
CLINICAL TRIAL AGREEMENT ZMLUVA 0 REALIZAcII 
KLINICKEHO SKUSANIA 

NOVO NORDISK SPONSORED 
CLINICAL TRIAL 

KLINICKE SKUSANIE 
FINANCOVAN~SPOLOfNOsfou 

NOVO NORDISK 
TRIAL ID: 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 Coil., as amended 
and following the provisions of § 5a of Act no. 
211/2000 Coil. on Free Access to Information and 
on Amendments to Certain Acts as amended. 

By and between: 
Novo Nordisk Slovakia, s.r.o 
ROSUM, Bajkalska 19B, 
821 01 Bratislava, 
Slovak Republic 
reo. 36753050, DIe: 2022341310, 
Ie 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 Ciric, based on 
the Power of Attorney dated 15 February 2016, 
signed by executives Anne Mette Wi is Vogelsang 
and Ole Flavig Ramsby 

Bank account: 

(hereinafter referred to as "Sponsor") 

Identifikacne cislo kllnlckeho 
skusanla: NN9535-4386 

Tate zmluva nadobuda platnost dnorn jej 
podplsania vsetkyrnl zmluvnvrni stranami a 
uclnnosf den nasledujuci po dni jeho zverejnenia v 
Centralnorn registri zrnluv vedenom Uradom vlady 
SR podl'a § 47a ods. 1 zakona c. 40/1964 Zb. 
(Obcianskeho zakonnlka) v zneni neskorslch 
predpisov a v nadvaznosti na ust. § 5a zakona c. 
211/2000 Z. z. 0 slobodnom pristupe k 
inforrnaciarn a 0 zmene a doplneni niektorvch 
zakonov v znenl neskorsich _predpisov. 
medzi: 
Novo Nordisk Slovakia, s.r.o 
ROSUM, Bajkalska 19B, 
821 01 Bratislava, 
Slovenska republika 
reo. 36753050, DIe: 2022341310, 
Ie DPH: SK2022341310 
Zapisana v obchodnom registri Okresneho sudu 
Bratislava I, oddiel Sro, vlozka C. 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, 
Chorvatska republika 

Zastupena: Aleksandar Ciric, na zaklade plnej moci 
zo dna 15.2.2016 podplsanej konatel'mi Anne 
Mette Wi is Vogelsang a Ole Flavig Ramsby 

Bankove spojenie: 

(d'alej len "zadavatel") 

And: 
MUDr.Danica Malickova 
Residing at: 
Slovak Republic 
Nemocnica svateho Michala, a.s. 
Satinskeho 1.7770/1, 
811 08 Bratislava, 
Slovak Republic 

a: 
MUDr.Oanica Malickova 
By tom: 
slovenska republika 
Nemocnica svateho Michala, a.s. 
Satinskeho 1.7770/1, 
81108 Bratislava, 
Siovenska republika 

(hereinafter referred to as "Principal Investigator") 

And: 
Nemocnica svat4!ho Michala, a.s. 

(d'alej len "hlavny skusajucl") 

a: 
Nemocnica svateho Michala, a.s. 
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Satinskeho 1.7770/1, 
811 08 Bratislava, 
Slovak Republika 

Satinskeho 1.7770/1, 
811 08 Bratislava, 
Siovenska republika 

Company registration no.: 44 570 783 
DIe: 2022738586 
Ie DPH:SK2022738586 
registered in the Commercial Register of the 
District Court I, Section Sa, Insert No 4677/B, 
Bank account: 
IBAN: 
SWIFT: 

ICO: 44570783 
DIe: 2022738586 
Ie DPH:SK2022738586 
zaplsana v Obchodnom registri Okresneho sudu 
Bratislava I, oddiel Sa, vtozke c. 4677/B, 
Bankove soojenie: 
IBAN: 
SWIFT: 

Legal representative: 
MUDr. Marian Kriiko, PhD., MHA, MPH - 
Chairman of the Board and General Manager 
(hereinafter referred to as "Institute") 

Zastupena: 
MUDr. Marian Kriiko, PhD., MHA, MPH - 
predseda predstavenstva a qeneralnv riaditel' 
(d'alej len .zdravotnicke zariadenie") 

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

V nasledujucorn znenf zmluvy sa zadavatet, hlavny 
skusajuc: a zdravotnfcke zariadenie jednotlivo 
oznacuju aj "zmluvna strana" a spolocne .zrnluvne 
strany". 

PREAMBLE PREAMBULA 

Sponsor wishes to conduct the KEDZE 
following clinical trial in the Slovak 
republic: A research study to 
compare semaglutide to insulin 
aspart, when taken together 
with metformin and insulin 
glargine, in people with type 2 
diabetes; SUSTAIN 11; Protocol 
ID: NN9535-4386 (the 'Trial'). 
The nature of the Trial is further 
elaborated upon in this 

Zadavatel' si zela v Siovenskej 
republike vykonaf nasledujuce 
kllnlcke skusanle: Klinicke 
skusanie pcrcvnavajuce 
semaglutid 5 lnzulin aspartatom 
u I'udi s cukrovkou 2. typu 
uiivajucich metformin a lnzulin 
glargin; SUSTAIN 11, 
Identlflkacne Cislo protokolu 
klinlckeho skusanla: NN9535-4386 
(d'alej len "skusanie"). Blizsia 
speclflkacia skusanla je d'alej 
rozpracovana v tejto zmluve; 

Agreement; 

WHEREAS Sponsor wishes to conduct the KEDZE 
Trial in cooperation with 
Investigator at the Institution; 

WHEREAS The Investigator has the expertise KEDZE 
and the Institution has the 
necessary resources relating to 
clinical trial design, conduct, 
evaluation and analysis. The 
Institution has agreed to assist 
Sponsor in the conduct of the Trial 
at the Institution under the 
supervision of its employee the 
Principal Investigator, under the 
terms and conditions of this 
Agreement. 

1. DEFINITIONS 1. 

1.1 "Adverse Event" shall be defined as in 1.1 
APPENDIX 2 

WHEREAS 

Zadavatel' st zela vvkonaf skusanle v 
spolupraci s hlavnvm skusajuclrn 
v rarncl zdravotnickeho zariadenia; 

Hlavny skusajuc: rna potrebne 
znalosti a zdravotnicke zariadenie 
prehlasuje, ze rna potrebne zdroje v 
suvislosti s planorn, realizaclou, 
vyhodnotenim a analvzou klinickeho 
skusanta. Zdravotnfcke zariadenie 
sa zavazuje spolupracovaf so 
zadavatelorn pri reallzacil skusanla v 
zariadenf pod dohl'adom hlavneho 
skusajuceho, ktory je jeho 
zamestnancom, a to v sulade s 
podmienkami tejto zmluvy. 

DEFINICIE 

"Nezladuca udalosf" je deflnovana podl'a 
PRILOHY 2. 

1.2 "Confidential Information" shall mean all 1.2 
information, whether written, oral, or in 
any other form, pertaining to either 

"Doverne inforrnacle" znarnenaju vsetky 
lnformacle - plsornne, ustne alebo v 
akejkolvek inej podobe - tvkajuce sa , 
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For the avoidance of doubt, the 
definition of HCP includes: (i) any official 
or employee of a government agency or 
other organisation (whether in the public 
or private sector) that may prescribe, 
purchase, supply or administer medicinal 
products and, (ii) any person whose 
primary occupation is that of a practising 
HCP irrespectively of any other 
employment. 

"LPLV" znarnena Last Patient Last Visit 
(posledna navsteva posledneho 
pacienta). 

1.3 

Party's business, whether developed or 
acquired hereunder and whether kept in 
its original form. 

obchodnej Cinnosti ktorejkol'vek zo 
zrnluvnych stran, vvtvorene alebo 
ziskane podl'a podmienok tejto zmluvy, ci 
uchovane v povodnej forme. 

1.4 

"CRF/eCRF" shall mean Case Report 1.3 
Form (CRF), or respectively electronic 
Case Report Form (eCRF). 

Skratky "CRF/eCRF" znarnenaju 
zaznarnovv forrnular ucastnika studie 
(CRF) a elektronlcky zaznamovy 
formular ucastnika studie (eCRF). 

1.5 

"FPFV" shall mean First Patient First 1.4 
Visit. 

"FPFV" znarnena First Patient First Visit 
(prva navsteva prveho pacienta). 

1.6 

"Healthcare Organisation (HCO)" shall 1.5 
mean any legal person (i) that is a 
healthcare, medical or scientific 
association or organisation (irrespective 
of the legal or organisational form) such 
as a hospital, clinic, foundation, 
university or other teaching institution or 
learned society (except for patient 
organisations within the scope of the 
EFPIA Patient Organisation Code) or (ii) 
through which one or more HCPs provide 
services. 

"Zdravotnicka orqanizacia (d'alej len 
"ZO")" znarnena akakolvek pravnicka 
osoba, (i) ktora je zdravotnickym, 
lekarskvrn alebo vedeckvrn zdruzenlm 
alebo orqanizaciou (bez ohl'adu na 
pravnu alebo orqanizacnu formu), ako 
napriklad nemocnica, klinika, 
nadacia/fond, univerzita alebo Ina 
vzdelavacia instltucia alebo 
akadernicka/vzdelana spolocnosf (s 
vynirnkou orqanizacii pacientov 
v rozsahu posobnosti K6dexu 
Orqanizacie Pacientov EFPIA), alebo (ii) 
prostrednictvom ktorej poskytuju sluzbv 
jeden alebo viaceri ZP. 

