Agreement

Zmluva 4/15

on the conduct of a clinical trial

o vykonani kéikej Studie

Institution:
Fakultnd nemocnica Tre€in

Zdravotnicke zariadenie:
Fakulthd nemocnica Trer¥in

AddressiLegionarska 28

Adresa: Legionarska 28

911 71 Trewin 911 71 Tretfin
Slovakia Slovakia
ID No.: 00610470 |COZ 00 610 470

Vat No.: SK 2021254631

Bank: Statna pokladnica, SR

Account No.: 7000280438/8180

IBAN: SK 23 8180 0000 0070 0028 0438
BIC: SP SR SK BAPH: SK 20 21254631

DIC/IC DPH: SK 2021254631

Bankové spojenie: Statna pokladnica, SR
Cislo Gtu: 7000280438/8180

IBAN: SK 23 8180 0000 0070 0028 0438
BIC: SP SR SK BAPH: SK 20 21254631

(hereinafter referred to as “Institution”)

d'dlej len "Zdravotnicke zariadenie")

represented by
Ing. Danka KasSovicova, MBA Director

zastlpené
Ing. Danka KasSSovicova, MBA - riaditd’ka

InvestigatorMUDr. Branislav Bystricky
Home address:

SkasSajuciMUDr. Branislav Bystricky
Bydlisko:

Address: Oncolog®ept of the Institution | Adresa pracoviska: Onkobtb@i oddelenie
Zdravotnickeho adenia

Account No.: Cislo Gtu:

Bank: Nazov banky:

Address: Adresa banky:

IBAN: IBAN:

SWIFT: SWIFT:

(hereinafter referred to as “Investigator”)

d’alej len "Skusajuci")

And a
CRO: Accord Research, s.r.o. CRO: Accord Research, s.r.o.
Address: Evropska 2690/17 Adresa:  Evropska 2690/17

160 00 Praha 6

160 00 Praha 6

Czech Republic

Ceska republika

ID No.: 290 48 974
Taxpayer ID No.: CZ29048974

ICO: 290 48 974
DIC: CZ29048974

(hereinafter referred to as “CRQ”)

d4lej len "CRO")

(hereinafter jointly referred to as “the Parties
and separately as a “Party”)

"(d’alej spol@ne len "Strany" a samostatne ak
"Strana")

0

enter into the following agreement (hereinaft
referred to as the “Agreement”):

gnodpisuju nasledujucu zmluvd'dlej len
"Zmluva"):

1. Preamble

1. Preambule

The Parties have decided to enter into the
contractual relationship established under th
Agreement, with regard to the facts stated
below:

Strany sa rozhodli vstapdo zmluvného
iwztahu zaloZzeného na zéklade tejto Zmluvy
ohfadom na skutmosti uvedené nizsie:

[72)

1.1  The SponsoAS Kevelt (hereinafter

referred to as “Sponsor”), with its registered

1.1Zadavaté AS Kevelt (d’alej len
"Zadavaté"), so sidlom3 /1 Teaduspargi,
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seat aB/1 Teaduspargi, Tallinn 12618,
Harjumaa, Estonia, Taxpayer ID No.:
10418580, is a company incorporated under
the laws of Estonia, which is interested

in performing a clinical trial of the product
described below in this Agreement within the
territory of the Slovak Republic. CRO Accor
Research, s.r.o., with its registered seat
Evropska 2690/17, 160 00 Praha 6, is a
company incorporated under the laws of the
Czech Republic, which is a contract researc
organization and which activity scope is
organizing and conducting of clinical trials of
human drugs.

Tallinn 12618, Harjumaa, Estonskg DIC:
10418580, je spotmog’ zaloZzena padth
zakonov Esténska, ktora sa na Uzemi
Slovenskej Republiky zaujima o realizaciu
klinickej Studie pripravku opisaného nizsie v

> tejto Zmluve. CRO Accord Research, s.r.o.,

dsidlom Evropska 2690/17, 160 00 Praha 6, |
spolanog’ zaloZzena pdth pravaCeskej
Republiky a je zmluvnou vyskumnou
organizaciou, ktorej rozsatnnosti je

horganizovanie a vedenie klinickych stuadii
huménnych ligiv.

(0]

1.2 The Sponsor has authorized the CRO
Powers of Attorney through compahiC
“MDP-Group” to perform all activities
connected with the clinical trial, especially to
monitor the clinical trial, as well as to fulfillal
duties resulting from this Agreement for the
Sponsor. The CRO is authorized to perform
activities itself or alternatively through anoth
authorized person.

vih 2 Zadavaté poveril CRO prostrednictvom
plnomocenstiev cez spa@ioos’ LLC "MDP-
Group" o vykonavanie vSetkyctinnosti
spojenych s klinickou Studiou, najma na
sledovanie klinickej studie, rovnako ako na
splnenie vSetkych povinnosti vyplyvajucich 2

thejto zmluvy pre Zadavaita. CRO je

eppravnena vykonavainnosti sama, alebo
pripadne prostrednictvom inej poverenej
osoby.

2.  Purpose of the Agreement

2. &8l zmluvy

2.1 The above mentioned Parties agree or
the cooperation according to the present
Agreement for Clinical Trial NovX-EC-2-
2013

2.1Uvedené Strany sa dohodli na spoluprac
sulade s touto Zmluvou o klinickej stadii
VX-EC-2-2013

i v

»A Phase Il Study of Sodium Cridanimod in
Conjunction with Progestin Therapy in
Patients with Progesterone Receptor
Negative Recurrent or Persistent
Endometrial Carcinoma“ (hereinafter
referred to as the “Trial”)

"Studia fazy Il kridanimodu sodného v
spojeni s progestinovou li&ou u pacientok
negativnych na receptor progesteronu s
rekurentnym alebo pretrvavajicim
karcinbmom endometrid' (d’alej len
"Stadia")

2.2 The Purpose of the Agreement is to
determine conditions for the conduct of the
Trial and to define the rights and duties of th
Parties hereto for the performance and
processing of the Trial.

2.2U¢elom Zmluvy je stanovenie podmienok
pre vykonavanie Stidie a vymedzenie prav

epovinnosti Stran touto zmluvou na vykonani
spracovanie Stadie.

je ¥

2.3 The Trial shall be performed starting
January 2015 (expected recruitment period:
months at least). However, the Trial is
competitive and once the enrolment
requirements are met, the Trial timelines col
be changed.

2.3Studia by mala /vykonana od januara
8015 (@akavana doba naboru pacientov:
najmenej 6 mesiacov). Aviak nabor do Stud
je kompetitivny a akonahle su poziadavky ng
ildabor spinené, méze sataaovanie Stadie
zment.

ie

57

2.4 The Trial will be conducted at
Onkologické oddleni of Fakultna
nemocnica Trertin. MUDr. Branislav
Bystricky is as Investigator responsible for t
conduct of the Trial.

2.4 Studia bude vykonavana na
Onkologickom oddeleni Fakultnej
nemocnice Trer€in. MUDr. Branislav

Bystricky je SkuSajuci zodpovedny za
vykonanie Studie.

3. General Conditions for the Conduct of

3. VSeobeé podmienky pre vykonanie
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the Trial

Studie

3.1 The Trial shall be conducted in 3.1Studia sa vykonava v sulade s protokolom
accordance with the Trial Protocol, which is | Studie, ktory je stag’ou zloZky skisajiceho +
part of the Investigator Site File (ISF). Investigator Site File (ISF).

