vykonanie
skusania po cell
dobu skusania.
Medzi takéto
informacie patri
Prirucka pre
skusajuceho
(Investigator’s
Brochure) a

informécie o SUSARs
k nelicencovanym
produktom alebo
SPC pre licencované
produkty; a

(iii) primerany  dohlad,
zaskolenie a
monitorovanie pocas
vykonavania
skusania.

4.4 Zmluvné strany sa zavazuju

4.5

dodrziavat vSetky platné zakony
a nariadenia tykajlice sa

lekarskeho tajomstva v
suvislosti s ucastnikmi
skusania. Hlavny skusajuci nie
je, bez predchadzajlceho
pisomného suhlasu castnika
skusania, opravneny
zadavatelovi uviest identitu
ucastnika sktsania a ani

akékolvek informacie, z ktorych
mozZno identitu ucastnika
sktgania odvodit.

VsSetky dodatky k protokolu
musia byt v pisomnej forme
odsuhlasene hlavnym
skusajucim a zadavatelom.
Implementacia dodatkov sa
mbze  uskutoénit az  po
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amendments cannot take
place until approval by
health authorities, as
applicable, and IEC/IRB’s
has been obtained unless
required for the safety of
the Trial Subjects or for
administrative reasons in
accordance with ICH/GCP.
4.6 Provided samples of
biological origin are taken
during the conduct of
Trial, the Parties agree to
use such samples for the

purposes of Trial and
during its conduct only.
Clause 5 - PERSONAL DATA
5.1. Information related to

site and site staff received in
relation to the Trial may
include data (such as but not
limited to surname, forename,
initials, title,
degree/qualifications, contact
details including business
postal address, postal code,
country, email address,
telephone number(s) and fax
number(s), associated clinics
and/or hospitals, position/role
in the organisation,
memberships, therapeutic
specialties/interests, board
certifications) which constitute
Personal Data/Sensitive
Personal Data and is subject
to specific national legislation
relating to the processing,
storage, transfer and use of
such data.

5.2. Sponsor  will take
appropriate measures to
protect the confidentiality and
security of all Personal Data
that it receives from the
Principal Investigator in
connection with the Trial.

5.3

Principal Investigator

odsuhlaseni prislusnymi
zdravotnickymi organmi a
ziskani  povolenia  IEC/IRB,
pokiall si to nevyzaduje
bezpeénost ucastnikov
klinického skuSania alebo

z administrativnych dovodov

v sulade s ICH/GCP.

4.6 Zmluvné strany sa zavazuju, ze
ak budi polas skusania
odoberané vzorky biologického
materidlu, tieto bude mozZné
pouzivat vyluéne pre potreby

skiSania alen pofas jeho
vykonavania.
Clanok 5- OSOBNE UDAJE
5.1 Informacie tykajace sa

pracoviska a pracovnikov
pracoviska ziskané v suvislosti
so skusanim moéZzu zahfhat
Gdaje (vratane bez obmedzenia

priezvisko, krstné meno,
inicialy, funkcia,
titul/kvalifikacia, kontaktné
udaje vratane  obchodnej
postovej adresy, PSC, krajiny,
emailovej adresy,

jedného/viacerych telefonnych
a faxovych disiel, pridruzenych

klinik a/alebo nemocnic,
pozicie/ulohy v  organizacii,
Clenstvach, terapeutickych

Specializacidch/zaujmoch,

atestaciach), ktoré predstavuju
osobné udaje/citlivé osobné
udaje a podliehaju $pecifickej
narodnej legislative upravujlcej
spractivanie, uchovavanie,

poskytovanie a pouzitie
takychto udajov.

5.2 Zadavatel prijme primerané
opatrenia na ochranu
dovernosti a bezpecnosti
vsetkych osobnych ddajov,
ktoré mu budld poskytnuté

hlavnym skusajlicim v suvislosti
so skisanim.

acknowledges and consents 5.3 Hlavny skasajlci berie na
that Personal Data (including ‘ vedomie a suhlasi, ze osobne
Sensitive  Personal  Data) udaje ~ (vratane  citlivych
relating to the Principal osobnych udajov) tykajuce sa
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Investigator and the site staff,
which give written consent
hereto:

(i) will be held until deemed
not useful by Sponsor or if
applicable, until relevant
revocation of consent as per
clause 5.4. below on one (1)
or more databases for the
purposes of determining the
Principal Investigator's
involvement in future research
and in order to comply with
any regulatory requirements ;

(ii) may be disclosed or
transferred to the Sponsor,
Sponsor’s Affiliates worldwide,
to representatives and
contractors working on behalf
of the Sponsor group including
outside Europe and to
regulatory authorities across
the world.

The Principal Investigator
shall ensure that all necessary
consents are in place to give
effect to this clause.

Furthermore, Principal
Investigator acknowledges
and agrees that where
regulatory requirements
binding to the Sponsor,
Sponsor's Affiliates,
representatives and/or

contractors working on behalf
of the Sponsor group in any
country of the world provide
so, their Personal Data may
be made publicly available in
such country, in the extent
required by such regulatory
requirements.

5.4. The Principal Investigator
acknowledges that he/she has
the right:

(i) to access the Personal Data
held about him/her by or on
behalf of Sponsor and to
ascertain the purposes for

5.4

hlavného sklsajuceho a
pracovnikov pracoviska, ktori
na to daju pisomny suhlas:

(i) budl uchovavané dovtedy,
pokial’ ich zadavatel nebude
povazovat za nepotrebné,
pripadne do relevantného
odvolania suhlasu v sulade s
ods. 5.4 tejto zmluvy nizsSie v
jednej (1) alebo viacerych
databazach za ucelom
posudenia  ucasti  hlavného
skusajuceho na dalsom
vyskume a v zaujme dodrzania
akychkolvek regulacnych
poZiadaviek;

(i) moZzu byt spristupnené
alebo poskytnuté zadavatelovi,

celosvetovo dcérskym
spolo€nostiam zadavatela,
zastupcom a zmluvnym

partnerom  vystupujicim v
mene skupiny zadavatela
vratane mimoeurdopskych a
regulaénym organom v ramci
celého sveta.

