AGREEMENT
ON THE ARRANGEMENT OF THE
OBSERVATIONAL CLINICAL TRIAL
OF THE PRODUCT

ZMLUVA
O ORGANIZACII OBSERVACNEHO
KLINICKEHO SKUSANIA S LIEKOM

Contracting Parties:

1. Sponsor:

Business Name:
Chiesi Farmaceutici S.p.A.

Registered Seat:
Via Palermo 26/A
43122 Parma, Italy

Identification No.: 01513360345

(hereinafter referred to as the
»Sponsor)

represented by the Authorised Agent

Business Name: CROMSOURCE s.r.l.
REUISIBIEISEaE ia G. De Sandre 3
37135 Verona, ITALY

VAT and Fiscal Code: 02792820231
Represented by: Oriana Zerbini,
Company CEO

(Hereinafter referred to as CRO)
and
2. Trial Centre:

Business Name: Detska fakultna
nemocnica s poliklinikou Banska
Bystrica

Registered Seat: Nam.L.Svobodu 4,
974 09 Banska Bystrica
Identification No.: 379 579 37

VAT No.: SK 202 192 8150
Represented by: Ing.Marianna
Hoghova

(hereinafter referred to as the ,Trial
Centre®)

3. Principal Investigator:

Name and Surname: Branko Takag,
MD.

Zmluvné strany:
1. Zadavatel

Obchodné meno:
Chiesi Farmaceutici S.p.A.

Registrované sidlo:
Via Palermo 26/A
43122 Parma, Italy

Identifikacné ¢islo: 01513360345

(dalej len ,Zadavatel™)
zastupeny autorizovanym zastupcom

Obchodné meno: CROMSOURCE s.r.l.
via G. De Sandre 3

37135 Verona, TALIANSKO

DPH a danové d&islo: 02792820231

V zastdpeni: Oriana Zerbini, konatel

spolo¢nosti

(dalej v tomto dokumente nazyvana aj
CRO)

a
2. Centrum skusania:

Obchodné meno: Detska fakultna
nemocnica s poliklinikou Banska Bystrica
Sidlo: Nam.L.Svobodu 4, 974 09 Banska
Bystrica

Identifikacné C&islo:379 579 37

IC DPH: SK 202 192 8150

V zastupeni: Ing.Marianna Hoghova

(d'alej v tomto dokumente nazyvana aj
L,centrum skusania®)

3. Hlavny skusajuci:

Meno a priezvisko: MUDr. Branko Takac
Trvaly pobyt: Tr.SNP 27, 974 01




Permanent Residence: Tr.SNP 27, 974
01 B.Bystrica

Date of Birth: 30 Nov 1969

(hereinafter referred to as the
,Principal Investigator®)

(the Sponsor and the Trial Centre
hereinafter referred to together only as
the ,Contracting Parties®)

have agreed on the conclusion of this
Agreement on the Arrangement of the
Observation Clinical Trial of the
Product pursuant to Article 269(2) of
the Act No. 513/1991 Coll. Commercial
Code as amended (hereinafter referred
to as the ,Agreement®) under the
following terms and conditions:

B.Bystrica

Datum narodenia: 30 Nov 1969

(dalej v texte tejto Zmluvy nazyvany aj
.Hlavny skusajuci“)

Zadavatel a Centrum skuSania dalej v
texte tejto Zmluvy pod spoloénym
nazvom ,Zmluvné strany*)

sa dohodli na uzavreti tejto Zmluvy o
organizacii observacného klinického
skuSania lieku podfa ¢lanku 269 (2)
zakona €. 513/1991 Z. z., Obchodného
zakonnika, v zneni neskorsich predpisov
(d'alej v texte tejto Zmluvy nazyvanej
Zmluva®) za nasledovnych podmienok a
dojednani:

PREAMBLE

PREAMBULA

WHEREAS, the Sponsor is
a pharmaceutical company the subject
matter of which is inter alia the
production of pharmaceutical products,
including medicinal products intended
for human use;

WHEREAS, the CRO is entitled and
obliged to arrange on behalf of and on
the account of the Sponsor the conduct
of the clinical trial of the Product in the
Slovak Republic;

WHEREAS, the Trial Centre is a
medical care provider, in which the site
suitable for the conduct of the
observational clinical trial is located
and which employs the doctor who will
be responsible for the conduct of the
clinical trial on this site as the
investigator;

KEDZE Zadavatel je farmaceuticka
spolocnost, ktorej predmetom podnikania
je, okrem iného, vyroba farmaceutickych
vyrobkov vratane liekov urCenych na
humanne pouzitie;