"Healthcare Professional (HCP)" shall 1.6 
mean any natural person that is a 
member of the medical, dental, 
pharmacy or nursing professions or any 
other person who, in the course of their 
professional activities, may prescribe, 
purchase, supply, recommend or 
administer a medicinal product. 

"Zdravotnicky pracovnik (d'alej len "ZP")" 
znamena akakolvek fvzicka osoba, ktora 
vvkonava povolanie lekara, zubara, 
farmaceuta alebo osetrovatera alebo 
akakolvek ina osoba, ktora v rarncl 
vvkonu svojho povolania maze 
predpisovaf, kupovat, dodavat, 
odporucat alebo podavet/spravovaf 
lekarsky produkt. 

Pre vylucente pochybnosti plati, ze 
definicia ZP zahrria: (i) akehokolvek 
uradnika alebo zamestnanca vladnej 
institucie alebo inej orqanizacie (ci uz v 
sukrornnorn alebo verejnom sektore), 
ktora maze predpisovat, kupovat, 
dodavaf, odporucat alebo 
podavaf/sprevovaf lekarske produkty, a 
(ii) akukolvek osobu, ktorej primarnyrn 
zameranim je vykon cinnosti ZP bez 
ohl'adu na jej dalsie 
zarnestnanie/cinnost. 

1.7 "Intellectual Property" shall mean any 1.7 
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. 

"Dusevne vlastnictvo" znarnena 
akekolvek a vsetko know-how, vvnalezv, 
zlepsenia a objavy, patentovatelne alebo 
nepatentovatelne, vvplvvajuce z alebo 
suvisiace s klinickvrn skusanlrn, ktore je 
predmetom tejto zmluvy 0 realizacf 
projektu. 

1.8 "LPFV" shall mean Last Patient First Visit. 1.8 "LPFV" znarnena Last Patient First Visit 
(prva navsteva posledneho pacienta). 

1.9 "LPLV" shall mean Last Patient Last Visit. 1.9 
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1.10 "Personal Data" shall mean the personal 1.10 .osobne udaje" znarnenaju osobne udaje 
data as stipulated in APPENDIX 5 and ako je dohodnute v PRiLOHE 5 a v PRiLOHE 
APPENDIX 6. 6. 

1.11 "Protocol" shall mean protocol number 1.11 .Protokol" znarnena protokol Cislo 
NN9535-4386: Effect of semaglutide NN9535-4386: Klinicke skusanie 
once-weekly versus insulin aspart skumajuce ucinok semaglutidu 
three times daily, both as add on to podavaneho jedenkrat tyzdenne v 
metformin and optimised insulin porovnani s inzulin aspartatorn 
glargine (Ul00) in subjects with podavanvm trikrat denne, ako 
type 2 diabetes; SUSTAIN 11; pridavnej liecby u pacientov s 
attached herein as APPENDIX 2 diabetes mellitus 2. typu uzivajucich 

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

1.12 "Serious Adverse Event" shall be defined 1.12 "Zavazna neziaduce udalosf'' bude 
as in the Protocol. deflnovana podl'a Protokolu. 

1.13 "SPC" shall mean Summary of Product 1.13 "SPC" znarnena Summary of Product 
Characteristics. Characteristics (Suhrn charakteristlckvch 

vlastnostf lieku). 

1.14 "SUSARs" shall mean Suspected 1.14 "SUSARs" znarnena Suspected 
Unexpected Serious Adverse Reactions. Unexpected Serious Adverse Reactions 

(podozrenie zo zavaznej a neocakavanej 
neziaducej reakcie). 

1.15 "Termination Date" shall mean Database 1.15 "Datum ukoncenia" znarnena datum 
Lock weeks after LPLV unless this uzavretia databazy, pokial' sa tato 
Agreement is terminated pursuant to zmluva neukonci v sulade s Clankom 
Clause 12.4, 12.4. 

1.16 "Trial Materials" shall mean the materials 1.16 "Matertalv ku skusaniu'' znarnena 
used to conduct the Trial, including but materialy pouztte na vykonanie 
not limited to CRF and auxiliary supplies. skusania, vratane (okrem ineho) CRF a 

pornocnvch dodavok. 

1,17 "Trial Product" shall be defined as in the 1.17 "Skusany produkt " bude definovanv 
Protocol. podla Protokolu. 

1.18 "Trial Subject" shall mean any subject 1.18 "Ucastnfk skusania'' znarnena akykolvek 
participating in the Trial. pacient zucastnujuc: sa na klinickom 

skusanf. 

2. INTRODUCTION 2. UVOD 

2.1 The Parties hereby agree that the 2.1 Zrnluvne strany sa tyrnto dohodli, ze 
Principal Investigator shall carry out the hlavnv skusajuct vykona skusanie v 
Trial in accordance with the Protocol and sulade s protokolom a touto zrnluvou. 
this Agreement. All appendices and Vsetkv prilohy a dodatky k tejto zmluve 
amendments to this Agreement shall be budu povazovane za jej neoddelitelrui 
deemed to be an integral part of this sucasr a mozu byr z casu na cas 
Agreement and may be updated from aktualtzovane po vzajornnej dohode 
time to time by mutual agreement, zrnluvnych stran. 

3. OBLIGATIONS OF THE 3. POVINNOSTIZDRAVOTNICKEHO 
INSTITUTION AND THE PRINCIPAL ZARIADENIA A HLAVNEHO 
INVESTIGATOR SKUSAJUCEHO 

3.1 Prior to the Trial the Princlpal 3.1 Pred vykonanfm skusania je hlavnv 
Investigator must: skusajuci povinnv: 

a) assist the Sponsor to obtain all a) Poskytnuf zadavatelovi sucinnosf 
necessary approvals from the pri zfskavanf vsetkvch potrebnych 
Ethics Committee and relevant povolenf 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; 

prislusnvch requlacnvch orqanov, 
od veduceho prislusneho 
oddelenia zdravotnickeho 
zariadenia a od akehokolvek ineho 
orqanu, ktorv je zodpovedny za 
riadenie zdravotnickeho 
zariadenia; 

b) 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 Sponsor; 

b) dokladne sa oboznarnif 
s protokolom ako aj so 
skusanvm produktom a 
zucastnovaf sa alebo zabezpecif 
ucast svojho zastupcu na vsetkvch 
stretnutiach skusajucich 
(Investigator's meetings) k 
skusaniu podl'a poziadaviek 
zadavatela: 

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

c) poucit Ucastnika skusanla podl'a § 
29 ods. 14 zakona c. 362/2011 Z.z. Zakon 
o liekoch a zdravotnickych pornockach v 
zneni neskorsich predpisov, prlcorn za 
splnenie tejto povinnosti osobne 
zodpoveda Hlavnv skusajucl: 

d) ensure all the Institution's 
employees and collaborators who 
are involved in the Trial fully 
understand and adhere to the Trial 
Protocol and the obligations of both 
the Institution and the Principal 
Investigator; 

d) zabezpecit, aby vsetci 
zamestnanci zdravotnickeho 
zariadenia a spolupracovnici, ktori 
su zapojeni do skusania, pine 
porozumeli a dodrziavef protokol 
ako aj povinnosti zdravotnickeho 
zariadenia a hlavneho 
skusajuceho; 

e) obtain prior written approval from 
Sponsor and the Ethics Committee 
for any proposed recruitment 
material to be used for the purpose 
of Subject recruitment in the Trial; 

e) zlskaf predchadzajuci plsornnv 
suhlas zadavateta a Etickej 
komisie pre akvkolvek navrhovanv 
material poualvanv pre ucely 
naboru pacientov do skusania: 

f) resolve any revenue issues in 
respect of the Trial with the 
Institution and keep Sponsor 
informed of such issues and the 
progress of resolution of such 
issues; 

f) vyriesif vsetkv prijrnove otazky v 
suvislosti so skusanim so 
zdravotnickym zariadenim a 
informovat zadavatela 0 tychto 
otazkach a 0 postupe ich rtesenia: 

3.2 During the Trial each of the Institution 3.2 
and Principal Investigator must: 

Pocas skusania su zdravotnicke 
zariadenie a hlavny skusajuci povinni: 

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

b) vvkonavat skusanie v sulade s 
podmienkami uvedenvmi v tejto 
zmluve a: 

i. all applicable 
regulations in 
including any 
governing the 
clinical studies; 

laws and 
Slovakia 

guidelines 
conduct of 

i. pravnvm poriadkom platnvrn 

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

a ucinnym 
Siovenskej 
vratane vsetkych 
tvkajucich sa 
ktlnickvch skusani: 

na uzerni 
republiky, 
predpisov 
realizecie 

ii. Medzinarodnou konferenciou 
o harmonizacii pokynov pre 
spravnu klinicku prax (ICH­ 
GCP); 
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iii. the Declaration of Helsinki as 
referenced in the Protocol; 

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; 

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 ; 

c) ensure that Trial Product is used 
only for the conduct of the Trial in 
accordance with the Protocol 
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; 

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; 

f) 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; 