Hlavny sk(Sajuci je povinny
zabezpecit, aby boli udelené
vSetky suhlasy potrebné na to,
aby uvedené ustanovenie bolo
ucinné.

Hlavny skusSajlci dalej berie na
vedomie a suhlasi s tym, Ze
pokial’ tak ustanovia regula¢né
poziadavky zavazne pre
zadavatela, dcérske spolocnosti
zadavatela, zastupcov a/alebo
zmluvnych partnerov
vystupujucich v mene skupiny
zadavatela v ktorejkolvek
krajine, jeho osobné (daje
mdzu byt vtejto krajine
spristupnené verejnosti, ato
v rozsahu vyzadovanom takymi
regulaénymi poZiadavkami.

Hlavny skusajlci tymto berie na
vedomie, Ze ma pravo na:

(i) pristup k svojim osobnym
udajom uchovavanym
zadavatelom alebo v mene
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which it is processed subject zadavatela a zistenie, ¢i su
to certain criteria being met. splnené urcité kritéria, ktoré
umoznuju spraclivanie tychto
udajov za danym ucelom.

(ii) contact the Sponsor, via (ii) kontaktovat zadavatela
the normal contact point, in prostrednictvom kontaktného
order to ask for his/her miesta a poziadat ho, aby
Personal Data not to be used osobné udaje hlavného
(revocation of consent). In skusajliceho neboli spractvané
case such consent is revoked, (odvolanie suhlasu). V pripade,
Sponsor will only retain the ak dbjde k odvolaniu suhlasu,
Principal Investigator’s name, zadavatel je opravneny
address and phone number, ponechat si iba Gdaje o mene,
as well as data obtained as adrese a telefonnom (isle
part of the operation of this hlavného sklsajuceho, ako aj
Trial. Udaje ziskané ako sucast

vykonavania skusania.

5.5. The Principal Investigator 5.5 Hlavny skasajlci je povinny
will comply with all relevant dodrziavat pri svojej &innosti a
laws relating to the protection podavani sprav o klinickom
and use of Personal Data and skusani  vsetky relevantné
Sensitive Personal Data zakony vztahujice sa na
privacy in its conduct and ochranu, utajovanie a
reporting of the Trial. nakladanie s osobnymi Gdajmi a

citlivymi osobnymi adajmi.

5.6 Hlavny skuSajuci prijme vSetky

5.6. The Principal Investigator technické a organizacneé
shall take all technical and opatrenia, potrebné na
organizational measures to zabranenie neautorizovanému
prevent  unauthorized or alebo neopravnenému
unlawful processing, spracuvaniu, nahodnej strate,
accidental loss, destruction of, znic¢eniu, poskodeniu alebo
damage to, or disclosure of prezradeniu takychto Gdajov.
such data.
5.7 Zmluvné strany sa zavazuju, ze
5.7. The Parties agree that the pri spracuvani osobnych
processing of Personal Data, udajov, vykonavanom
performed in relation to the v suvislosti so skusanim, budu
Trial, shall be carried out in postupovat v stlade so
line with Act No. 122/2013 zdkonom: €. ¥22I2013 7. Z.
Coll. on Personal Data o ochrane osobnych Gdajov
Protection and on Amending a o zmene a doplneni
and Supplementing Certain niektorych zakonov, v zneni
Other Laws, as amended. neskorsich predpisov.
Clause 6 - PAYMENT Clanok 6 - PLATBY
6.1. Sponsor shall make all 6.1 Zadavatel = sa  zavéazuje
payments Specified in Appendix uhl'a,dzat platby SpeCiflkovane
II hereto to the bank account of - v prilohe II tejto Zmluvy na
the Institute detailed in ucet zdravotnickeho
Appendix II hereto. zariadenia uvedeny v prilohe
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6.2. Payments specified in 6.2
previous clause 6.1. do not
include the remuneration of
Principal Investigator and its
work team. Such remuneration
and regulation of related
matters shall be subject to
separate agreement concluded
between Sponsor and Principal
Investigator.

6.3 Each payment under this 6.3
Agreement shall be made on the
basis of an invoice stating all
relevant details regarding
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 under this
Agreement is subject to receipt
by Sponsor of an invoice here
for prepared in accordance with
the Sponsor Invoicing
Instructions laid out in Appendix
IT allowing forty five days from
receipt by Sponsor of such
invoice until settlement. For the
avoidance of doubt, all bank fees
related to receipt of interbank
transfers must be borne by the

II tejto Zmluvy.

Platby podla
predchadzajliceho ods. 6.1
nezahriaju odmenu pre

hlavného skd3ajuceho a nim
urceny pracovny tim. Uprava

odmeny podla
predchadzajlcej vety
a suvisiacich otdzok bude
predmetom samostatnej

zmluvy, uzavretej medzi
zadavatefom a hlavnym
skasajucim.

Kazda platba podla tejto
zmluvy sa uskutoéni na
zéklade faktiry, na ktorej
budu uvedené vsetky
prisluSné podrobnosti tykajuce
sa poctu Ucastnikov skusania
a poctu navstev. Kazda
faktura musi obsahovat vSetky
detaily tykajlice sa bankového
uctu, na ktory sa platba
uskutocni. Akakolvek platba,
ktori ma uhradit zadavatel na
zaklade tejto zmluvy, podlieha
doruceniu faktliry
zadavatefovi, pricom tato
faktira musi byt vystavena v
sulade so zadavatelovymi
pokynmi na fakturaciu,
uvedenymi v Prilohe II tejto
zmluvy, v zmysle ktorych je
zadavatel’ povinny  takdto
faktaru uhradit v lehote 45 dni

Sponsor. odo dna dorucenia faktary
zadavatelovi. V zaujme
odstranenia akychkolvek
pochybnosti, vSetky bankové
poplatky spojené s
medzibankovymi prevodmi
znasa zadavatel.