3.2 The Trial shall be conducted in 3.2 Studia sa vykonava v sulade s pravidlami

accordance with the rules of ICH GCP, the | ICH GCP, Helsinskej deklaracie, ako aj

Declaration of Helsinki as well as all relevant vSetkych prislusnych zakonov a predpisov,

laws and regulations, local regulatory miestnych regukenych poziadaviek a pokynoy

requirements and guidelines (including EMA (vratane pokynov EMA) wahujucich sa k

guidelines) relative to the conduct of clinical | realizacii klinickych Studii pokh protokolov,

drug protocols, appropriate Ethics CommitteeprisluSnej etickej komisie a pisomnych

and the written instruction of Sponsor to pokynov Zadavat@a na vykonanie Studie v

administer the Protocol. sulade s Protokolom.

4.  Selection of Patients and Requesting | 4. Vyber pacientov a ich suhlas
their consent

4.1 Investigator will make the best efforts tp4.1 SkaSajuci vyvinie najvysSie Usilie, aby

include minimum no. of 2 patients in the Triglzaradil do Stidie minimalne 2 pacientov.

The recruitment of the Trial is a competitive | Nabor do Studie je kompetitivny a bude

one and will be stopped after 58 patients are ukonteny po zaradeni 58 pacientov

recruited worldwide. Investigator undertakes telosvetovo. Ska3ajlci sa zavazuje dars’

recruit patients until the Investigator receives pacientov, kym nedostane informaciu od

the information from Sponsor/CRO or a Zadavatéa / CRO alebo nimi genych

designated party according to which the zastupcov, Ze bol nabor ukmany. Zadavaie

recruitment has been completed. Sponsor | ma pravo obmed#j kedykdvek a s okamzitou
retained the right to limit, at any time and withi¢innog’ou, pa@et pacientov nad ramec
immediate effect, the number of patients in | miniméalneho pétu. Protokol Stadie stanovuje
excess of the minimum number. The Trial | podrobny harmonogram tykajuci séasti

Protocol sets forth a detailed schedule pacientov v Studii. Zadavdtena pravo

concerning the participation of patients in the prectasne prerugiStadiu z dévodu

Trial. Sponsor retained the right to discontinueedostaténého naboru (napr. v pripade, ze

the Trial prematurely due to insufficient minimalne 1 pacient nie je zaradenyas

recruitment (e.g. in case that a minimum of 1 prvych 6 mesiacov od zatia Studie).

patient is not enrolled within the first 6 months

after the initiation of the Trial).

4.2 Inclusion of patients in the Trial is 4.2 Zaradenie pacientov do Studie je povolené

permitted only on the basis of their written | len na z&klade ich pisomného suhlasu apo

consent and after patients are properly dostaténom informovani pacientov. Sposob
informed. The manner of demanding consentziskania suhlasu od pacientov musi fay

from patients must be in conformity with all | stlade so vSetkymi platnymi miestnymi

applicable local laws and regulations, ethical zakonmi a predpismi, etickymi zasadami a

principles and Good Clinical Practice. For thjsSpravnou klinickou praxou. Za tymtéelom:

purpose:

a.  Sponsor/CRO declares that a template af Zadavate CRO prehlasuje, ze formular
the Informed Consent Form and a Patient  informovaného suhlasu pacienta a
Information Sheet containing written informacii pre pacienta bol odovzdany
information for patients was handed over skdasajucemu.
to Investigator.

b. Before a patient is included in the Trial, b. ~ Predtym, ako je pacient zaradeny do
he/she will be fully informed on the Stadie, bude plne informovany o
essence and significance of the Trial. podstate a vyzname Stadie. Na zaklade
Based on his/her consent, Investigator jeho / jej sthlasu ziska SkuSajuci podpis

will obtain the patient’s signature on th
Informed Consent Form.

D

pacienta na formulari informovaného

suhlasu.
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4.3 The Informed Consent Form and the

4.3 Jeden original formulara informovaného

Patient Information Sheet signed by patients suhlasu a Informacii pre pacienta, podpisany
must be filed in one original in the Trial pacientom musi iyzaloZzeny v dokumentacii
documentation which is kept by Investigator| Sttdie, ktora je vedenéa skusajlcim, a druhy
and the second signed original is kept by the original podpisaného formulara si ponecha
patient. pacient.

4.4 In case Investigator finds out over the | 4.4V pripade, Ze Ska3ajlci zisti v priebehu

course of the Trial that a patient included intpStadie, Ze pacient zaradeny do Studie fiesp

the Trial does not fulfil its criteria, the jej kritéria, bude Skusajuci bezodkladne

Investigator will immediately inform the informova’ Zadavatéa / CRO.

Sponsor/CRO.

4.5 The Parties declare that they will ensuret.5Zmluvné Strany vyhlasuju, Ze zabegpe

protection of personal data at any time in ochranu osobnych udajov v sulade s platnymi

accordance with applicable laws and zakonmi a predpismi.

regulations.

5. Obligations of the Institution 5. Povinnosti Zdavotnickeho zariadenia

5.1 Institution is obliged, 5.1 Zdravotnicke zagack je povinng,

a. to assign appropriately qualified a.  udit navykonanie Studie dostate
Investigator to the Trial, kvalifikovaného skuSajuceho,

b.  to fully cooperate with Sponsor/CRO and.  plne spolupracovao Zadavat®m /
Investigator on the Trial and, in CRO a sku3ajucim na Stadii a najméa
particular, provide adequate number of zabezpéit zodpovedajuci piet
gualified staff to conduct the clinical kvalifikovanych pracovnikov na riadne a
Trial properly and safely and provide bezpéné vykonavanie klinickej Studie,
necessary facilities for the conduct of the rovnako aj poskytniipotrebné zazemie
Trial, pre realizaciu Studie,

c. to accept monitoring visits and source | c.  umoZrnti monitorovanie navstevy a
data verification in agreed upon overovanie zdrojovych udajov v
frequency, dohodnutej frekvencii,

d. to allow visits of local and foreign d. umozni navstevy miestnych i
authorities and representatives of zahraninych Uradov a zastupcov
Sponsor/CRO for the purpose of Zadavatéa / CRO na &tely
monitoring, inspections, and audits monitorovania, inSpekcie a auditov,
including access to the Case Report vratane pristupu k zaznamom subjektav
Forms (eCRFs) and institution patient hodnotenia (eCRF) a zaznamov
records and other documentation for Zdravotnickeho zariadenia o pacientoch
source data verification (always taking ako ajd’alSie dokumentécie pre overenie
into account the confidentiality), zdrojovych dat (vzdy s prihliadnutim na

dbvernos ),

e. provide Sponsor/CRO with a copy of | e.  poskytntiZadavatéovi / CRO kopie
laboratory certificates and reference laboratérnych certifikatov a referémych
laboratory values for locally used hodndt laboratéria z lokalne pouzivaného
laboratories. laboratéria.