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 

iii. Helsinskou deklaraciou, ako 
je uvedene v protokole; 

iv. protokolom, vsetkyrnt 
dodatkami, sernostatnvmt 
rnanualml a specifickymi 
postupmi poskvtnutyrni 
zadavatelorn, platnvrni pre 
vykonavanle skusania v 
zavislosti od toho, ktora z 
uvedenych rnoznostl 
zarucuje najsirsiu ochranu 
pacienta; 

b) zabezpecit spravne zaobchadzanie 
so vsetkyrni materialmi ku 
skusanlu a ich bezpecne ulozenie 
po dobu trvania skusania a 
akukolvek d'alsiu naslednu dobu 
podl'a poziadavlek zekona alebo 
tejto zmluvy podl'a toho, ktora je 
dlhsia, a v sulade s protokolom 
NN9535-4386; 

c) zaistif pouzitie skusaneho produktu 
iba na realizaclu skusanla v sulade 
s protokolom NN9535-4386; 

d) vvkonat maximum pre to, aby sa 
zaistil nabor cieloveho poctu 8 
ucastnikov do skusanla v sulade s 
naborovou strateqiou centra 
skusania a aby udaje od vsetkvch 
vhodnvch ucastnikov skusania boli 
k dispozicii najneskor v den 
ukoncenla. Naber akvchkolvek 
d'alsich ucastnikov do skusania, 
ktorY nebude schvalenv 
zadevaterorn, nebude financne 
kornpenzovanv: 

e) zadaf vsetky dostupne udaje do 
CRF do 3 kalendarnvch dni po 
kazdej navsteve. Hlavnv skusajuci 
zabezpeci, aby bol zaznarn 
pacienta aktualtzovany konecnvrni 
informaciarni a podl'a potreby 
podpisanv do 5 kalendarnvch dni 
po kazdej navsteve: 

f) udrziavaf presne zozbierane udaje 
a aktualne zaznarnv 0 vsetkych 
materia loch ku skusaniu a 
korespondencie suvisiacej so 
skusanim, medzi hlavnvrn 
skusajucirn, zamestnancami 
zdravotnickeho zariadenia, 
zadavatelorn a akvmikolvek invrni 
osobami zapojenvrni do skusanta 
po dobu jeho trvania; 

g) na pozledan!e podavaf 
zedavatelovi a Etickej komisii 
pisomne spravv 0 skusani 
vvkonavanorn v zdravotnickom 
zariadeni, ktore budu v sulade s 
prislusnyrni zakonmt, vykonavacirni 
predoismi a pokvnrni vratane 
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Institution on request, the Principal 
Investigator is liable for the 
compliance with this obligation; 

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

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) ; 

with 
Data 
tnq. 

e) Podl'a podmienok clanku 8 tejto 
zmluvy nesmie zdravotnfcke 
zariadenie ani hlavny skusajuct 
bez predchadzajuceho pisorrmeho 
suhlasu zadavatera prezradit 
akekolvek doverne inforrnecie 

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

standardov Etickej komisie, za 
splnenie tejto povinnosti 
zodpoveda Hlavny skusajuci; 

h) zaznarnenavaf a vyhodnocovat 
vsetky neziaduce udalosti 
nahlasene ucastnlkml skusanla v 
sulade s Clankom 12 protokolu; 

k) assist any Trial subject 
contacting Sponsor's 
Protection Responsible: 
Tomas Marek, tel: 

i) uchovavaf zaznarnv 0 skusani v 
sulade s protokolom, Clanok 24 
protokolu a podl'a podmienok 
archlvacie, ktore umoznuju ich 
stabilitu a ochranu. V pripade 
potreby sa hlavny skusajuci a 
zdravotnfcke zariadenie d'alej 
zavazuju urnofnif zadavatelovi 
zabezpecenle uchovavanla 
zaznarnov aj na dlhsie obdobie na 
nakladv zadavatela, za dodrzania 
podmienky ochrany dovernosti 
zaznarnov (napr. bezpecne externe 
uskladnenie) ; 

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

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: 

j) zadavatera priebezne informovat 0 
akychkolvek zrnenach v 
konta ktnych udajoch; 

i) subject records relating to 
the Trial; 

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

k) ak je potrebne, poskvtnut pomoc 
pacientovi studie kontaktovanfm 
kontaktnej osoby zadavatera 
zodpovednej za ochranu osobnych 
udaiov Ing. Tomas Marek, tel: 

iii) any Trial Materials. 

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

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_ 

Spolupraca so zadavatetorn sa riadi 
nasledujuctrnt pravidlami: 

a) zdravotnfcke zariadenie a hlavnv 
skusajuc, su povinnf urnoznlf 
akejkol'vek osobe urcenej 
zadavatelorn, pocas beznej 
pracovnej doby a s upovedomenfm 
jeden pracovny den vopred, 
pristup: 

i. k zaznarnorn 0 ucastnfkoch 
tvkajucich sa skusanla: 

ii. do zdravotnickeho zariadenia 
a priestorov, kde sa skusanie 
vvkonava: a 

iii. ku vsetkyrn materialom ku 
skusaniu. 

c) Requlacne alebo ine orqanv musia 
mat tiez zarucenv priamy a 
okamzity pristup k rovnakvrn 
rnforrnactarn. 
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f) d) Zdravotnfcke zariadenie a hlavnv 
skusajuci potvrdzuju a suhlasia, ze 
v sulade s protokolom NN9535- 
4386, 

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. 

Institution and Principal 
Investigator acknowledge and 
agree that in accordance with the 
Protocol NN9535-4386 , 

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 end Trial Subject 
enrolment under this 
Agreement when the desired 
number of Trial Subjects for 
all clinical trial sites has been 
reached. Institution and 
Principal Investigator agree 
that further screening or 
randomisation of subjects 
must not take place after 
Trial Subject enrolment has 
been ended by Sponsor. 

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

akejkolvek tretej osobe, s 
vvnimkou prfpadov, kedy je to 
nutne na riadne vykonanie 
skusania a v sulade s touto 
zmluvou pod podmienkou, ze 
prijemca takvchto inforrnacll bude 
voci zadavatelovi viazany 
zavazkorn rnlcanlivosti a 
nevvuzlvarua, ktory bude 
rovnocenny podmienkam tejto 
zmluvy. Hlavnv skusajuc: je 
povinnv zabezpecif pfsomne pine 
oboznarnenie uvedenych osob s 
povinnosfou rnlcanlivosti podla 
tejto zmluvy a je zodpovedny za 
akekolvek porusenie tvchto 
ustanovenf touto osobou. 

i. sa skusanie vvkonava ako 
sucast rnultlcentrickeho 
kllnickeho skusania, 

ii. ze 0 pocte pracovfsk 
klinickeho skusania rozhodne 
vvlucne zadavatel; 

iii. ze tieto pracoviske su 
opravnene ziskavaf 
ucastnlkov skusania vo 
vzajornnej konkurencii a 

iv. ze zadavatel' si vyhradzuje 
pravo ukonclt nabor 
ucastnfkov kllnlckeho 
skusania podl'a tejto zmluvy, 
ked' bude dosiahnuty zelany 
pocet ucastnlkov skusanla 
pre vsetkv pracovlska 
kllnickeho skusania. 
Zdravotnfcke zariadenie a 
Hlavny skusajuci sa zavazuju 
ukoncif d'alsf vvber alebo 
randomizaciu ucastnikov 
skusanla po ukonceni naboru 
ueastnfkov skusania 
zadavatelorn. 

e) Ak sa v ramci skusania pouzfvaju 
elektronicke svsternv, maze byf 
vvzadovane, aby boli vvbrane udaje 
ulozene na pracovisku klintckeho 
skusania, Ak sa v priebehu doby 
uchovania stanu media poskytnute 
zadavaterorn necitetelne, od 
zadavatera rnozno pozadovat 
poskytnutie novej k6pie. 

4. OBLIGATIONS OF SPONSOR 4. POVINNOSTIZAoAvATErA 

Zadevatel' je povinnv ziskaf vsetkv 
potrebne povolenia od Etickej komisie a 
prislusnvch requlacnvch orqanov, od 
veduceho prlslusneho oddelenia 
zdravotnfckeho zariadenia a od vsetkvch 

4.1 Sponsor shall obtain all necessary 4.1 
approvals from the Ethics Committee 
and relevant regulatory bodies, from the 
relevant departmental head of the 
Institution and from any other authority 
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that is responsible for the administration 
of the Institution; 

d'alsich orqanov zodpovednvch za spravu 
zdravotnickeho zariadenia; 

4.2 Sponsor must: 4.2 Zadavatel' sa zavazuje: 

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

a) vykonevant skusanie v sulade s 
podmienkami tejto zmluvy a: 

(i) all applicable laws and 
regulations in Slovak 
Republic including any 
guidelines governing the 
conduct of clinical studies, 

i) vsetkvrru prislusnvmi 
pravnvrni predpismi 
Siovenskej republiky 
vratane vsetkych poky nov 
requlujucich realizaciu 
kllnlckvch skusani, 

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

ii) Medzinarodnou konferenciou 
o harrnontzaclt pokynov pre 
spravnu klinicku prax (ICH­ 
GCP), 

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

iii) Helsinskou deklaraciou na 
ktoru sa odvolava protokol, 

(iv) the Protocol, any 
amendments, separate 
manuals and specific 
procedures provided by 
Sponsor applicable for 
conducting the Trial, 
depending on which of the 
stated options ensures the 
greatest protection for the 
patient. 

iv) Protokolom a vsetkvrn: jeho 
dodatkami, sarnostatnvrnl 
manualmi a spectfickvmt 
postupmi poskvtnutvml 
zadavatelorn, platnvmi pre 
vykonavanie klinlckeho 
skusarua, v zavislosti od 
toho, ktora z uvedenych 
moznosti zarucuje najsirsiu 
ochranu pacienta. 