Clause 7 - TRIAL TIME SCHEDULE Clanok 7- CAsOVY ROZVRH
SKUSANIA

For the whole project the following dates
are in force:
FPFV:

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

Pre celé klinické skisanie platia
nasledujluce datumy:
FPFV:

Datum FPFV je mozné lokalne
posunut; bez ohladu na
uvedené ostava datum LPFV v
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Clause 8 - CONFIDENTIAL
INFORMATION

The information obtained during
the conduct of this trial is

considered Confidential
Information and will be used by
Sponsor for registration

purposes and for the general
development of the drug.

All information supplied by
Sponsor in 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 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:

() .. far the purpose
contemplated, pursuant to
and in accordance with the
terms of this Agreement; (i)

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

(iii)

(iii) 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

takom pripade v platnosti.

Clanok 8 - DOVERNE INFORMACIE

Informacie ziskane pocas
vykonavania tohto skiSania sa
povazuju za doéverné
a zadavatel' je opravneny ich
pouzit na registracné Ucely a
vyvoj lieku vSeobecne.

Vsetky informacie dodané
zadavatelom v suvislosti s
tymto  klinickym  skasanim
ostanu po cely Cas trvania tejto
zmluvy aj po skonceni jej
platnosti o) vyluénom
vlastnictve zadavatela a budu
sa povazovat za ddverné
informacie. Zmluvné strany su
povinné vykonat vSetky
primerané kroky na zabranenie
vyzradenia akejkolvek dévernej
informacie, priamo alebo
nepriamo, tretej strane bez
predchadzajuceho  pisomného
suhlasu druhej zmluvnej strany,
priéom tento siihlas nesmie byt
neoddvodnene odmietnuty.
Postup podla predchadzajlcej
vety sa nevyzaduje ak:

je tomu tak z doévodu plnenia
ucelu tejto zmluvy podla jej
podmienok;

je to so suhlasom druhej
zmluvnej strany a iba v rozsahu
uvedenom v takom suhlase; a

je to v rozsahu pozadovanom
zakonom alebo v sllade s
rozhodnutim prislusného sudu,
nariadenim, platnou vladnou
politikou alebo rozhodnutim
akéhokolvek regula¢ného
organu vyplyvajucim z tejto
zmluvy alebo viazucim sa na
druhd  zmluvnd stranu za
predpokladu, ze dotknuta
zmluvna strana druhd zmluvnd
stranu o tomto bezodkladne
pisomne upovedomi a vykona
primerane kroky na
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prompt written notice and
make a reasonable effort
to obtain a protective
order.

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

(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,

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

(c) is lawfully acquired by the
receiving Party from a
third party under no
obligation of confidentiality
to the disclosing Party,

(d) is independently developed
by an employee of the
receiving Party or its

Subsidiaries without
reference to or reliance
upon Confidential

Information disclosed by
the other Party, or

(e) is required to be disclosed
by law, or by order of a

court of competent
jurisdiction; provided,
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.

zabezpecenie nalezZitej ochrany.

Pre Gcely tejto zmluvy sa za
déverné informacie nepovazuju
informacie, ktoré:

(a)

(b)

()

(d)

(e)

Clanok 9 -

siu v Ccase poskytnutia
podla tejto zmluvy
verejne dostupné, alebo
sa nimi stani nasledne
bez porusenia tejto
zmluvy,

ma prijimajuca zmluvna
strana preukazatelne
k dispozicii eSte  pred
datumom poskytnutia,

prijimajlica zmluvna
strana zakonnym
sposobom  ziskala od
tretej strany bez
povinnosti micanlivosti

vocCi poskytujlcej strane,

nezavisle vyvinul
zamestnanec prijimajlicej
zmluvnej strany, alebo jej
pobocky, bez odvodenia
alebo spolahnutia sa na
doverné informacie
poskytnuté druhou
zmluvnou stranou, alebo

ktorych spristupnenie je
pozadované zakonom
alebo nariadenim
prislusného sudu; avsak
iba pod podmienkou, zZe
prijimajlca zmluvna
strana druhej zmluvnej
strane zasle Co najskor
upovedomenie
umoznujuce druhej strane
namietnut proti takémuto
potencialnemu pouzitiu
alebo spristupneniu.

DUSEVNE VLASTNICTVO

|

Investigator Agreement / Zmluva o realizacii projektu
Edition 7.0/ OCT 2013 / Verzia 7.0 , datovana October 2013

Page 18 of |

oy TP




Clause 9 - INTELLECTUAL PROPERTY

All Intellectual Property created
and provided by the Sponsor
shall remain the sole property of
the Sponsor.

The Principal Investigator shall
promptly disclose and assign to
the Sponsor all inventions and
discoveries made by the
Principal Investigator related to
the Trial.

The Principal Investigator shall
have a royalty-free right to use
the results for non-commercial
research and teaching purposes.

Clause 10 - REPORTS AND
PUBLICATIONS

Preparation and publication of
information obtained during the
conduct of the Trial shall be
carried out in accordance with

Zadavatel zostava vyluénym
nositefom vsetkych prav dusevného
vlastnictva, vytvorenych a

poskytnutych zadavatelom.

Hlavny skuUsSajuci bez zbyto¢ného

odkladu zadavatelovi spristupni
a prevedie na neho vSetky prava
k vynalezom a objavom

uskutocnenym hlavnym skdsajacim
v suvislosti so skasanim.

Hlavny skldsajioci je opravneny
bezodplatne vyuzit vysledky
klinického testovania na ucely
nekomercného vyskumu a vyucby.

Clanok 10 - PISOMNE SPRAVY
A PUBLIKACIE

Priprava a publikovanie informacii
ziskanych pocas vykonavania
skusania budl vykonané v sullade
s protokolom NNS535-3627.