5.2 Institution is obliged to guarantee that | 5.2 Zdravotnicke zariadenie je povinné

zabezpegit, aby

a. the entire documentation of the Trial, 6.g.  cela dokumentéacia Studie, napr. protokol,
Protocol, eCRFs, ISF, informed consent, eCRF, ISF, Informovany suhlas,
source data, list of patient identification, zdrojoveé data, zoznam pacientov, boli
is kept on file for at least ten (10) yearg archivované po dobu minimélne
since the formal discontinuation of desiatich (10) rokov od formalneho
clinical development of the preruSenia klinického vyvoja skiimaného

investigational product. At no time

lieku. V Ziadnom okamihu @as tohto

during this period such records shall be

obdobia nesmu ytieto zadznamy
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destroyed without the prior written
consent of Sponsor or its designated
party. To avoid any possible errors,
Institution shall contact Sponsor or its

zni¢ené bez predchadzajuceho
pisomného suhlasu Zadav@elebo nim
urceného zastupcu. Aby sa zabranilo
pripadnej chybe, musi Zdravotnicke

designated party at least thirty (30) days zariadenie kontakto¥aZzadavatéa alebo
prior to the destruction of records, nim ukeny subjekt najmenej trids430)
dni pred znienim zdznamov,
b. other trials do not take essential subjects. iné Stadie neobmedzovali Stadiu
or facilities away from the Trial, z hradiska naboru pacientov alebo
vyuZitia zdzemia,
5.3 Institution agrees that the Agreement fob.3 Zdravotnicke zariadenie suhlasi s tym, 2

the conduct of the clinical Trial may be
forwarded to ethical committee and / or
regulatory authorities, if requested by local
law.

zmluva o vykonani klinickej Stidie mozetby
odovzdana etickej komisii a / alebo
regula&nym organom, ak to vyZaduju miestné
zakony.

5.4 All Trial medication and all information
pertaining thereto given to Investigator are
exclusive property of Sponsor. Institution
ensures that Investigator will return all matel
and information immediately after written

5.4Vsetky Studijné lieky a vSetky informacie
tykajuce sa Stadie, ktoré boli odovzdané
skuSajucemu, su vyhradnym majetkom
idladavatéa. Zdravotnicke zariadenia
zabezpéia, aby SkuSajuci vsetky materialy a

11°}

request of Sponsor/CRO. informécie vratil hné po pisomnej Ziadosti
Zadavatéa / CRO.
5.5 Institution is fully responsible for 5.5Zdravotnicke zariadenie je plne

complying with the provisions of the

Confidentiality Clause as set forth in clause
of this Agreement and will be held liable for
any breach of said Confidentiality Clause, Nnc
matter whether the breach of said
Confidentiality Clause is committed by leadir
officers of the Institution or one or more of its
employees.

zodpovedné za dodrziavanie ustanoveni
1thicanlivosti, ako je uvedené v bode 10 tejto
zmluvy a bude zodpovedny za akékek

) porusSenie ndanlivosti bez ohadu na to¢i sa
porusenia ndanlivosti dopustia predstavitelial
ngdravotnickeho zariadenia alebo jeden aleb
5 viacere z jej zamestnancov.

[®)

6. Obligations of the Investigator

6. Povinnosti skSajlceho

6.1 Investigator is obliged to conduct the
Trial in accordance with the present
Agreement, the Trial Protocol and any
amendments thereto, which may be made b
Sponsor after consultation with the
Investigator, good clinical practice (GCP), al
applicable laws and regulations and with the
documents of the Investigator Site File. In
particular the Investigator will

| praxou (GCP), so vSetkymi prislusnymi

6.1 Skusajuci je povinny vykomaStudiu podia
tejto zmluvy, protokolu Studie a jeho
pripadnych dodatkov, ktoré mézutby
yvyhotovené Zadavafem po konzultacii so
skuSajucim, v sulade so Spravnou klinickou

zakonmi, predpismi a dokumentmi
v Investigator Site File. Najméa musi Skusaj(

a. ensure not to include the same patientsan  zabezgé’, aby nezaradil rovnakych
another clinical trial during the duration pacientov do inej klinickej Studie po
of this Trial including a follow-up dobu trvania tejto Studie, vratane
examination if required, nadvazujuceho vySetrenia v pripade

potreby,

b. guarantee to maintain complete and upb.  zardit’ udrZzanie Uplnych a aktualnych
to-date trial records during the Trial, zaznamov v priebehu Stadie, vratane
including but not limited to Patient formularov informovaného suhlasu
Informed Consent Forms, Adverse Event pacienta, zaznamov neziaducich priho

Forms, eCRFs, medical records, drug
supply and accountability logs and an

eCREF, lekarskych zaznamov, zdznamd
o dodavkach a evidenciu liekov

Investigative Site File (ISF) which

a Investigator Site File (ISF), ktory
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includes all trial-related correspondenc

obsabgtku koreSpondenciu
suvisiacu so Studiou

O

D

c. ensure that eCRFs are filled in promptlyc. zabezpgt', Ze eCRF su vyplnené rychl
and errors are corrected immediately a chyby su opravené bezodkladneljzod
according to the Protocol and contain an protokolu Studie a obsahuju presnu
accurate accounting of the patient’s evidenciu li€by pacienta a dianie okolo
treatment and care and of the events pacientov zapojenych do Studie,
surrounding the patient’s involvement in
the Trial,

d. guarantee, that clinical Trial medicationd.  zardit, Ze lieky zo Stadie sa pouzivaju
is used only for this Trial which is len pre tato Studilto je popisané v
documented in the drug accountability zaznamoch o evidencii liekov, a Ze sa
log and unused Trial medication is nevyuzité lieky vratia spaZadavatéovi
returned back to Sponsor/CRO, /| CRO,

e. document all adverse events and repore.  zaznameraSetky neziaduce
serious adverse events within the prihody(AE) a oznamovezavazne
specified time according to the Trial neziaduce prihody (SAE) v stanovenej
Protocol, national laws and international lehote podla protokolu Stadie,
requirements, narodnych pravnych predpisov a

medzinarodnych pozZiadaviek,

f. introduce all collaborators involved in | f.  zaSkolf vSetkych pracovnikov
the Trial according to the Trial Protoco zapojenych do Stadie pbal protokolu
and arrange for meetings with Studie a zariadina vyZiadanie stretnutie
Sponsor/CRO on demand, so Zadavatiom / CRO,

g. ensure that all collaborators involved ing.  zabezp#t, aby vSetci zamestnanci
the Trial comply with the obligations of zapojeni do Stadie pracovali v stlade
the Investigator to the extent that were povinnos'ami skuSajluceho a to v
delegated to them. rozsahu, v ktorom im boli povinnosti

delegované.

6.2 Investigator guarantees that the entire| 6.2 SkuSajuci zarti, Ze cela dokumentacia

documentation of the Trial, e.g. Protocol,
eCRFs, ISF, Informed Consent Form, sourc
data, list of patient identification, are kept on
file for at least ten (10) years since the forma
discontinuation of clinical development of thg¢
investigational product. At no time during thi
period such records shall be destroyed withg
the prior written consent of Sponsor or its
designated party. To avoid any possible errc
Investigator shall contact Sponsor or its
designated party at least thirty (30) days pric
to the destruction of records.

Stadie, napr. Protokol, eCRF, ISF,
eInformovany suhlas, zdrojové data, zoznam
pacientov, su archivované najmenej po dobl

>klinického vyvoja skamaného lieku. V
sZiadnom okamihu pias tohto obdobia nesm
ityt” tieto zadznamy ziené bez
predchadzajuceho pisomného suhlasu
réadavatéa alebo nim weného zastupcu. Aby
sa zabranilo pripadnej chybe, musi Skasaju
prkontaktovd Zadavatéa alebo nim weny
subjekt najmenej tridsg30) dni pred
znicenim zaznamov.

aldesiatich (10) rokov od formalneho preruseni

6.3 Investigator will provide Sponsor/CRO
with a signed and dated copy of his/her
curriculum vitae for the Trial documentation.

6.3 SkuSajuci poskytne Zadavétei / CRO
svoj podpisany a datovany zivotopis pre
dokumentaciu Studie.

6.4 All Trial medication and all information
pertaining thereto given to Investigator are
exclusive property of Sponsor. Investigator
will return all material and information
immediately after written request by
Sponsor/CRO.