4.3 Sponsor agrees to provide: 4.3 Zadavatelsa zavazuje poskvtnut: 

a) all Trial Materials necessary for 
the conduct of the Trial; 

a) vsetkv materialv na skusanle 
potrebne na vykonanie skusania: 

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

b) vsetky prislusne klinicke, 
tarmakoloqicke a toxlkoloqicke 
Inforrnacle a rady hlavnernu 
skusajucernu a zdravotnfckemu 
zariadeniu, ktore su potrebne na 
spravne naplanovanie a vykonanie 
skusania po celu dobu skusanla. 
Medzi taketo informacie patri 
Prirucka pre skusajuceho 
(Investigator's Brochure) a 
inforrnacie 0 SUSARs k 
nellcencovanvm produktom alebo 
SPC pre licencovane produkty; a 

c) reasonable supervision, training 
and monitoring during the 
conduct of the Trial. 

c) 
d) primeranv dohl'ad, zaskolenie a 

monitorovanie pocas vvkonavania 
skusanta. 

4.4 The Parties agree to adhere to all 4.4 
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. 

Zrnluvne strany sa zavazuju dodrzlavaf 
vsetky platne zakonv a nariadenia 
tykajuce sa lekarskeho tajomstva v 
suvislosti s ucastnikrnt skusanta. Hlavny 
skusajuci nie je, bez predchadzejuceho 
pisornneho suhlasu ucastnika skusanla, 
opravnenv zadavatelovi uviesf identitu 
ucastnika skusania a ani akekolvek 
inforrnacle, z ktorych mozno identitu 
ucastnika skusania odvodit. 
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4.5 Any amendment to the Protocol must be 4.5 
agreed upon by both the Principal 
Investigator and Sponsor and be 
documented in writing. Implementation 
of amendments cannot take place until 
approval by health authorities, as 
applicable, and Ethics Committee has 
been obtained unless required for the 
safety of the Trial Subjects or for 
administrative reasons in accordance 
with ICH/GCP. 

Vsetky dodatky k protokolu musia bvf 
v pisomnej forme odsuhlasene hlavnvrn 
skusajuclrn a zadavatelorn. 
Implernentacia dodatkov sa moze 
uskutocnif az po odsuhlaseni prislusnvrn! 
zdravotnickymi orqanrni a ziskani 
povolenia Etickej komisie, pokial' si to 
nevvzaduje bezpecnost ucastnikov 
kllntckeho skusanla alebo 
z administrativnych dovodov v sulade 
s ICH/GCP. 

s. 

5.1 

DISCLOSURE REQUIREMENTS S. 

The Principal Investigator and the 5.1 
Institution are hereby informed that 
information about the Institution is 
collected, used, stored, transferred and 
disclosed (collectively for this Clause 5 
"Processed") by or on behalf of Sponsor. 
This includes, but is not limited to, 
information such as name, business 
address, contact details, nature of 
relationship with Sponsor, tax number, 
unique identifier, and any transfers of 
value (including but not limited to 
payments) from Sponsor to the 
Institution. 

5.2 The Institution agrees to provide 5.2 
Sponsor, with all details and information 
reasonably required by Sponsor for the 
purpose of observing Sponsor's 
compliance with the requirements for 
contracting, tracking and disclosing 
transfer of values to the Institution. 

POZIADAVKY NA ZVEREJNENIE 

Hlavnv skusajuci a Zdravotnicke 
zariadenie tvrnto beru na vedomie, ze 
inforrnacie 0 zdravotnickom zariadeni su 
zhrornazdovane, pouzivane, uchovane, 
prevadzane a zverejnovane (suhrnne 
"Spracuvaju") zadavatelorn alebo v jeho 
mene. Toto zahrna najrna, nie vsak 
vvlucne, Inforrnacle ako meno, sidlo, 
kontaktne udaje, povahu vztahu so 
zadavatelom, IC DPH, identifikacne cislo 
a akekolvek prevody hod not zahrfiajuce 
najrna, nie vsek vvlucne, platby od 
zadavatela zdravotnickemu zariadeniu. 

Zdravotnicke zariadenie suhlasi, ze bude 
zadavatelovi poskvtovat vsetkv 
podrobnosti a lnforrnacie dovodne 
pozadovane zadavatelorn za ucelorn 
dodrzlavanla pozladavtek zadavatera pri 
uzatvarani zrnluv, sledovani 
a zverejfiovani prevodu hod not 
zdravotnickemu zariadeniu. 

V rozsahu v akom zdravotnicke 
zariadenie zdiel'a a poskytuje informacie 
o zamestnancoch 
Instttucie/zdravotnlckeho zariadenia 
zadavatelovi, lnstltucla/zdravotnicke 
zariadenie tvrnto potvrdzuje, ze 
zamestnanci boli informovani 0 tejto 
skutocnostl a ze im boli poskvtnute 
vsetkv inforrnacle vvzadovane podl'a 
prislusnvch predpisov, vratane inforrnacf 
v zmysle v clanku 13 a 14 Nariadenia 0 
ochrane osobnych udajov (GDPR). 
Instltucia/zdravotnicke zariadenie 
odskodni zadavatela alebo akukolvek 
pobocku zadavatela za akekolvek a 
vsetkv potenclalne narokv, vvdavky, 
skodu alebo zavazkv, ktore vzniknu 
zadavatelovi alebo pobocke zadavatela z 
dovodu porusenia svojich povinnosti 
institucie/zdravotnlckebo zariadenia 
poskvtut tieto inforrnacie 
zamestnancom. 
PLATBY 

Kazda platba podl'a tejto zmluvy sa 
uskutocni na zaklade fakturv, na ktorej 
budu uvedene vsetkv orlstusne 

5.3 To the extent the Institution is sharing 5.3 
and providing information about 
employees of the Institution/Practice to 
the Sponsor, the Institution/Practice 
acknowledges that the employees have 
been informed hereof and has been 
provided with all information required 
under applicable laws, including the 
information set out in Article 13 and 14 
of the General Data Protection 
Regulation (the GDPR). The 
Institution/Practice will indemnify the 
Sponsor and any affiliate of the Sponsor 
for any and all potential claims, 
expenses, losses and damages or 
liabilities incurred by the Sponsor or an 
affiliate of the Sponsor arising from the 
Institution/Practice's breach of its 
obligations to provide information to the 
employees. 

6.1 Each payment under this Agreement 6.1 
shall be made on the basis of an invoice 
statinq all relevant details regardinq 
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number of Trial Subjects and number of podrobnosti tvkajuce sa poctu 
visits. Furthermore, each invoice shall ucastnlkov skusania a poctu navstev, 
include full details regarding the bank Kazda faktura rnusi obsahovat vsetkv 
account to which the payment shall take detaily tykajuce sa bankoveho uctu, na 
place. Any payment payable by sponsor ktorv sa platba uskutocni. Akakolvek 
is due forty five (45) days after receipt platba, ktoru rna uhradif zadavatet na 
of a correct and proper invoice prepared zaklade tejto zmluvy, podlieha doruceniu 
in accordance with the sponsor invoicing faktury zadevatelovi, pricorn tate faktura 
instructions set out in APPENDIX 4. The musl byt: vystavena v sulade so 
parties acknowledge that this payment zedavatelovvmi pokynmi na fekturaclu, 
deadline has been actively negotiated uvedenvmi v PRILOHE 4 tejto zmluvy, v 
and agreed between the parties as fair zmysle ktorvch je zadavatet povinnv 
and reasonable. For the avoidance of takuto fakturu uhradif v lehote 45 dni 
doubt, all bank fees related to receipt of odo dna dorucenia fakturv zadavatelovi. 
interbank transfers must be borne by the V zaujrne odstranenia akvchkolvek 
recipient. pochybnosti, vsetky bankove poplatky 

spojene s medzibankovvrni prevodmi 
znasa prliernca. 

7. TRIAL TIME SCHEDULE 7. CASOVY ROZVRH SKUSANIA 

7.1 For the whole project the following dates 7.1 Pre cele klinlcke skusanie platia 
are in force: nasledujuce daturnv: 

FPFV: 01 Oct 2018, i.e. globally FPFV (prva navsteva prveho pacienta): 
planned date of FPFV. FPFV shall be done 1. okt6ber 2018, stanovena ako 
not later than 1 month after signing this qlobalny planovanv datum FPFV. FPFV 
Agreement by all parties. prebehne najneskor do 1 mesiaca po 

podpise tejto zmluvy vsetkvrnt 
zrnluvnvrnl stranami. 

LPFV: 08 lui 2019 LPFV (prva navsteva posledneho 
pacienta): 8. jul 2019 

LPLV: 13 Nov 2020 LPLV (posledna navsteva posledneho 
pacienta): 13. november 2020 

The date of the FPFV can be delayed Datum FPFV je rnozne lokalne posunut: 
locally; however, in such case date of bez ohl'adu na uvedene ostava datum 
LPFV shall still be valid. LPFV v takom pripade v platnosti. 

7.2 If the Principal Investigator has not 7.2 Ak hlavnv skusajuc: nezaradi do 
screened 50% of the planned number of klinickeho skusania (screening) aspon 
Trial Subjects after 4 months from FPFV, 50% planovaneho poctu ucastnlkov 
it may be decided by Sponsor to re- klinickeho skusania po uplynuti 4 
allocate Trial Subjects to other sites and mesiacov od FPFV, zadavatel' je 
the site may be closed. opravnenv presunuf zvysnvch ucastnikov 

klinickeho skusania do inych klinickych 
centier a povodne centrum maze 
zatvortt. 