NN9535-3627 Protocol. Clanok 11 - POISTENIE A

Clause 11 - INSURANCE &
INDEMNIFICATION

Institute hereby confirms that
they have adequate insurance
coverage for liability for
damages for all activities under
this Agreement including
damages caused by Principal
Investigator. Institute  shall
provide the Sponsor with proof
of the existence of such
insurances. Such proof, to be
received by the Sponsor before
the proposed starting date, shall
include the duration and cover
of the insured and the insured
amounts.

The Sponsor will indemnify and
defend the Institute, the
Principal Investigator and
personnel working under his/her
direct supervision against any
claim or suit brought against any
of them by or on behalf of Trial

ODSKODNENIE

Zdravotnicke zariadenie tymto
potvrdzuje, Ze na vSetky cinnosti
podla tejto zmluvy ma uzavreté
primerané poistenie zodpovednosti za
Skodu, ktoré v plnom rozsahu
pokryva aj pripadné Skody sposobené
hlavnym skusajlcim. Zdravotnicke
zariadenie  poskytne zadavatelovi

dokaz o existencii uvedeného
poistenia. Takyto ddkaz bude
zadavatelovi doruceny pred

navrhovanym  zaCatim  klinického
skisania a bude obsahovat uUdaje o
trvani a rozsahu krytia poistenych a
poistnych sumach.

Zadavatel sa zavédzuje odSkodnit a
zabezpecit primeranu obranu
zdravotnickeho zariadenia, hlavného
skusajuceho a persondlu pracujiceho
pod jeho/jej priamym dohladom pred
akymkolvek narokom alebo Zalobou,
ktory by vocli komukolvek z nich bol
vzneseny zo strany alebo v mene
ucastnikov skusania ztGcastnenych na
skusani, zalozenymi na telesnej ujme
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Subjects taking part in the Trial
and based on a bodily injury
directly resulting from the use of
any product submitted by the
Sponsor for clinical investigation
or any procedure provided for or
required by the Protocol to
which the Trial Subjects would
not have been exposed but for
the participation in the Trial.

For this indemnification to apply,
use of the product and the
conduct of the investigation
must be in accordance with the
relevant laws and regulations
and the approved Protocol for
clinical investigation and any
other information, instructions,
or warning furnished by the
Sponsor. Also, Institutional
Review Board or other Ethics
Committee approval must be
obtained and the Subject
Informed Consent Form must
comply with all relevant
regulations and a copy must be
received by the Sponsor at

commencement of the
investigation.

In addition, for this
indemnification to apply,
Principal Investigator must

immediately notify the Sponsor,
upon receipt of notice of any
claim or lawsuit and must permit
the 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 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
understands that the sole

liability of the Sponsor to the
Principal Investigator and those

priamo  vyplyvajucej z pouzitia
akéhokolvek produktu poskytnutého

zaddvatelom na klinicky vyskum
alebo akejkolvek procedury
stanovenej alebo vyzadovanej
protokolom, ktorej by UGcastnici

skusania neboli vystaveni, ak by sa
na skdasani nezucastnili.

Na to, aby mohlo déjst k uplatneniu
vySSie  uvedeného  odskodnenia,
pouzitie produktu a sposob
vykonavania vyskumu musia byt v
sulade s prislusnymi zakonmi a
vykonavacimi predpismi, ako aj
schvalenym protokolom na klinicky

vyskum a  akymikolvek  inymi
informaciami, pokynmi alebo
varovaniami poskytnutymi
zadavatefom. Takisto musi byt
ziskany suhlas Etickej komisie a
formuldar  informovaného  sdhlasu
subjektu musi splhat  vSetky

relevantné predpisy a koépia tohto
formuldra musi byt doruéend
zadavatelovi pri zahajeni vyskumu.

Na to, aby mohlo déjst k uplatneniu
vyséie  uvedeného  odskodnenia,
hlavny skusSajuaci zaroven musi 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 ndarokmi alebo Zzalobami
zabezpecovali a kontrolovali povereni

pravni zastupcovia a personal
zadavatela (podla uvaZenia a na
naklady zadavatela). Hlavny
skiisajuci nie je bez suhlasu
zadavatela opravneny mimosudne
urovnat Ziadny takyto ndarok ani
konanie. Podpisom tejto zmluvy
hlavny skGSajuci suhlasi, ze pri
takejto obrane poskytne Uplnu

sucinnost a pomoc. Hlavny skusajlci
berie na vedomie, Ze odSkodnenie
popisané vysSie predstavuje jediné
odskodnenie, ktoré zadavatel
poskytne hlavnému skisajicemu a
tym zamestnancom, ktori boli

employees engaged in zapojeni do vykonavania schvaleného
conducting the approved clinical klinického vyskumu na zaklade
investigation at the request of poZiadavky zadavatela, avSak iba
the Sponsor will be the v pripade, Ze hlavny skusajtici,
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indemnification described above,
but only if Principal Investigator,
Institute and those employees
engaged in conducting the
approved clinical investigation
were not negligent, did not
commit malpractice, did not
breach provisions of this
Contract or breach a
representation or warranty given
by any of them.

The Sponsor does not agree to
indemnify, defend or hold
harmless any person or Institute
against any claim or suit in
which it is determined that the
individual or Institute was
negligent, committed
malpractice or breached a
representation or warranty given
by any of them; such a person
or Institute will arrange defence
on its own costs.

The Institute will indemnify,
defend and hold harmless the
Sponsor against any claim or
suit brought against any of them
by or on behalf of Trial Subjects
taking part in the Trial and
based on an injury caused by
Principal’s Investigators or staff
working under their supervision
negligence, wilful misconduct,
mal practice, breach of Protocol,
Sponsor’s instructions,
applicable laws and regulations
or otherwise breach of this
Agreement.