6.4 VSetky Studijné lieky a vSetky informacie
tykajlice sa Studie, ktoré boli odovzdané
SkuSajucemu, su vyhradnym majetkom
Zadavatéa. Skusajuci vrati vSetky materialy
informécie ihnd’ po pisomnej Ziadosti
Zadavatéa / CRO.

jey)

6.5 Investigator is fully responsible for

6.5 SkuSajuci je plne zodpovedny za

complying with the provisions of the

dodrziavanie ustanoveni &alnlivosti, ako je
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Confidentiality Clause as set forth in clause
of this Agreement and will be held liable for
any breach of said Confidentiality Clause.

10Qvedené v bode 10 tejto dohody, a bude
zodpovedny za akékeek porusenie
mi¢anlivosti.

7.  Obligation of the Sponsor/CRO

7. Povinnosti Zadé&atel’a/CRO

7.1 Sponsor/CRO undertakes to inform
Investigator of chemical/pharmaceutical,
toxicological, pharmacological and clinical
data and results to justify nature, scope and
duration of the Trial.

7.1Zadavaté / CRO sa zavazuje informaa
skuSajuceho o chemickych / farmaceutickyc
toxikologickych, farmakologickych a
klinickych udajoch a vysledkoch v rdmci
zddvodnenia povahy, rozsahu a trvania St(g

=y

lie.

7.2 Sponsor/CRO delivers Trial drugs and
any other Trial material free of charge and ir
time.

7.2Zadavaté/CRO doda Studijné lieky a iné
materialy ku Stadiu zadarmo &as.

7.3 If locally required by law, Sponsor/CR(
will notify or obtain permission as applicable

from authorities to perform the Trial and obtaina vykonavanie Stadie a ziska suhlas od

approval from appropriate ethics committee.

D7.3V pripade zakonnej poziadavky Zadavais
CRO oznami alebo ziska od organov povole

prisluSnej etickej komisie.

U

nie

7.4 Sponsor takes out an appropriate local
insurance.

7.4 Zadavaté bude nalezite poisteny.

8. Payment of Fees

8. Platba poplatkov

8.1 Financial reimbursement paid by
Sponsor through CRO for the work performe
during the Trial will be made according to th
following schedule: A payment of up to a
maximum 0f10.720,- EUR(in words: ten
thousandsevenhundred twenty EUR) will be
made for each complete and eligible patient
The above estimated site fees assume 1 pa
will be treated for 12 months with follow-up
for another 12 months and goes through all
examinations and procedures described in t
protocol including follow-up examinations.
Once a patient comes for fewer visits and
undertakes fewer examinations and procedu
Sponsor through CRO will pay for completec
visits (examinations and procedures) accord
to Appendix 1 - Individual Visits Cost
Schedule.

Institution issues an invoice for 40% of the
total cost. Investigator will receive 60% of th
total cost from Sponsor through CRO to his
personal account.

Parties agreed that Sponsor through CRO ig
obliged to pay Start-up fee in amount of 400
EUR (in words: four hundred EUR) to the
Institution and 600,- EUR (in words: six
hundred EUR) to the Investigator. The start-
fee will be paid within 30 days from the date
entry into force of this Agreement.

8.1Finartna nahrada hradena Zadavata
@orostrednictvom CRO za vykonanu pracu v
epriebehu Stadie bude vykonana pad
nasledujucej schémy: platba az do vysky
celkovej sumy10.720 , - EUR(slovami:
celkom desétisicsedemstodvads&UR) bude
vykonana za kazdého kompletne dosemého
i@gposobilého pacienta. VysSie odhadovana
suma je predpokladana suma za 1 pacienta
theory bude li€eny po dobu 12 mesiacov s
naaslednym pozorovanim (follow-up) po dobt
d’alSich 12 mesiacov a podstupi vSetky
protokolom predpisané vySetrenia a procedt
retane follow-up vySetrenia. Akonahle sa
] pacient dostavi na mensiged navstev a teda
ippdstapi mensi et vySetreni a proceddr,
Zadavaté prostrednictvom CRO zaplati za
dokortené navstevy zodpovedajicu sumu
(vySetrenie a procedury) v sulade s Prilohou
Tabu’ka platieb za jednotlivé navstevy.
Zdravotnicke zariadenieystavi faktiru na
e 40% z celkovych nakladov. Skusajuci dost

60% z celkovych nakladov od Zadavate

prostrednictvom CRO na osobn§eti
Zmluvneé strany sdalej dohodli, Ze Zadavdte
,-prostrednictvom CRO uhradi Zdravotnickemt

Styristo EUR) a Skusajucemu 600,- EUR
ugslovom: Seésto EUR) za Ukony suvisiace so
afasatim Stadie (start-up fazy). Suma za start-

fazu bude Stranam uhradena v lehote do 30 ¢

odo dia nadobudnutiadinnosti tejto Zmluvy.

zariadeniu sumu vo vyske 400,- EUR (slovom:

ury,

ane

174

I

>

bp
ini

Both parties agree that if applicable, VAT (in

Zmluvné strany sa dohodli, ak je
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accordance with legal requirements on the dagplikovaténé, Ze ku vSetkym cenam
of taxable transaction) will be added to all theuvedenym v tejto Zmluve bude prigitana
prices and paid at the same time as the DPH vo vySke poth pravnych predpisov
payments themselves. Gcinnych ku diu uskut@nenia zdanittného
plnenia, ktora bude s tymito takisto uhraden
Payment to Institution and Investigator will beUhrada bude v prospech Zdravotnickeho
conducted semi-annually depending on zariadenia a SkuSajuceho realizovana gokeo
completed and checked eCRF pages per visit/ zavislosti na dokafenych a skontrolovanyc
The last payment will be suspended and shalstrankach eCRF za navstevu. Posledna plat|
be paid at the end of the trial, once all eCRR bude pozastavena a vyplati sa na konci St

data will be verified, all the "Query" forms

akonahle budu vSetky eCRF / data v tomto

resolved, issues clarified and no more expecteentre overené, vsetky "Query" formulare
and close-out visit performed. Institution shallvyrieSené, otazky vyjasnené a ZiadiadSie sa

issue an invoice, which has to be delivered
CRO. The invoice shall be specified by the
code of clinical trial and schedule of activitie
in accordance with Appendix. Sponsor throu
CRO shall pay to the Institution based on
appropriate issued and delivered invoice for
specified period, within 30 days from the
invoice receipt. Sponsor through CRO also
shall pay to the Investigator relevant costs f¢
specified period within 30 days from the
invoice receipt from the Institution.

oneaiakavaju a prebehla uzatvaracia
monitorovacia navsteva. Zdravotnicke

szariadenie vystavi faktaru, ktord déflCRO.
gNa faktire musi iyuvedeny kod klinickeého
skdSania a jej prilohou presny rozpis
dakturovanych vykonov pda Prilohy.
Zadavaté prostrednictvom CRO zaplati
Zdravotnickemu zariadeniu na zaklade riad

vgstavenej a dokienej faktiry prislusnéag’
odmeny za Specifikované obdobie, a to so
splatnogsou 30 dni od jej doktenia. Zadavate
prostrednictvom CRO zarovelhradi
SkaSajucemu prisluSriag’ odmeny za
Specifikované obdobie, a to so splatimas30
dni.

O~

n
ba
die,

Sums in the Appendix cover all payments to
the Institution in connection with this Trial,
payments to the Investigator, possibly
participating Sub-Investigators, Radiologist (
other Trial staff members. The Sponsor
reserves the right to withhold payment for
patients, completed or withdrawn, who
significantly violate the Protocol.