8. CONFIDENTIAL INFORMATION 8. DOVERNEINFORMAcIE 

8.1 The information obtained during the 8.1 Inforrnacle ziskane pocas vykonavania 
conduct of this trial is considered tohto skusanla sa povazuju za doverne 
Confidential Information and will be used a zadavatel' je opravnenv ich pouzi( na 
by Sponsor for registration purposes and reqistracne ucely a vyvoj lieku 
for the general development of the drug. vseobecne. 

8.2 All information supplied by Sponsor in 8.2 Vsetky inforrnacie dodane 
connection with this Trial shall at all zadavatetorn v suvtslostl s tyrnto 
times during the term of this Agreement klinickyrn skusanim ostanu po celv 
and thereafter remain the sole property cas trvania tejto zmluvy aj po of Sponsor and is to be considered 
Confidential Information. The Parties skonceni jej platnosti vo vvlucnom 
shall take all reasonable steps to ensure vlastnictve zadavatera a budu sa 
that any Confidential Information shall povazovat za doverne 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: 

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

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

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. 

Zrnluvne strany su povinne vvkonat 
vsetky primerane kroky na 
zabranenie vyzradenia akejkol'vek 
dovernej lnformacte, priamo alebo 
nepriamo, tretej strane bez 
predchadzajuceho plsornneho 
suhlasu druhej zmluvnej strany, 
pricorn tento suhlas nesmie bye 
neodovodnene odmietnutv. Postup 
podl'a predchadzajucej vety sa 
nevvzaduje ak: 

a) je tomu tak z d6vodu plnenia 
ucelu tejto zmluvy podl'a jej 
podmienok; 

b) je to so suhlasorn druhej zmluvnej 
strany a iba v rozsahu uvedenom 
v takom suhlase: a 

c) je to v rozsahu pozadovanorn 
zakonorn alebo v sulade s 
rozhodnutirn prislusneho sudu, 
nariadenim, platnou vladnou 
politikou alebo rozhodnutim 
akehokolvek requlacneho orqanu 
vvplvvajucim z tejto zmluvy alebo 
viazucirn sa na druhu zrnluvnu 
stranu za predpokladu, ze 
dotknuta zrnluvna strana druhu 
zrnluvnu stranu 0 tomto 
bezodkladne pisomne upovedomi 
a vvkona prlrnerane kroky na 
zabezpecenie nalezitej ochrany. 

8.3 The restrictions on disclosure of 8.3 
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 

Pre ucely tejto zmluvy sa za doverne 
lnforrnacie nepovazuju inforrnacie, ktore: 

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

b) rna prjjimajuca zrnluvna strana 
preukazatelne k dispozlcil este 
pred daturnorn poskytnutia, 

c) prijirnajuca zmluvna strana 
zakonnvm sp6sobom zlskala od 
tretej strany bez povinnosti 
mlcenlivosti voci poskytujucej 
strane, 

d) nezavisle vyvinul zamestnanec 
prijirnajucej zmluvnej strany, alebo 
jej pobockv, bez odvodenia alebo 
spol'ahnutia sa na doverne 
lnforrnacle poskytnute druhou 
zmluvnou stranou, alebo 

e) is required to be disclosed by law, 
or by order of a court of 
competent jurisdiction' provided 

ktorych 
pozadovane 
rozhodnutim 

spristupnenle 
zakonorn 
prislusneho 

e) je 
alebo 
sudu' 
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avsak iba pod podmienkou, ze 
prijirnajuca zrnluvna strana druhej 
zmluvnej strane zesle co najskor 
upovedomenie urnoznujuce druhej 
strane namietnut proti takernuto 
potencialnernu pouztttu alebo 
spristupneniu. 

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. 

DUSEVNE VLASTNICTVO 9. INTELLECTUAL PROPERTY 9. 

Akekolvek dusevne vlastnictvo vvtvorene 
a poskvtnute zadavatetom ostava 
vylucnym vlastnictvom zadavatera. 

All Intellectual Property created and 9.1 
provided by the Sponsor shall remain 
the sole property of Sponsor. 

9.2 

Hlavny skusajuc! a/alebo zdravotnicke 
zariadenie bez zbvtocneho odkladu 
zadavatelovi spristupni a prevedie na 
neho vsetky prava k vvnalezorn 
a objavom uskutocnenvrn hlavnvrn 
skusajucirn a/alebo zdraotnickym 
zeriadeniarn v suvislosti so skusanim. 
Odmena za postupenie podl'a 
predchadzajucej vety tohto clanku 
zmluvy je zahrnuta v platbe podl'a clanku 
6 zmluvy. 

The Principal Investigator and/or 9.2 
Institution shall promptly disclose and 
assign to the Sponsor all inventions and 
discoveries made by the Principal 
Investigator and/or the Institution 
related to the Trial. Remuneration for 
such assignment pursuant the previous 
sentence of this Clause of this 
Agreement is included in the payment 
under Clause 6 of this Agreement. 

9.2 

Hlavnv skusajuci je opravnenv 
bezodplatne vyuzit vvsledkv klinickeho 
testovania na ucely nekornercneho 
vyskumu a vyucbv. 

The Principal Investigator shall have a 9.3 
royalty-free right to use the results for 
non-commercial research and teaching 
purposes. 

9.3 

PISOMNE SpRAVY A PUBLIKACIE 10. REPORTS AND PUBLICATIONS 10. 

Priprava a publikovanie lnforrnacii 
ziskanych pocas vvkonavanla skusanta 
budu vvkonane v sulade s protokolom 
NN9S3S-4386. 

Preparation and publication of 10.1 
information obtained during the conduct 
of the Trial shall be carried out in 
accordance with the Protocol NN9S3S- 
4386. 

10.1 

POISTENIE A ODSKODNENIE 11. INSURANCE & INDEMNIFICATION 11. 

Zedevatel' prehlasuje, ze zabezpecil pred 
uzavretim tejto zmluvy poistenie 
zodpovednosti zadavatera, 
zdravotnickeho zariadenia a ucastnikov 
skusania za skodv vzniknute na zdravi 
ucastnlkorn skusania vratane smrti a 
nakladov spojenvch s liecbou kornplikacf 
alebo pripadnvch trvalych nasledkov na 
zdravi alebo inej skodv, ktora maze bvf 
ucastnlkovt skusanla sposobena 
v dosledku vvkonavania klinickeho 
skusania v zmysle zakona 0 liekoch 
a zdravotnickych pornockach, 
Zdravotnicke zariadenie tyrnto 
potvrdzuje, ze bude mat pocas celej 
doby realizacie kllruckeho skusania 
prislusne a nalezite poistenie na poistne 
krytie narokov alebo sk6d, za ktore 
podl'a pravnvch predpisov zodpoveda, a 
ktore podl'a predpisov platnych na uzemi 
Siovenskej republiky musi mat uzavrete, 
a to poistenie zodpovednosti za skodu 
sposobenu pri poskytovani zdravotnej 
starostlivosti. Hlavny skusajuc! a 
zdravotnicke zariadenie poskvtnu 

The Sponsor hereby declares, that prior 11.1 
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 

11.1 
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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. 

zadavatelovl dokaz 0 existencii 
uvedeneho poistenia. Takvto d6kaz bude 
zadavatelovl poskvtnuty na vyziadanie a 
bude obsahovaf udaje 0 trvanf a rozsahu 
krytia poistenvch a poistnych sumach. 
Zrnluvne strany sa dohodli, ze 
zodpovednost zrnluvnych stran za skodu 
sa riadi pravnvrn poriadkom Siovenskej 
republiky, pricorn zdravotnicke 
zariadenie a hlavny skusajuci 
zodpovedaju za vykonanie klinickeho 
skusanla v sulade s pravnvrn poriadkom 
Siovenskej republiky. 

11.2 The Sponsor will indemnify and 11.2 
defend the Principal Investigator and 
personnel working under his/her 
direct supervision and/or the 
Institution 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 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. 

Zadavatel' sa zavazuje odskodnlt a 
zabezpecit prirneranu obranu hlavneho 
skusajuceho a personalu pracujuceho 
pod jeho/jej priamym dohl'adom a/a lebo 
zdravotnfcke zariadenie pred 
akvrnkolvek narokorn alebo zalobou, 
ktorv by vocl komukol'vek z nich bol 
vznesenv zo strany alebo v mene 
ucastnikov skusania zucastnenvch na 
skusani, zalozenvmi na telesnej ujme 
priamo vvplvvajucej z pouzitia 
akehokolvek produktu poskvtnuteho 
zadavatelorn na klinicky vvskurn alebo 
akejkol'vek procedurv stanovenej alebo 
vvzadovanej protokolom, ktorej by 
ucastnicl skusanla neboli vystavenf, ak 
by sa na skusan! nezucastnlli. 

For this indemnification under 11.2. to 11.3 
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 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 Sponsor at commencement 
of the investigation/Trial. 