Clause 12 - TERM AND TERMINATION

12.1. This Agreement comes
into force on the date
when it is signed by the
last of the Parties hereto
and becomes effective on
the first day after its
publication in the Central
Register of Contracts (the
“Effective Day”); the

zdravotnicke zariadenie ati
zamestnanci, ktori boli zapojeni do
klinického skuSania, nepostupovali
s nedbanlivostou, nedopustili sa
zanedbania povinnej starostlivosti
neporusili ustanovenia tejto zmluvy
a/alebo neporusili vyhlasenie alebo
zaruku udelenu ktorymkolvek z nich.

Zadavatel' neodskodni, nezabezpeci
obranu ani neochrani akukolvek
osobu alebo zdravotnicke zariadenie
pred akymkolvek narokom alebo
Zalobou, v ktorej bude zistené, Ze

jednotlivec alebo zdravotnicke
zariadenie postupoval s
nedbanlivostou, dopustil sa

zanedbania povinnej starostlivosti
alebo porusil vyhlasenie alebo zaruku
udelend  ktorymkolvek z  nich;
v takom pripade takato osoba alebo
zdravotnicke zariadenie zabezpeci
obranu na svoje vilastné ndklady.

Zdravotnicke zariadenie sa zavazuje
odskodnit, zabezpecit primeranu
obranu a ochranit zadavatela pred
akymkolvek narokom alebo Zalobou,

ktoré by boli vznesené voci
komukolvek z nich zo strany alebo v
mene ucastnikov skusania

zucastnenych na skasani, zalozenymi
na ujme zapriinenej nedbanlivostou,
umyselnym nespravnym konanim,
zanedbanim odbornej starostlivosti,
porusenim protokolu, pokynov
zadavatela, prislusnych  zadkonov
a vykonavacich predpisov alebo inym
porusenim tejto zmluvy zo strany
hlavného sklsajuceho alebo
pracovnikov pracujucich pod jeho
dohladom.

Clanok 12 - TRVANIE A UKONCENIE

12.1 Téato zmluva nadoblda platnost
dnom jej podpisu poslednou zo
zmluvnych stran a Géinnost den
nasledujuci po dni jej
zverejnenia v Centralnom
registri zmldv  (dalej len
,Datum acinnosti*); strany s
takym zverejnenim  Zmluvy
suhlasia. Zverejnenie Zmluvy
podla predchadzajlicej vety
zabezpeci zdravotnicke

Investigator Agreement / Zmluva o realizacii projektu
Edition 7.0/ OCT 2013 / Verzia 7.0 , datovana October 2013

,Page 21 of Z
i
4




Parties agree with such
publication of this
Agreement. The
publication of Agreement
according to the previous
sentence shall be
provided for by the
Institute. This Agreement
shall terminate upon
completion of the Trial in
accordance with the
Protocol, however, no
later than 31.12.2016;
the Principal Investigator
shall notify Department
of Clinical Trials of UNB
Bratislava, Pazitkova 4,
821 01 Bratislava about
the end of Trial within 15
days from the end of
Trial. Clauses 3.2 b., c.,
h., i., j., 8 and 13 shall
survive the termination
of this Agreement.

12.2

zariadenie. Uéinnost  tejto
Zmluvy sa skonli po skonceni
skusania v sulade s protokolom,
najneskér vSak 31.12.2016;
hlavny skusajlici je povinny
oznamit ukonéenie ski$ania na
referat klinickych Stadii v UNB
Bratislava, Pazitkova 4, 821 01
Bratislava, ato do 15 dni od
ukoncenia skusania. Clanky 3.2
bac, b, i, j.,, 8 a-13 ostana v
platnosti aj po ukonceni tejto
zmluvy.

Predpokladany datum FPFV
(prva navsteva prvého
pacienta) skusSania za

12.2. The anticipated FPFV predpokladu ziskania vsetkych
date for the Trial prisluSnych povoleni a vSetkych
is ; provided materidlov ku skuSaniu, s
applicable approvals have vynimkou skusanych
been obtained, and produktov, od zadavatela
provided that all Trial minimalne 30 pracovnych dni
Materials except Trial pred datumom FPFV.
Products have been
received from the
Sponsor 30 working days 12.3 Zadavatel ma pravo z etickych
before the FPFV date. dévodov odsunut ddtum FPFV o
maximalne 4 tyzdne. Ak vsSak
12.3. The Sponsor shall be zadavatel' upovedomi hlavného
entitled to have FPFV skuSajuceho na oneskorenie
date delayed by up to 4 neskér nez 4 tyzdne pred
weeks for ethical datumom FPFV, zadavatel
reasons. However, in hlavného skusajuceho po
case the Sponsor notifies dohode odskodni za priame a
Investigator of the delay plne zdokumentované naklady
later than 4 weeks before sposobené takymto
the FPFV date the oneskorenim.
Sponsor may upon
negotiation between the
Parties compensate
Investigator for his/her
direct and fully
documented costs caused 12.4 Zadavatel! moéze tato zmluvu
by such delay. ukonéit nasledovne:
12.4. The Sponsor may
terminate this (a) Pisomnym odstupenim od
zmluvy, ak hlavny
Investigator Agreement / Zmluva o realizacii projektu
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Agreement as follows: skusajuci v  désledku

svojho zanedbania

(a) if Principal nevykona alebo vykona
Investigator nedbalo akykolvek
negligently fails to podstatny (kon podla
perform or performs tejto zmluvy a toto
negligently any poruSenie pokracuje po
material work in dobu 30 dni po prevzati
accordance with this pisomného upozornenia
Agreement and such od zadavatela;
failure continues for
30 days after receipt
of written notice of
the Sponsor, by
written  withdrawal (b) Pisomnym odstupenim od
from this zmluvy, ak hlavny
Agreement; skusajuci z

administrativnych alebo

(b) if Principal inych dbévodov nebude
Investigator for moct zaradit (&astnikov
administrative or skusania pre potreby
other reasons skusania po dobu 30 dni;
becomes unable to
recruit Trial Subjects
:;oarystrhe ;;lal :vor'i-ttzg (c) Pisomnym odstl.'lpeni'm od'
withdrawal from this zmluvy, ak vz§davat,el
Agreement; a_/alfebo reg'ulacny organ

zisti nutnost pozastavenia
: klinického skusania v

() 'r‘;;ﬁa%ggnsgru;?g:ig dlﬁ'siedku bezpecnostnych
recognise that any rizik;
safety concerns
necessitate : ; :
discontinuation of (d) pisomnou V\:pOVE(_jOU, ak
the Trial, by written sa  pokracovanie v
withdrawal from this skugant ; stane i
Agreement; zadavatel? : lobchodne

! neuskutocnitefnym;

(d) if continuation of the vy{povedna_ dol?a Vilwo
Trial becomes pnpgde je' Jjedem = (1)
unfeasible for the HIC S0
Sponsor for efficacy
r ns b ivin . .