The Sponsor will supply study medication ar
other materials to Trial free and on time,
except medication MEGESIN 160 mg 100
tablets, which Sponsor purchases in the
pharmacy of the Institution.

The medication will be available on
Investigator/CRO request, which shall be
notified 14 days in advance at least. Price p¢
one package, activities associated with the
labelling and transfer to the Investigator is 8
EUR.

Sponsor through CRO will pay the cost of th
medication to Institution based on an invoice
within 30 days from the date of issue.

Platby v prilohe obsahuju vSetky naklady
Zdravotnickeho zariadenia spojené s touto
Stadiou , platby Skusajucemu, pripadne
pispoluskusajucemu, radioldgovi alebo inym
pracovnikom zéastiujlcich sa Studie.
Zadavaté si vyhradzuje pravo odmiettiu
platbu za pacientov, ktori evidentne porusili
protokol Studie.
nZadavaté doda Studijné lieky a iné materialy
ku Studii zadarmo agdas, okrem lieku
MEGESIN 160 mg 100 tbl., ktory Zadavhte
zakupi v lekarni Zdravotnickeho zariadenia.
Liek bude k dispozicii na vyZiadan
SkuSajuceho/CRO, ktoré bude oznamené
14 dni vopred. Cena za jedno balenie liek
biikony spojené s odovzdanim Skusajucem
80,- EUR.
D

€Zadavaté prostrednictvom CRO uhradi

Zdravotnickemu zariadeniu cenu tohto lieku
zaklade faktury Zdravotnickeho zariadenia
v lehote splatnosti 30 dni oddaljej
vystavenia.

ie
min
u a
L je

na

8.2 The Institution and Investigator are liab

|8.2 Zdravotnicke zariadenie a Skusajuci su

for discharge of taxes on all payments recei

eddpovedni za odvedenie dani zo vSetkych
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under these Agreement payments in
accordance with the laws of the country they
are tax residents of.

pravnymi predpismi krajiny, v ktorej je
darovym rezidentom.

platieb obdzanych v ramci Zmluvy v sulade $

8.3 Payments will be made via bank transf
Institution and Investigator are obliged to tak
care of the existence/correctness as well as
completeness and validity of the bank detail
specified in this Agreement. In case any
incorrect or incomplete data is provided by t
Institution or Investigator, payment cannot b
executed by the Sponsor/CRO. In case of at
changes of bank details (e.g. new bank accc
number, deactivation of bank account etc.)
Institution or Investigator will immediately
notify Sponsor/CRO or designated party.

e8.3 Platby sa realizuju bankovym prevodom.
e&dravotnicke zariadenie a SkuSajudiirza
existenciu / spravndsrovnako ako Uplna'sa
splatnos’ bankovych Udajov uvedenych nizSie
tejto Zmluve, resp. uvedenych v zahlavi tejtc
n&mluvy. V pripade, Ze Zdravotnicke zariade
enebo SkuSajuci uvedie nespravne alebo
nyeuplné Udaje, Zadav@t€RO nembze platbu
wykona’. V pripade zmeny bankovych Gdajo
(napr. nové&islo bankového ¢iu, deaktivacia
U¢tu a pod.) Zdravotnicke zariadenie alebo
SkusSajuci bezodkladne Zadavi@te CRO

alebo nimi uéeného zastupcu na to upozornil.

nie

8.4 The Investigator will inform the
Institution about work load in the Trial of
possibly participating Sub-Investigators or
other Trial staff members.

8.4 Skusajuci informuje Zdravotnicke
zariadenie v pracovnom wgzeni pri pripadne]
Ucasti spoluskusSajucich alebo inych
zamestnancov v Stadii.

8.5 If a patient does not meet the criteria o
completed patient a pro-rate payment per
patient will be made as set forth in Appendix
- Individual Visits Cost Schedule, which shal
become an integral part of the present
Agreement.

f 8.5 Ak pacient nesiia kritéria dokotieného
pacienta, bude platba za pacienta vykonand
1ak, ako je stanovené v Prilohe 1 - TH&u

| platieb za jednotlivé navstevy, ktora je
neoddeliténou s@¢ag’ou tejto Zmluvy.

8.6 Payments will be made on the basis of
Institution invoicing. Payments to the
Investigator will be made bank details
indicated below in EUR.

8.6 Platby budu vykonavané na zaklade
fakturacie Zdravotnickeho zariadenia.
SkuSajucemu budu zasielané na menisla
Uctu, ako je uvedené nizSie, v EUR.

semi-annually according to the
completed and verified eCRF pages. T
last due payment will be withheld and
paid at the end of the Trial once all
eCRFs/data at this site are verified, all
gueries and data clarification forms are
resolved and no further are to be
expected and trial Close Out Visit is
performed at the site.

he

polr@ne v zavislosti na dokéenych a
skontrolovanych strankach eCRF za
navstevu. Posledna platba bude
pozastavena a vyplati sa na konci Stuc
akonéahle budu vSetky eCRF / data v
tomto centre overené, vsetky "Query"
formulare vyrieSené, otazky vyjasnené
Ziadned'alSie sa netakavaju a prebehla
uzatvaracia monitorovacia navsteva.

lie,

a

Name of Beneficiary: MUDr. Branislav
Bystricky

Address:

Account Number:

Exact Name of Bank:

IBAN:

SWIFT:

Reason for Payment:

(free text)

Meno prijemcu: MUDr. Branislav Bystricky

Adresa:

Cislo &tu:

Presné meno banky:
IBAN:

SWIFT:

Dévod platby:
(vorny text)

9.  Monitoring and Inspections

9. Monitorovanie a katroly

9.1 Sponsor/CRO or a designated party sh
have the right to monitor the progress of the

dl.1Zadavaté/ CRO alebo ueny zastupca m
pravo sledovépriebeh Studie a kvalitu

Trial and the quality of obtained results at

ziskanych vysledkov vo vzajomne
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mutually convenient times. The monitoring
visits shall be as frequent as Sponsor/CRO
deems necessary.

dohodnutychitasoch. Monitorovacie navstevy
musia by tak ¢asté, ako Zadavdié CRO
povazuje za potrebneé.

9.2 Institution and Investigator agree to
make available all Trial documents, results,
materials and Trial patients’ medical records
as defined in the Protocol, and any other
information concerning the Trial if requested
by Sponsor/CRO or the designated party.

9.2 Zdravotnicke zariadenie a Skusajuci
suhlasi so spristupnenim celej dokumentaci
,vysledkov Studie, materialov a lekarskych
zaznamov pacientov, ako je definované v
protokole Studie, a akychReek dalSich
informécii tykajlcich sa Studie, ak o to
Zadavaté / CRO alebo nimi povereny
zastupca.

D

9.3 Institution and Investigator acknowledg
that there may be audits of domestic, foreigr
and international authorities/organizations,
whose activities consist in the registration of
medicinal products and/or
supervision/inspection of clinical studies. In
particular, the aforementioned
authorities/organizations shall have the right
inspect the rooms, the procedures and
equipments employed for the Trial, the mant
of data documentation and the storage of
documentation as well as the documents
concerning the Trial, including medical
documentation concerning all patients incluc
in the Trial.