Na to, aby mohlo dojst k uplatneniu 
odskodnenia v sulade sods. 11.2, 
pouzltle produktu a sposob vvkonavanta 
vyskumu musia byt v sulade s 
prislusnvm! zakonrni a vvkonavacirni 
predpismi, ako aj schvalenvrn 
protokolom na kllnlckv vvskurn a 
akvrnikolvek inymi inforrnaciarru, 
pokynmi alebo varovaniami 
poskvtnutvrnl zadavatelcm. Takisto rnusi 
byt ziskany suhlas Etickej komisie a 
forrnular inforrnovaneho suhlasu 
pacienta musi splnaf vsetkv relevantne 
predpisy a k6pia tohto forrnulara rnusi 
byt dorucena zadavatelovi pri zahajeni 
vvskurnu/skusarue. 

In addition, for this indemnification 11.4 
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 

11.3 

11.4 Na to, aby mohlo dojst k uplatneniu v 
sulade sods. 11.2 odskodnenia, hlavny 
skusajuci a/alebo zdravotnfcke 
zariadenie zaroven musia bez 
zbytocneho odkladu po dorucenl 
oznarnenia 0 akomkol'vek naroku alebo 
zatobe 0 tejto skutocnosti upovedomit 
zadavatera a musf daf suhlas na to, aby 
obranu pred takvrnlto narokrni alebo 
zatobarnt zabezpecovali a kontrolovali 
poverenf pravnl zastupcovia a personal 
zadavatela (podl'a uvazenla a na naklady 
zadavatera). Hlavnv skusajuci a/a lebo 
zdravotnfcke zariadenie nie su bez 
suhlasu zadavatera opravnenl 
rnirnosudne urovnat ziadny takyto narok 
ani konanie. Podpisom tejto zmluvy 
hlavnv skusajuci suhlasl ze pri takejto 
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The Sponsor does not agree to 11.5 
indemnify, defend or hold harmless any 
person or Institution against any claim 
or suit in which it is determined that the 
individual or Institution was negligent, 
committed malpractice or breached a 
representation or warranty given by any 
of them; such a person or Institution will 
repay to the Sponsor any defence costs 
incurred by Sponsor on its behalf. 

The Principal Investigator and Institution 11.6 
will indemnify, defend and hold harmless 
Sponsor and any Sponsor Affiliate, staff 
and subcontractors 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 the Institution's or 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. 

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. 

11.5 

11.6 

12. 

obrane poskytne uplnu suclnnosf a 
pomoc. Hlavny skusajuci and/or 
Institution berie na vedomie, ze 
odskodnenie poplsane vyssie 
predstavuje jedine odskodnenle, ktore 
zadavatel' poskytne hlavnernu 
skusajucernu a/a lebo zdravotnfckemu 
zariadeniu a tvrn zamestnancom, ktorf 
boli zapojenf do vvkonavanla 
schvaleneho klinickeho vyskumu na 
zaklade poziadavkv zadavatela. 

Zadavatel' neodskodni, nezabezpeCf 
obranu ani neochrani akukolvek osobu 
alebo zdravotnfcke zariadenie pred 
akvrnkolvek narokorn alebo zalobou. v 
ktorej bude zistene, ze jednotlivec alebo 
zdravotnfcke zariadenie postupoval s 
nedbanlivostou, dopustil sa zanedbania 
povinnej starostlivosti alebo porusil 
vvhlasenie alebo zaruku udelenu 
ktorvmkolvek z nich; takato osoba alebo 
zdravotnfcke zariadenie je povinne 
nahradlf zadevatelovi akekolvek nakladv 
na obranu, ktore zadavatel' vvnalozil v 
ich mene. 

Hlavny skusajuc: a zdravotnfcke 
zariadenie sa zavazuju odskodnit, 
zabezpeclf prirneranu obranu a ochranif 
zadavatera a akekolvek dcerske 
spolocnosti zadavatela, jeho pracovnfkov 
a zrnluvnvch partnerov pred akvrnkolvek 
narokorn alebo zalobou, ktore by boli 
vznesene voci kornukolvek z nich zo 
strany alebo v mene ucastnfkov skusania 
zucastnenych na skusani, zalozenvml na 
ujme zeprictnenej nedbanlivostou, 
urnvselnvrn nespravnvrn konanfm, 
zanedbanfm odbornej starostlivosti, 
porusenirn protokolu, pokynov 
zadavatera. prislusnvch zakonov 
a vvkonavaclch predpisov alebo invrn 
porusenim tejto zmluvy zo strany 
zdravotnfckeho zariadenia, hlavneho 
skusajuceho alebo pracovnfkov 
pracujucich pod ich dohl'adom. 

LIABILITY FOR TRIAL EQUIPMENT 12. ZODPOVEDNOST ZA ZARIADENIA 
KU SKUSANIU 

12.1 Sponsor shall provide the Institution with 12.1 
the following equipment necessary for 
conducting the Trial: 

Zadevatel' poskytne zdravotnfckemu 
zariadeniu nasledovne materialv 
potrebne na vvkonavanle studie: 

a) scanner to enter Dispensing Unit 
Numbers (DUNs) into IWRS for 
drug dispensing verification 
and/or drug accountability, 

a) skener na zaznarnenavante 
identlfikacnvch cisel skusanvch 
liekov do databazy IWRS na 
verifikaciu vvdanycha a vratenych 
liekov 

b) QTag temperature monitoring 
device, 

b) QTag zariadenie na monitorovanie 
teploty 

c) zariadenie na meranie cukru v krvi 
pre ucastnikov 

(d'alej len "Zariadenia ku skusaniu"). 
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(hereinafter referred to as "Trial 



Equipments"). 

12.2 The Trial Equipments are and remain the 12.2 
property of the supplier (vendor). The 
Parties refrain from any actions 
endangering or limiting the supplier's 
(vendor's) property right to the Trial 
Equipmentss. 

Zariadenia ku skusaniu su a zostavaju 
majetkom dodavatela (vendora). 
Zrnluvne strany su povinne zdrzaf sa 
konania, ktore by ohrozovalo alebo 
obmedzovalo vlastnicke pravo 
dodavatela (vendora) k Zariadeniam na 
skusanie. 

12.2 The Party using the Trial Equipments 12.3 
during the Trial bears the risk of the loss 
or damage of the Trial Equipments to the 
supplier (vendor). If any Trial 
Equipments must be replaced during the 
Trial as the result of loss or damage by 
the Party or is not returned after the 
Trial, the Sponsor reserves the right to 
deduct the cost of such equipment from 
the Payment. 

Zrnluvna strana, ktora bude pri plneni 
zmluvy pouzlvat Zariadenia ku skusaniu, 
znasa riziko ich straty alebo poskodenia 
a zodpoveda za skodu tvrn vzniknutu 
dodavatelovl (vendorovi). Ak musi bvt 
Zariadenie na skusanie vyrnenene pocas 
Studie v dosledku straty alebo 
poskodenta sposobeneho zmluvnou 
stranou alebo Zariadenia ku skusaniu nie 
su po Studii· vratene, zadavatel' si 
vyhradzuje pravo odpocitaf hodnotu 
takehoto zariadenia z Platbv. 

13. 

13.1 

TERM AND TERMINATION 13. TRVANIE A UKONCENIE 

This Agreement shall become valid on the 13.1 
date of its signature by all parties and 
will be effective one 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 Coli., Civil 
Code as amended and following the 
provisions of § Sa of Act no. 211/2000 
Coil. on Free Access to Information and 
on Amendments to Certain Acts as 
amended. This Agreement shall 
terminate without further notice upon 
completion of the Trial in accordance 
with the Protocol, until 04 Mar 2021 the 
latest. Clauses 3.2 b), c), h), i), j), 7 
and 12 shall survive the termination of 
this Agreement. 

Tato zmluva nadobuda platnosf driorn jej 
podpisania vsetkyrni zrnluvnvrni 
stranami a ucinnost dfiorn nasledujucirn 
po dni jej zverejnenia v Centralnorn 
registri zrnluv vedenom Uradom vladv 
SR v zmysle § 47a ods. 1 zakona c. 
40/1964 Zb. (Obcianskv zakonnlk) v 
zneni neskorsich predpisov a v 
nadvaznosti na ust. § Sa zakona c. 
211/2000 Z. z. 0 slobodnom pristupe k 
inforrnaciam a 0 zmene a doplneni 
niektorvch zakonov v zneni neskorsich 
predpisov .. Ucinnost zmluvy sa skoncl 
bez dalsieho oznamenia po skonceni 
skusanta v sulade s protokolom, 
najneskor vsak 4. marca 2021. Clanky 
3.2 b), c), h), i) j), 7 a 12 ostanu v 
platnosti aj po ukonceni tejto zmluvy. 

13.2 The planned FPFV date for the Trial is 13.2 
globally set for 01 Oct 2018, provided 
applicable approvals have been 
obtained, and provided that all Trial 
Materials except Trial Products have 
been received from the Sponsor S (five) 
working days before the FPFV date. This 
is without prejudice to CLause 7.1 
above. 

Planovanv datum FPFV (prva navsteva 
prveho pacienta) skusanla je qlobalne 
urcenv na 1. okt6bra 2018, za 
predpokladu zlskanla vsetkvch 
prislusnycr, povoleni a vsetkvch 
materialov ku skusaniu, s vvnimkou 
skusanych produktov, od zadavateta 
minirnalne S (pat) pracovnvch dni pred 
daturnorn FPFV. Toto nerna vplyv na 
clanok 7.1 vyssie 

13.3 Sponsor shall be entitled to have FPFV 13.3 
date delayed by up to 4 weeks for 
ethical reasons. However, in case the 
Sponsor notifies Investigator of the 
delay later than 1 week before the FPFV 
date the Sponsor may upon negotiation 
between the Parties compensate 
Investigator for his/her direct and fully 
documented costs caused by such delay. 