P??nsgpai Inv:st?gatogr (e) pISO’mI‘IOU‘ vypp\{ed‘ou_, ak
one (1) month's zaq?vat’el udeli licenciu na
prior written notice; Skusany pcOdUKt trgte;

y strane, ktora chce zvysnu

(@) If fhe SoortSor cast skl'Jif':ania re‘alizovat'
licenses the Trial ido vypovedn_a _doba
product to a third vtomto‘ pripade je jeden
party who wishes to (1) mesiac;
conduct the
remaining part of the
Trial themselves, by

ivi rincipal ; ; - :
?rz\::gsgtigator anc ?f) (f) pisomnym odstupemm' od
zmluvy, ak zdravotnicke
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month's prior written
notice;

() in the event of
Institute’s voluntary
or compulsory
liquidation,
dissolution,
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
Principal Investigator
or the Institute
discontinues
substantial parts of
its established
business or its
business is placed in
the hands of a
receiver, assignee or

trustee in
bankruptcy, whether
voluntarily or

otherwise, by written
withdrawal from this
Agreement.

In the event of
termination of this
Investigator

Agreement by the
Sponsor pursuant to
Clause 12.4 (b), (c),
(d), or (e) above, the
Sponsor shall pay 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
the Sponsor for the

zariadenie dobrovolne
alebo natene vstupi do
likvidacie, dojde k jeho
zruseniu, stane sa
platobne neschopnymi,
dojde k pozastaveniu jeho
platieb, bude na neho
vyhlaseny konkurz alebo
dojde k akejkolvek inej
verejnej forme vyrovnania
(restrukturalizacia) alebo
sikromnej forme
vyrovnania alebo
k dohode s jeho veritelmi
za Ucelom wvyhnutia sa

vyhlaseniu konkurzu,
alebo ak hlavny skisajuci
alebo zdravotnicke
zariadenie prestane
s vykonavanim podstatnej
Casti svojho

zaregistrovaného
predmetu c&innosti alebo
ak sa vykondvanie
predmetu ¢&innosti zveri
likvidatorovi, pravnemu
nastupcovi alebo
konkurznému  spravcovi,
dobrovolne alebo inak.

V pripade ukoncenia ucinnosti
tejto zmluvy o realizacii
klinického skuSania
zadavatelom v salade s vyssie
uvedenym c¢lankom 12.4 (b),
(c), (d) alebo (e) zadavatel
uhradi vSetky riadne vykonané
tkony v sulade s touto
zmluvou, ato az do uplynutia
vypovednej doby. Po prevzati
vypovede hlavny  skusajuci
ukonci vSetky Cinnosti, ktoré nie
su zadavatelom povazované za
nevyhnutné pre riadne
ukoncenie skusania alebo
splnenie regulacnych
poziadaviek.
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orderly close out of
Trial eEE lor  the
fulfiiment of regulatory
requirements.

12.5. The Principal Investigator

may terminate this
Agreement as follows:

(a) if Sponsor
negligently fails to
perform or performs
negligently any
material work in
accordance with this
Agreement and such
failure continues for
30 days after receipt
of written notice of
the Principal
Investigator, by
written  withdrawal
from this
Agreement;

(b) if the Principal
Investigator
becomes
incapacitated, by
written notice with
the notice period of
one (1) month.

12.6. The Institute may

terminate this Agreement
by a written notice if the
Sponsor fundamentally
breaches its duties (para.
345 - (2)..0F Act -No.
513/1991 Coll.
Commercial Code as
amended) towards the
Institute arising under
this Agreement or Laws of
Slovak Republic and such
breach continues for 30
days after receipt of
written notification of the
Institute. This Agreement
ceases to exist upon the
lapse of notice period of
30 days, which shall start
to lapse on the first day of
the month following after
the receipt of notice by
the other Parties.

12.5 Hlavny skuasajuci moze tato
zmluvu ukoncit nasledovne:

(a) pisomnym odstipenim od
zmluvy, ak zadavatel v
dosledku svojho
zanedbania nevykona
alebo vykona nedbalo
akykolvek podstatny tkon
podla tejto zmluvy a toto
zlyhanie pokracuje po
dobu 30 dni po prevzati
pisomného  upozornenia
od hlavného skuisajliceho;

(b) pisomnou vypovedou, ak
hlavny skasSajuci  strati
schopnost vykonavat
klinické skusanie;
vypovedna doba v tomto
pripade je jeden (1)
mesiac.

12.6 Zdravotnicke zariadenie je
opravnené tuto Zmluvu
pisomne vypovedat v pripade,
ak sa zadavatel dopusti
podstatného poruSenia svojich
povinnosti (§ 345 ods. 2 zédkona
¢. 513/1991 Zb. Obchodny
zakonnik, v zneni neskorsich
predpisov) voci zdravotnickemu
zariadeniu, vyplyvajucich
zadavatelovi z tejto Zmluvy
alebo z pravnych predpisov
Slovenskej republiky, a toto
porusenie pokracuje po dobu 30
dni po prevzati pisomného
upozornenia od zdravotnickeho
zariadenia. Zmluva zanika
uplynutim vypovednej doby,
ktora je 30 dni a zadina plynut
prvym driom mesiaca
nasledujuceho po  doruceni
vypovede ostatnym stranam.