1 na vedomie, Ze mbézZu prebeliraudity z

neichovavania, ako aj dokumentacie tykajlcej

€9.3Zdravotnicke zariadenie a Skusajuci ber

domacich aj zahraémych / medzinarodnych

aradov a organiz@cii, ktoryatiinnog’ spaiva

v registracii liekov a / alebo déadu / kontrole
klinickych stadii. Najma musia uvedené arac
/ organizacie mapravo nahliadntido
tmiestnosti, procedur a zariadeni zapojenych
Stadie, spdsobu dokumentécie a jej

Stadie, vratane zdravotnej dokumentacie
vSetkych pacientov zaradenych do Studie.

ed

—

ly
do

sa

9.4 In the event of a supervision/inspectior
related to the Trial, within the scope of the

9.4V pripade kontroly / inSpekcie vahujucej
sa k Studii v ramci platnych zéakonov a

O

applicable laws and regulations Institution angredpisov Zdravotnicke zariadenie a Skusajli

Investigator agree to suhlasi, ze

a. notify Sponsor/CRO immediately, a. upovedokamZite Zadavafa / CRO,

b.  cooperate with the representatives of | b.  budud spolupracovao zastupcami tycht
such authorities, aradov,

c.  provide access to the above described c.  poskytnua pristup k vysSie popisanym
Trial records, zdznamom v ramci Studie,

d. provide Sponsor/CRO with a copy of thel.  dodaju Zadavdtievi / CRO kopiu
inspection report except for any inSpeknej spravy s vynimkou
information concerning confidential akychkdvek informécii tykajucich sa
patient data and other confidential dévernych udajov o pacientochlalSich
information which may not be disclosed dévernych informécii, ktoré nesmutby
according to applicable local laws and poskytnuté v sulade s platnymi
regulations, miestnymi zakonmi a predpismi,

e. report to Sponsor/CRO any findings |e. nahlasi Zadavdmvi /| CRO akékbvek
during such audit. nalezy takychto auditov.

10. Confidentiality 10. MI¢anlivost’

10.1 For the purpose of this Agreement
“Information” shall mean all visual, oral,
written and/or electronic information and dat
on the compound, any technical and/or test
results pertaining thereto and any other matt
related to the Trial that Institution and
Investigator have obtained from Sponsor/CR
for the purpose of the conduct of the Trial or

10.1Na eely tejto zmluvy sa ako
"Informéacie" znamenaju vsetky vizualne,
alstne, pisomné a / alebo elektronické
informécie a Udaje o latke, vSetky technické
arysledky a / alebo vysledky testov k nej sa
vztahujuce, a vSetkyafiialSich zalezitosti
@kajucich sa Studie, ktoré Zdravotnicke

zariadenie a SkuSajuci ziskali od Zadalate
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generated pursuant to the Trial (“Confidentiz
Information”).

ICRO za delom vykonévania Studie alebo bg
vytvorené poas Studie ("Doverné
informacie")

10.2 Institution and Investigator are obliged
keep such information as defined in clause
10.1. of this Agreement strictly confidential.
Institution’s and Investigator’s obligations
include, but are not limited to:

td0.2Zdravotnicke zariadenie a Skusajuci su
povinni udrziava také informécie, ktoré su
definované v bode 10.1. tejto zmluvy, prisne
déverné. Povinnosti Zdravotnickeho zariade

a skuSajuceho zakaju, ale nie su obmedzene

nia

\Y

Z0

na:
a. notdisclosing the Confidential a. nezverejnenie Dévernych informacii
Information to any third party without Ziadnej tretej strane bez
prior written consent by Sponsor/CRO, predchadzajuceho pisomného suhlasu
strany Zadavata / CRO,
b.  not using the Information for any other| b.  nepouZzitie Informacii na inéaly, nez tu

purpose than the one agreed herein.

dohodnuté.

10.3 For the purpose of the performance of
the Trial Institution and Investigator may
disclose Information to such responsible
employees or to third parties to whom it sha
be necessary and essential for the conduct

the Trial to disclose such Information. Prior toPred zverejnenim takejto informacie

disclosure of any such Information to
employees and/or third parties Institution an
Investigator undertake to impose all
obligations on said employees and/or third
parties as imposed on Institution and
Investigator according to this Agreement.

10.3Na (ely vykonania Stadie Zdravotnicke
zariadenie a Skasajuci mozu zvergjni
informacie zodpovednym zamestnancom alé
Itretim stranam v pripadoch,&ée to
hevyhnutné a zasadné pre vykonavanie St

zamestnancom a / alebo tretim osobam zo
dZdravotnickeho zariadenia sa SkuSajuci
zavazuju, Ze uvedeni zamestnanci a / alebo
tretie strany budu dodrZiav@aovnaké
povinnosti a rovnaka aroviemi¢anlivosti, aku
maju poda tejto Zmluvy Zdravotnicke
zariadenie a Skusajuci.

2bo

die.

10.4 The obligations set forth above in claug
10.1.-10.4. shall be valid for the duration of
this Agreement and shall additionally expan
for a period of ten (10) years after terminatio
of this Agreement.

The obligations of this section also apply for
Sponsor/CRO concerning confidential
information of the Institution and the
Investigator.

510.4Povinnosti uvedené vysSSie v bode 10.1
10.4. platia po dobu trvania tejto zmluvy a
jdodat@ne po dobu desiatich (10) rokov po
nskorteni platnosti tejto zmluvy.

Povinnosti potia tejtocasti platia aj pre
Zadavatéa / CRO dovernych informacii

o zdravotnickom zariadeni a skuSajuceho.

11. Intellectual Property and Patent rights

11. DuSevné vlastnictvo a patentové prava

11.1 As Investigator is obliged to conduct th
Trial strictly according to the Trial Protocol it
is not intended that the Trial leads to the
generation of know-how, discoveries or
patentable inventions (“Inventions”). Howeve
in the event any Invention is made by
Investigator in connection with the conduct ¢
the Trial, this shall be promptly disclosed to
Sponsor. Institution and Investigator are
obliged to assign their rights relating to the
Invention to Sponsor and its affiliated
companies without any additional
compensation. All Inventions shall be the so
and exclusive property of Sponsor, who sha

e11.1Skasajuci je povinny vykonavastadiu
presne poth protokolu Stidie a néakava sa,
Ze to povedie k vzniku novych know-how,
objavom alebo patentovanym vynélezom
21("Vynalezy™). AvSak, v pripade, ze Skusajuc
objavi akykdvek Vynalez v suvislosti s
fvykonavanim Studie, musi to thgkamzite
oznamené Zadavdtvi. Zdravotnicke
zariadenie a SkuSajuci su povinni postupi
svoje prava wahujuce sa k Vynalezu
Zadavatéovi a jeho pridruzenym
spolanostiam bezalSej kompenzacie. VSetk
levynélezy su vyhradnym vlastnictvom
|Zad&vatéa, ktory ma vyhradné a exkluzivne

have the sole and exclusive right to apply fo

y

[ pravo poziadéna celom svete o patentové
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world-wide patent rights in its own name ang
its own costs, naming the inventor, and to
make unlimited use of the Inventions.
Notwithstanding the foregoing, insofar as the
Institution under applicable law is obliged to
pay a specific employee's invention
remuneration for the invention which has be
demanded by Sponsor, Sponsor shall
reimburse such employee's invention
remuneration to the Institution to the extent
that it is mandatory under applicable law.
Details shall be stipulated in a separate
agreement.

| prava svojho mena a na vlastné naklady
vymenova& vynalezcu a neobmedzene Vyna
pouZziva. Bez olfadu na vysSie uvedené, ak
» Zdravotnicke zariadenie ptalplatnych
pravnych predpisov povinné zaptati
konkrétnemu zamestnancovi odmenu za
e'ynalez, na ktory ma narok Zadavigteusi
Zadavaté zdravotnickeho zariadenia uhradi
tuto odmenu do vysky, ktora je povinna pad
pravnych predpisov. Podrobnosti budd
stanovené v samostatnej dohode.