Zadavatel' rna pravo z etickych dovodov 
odsunut datum FPFV 0 maxi maine 4 
tyzdne. Ak vsak zadavatel' upovedomi 
hlavneho skusajuceho na oneskorenie 
neskor nez 1 tyzden pred daturnorn 
FPFV, zadavatel' hlavneho skusajuceho 
po dohode odskodni za priame a pine 
zdokumentovane nakladv sposobene 
takvrnto oneskorenim. 

13.4 The Sponsor may terminate this 13.4 
Agreement as follows: 

Zadavatel' moze tuto zmluvu ukoncit 
nasledovne: 
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a) if Principal Investigator / 
Institution 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 
Sponsor; 

b) if Investigator / Institution for 
administrative or other reasons 
becomes unable to recruit Trial 
Subjects for the Trial; 

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

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

a) ak hlavny skusajuc' / zdravotnfcke 
zariadenie v dosledku svojho 
zanedbania nevykona alebo 
vvkona nedbalo akvkolvek 
podstatnv ukon podla tejto 
zmluvy a toto porusenie 
pokracuje po dobu 30 dni po 
prevzatf pisornneho upozornenia 
od zadavateta: 

b) ak hlavnv skusajuci / 
zdravotnicke zariadenie z 
administratfvnych alebo inych 
dovodov nebude mod zaradif 
ucastnfkov skusania pre potreby 
skusanla: 

c) s okamzitou ucinnostou, ak 
zadavatel' a/alebo regulacny 
organ zisti nutnost pozastavenia 
kllnickeho skusania v dosledku 
bezpecnostnych rizik: 

d) pismonou vvpovedou, ak sa 
pokracovanie v skusan] stane pre 
zadavatela obchodne 
neuskutocnttelnvrn, pri dodrzanl 
vypoved nej doby jeden (1) 
mesiac; 

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

e) pisomnou vypovedou, ak 
zadavatel' udell licenciu na 
skusany produkt tretej strane, 
ktora chce zvvsnu cast skusania 
realizovat sama, pri dodrzani 
vvpovednej doby jeden (1) 
mesiac; 

f) forthwith upon written notice in 
the event of either Principal 
Investigator's or Institution'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 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. 

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 

f) pisornnvrn oznarnenirn 
s okarnzitou ucmnosrou v prfpade, 
ak hlavnv skusajuct alebo 
zdravotnicke zariadenie 
dobrovol'ne alebo nutene vstupi 
do likvldacie, dojde k ich 
zruseniu, stanu sa platobne 
neschopnvrnr, d6jde 
k pozastaveniu ich platieb, bude 
na nich vvhlasenv konkurz alebo 
dojde k akejkol'vek inej verejnej 
forme vyrovnania alebo 
sukrornnej forme vyrovnania 
alebo k dohode s ich veritel'mi za 
ucelorn vyhnutia sa vvhlasenlu 
konkurzu, alebo ak hlavnv 
skusajuci alebo zdravotnfcke 
zariadenie prestane 
s vvkonavanirn podstatnej casti 
svojho zareqistrovaneho 
predmetu cinnosti alebo ak sa 
vvkonavanie predrnetu cinnosti 
zverf likvidatorovl alebo 
postupnikovi, dobrovol'ne alebo 
inak. 

V pripade ukoncenia ucmnostt tejto 
zmluvy 0 realizacli kllnlckeho skusania 
zadavatelorn v sulade 5 vyssie 
uvedenvrn clankom 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) alebo f) zadavatel' hlavnemu 
skusajucernu/ zdravotnickemu 
zariadeniu zaplati za vsetkv riadne 
vykonane ukonv v sulade s touto 
zmluvou, a to az do uplynutia 
vvpovednej doby. Po prevzatf vypovede 
hlavnv skusajuci ukonci vsetkv Cinnosti, 
ktore nie su zedavatelom povazovane za 
nevyhnutne pre riadne ukoncenie 
skusania alebo splnenie requlacnvch 
pozladaviek, 

13.5 The Principal Investigator and/or the 13.5 
Instiution 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 / 
Institution; 

b) if the Principal Investigator 
becomes incapacitated or 
terminates his/her relationship 
with the Institution / or the 
Institution terminates the 
relationship with him, and a 
replacement suitable and 
agreeable to Sponsor cannot, 
after reasonable efforts by the 
Institution, be found. 

Hlavny skusajuc' a/a lebo zdravotnicke 
zariadenie moze tuto zmluvu ukonclf 
nasledovne: 

a) ak zadevatel' v dosledku svojho 
zanedbania nevykona alebo 
vvkona nedbalo akvkolvek 
podstatnv ukon podl'a tejto 
zmluvy a toto zlyhanie pokracuje 
po dobu 30 dni po prevzatf 
pisornneho upozornenia od 
hlavneho skusajuceho / 
zdravotnfckeho zariadenia; 

b) ak hlavnv skusajucl strati 
schopnosf vvkonavaf klinicke 
skusanie alebo ukonci svoj 
zmluvny vztah so zdravotnfckym 
zariadenfm, prfpadne zdravotnfcke 
zariadenie s nfm, a zdravotnfcke 
zariadenie ani po primeranej 
snahe nenajde vhodnu nahradu 
odsuhlasenu zadavatelorn. 

14. GOVERNING LAW AND DISPUTE 14. 
RESOLUTION 

ROZHODNE PRAVO A RIESENIE 
SPOROV 

14.1 Parties will use commercially reasonable 14.1 
efforts to settle all matters in dispute 
amicably. All disputes arising out of or in 
connection with this Agreement will be 
settled by relevant courts in Slovakia. 

Strany vvnalozia obchodne primerane 
usilie, aby sa vsetkv zelezitostl vvrieslli 
zmierom. Vsetky spory vyplyvajuce 
z tejto dohody alebo suisiace s touto 
dohodou budu vvriesene pred 
prislusnvrn! sudrni Siovenskej republiky. 

14.2 This contract shall be construed and 14.2 
interpreted pursuant to the Laws of 
Slovakia to the exclusion of any rule that 
would refer the subject matter to 
another forum. 

14.3 This contract is concluded in both Slovak 14.3 
and English version. Should there be any 
discrepancy between the Slovak and the 
English version, the Slovak version shall 
prevail. 

Tato zmluva sa bude vvkladaf a 
interpretovaf v sulade s pravnvrn 
poriadkom Siovenskej republiky, s 
vvnlrnkou prfpadov, kedy by nejake 
pravidlo odkazovalo na inu sudnu 
prislusnost. 

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

VSEOBECNE USTANOVENIA 

Vsetky oznarnenia, spravv, ziadosti, 
schvalenia povolenia fakturv, platby 
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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 kornuntkacla pozadovana alebo 
povolena touto zmluvou budu v 
pisomnej forme a budu sa pre vsetkv 
ucelv povazovet za kompletne dorucene 
a prevzate, ak budu dorucene osobne 
alebo zaslane doporucene alebo faxom 
(s prislusnvrn potvrdenim 0 prijati) 
prislusnvm zrnluvnvrn stranarn na 
nasledujuce adresy: 

If to the Sponsor: 

Novo Nordisk Slovakia s.r.o. 
ROSUM, Bajkalska 19B, 821 01 
Bratislava, Contact person MUDr. Adam 
HI6Ska, fax: 

If to the Principal Investigator: 

MUDr.Danica Malickova 
Nemocnica svateho Michala, a.s., 
Satinskeho 1.7770/1, 811 08 
Bratislava, Siovenska republika 

V pripade zaslania zadavatelovl: 

Novo Nordisk Slovakia s.r.o. 
ROSUM, Bajkalska 19B, 821 01 
Bratislava, kontaktna osoba: MUDr. 
Adam HI6Ska, fax: 

V pripade zaslania hlavnernu 
skusajucernu: 
MUDr.Danica Malickova 
Nemocnica svateho Michala, a.s., 
Satinskeho 1.7770/1, 811 08 
Bratislava, Siovenska republika 

Email: 

If to the Institution: 

Nemocnica svateho Michala, a.s., 
sattnskehc 1.7770/1,81108 
Bratislava, Siovenska republika 

Email: Email: 

Email: 

V pripade zaslania zdravotnickemu 
zariadeniu: 
Nemocnica svateho Michala, a.s., 
sattnskeho 1.7770/1, 811 08 
Bratislava, slovenska republika 

16. ASSIGNMENT 16. PREVOD PRAY A POVINNOSTI ZO 
ZMLUVY 

Ziadna zo zrnluvnvch stran nemoze 
v celku alebo ciastocne previest na 
ziadnu tretiu stranu prava a povinnosti z 
tejto zmluvy bez predchadzajuceho 
pisomneho suhlasu vsetkvch 
zucastnenych zmluvnych stran, 

Zadavatel' rna pravo kedykolvek prevlest 
alebo delegovat nlektore alebo vsetky 
svoje prava alebo povinnosti vvplyvajuce 
z tejto zmluvy na ktorukolvek pridruzenu 
spolocnost. Pre tieto ucelv sa clanok 16.1 
vyssie neuplatnL Pre ucely tejto zmluvy 
pojem "pridruzena spolocnosf" znarnena 
kazdu korporaciu, spolocnosf, 
partnerstvo, spolocny podnik alebo lnu 
pravnicku osobu, ktora kontroluje, je 
kontrolovana, alebo je pod spolocnou 
kontrolou s fyzickou osobou alebo 
pravnickou osobou. Pojem .kontrola'' 
znarnena vlastnictvo viac ako patdesiat 
percentnej (50%) ucastt na zakladnorn 
imani alebo pravnu moc riadif alebo 
ovplvvnlt riadenie manazmentu a politiky 
tejto spolocnosti. Pre vyhnutie sa 
pochybnostiam, ztadna z Novo Holdings 
A/S Novozymes A/S NNIT A/S NNE 

16.1 This Agreement shall not be assigned by 16.1 
either Party, in whole or in part, without 
the prior written consent of the Parties 
hereto. 