Clanok 13 - ROZHODNE PRAVO
A RIESENIE SPOROV

13.1 Obe zmluvné strany vyvini na
urovnanie akychkolvek
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Clause 13 - GOVERNING LAW AND
DISPUTE RESOLUTION

13.1. Both Parties will use commercially
reasonable efforts to settle all
matters in dispute amicably. All
disputes arising out of or in
connection with this Agreement
must be settled under the Laws of
Slovak Republic by general courts of
Slovak Republic.

13.2. This contract shall be construed and
interpreted pursuant to the Laws of
the Slovak Republic.

13.3. This contract is concluded in both
Slovak and English version. Should
there be any discrepancy between
the Slovak and the English version,
the Slovak version shall prevail.

Clause 14 - GENERAL

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

If to the Sponsor:

Novo Nordisk (affiliate name)
Novo Nordisk Slovakia, s.r.o
Zilinska 7-9, 811 05 Bratislava
Contact person: MUDr. Eva
Gabasova, fax: 02 / 5710 3000

If to the Principal Investigator:

spornych otazok véetko
komercne opodstatnené usilie,
ktoré je od nich mozné
ocakavat. Vietky spory
vyplyvajuce ztejto zmluvy
alebo suvisiace s touto zmluvou
budli rieSené podla pravnych
predpisov Slovenskej republiky
pred vSeobecnymi sudmi
Slovenskej republiky.

13.2 Tato zmluva sa bude vykladat
a interpretovat v slilade
S pravnym poriadkom
Slovenskej republiky.

13.3 Tato zmluva je uzatvarana
v slovenskom a anglickom
jazyku. V pripade akéhokolvek
nesuladu medzi slovenskou
a anglickou verziou bude mat
prednost slovenska verzia.

Clanok 14 - VSEOBECNE
USTANOVENIA

VSetky oznamenia, spravy, Ziadosti,
schvalenia, povolenia, faktury, platby
alebo ind komunikacia pozadovana
alebo povolena touto zmluvou budi v
pisomnej forme a budl sa pre vSetky
Ucely povazovat za kompletne
doru¢ené a prevzaté, ak budu
doru¢ené osobne alebo =zaslané
doporucene alebo faxom (s
prislusnym potvrdenim o prijati)
prislusnym zmluvnym stranam na
nasledujlice adresy:

V pripade zaslania zadavatelovi:
Novo Nordisk (nazov dcérskej
spolocnosti)
Novo Nordisk Slovakia, s.r.o
Zilinska 7-9, 811 05 Bratislava
Kontaktna osoba: MUDr. Eva
Gabas$ova, fax: 02 / 5710 3000

V pripade zaslania hlavnému

skusajucemu:
MUDr. Katarina Cerna
Diabetologicka ambulancia,

nem. L. Dérera, Limbova 5,

Fax: +421 2 59542763
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MUDr. Katarina Cerna
Diabetologicka ambulancia,
nem. L. Dérera, Limbova 5,

Fax: +421 2 59542763
If to the Institute:

Univerzitna nemocnica
Bratislava, Pazitkovad 4 , 821 01

V pripade zaslania
zdravotnickemu zariadeniu:
Univerzitna nemocnica

Bratislava, Pazitkova 4 , 821 01
Bratislava

zastupena: MUDr. Miroslav
BdZoch, PhD., MPH

Bratislava Clanok 15 - PREVOD PRAV A
zastupena: MUDr. Miroslav POVINNOSTI ZO ZMLUVY

Bdzoch, PhD., MPH
5.1

Clause 15- ASSIGNMENT

15.1. This Agreement shall not be
assigned by either Party, in whole or
in part, without the prior written 15.2
consent of the Parties hereto.

15.2. Sponsor shall have the right at
any time to assign or transfer any or
all of its rights and obligations under
this Agreement to any of its Affiliates,
after prior written notice in which
Affiliate will be stated. 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 A/S, Novozymes
A/S nor any entity, which Controls, is
Controlled 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.

Ziadna zo zmluvnych stran
nemoze v celku alebo Ciastocne
previest na Ziadnu tretiu stranu
prava a povinnosti z tejto
zmluvy bez predchadzajluceho
pisomného suhlasu vSetkych
zucastnenych zmluvnych stran.

Zadavatel' ma pravo kedykolvek
previest alebo delegovat
niektoré alebo vsetky svoje

prava alebo povinnosti
vyplyvajlice z tejto zmluvy na
ktorukolvek pridruzenu
spolo¢nost, a to po
predchadzajicom pisomnom
oznameni, v ktorom bude
pridruzena spoloénost

oznatena. Pre Ucely tejto
zmluvy  pojem  ,pridruzena
spoloénost® znamena kaZdu
korporaciu, spolo¢nost,
partnerstvo, spolocny podnik
alebo ind pravnicki osobu,
ktora kontroluje, je
kontrolovana, alebo je pod
spolocnou kontrolou s fyzickou
osobou alebo pravnickou
osobou. Pojem Jkontrola"
znamena vlastnictvo viac ako
patdesiat percentnej (50%)
ucasti na zakladnom imani
alebo pravnu moc riadit alebo
ovplyvnit riadenie manazmentu
a politiky tejto spolocnosti. Pre
vyhnutie sa pochybnostiam,
Ziadna z Novo A/S, Novozymes
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  pridruzenu
spolo¢nost Novo Nordisk. Toto
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Clause

16- INDEPENDENT

CONTRACTOR

hereunder:

IN WITNE

In the performance of the Trial

(i) Principal Investigator
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.

(ii) Principal Investigator 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.

SS HEREOF, the Parties have

Clanok 16 -

ustanovenie je zavazné pre
zmluvné strany ako aj ich
pravnych nastupcov a

povolenych nadobudatelov.