11.2 Institution and Investigator are obliged
impose respective obligations as set forth in
this Agreement on all persons involved in th
clinical Trial.

td1.2Zdravotnicke zariadenie a Skdsajuci su

povinni ulozt’ povinnosti, ako je stanovené v
btejto zmluve, na vSetky osoby zapojené do
klinickej Stadie.

11.3 All projects, data, documents,
information, experiences and inventions
resulting from the Trial are exclusively owne
by Sponsor. Accordingly Sponsor keeps all
rights for worldwide commercialization of its
respective products and licenses without an
restrictions.

Institution and Investigator keep a right to ug
the data, documents, information, experienc
and inventions generated by them during the
Trial for the Internal Needs only. For the
purpose of this Agreement, “Internal Needs”
shall mean the use of the above mentioned
data, documents, information, experiences &
inventions in research purposes by Institutio
and Investigator which cannot benefit, in any
way, directly or indirectly, to a third party to
the present Agreement.

11.3VSetky projekty, udaje, dokumenty,
informacie, skdsenosti a vynalezy, ktoré
dvyplynu zo Stadie, st vo vyémom vlastnictve
Zadavatéa. Preto Zadavattevi zostavaju
vSetky prava na celosvetovu komercializaciy
y svojich prislusnych produktov a licencii bez
akychkdvek obmedzeni.

e&dravotnicke zariadenie a SkuSajuci maju
epravo pouzivaludaje, dokumenty, informacie
> skUsenosti a vynalezy vytvorené nimi v
priebehu Stadie len pre interné potreby. Na
Ucely tejto dohody "vnatorné potreby” sa
rozumie vyuzivanie uvedenych udajov,
irabkumentov, informacii, skisenosti a
nvynalezov pre vyskumné&ély Zdravotnickehd
zariadenia a skuSajuceho, z ktorého nemo6z¢
ma’ v Ziadnom pripadej uz priamo alebo
nepriamo, zisk tretia osoba, ktora nie je stra
tejto zmluvy.

ez
e

L

Nou

11.4 Institution and Investigator certify that
the above mentioned obligations are not
contradictory to any other agreement
concluded with third parties.

11.4Zdravotnicke zariadenie a Skusajuci
potvrdzuju, Ze vysSie uvedené povinnosti nig
su v rozpore s inymi zmluvami, uzavretymi s
tretimi stranami.

12. Publications

12. Publikacie

12.1 It is understood and agreed that any ar
all information, data or discoveries resulting,
generated or developed by the Trial is the
property of Sponsor and may be used by
Sponsor in connection with any of its resear
development, marketing or promotional
activities.

1d2.1Ma sa za to a suhlasi sa, Ze vSetky
informacie, data alebo objavy vzniknuté,
vytvorené alebo vyvinuté v priebehu Stadii, §
majetkom Zadavata a mozu by pouzité

cadavatéom v savislosti s niektorym jeho
vyskumom, vyvojom, marketingom alebo
reklamnowinnog’ou.

[y

U7

12.2 Sponsor has unrestricted publication
rights on data resulting from the Trial and m
also give data to third parties for publication

12.2Zadavaté ma neobmedzené publik@e

apravo na Gdaje vyplyvajlce zo Studie a mdZ
tiez poskytnéi udaje tretim stranam na
zverejnenie.

12.3 Sponsor recognizes that Investigator h

p%2.3Zadavate uznava, ze SkuSajuci ma
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a responsibility to ensure that results of
scientific interest arising from the Trial are
appropriately published and disseminated. I
the Trial is multi-centered, any publication
based on the results obtained at the
Investigator’s site (or a group of sites) shall 1
be made before the multi-centre publication
In agreement with the Trial’'s Coordinating
Investigator and Sponsor, subject to the
conditions set forth below, the participating
Investigators may publish on data they have
contributed after obtaining agreement with tf
Trial's Coordinating Investigator and Sponsc
in writing.

zodpovednaszabezpéit, aby vysledky
vedeckého zaujmu vyplyvajlice zo Studie bd
patriéne zverejnené a Sirené. Ak je Studia
multi-centricka, zverejnenie na zaklade
vysledkov ziskanych v centre skaSajuceho
n@¢dlebo skupine centier) nesmiethgykonana
spred multi-centrickym zverejnenim. Po doho
s koordinujucim skuSajucim a Zadavaim, za
podmienok stanovenych nizsie, mézu
zWastneni skdasajuci zverefniidaje, ktorymi
prispeli, a to po pisomnej dohode s
n&oordinujucim skuSajucim a Zadaviben.
r

12.4 In case any publication is intended by
Investigator,

12.4 V pripade, Ze SkuSajuci planuje
publikaciu,

e

a.  all manuscripts will be submitted to a. budu vSetky rukopisy pred ich
Sponsor for review and comment prior |to zverejnenim predloZzené na preskiuman
publication. In order to ensure that a skomentovanie Zadavétwi. Aby bolo
Sponsor will be able to make comments zaistené, ze Zadavditbude moc
and suggestions where pertinent, papers vznies’ relevantné pripomienky a
must be provided to Sponsor no later namety, sa musiédanky poskytnuté
than 6 weeks, abstracts no later than 2 Zadavatéovi najneskor 6 tyzibv a
weeks prior to submission for abstrakty najneskor 2 tyzdne pred
publication. All reasonable comments predloZzenim na zverejnenie. VSetky
made by Sponsor in relation to a opodstatnené pripomienky Zadavate
proposed publication must be suvislosti s navrhovanou publikaciou
incorporated into the publication. musia by zalenené do publikacie.

b.  Sponsor reserves the right to name corb.  Zadavaltesi vyhradzuje pravo menowa
authors. spoluautorov.

13. Duration of the Agreement 13. Doba trvania Zmluy

13.1 This Agreement comes into effect after
signing by all Parties and is valid for the whg
duration of the Trial (until database lock) anc
force the date after the date of publication of
the contract in the Central Register of the
contracts in Slovak Republic.

13.1Tato zmluva nadobudne platigso
lpodpise vSetkymi stranami a je platna po ce
I dobu trvania Studie (do uzamknutia databaz
a (innog’ dai po dni zverejnenia zmluvy

v Centralnom registri zmlav Slovenskej

republiky.

13.2 Sponsor has the right to discontinue th
Trial in Institution prematurely due to

€13.2Zadavaté ma pravo zo zdravotnickeho
zariadenia ukatit’ Studiu predasne z dévodu

a. insufficient recruitment (e.g. incase a|a. nedostatmého naboru (napr. v pripade
minimum of 1 patient is not enrolled Ze nie je minimalne 1 pacient zaradeny v
within the first 6 months after the prvych 6 mesiacoch po &ati Stadie),
initiation of the Trial),

b.  material breach of Agreement by b.  podstatného poruSenia Zmluvy zo strany
Institution or Investigator (in particular Zdravotnickeho zariadenéa
violation of any of their obligations set skuSajuceho (najma porusenie
forth in sections 5 and 6), akejkd'vek z povinnosti ustanovenych v

§5a 6),

c. safety reasons, c. beapestnych dévodov,

d. another important justified reason (if ejgd. d’alSich ddlezitych a opravnenych
insolvency proceedings have been dévodov (napr. ak bolo Zaté proti
initiated against Institution or zdravotnickemu zariadeniu skusajucemu
Investigator; retirement of Investigator pr insolventné konanie; odchod skuSajuceho
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resigning from Institution).

do déchodku alebo jefdrhode zo
Zdravotnickeho zariadenia).