CLINICAL TRIAL AGREEMENT / ZMLUVA 0 REALIZAeII PROJEKTU . 
EDITION / EoiCIA 10.2, JUL 2018 - JOINT DATA CONTROLLERS/ SPOLOCNI PREVADZKOVATELIA 

16.2 Sponsor shall have the right at any time 16.2 
to assign or transfer any or all of its 
rights and obligations under 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 
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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 
spolocnou kontrolou s takvrntto osobami, 
ina ako osoby v rarnci sku piny Novo 
Nordisk, nebude povazovana za 
pridruzenu spolocnosf Novo Nordisk. 
Toto ustanovenie je zavazne pre 
zrnluvne strany ako aj ich pravnvch 
nastupcov a povolenvch nadobudatelov. 

17.1 
NEZAVISLY DODAVATEr INDEPENDENT CONTRACTOR 17. 

In the performance of the Trial hereunder: 17.1 
17. 

a) 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. 

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. 

Pri vvkonavani skusania podl'a tejto 
zmluvy: 
a) bude hlavnv skusajuci 

povazovanv za nezavlsleho 
dodavatela a v dosledku toho 
nebude rnaf narok na ziadne 
benefity tykajuce sa 
zamestnancov zadavatera. 

b) Hlavny skusajuct a zdravotnicke 
zariadenie na strane jednej 
a zadavatel' na strane druhej beru 
na vedomie, ze ich vzajornnv 
vztah je vztahom nezavislych 
dodavatelov, a nie vztahom 
zarnestnavatela a zamestnanca, 
ani splnomocnitel'a 
a splnomocnenca, ani spolocnlkov 
spolocneho podnikania, ani 
akymkolvek invm podobnvrn 
vzfahom. Ziadna zo zrnluvnych 
stran nevvkonava kontrolu nad 
obchodnou cmnostou druhej 
zmluvnej strany a ziadnej zo 
zrnluvnvch stran nebolo udelene 
pravo alebo opravnenie prevziaf 
alebo sa zaviazaf k akernukolvek 
zavazku alebo zodpovednosti, 
priamo alebo nepriamo, na ucet 
alebo v mene druhej zmluvnej 
strany, alebo akvrnkolvek lnvrn 
sposoborn konaf v mene druhej 
zmluvnej strany alebo ju 
zavazovat. 

17.2 IN WITNESS HEREOF, the Parties have 17.2 
executed and delivered this Aqreernent 

Date/Datum: 
On behalf of the Principal 
nlevneho skusajuceho: 

NA DOKAZ UVEDENEHO zrnluvne strany 
tuto zmluvu podptsuiu a budu iu plnlt 

Date/Datum' 
Investigator/Za On be'-llf of the e:: •••• nc;;nr/Za zeaevetete: 

/ 

Name/Meno: MUDr.Danica Malickova 
Title/Funkcia: hlavny skusajuci 

Date: 
On behalf of the Institution/7.e zdravotnfcke 
zariadenie: 
Nemocnica svateho Michala, a.s 

Name:/Meno: MUDr. MariqlllV Jl5fr'izko, Dhn MI-Il\ 

MPH 
Title:/Funkcia: predsert-s. ; precstavenscve Cl 

qeneralnv riaditel' 

- 
Name/Meno: Aleksahdar Ctric 
Title/Funkcia: General Manager, Novo Nordisk 
Slovakia s.r.o. 

, , 
CLINICAL TRIAL AGREEMENT / ZMLUVA 0 REALIZACII PROJEKTU 
EDITION / EDicIA 10.2, JUL 2018 - JOINT DATA CONTROLLERS/ SPOLOCNi PREVADZKOVATELIA 

PAGE 20 OF 40 



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 skrfningovej faze budu platby pokryvet len vnodnych ucastnfkov skusania. 
Platby za skrfning a rendomizeciu a za kaidu kompletne vvkonenu navstevu za jednetio 
ucastnfka skusania budu nestedovne 

Visit/ Niivsteva 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/ Telefonickv kontakt 3 4,00 
Visit/ Navsteva 4 10,00 
Phone contact/ Telefonlckv kontakt 5 4,00 
Phone contact/ Telefonlcky kontakt 6 4,00 
Visit/ Navsteva 7 10,00 
Visit/ Navsteva 8 (Randomisation) 20,00 
Phone contact/ Telefonickv kontakt 9 4,00 
Phone contact/ Telefonicky kontakt 10 4,00 
Phone contact/ Telefonickv kontakt 11 4,00 
Visit/ Navsteva 12 12,00 
Phone contact/ Telefonicky kontakt 13 4,00 
Visit/ Navsteva 14 10,00 
Phone contact/ Telefonickv kontakt 15 4,00 
Visit/ Navsteva 16 12,00 
Phone contact/ Telefonickv kontakt 17 4,00 
Visit/ Navsteva 18 10,00 
Phone contact/ Telefonicky kontakt 19 4,00 
Phone contact/ Telefonickv kontakt 20 4,00 
Visit/ Navsteva 21 10,00 
Phone contact/ Telefonlckv 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/ Telefonlckv kontakt 26 4,00 
Visit/ Navsteva 27 10,00 
Phone contact/ Telefonickv kontakt 28 4,00 
Phone contact/ Teletonlckv kontakt 29 4,00 
Visit/ Navsteva 30 10,00 
Phone contact/ Telefonlckv kontakt 31 4,00 
Phone contact/ Telefonickv kontakt 32 4,00 
Visit/ Navsteva 33 10,00 
Phone contact/ Telefonickv kontakt 34 4,00 
Phone contact/ Telefonicky kontakt 35 4,00 
Visit/ Navsteva 36/EoT (Koniec skusania) 20,00 
Phone contact/ (Dosledovad) Telefonlckv kontakt 37 4,00 
Total per completed patient/ Spolu za pacienta, 278,00 ktorY dokonci skusanie 

Extra payments/Specialne platby Amount in EUR/Suma v EUR 
bez DPH / excluding VAT 

Screening Failure (Visit/ Navsteva 1) 8,00 
Run-in Failure (Visit/ Navsteva 8) 8,00 
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The payment includes all procedures associated with Protocol. 
P/atba zahfna vsetk» postupy spojene 5 protokolom. 

If Trial Subjects drop-out of Trial, payment will be calculated on the basis of the visits 
performed. 
Ak ueastnici skusente ukonCia uease v skusani, p/atba sa vypoCfta na zeklede vykonenych 
nevstev. 

In accordance to the Act 362/2011 Coil. 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 zekone 362/2011 Z.». 0 liekoch a zdravotnickych pomockech v zneni neskorslch 
predpisov sa zeae va tel' zevezuje preplecet doplnkovu lieebu metforminom a zechrennu tiecbu 
(detinoverui v protokole klinlckeho skusen!e) pre ueastnfkov kttnickeho skusania v plnej vyske 
hlevnemu skusajucemu. Hlavny skusajuci vystavf minirnelne raz stvrtrocne sponzorovi tekturu 
spolu 5 deteitnvrn zoznamom mnoistva metforminu a zecnrennej lieeby vvdenebo ueastnfkom 
klinickeho skusania. 

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 randomization fee set 
above. 
Pna suma za pacienta bude vvptetene len za pacientov, ktorf splnili vsetky inkluzne a exkluzne 
kriteria uvedenev Protokole (vhodnf ueastnfci skusania). Za pacientov, ktorl nespfnaju vsetk» 
inkluzne a exkltizne kriterie, bude uhredene len suma za skrfning a rendomizeciu uvedene 
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 
Sponsor and the Ethics Committee/Institutional Review Board according to local regulations; 
Pacienti, ktorf nespfnaju lnkluzne a exkluzne kriterie, musia bvt' zo skusania vyradenf, pokier 
nie je na zeklede lokelne] legislativy zedevetetom a Etickou komisiou/ Institutional Review 
Board pre saectttckero pacienta udetene vynimka pokrecovet' v skusanf; 

d) 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 reelizovene kaidych 6 mesiacov od dna FPFV v zdravotnfckom za ria den f. Platby za 
posledne zostevejuce navstevy prevsetkycn ucestnltcov budu zepletene po vyriesenl vsetkvch 
otezok a vyjasnenf uaejov 

All payments shall be made by Sponsor to the Institution in the following bank account: 
Vsetky platby uskutocnl zeaeveter zdravotnickemu zariadeniu na nestedujuci benkovv ueet: 

Bankove snofente: 
IBAN: 
SWIFT: 

Radlirrskeho 32, 810 05 Bratislava 15 

e) All invoices shall be sent to Sponsor as follows: 
Vsetky fakturv budu zadavatel'ovi zaslane nasledovne: 
Novo Nordisk Slovakia s.r.o., ROSUM, Bajkalska 19B, 821 01 Bratislava, reo 36 753 050 
DIe: SK2022341310, Ie DPH: SK2022341310, bankove spojenie: 
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