NEZAVISLY DODAVATEL

Pri vykonavani skusania podla tejto

zmluvy:
(i) bude hlavny skdsajuci
povazovany za nezavislého

(ii)

dodavatela a v doésledku toho
nebude mat ndrok na Ziadne
benefity tykajuce sa
zamestnancov zadavatela.

hlavny sklsSajuci na strane
jednej a zadavatel na strane
druhej bert na vedomie, Ze ich
vzajomny vztah je vztahom
nezavislych dodavatelov, a nie

vztahom zamestnavatela
a zamestnanca, ani
splnomocnitela

a splnomocnenca, ani

spolo¢nikov spolo¢ného
podniku, ani akymkolvek inym
podobnym vztahom. Ziadna zo
zmluvnych strdn 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 ucet
alebo v mene druhej zmluvnej
strany, alebo akymkolvek inym
spdsobom konat v mene druhej
zmluvnej strany alebo ju
zavéazovat.

NA DOKAZ UVEDENEHO zmluvné strany
tato zmluvu podpisuji a budd ju pinit,
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executed and delivered
this Agreement,

. [
Date/Détum: 2<- ]‘H' ~Z0(Y
On behalf of the Sponsor/Za zadavatela:

Date/Détum: (. 7ELR LOU
On behalf of the Principal Investigator/Za
hlavného sk

Name/Meno: Roman Russocki
Title/Funkcia: General Manager

Investigator Agreement / Zmiuva o realizacii projektu

Name/Meno: Katarina Cerna
Title/Funkcia: principal investigator

e zariadenie

Name/Meno:
Title/Funkcia:
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APPENDIX I/PRILOHA I

(THE PROTOCOL/PROTOKOL)
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Appendix II/PRILOHA II
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 budu platby pokryvat len vhodnych ucastnikov skusania.
Platby za skrining a randomizéciu a za kazdlu kompletne vykonanu navstevu za
jedného ucastnika skusania budu nasledovné:

Visit/Navsteva Amount in EUR/Suma v
EUR
bez DPH / excluding VAT
Visit 1 (Screening) 120 EUR
Screening failure 120 EUR
Visit 2 (Randomization), Visit 16 on 400 EUR each/kazda
site
V4, V6, V12, V14 on site 120 EUR each/kazda
V9 on site 200 EUR
P3, P5, P7, P8, P10, P11, P13, P15 phone 40 EUR eachl/kazda
contacts
V17 on site (follow-up) 80 EUR
V16a, Vi7a (premature 80 EUR each/kazda
discontinuation)
Total per Trial Subject in the study
2000 EUR (randomized
Celkova CcCiastka na jedného completed)
ucéastnika skusania

The payment includes all procedures associated with The Protocol.
Platba zahina vSetky postupy spojené s protokolom.

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

Ak Ucastnici skusania ukoncia Ucéast v skdsani, platba sa vypolita na zaklade
vykonanych navstev.

In accordance with the Act No. 362/2011 Coll. on Medicinal Products and Medicinal
Devices, the investigational medicinal products shall be stored in hospital pharmacy
of the Institute. The Sponsor shall pay the Institute remuneration for storage
according to the previous sentence in the amount agreed by the parties, on grounds
of invoice issued by the Institute at least every quarter. The remuneration according
to the previous sentence includes reimbursement of costs pursuant to para. 43 (h,
1) of Act No. 362/2011 Coll. on Medicinal Products and Medicinal Devices.

V zmysle zdkona & 362/2011 Z. z. o liekoch a zdravotnickych pomdéckach budi
skusané humaénne lieky uchovédvané v nemocnicnej lekdrni zdravotnickeho
zariadenia. Zadavatel sa zavdzuje uhradzat zdravotnickemu zariadeniu odplatu za
uchovévanie podla predchadzajucej vety vo vyske dojednanej stranami, ato na
zéklade faktdry vystavenej zdravotnickym zariadenim minimalne raz Stvrtrocne.
V odplate podla predchédzajlcej vety je zahrnutd aj nadhrada nakladov podla § 43
pism. h) bodu 1 zékona ¢. 362/2011 Z. z. o liekoch a zdravotnickych pomdckach.

(b) 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 screening failure fee set above.

Investigator Agreement / Zmluva o realizacii projektu
Edition 7.0/ OCT 2013 / Verzia 7.0 , datovana October 2013 Page 31 of :




Celkova suma za pacienta bude vyplatena len za pacientov, ktori na zaklade
protokolovych poZiadaviek spinili vSetky inklizne a exklizne kritéria (vhodni
Ulastnici skusania). Za pacientov, ktori nesplfiaju vsetky inkldzne a exkluzne
kritéria, bude uhradena len suma za skrining a screening failure uvedena vyssie v
tabulke.

(c) 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 the Sponsor and the Ethics Committee/Institutional
Review Board according to local regulations;

Pacienti, ktori nesplifiaju inklizne a exklizne kritérid, musia, byt zo skid3ania
vyradeni, pokial’ nie je pre Specifického pacienta udelend vynimka pokracCovat v
skusani zadavatelom a Etickou komisiou na zaklade lokalnej legislativy;

(d) Payment will be made every 3 months. 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 kazdé 3 mesiace. Platby za posledné zostavajuce navstevy
pre vsetkych Ulastnikov budu zaplatené po vyrieseni vsetkych otdzok a vyjasneni
Udajov.

All payment shall be made by Sponsor in EURQO currency to the following bank account:

Véetky platby uskutoéni zadavatel’ v pefiaznej mene EURO na nasledujuci bankovy ucet

Bank name/nazov banky: Statna pokladnica
Bank address/adresa: Radlinského 32, 810 05 Bratislava 15

Bank account number/cislo Gctu |

IBAN:
BIC/S

(e) All invoices shall be sent to Sponsor as follows:

VSetky faktury budu zadavatelovi zaslané nasiedovne:

Novo Nordisk Slovakia, s.r.o
Zilinska 7-9, 811 05 Bratislava,
1C0O: 36753050, DIC: 2022341310,
IC DPH: SK2022341310,

bankové spojenie: ING Bank N.V., é.tﬁEtu_
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