Termination of the Agreement by Sponsor
shall be made in writing.

Ukon¢enie zmluvy zo strany Zadavétemusi
byt vykonané pisomne.

13.3 Upon any termination, Institution and
Investigator shall return or destroy any Trial
drug and material as instructed by
Sponsor/CRO or designated party.

13.3Pri ukorteni musi Zdravotnicke
zariadenie aj Skusajuci vratlebo zniit
vSetky Studijné lieky a materiél ptadpokynov
Zadavatéa / CRO alebo @eného zastupcu.

14. Final provisions

14. Zaveré&né ustanovenia

14.1 The contractual language shall be
Slovak. If the Parties use any other languag
the Slovak wording shall prevail.

14.1Zmluvnym jazykom bude slovéima.
2 Pokid’ zmluvné strany pouziju aj iny jazyk,
slovensky text ma prednds

14.2 Neither Party may assign or otherwise
transfer its rights or duties under this
Agreement to any third party without the prig
written consent of the other Party, except thi
Institution and Investigator herewith express
agree that Sponsor may assign or transfer it
rights and duties without prior consent to its
Affiliated Companies. Any legal successor o
Sponsor shall be deemed an Affiliated
Company of Sponsor for the purpose of this
Agreement. "AS Kevelt Affiliated Companieg
for the purposes of this Agreement shall me
companies or business entities being contro
by, controlling or being under common contr,
with Sponsor and their respective legal
successors due to merger, transformation ot
similar transaction. For purposes of this
definition, "control" shall mean the possessic
directly or indirectly or the power to direct or
cause the direction of the management and
policies of an entity (other than a natural
person), whether through the majority
ownership (> 50 %) of voting capital stock, b
contract or otherwise.

14.2Ziadna zo stran nemdze postiiplebo
inak previes svoje prava a povinnosti ptal
rtejto Zmluvy na tretiu osobu bez
apredchadzajuceho pisomného suhlasu druh
lymluvnej strany s vynimkou toho, Ze
sZdravotnicke zariadenie a Skusajuci tymto
vyslovne suhlasi, Zze Zadavhtabze postupi
f alebo previessvoje prava a povinnosti bez
predchadzajuceho suhlasu na svoje pridruzé
spola:nosti. Akykd’vek pravny nastupca
"Zadavatéa musi by pre &ely tejto zmluvy
apovazuje za pridruzenu spotms’ Zadavatéa.

ll8dridruzené spolmosti AS Kevelt" sa pre

olicely tejto dohody rozumeju spdaloosti alebo
podnikatéské subjekty ovladané, ovladajuce
alebo pod spokmou kontrolou Zadavala a
ich pravnych nastupcov v désledku fazii,

piransformacii alebo podobnych transakcii. N
Ucely tejto definicie "dozor" znamena
vlastnictvo, priamo alebo nepriamo, alebo
pravomoc nariadialebo posolsina smer
vedenia a politickej entity (iné ako fyzicke
yosoby),¢i uz prostrednictvom w&inového
vlastnictva (> 50%) na zaklade vlastnickeho
podielu, na zaklade zmluvy alebo inym
sposobom.

(D

2né

a

14.3 All amendments and modifications to
this Agreement including this clause shall or
be effective if made in writing.

14.3VSetky zmeny a Upravy tejto zmluvy,
lyratane tohto odseku, su platné len v pisom
forme.

nej

14.4 In case one or more provisions contain
in this Agreement should be or become, or |
declared or held, fully or in part invalid, illege
or unenforceable in any respect under any
applicable law, court proceedings or any oth
governmental or other regulatory authority, t
validity, legality and enforceability of the
remaining provisions of this Agreement shal
not in any way be affected or impaired. The
Parties agree to substitute for any such inva|
illegal or unenforceable provision a valid, leg

eth.4V pripade, Ze jedno alebo viac ustanove
@bsiahnutych v tejto zmluve, sa na zaklade
Iplatného prava, sudneho konania, alebo iné
zasahu vladneho alebo regiiého dradu,
estaneti bude vyhlasené za Uplne alebo
h&astaine neplatné, nezakonné alebo
nevymahattné v akomkévek otrade, potom
platnos , zdkonnot a vymahatinos’
zostavajucich ustanoveni tejto Zmluvy nesm
iyt v Ziadnom pripade obmedzena ani
gloSkodena. Strany sa dohodli nahtadké

and enforceable provision which achieves ta

;
2Nl

ie

neplatnénezakonné&i nevymahaténé
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the greatest extent possible the legal, econo
and commercial purposes of the invalid, illeg
or unenforceable provision.

noistanovenie platnym, pravnym a
alykonat¢nym ustanovenim, ktoré nahradza
¢o najv&Sej moznej miere pravne,
hospodarske a obchodné&ely neplatného,
nezakonnémdi nevymahaténého
ustanovenia.

14.5 This Agreement, including its formatior]
and interpretation, and all Orders placed by
Sponsor/CRO shall be governed and constr
in accordance with the laws of the Slovak
Republic without recourse to the conflict of
laws provisions thereof. The competent cout
at the place of business of the respective
defendant shall have exclusive jurisdiction.

14.5Této zmluva, vratane formulécie a
interpretacie, a vSetky objednavky Zadavate
HERO sa budu riadia vyklad& v sulade s
pravnymi predpismi v SR bez pouZitia
koliznych ustanoveni. Prislusné sudy v mies
tsidla prisluSného Zalovaného maju wyla
pravomoc.

14.6 The Parties hereto have caused this
Agreement to be executed in triplicate [3
originals] by their duly authorized

14.6Povereni zastupcovia Zmluvnych stran
dohodli vyhotow tuto Zmluvu v troch [3]
originalnych vyhotoveniach.

representatives.

Prague, .................. , date Praha, .................... , datum
On behalf of the CRO za CRO

MUDr. Petr Janda MUDr. Petr Janda
Managing Director Konatd’

Trerding ......ccceeenenene , date Trerdin, ......ccceeeenen. , datum

On behalf of the Institution

Ing. Danka KasSovicova, MBA
Director

Za Zdravotnicke zariadenie

Ing. Danka KasSovicova, MBA
Riadited’ka

Trentin,

za SkusSajuceho

MUDr. Branislav Bystricky

MUDr. Branislav Bystricky
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Appendix 1 / Priloha 1

Individual Visits Cost Schedule for Clinical Trial No.VX-EC-2-2013 /
Tabulka platieb za jednotlivé navstevy ku klinickej stadi ¢. VX-EC-2-2013

Total Visits Cost per patient / Celkova platba aadtevy pacienta - 10.720,- EUR

Payment in EUR | Payment in EUR
for Institution/ for Investigator/
Visits/ Weeks/ Platba v EUR pre | Platba v EUR pre

Navsteva Tyzden nemocnicu (40%) | skdSajuceho (60%)
Screening -3-0 330 500
Biopsy 1 -3-0 130 200
1 1 180 260
2 5 180 260
Biopsy 2 5 130 200
3 9 110 160
4 13 300 460
5 17 180 260
6 21 130 200
7 25 300 460
8 29 180 260
9 33 110 160
10 37 300 460
11 41 180 260
12 45 130 200
13 (EoT) 49 360 530
FU1 61 265 400
FU 2 73 265 400
FU3 85 265 400
FU 4 97 265 400
Total 4290 6430
start-up fee ;gg:;&:/c;l 400 600

Agreement CT No. VX-EC-2-2013 / SK/ Institution and Investigator / Site No. 007-002, FN Tren¢in

-16 -