KEDZE spolognost CRO je opravnena a
povinna zabezpelit v mene a na ucet
Zadavatefa  uskutoCnenie  klinického
skuSania lieku v Slovenskej republike;

KEDZE Centrum skusania je
poskytovatefom zdravotnej starostlivosti,
ktory ma pracovisko vhodné na
uskutoCnenie observaéného klinického
skuSania a ktoré zamestnava lekara,
ktory bude zodpovedny za uskutoCnenie
klinického sku$ania na tomto pracovisku
ako skusajuci lekar;

WHEREAS, the Trial Centre agrees to
use reasonable efforts to perform the
clinical study [No. CCD-01538AA1-04]
in conformance with the protocol “A
long term prospective observational
study of the safety and tolerability of
Bramitob® administered twice daily
over three 28-day “on”/28-day “off”
cycles to patients with cystic fibrosis

KEDZE Centrum sk(Sania zavazuje
vynalozit primerané usilie na
vykonavanie klinickej Studie [¢. CCD-
01538AA1-04] na zaklade protokolu
"Dlhodobé  prospektivne  observacné
klinické  skuSanie na  hodnotenie
bezpeCnosti a  znasanlivosti  lieku
Bramitob® podavaného dvakrat denne
poCas troch 28-diovych lieCebnych




having severely compromised
function”

lung

(hereinafter referred to as the TRIAL)
and all applicable laws, rules and
regulations relating to the conduct of
this study.

The clinical study performed under this
Agreement will be under the direction
of Branko Taka¢, MD, Principal
Investigator ("PRINCIPAL
INVESTIGATOR"). In the event Branko
Takae¢, MD shall be unable to
complete this clinical study as principal
investigator and a  successor
acceptable to both the Trial Centre and
the CRO, is not available, this
Agreement shall be terminated in
accordance with Article | below.

The Trial Centre will accept the
Representatives of the CRO to perform
periodic visits to the Trial Centre to
assess the progress of the Clinical Trial
and to perform the relevant monitoring
activities.

The Trial will be conducted only after
all the relevant ethics approvals will be
released by the Slovak Authorities.

NOW, therefore, the parties agree as
follows:

cyklov s odstupom 28 dni medzi
jednotlivymi cyklami, pacientom
s cystickou fibrozou, ktori maju tazky
stupefi obmedzenia pfucnych funkcii.”

[dalej v tomto dokumente nazyvana
STUDIA] a v8etky platné zakony, pravidla
a predpisy suvisiace s uskuto€rfiovanim
tejto Studie.

Klinické skusanie uskutoChované v ramci
tejto Zmluvy bude prebiehat pod vedenim
MUDr. Branka Takaca, Hlavného
skusSajuceho lekara (,,HLAVN\'(
SKUSAJUCI LEKAR®). V pripade ak
MUDr. Branko Taka¢ nebude mébct
dokonéit toto klinické sku3anie ako
hlavny skusajuci lekar a ak nebude k
dispozicii  nastupca prijatelny  pre
Centrum skusania i CRO, tato Zmluva
musi byt vypovedana v sulade s niZSie
uvedenym ¢lankom |I.

Centrum skusania prijme zastupcov CRO
uskutoCiiujucich pravidelné navstevy v
Centre skusania na hodnotenie postupu
klinickej Studie a vykonavanie prislusnych
kontrolnych ¢innosti.

Studia bude uskuto&nena len po vydani
suhlasov relevantnych etickych organov
Slovenskej republiky.

PRETO SA TERAZ 2zmluvné strany
dohodli takto:

ARTICLE |
TIME OF PERFORMANCE; TERM

CLANOK |
DOBA PLNENIA; DOBA PLATNOSTI

1. This agreement shall be valid
from the date of signature of the
last party and effective from the
date following the date of its
disclosure in Central register of
contracts at www.crz.gov.sk
pursuant to the article 47a a
section 1 of the Act No. 40/1964
Coll. - Civil Code, as amended,
because the agreement s
mandatory to be disclosed
pursuant to article 5a, section 1

1. Tato ZMLUVA nadobuda platnost
driom podpisu poslednej zmluvne;j
strany a ucinnost dfiom
nasledujucim po dni jej
zverejnenia v zmysle 47a ods.1
zakona €. 40/1964 Zb.
Obcianskeho zakonnika v zneni
neskorsich predpisov
v centralnom registri zmllv na
www.crz.gov.sk, nakolko ide
0 povinne zverejfiovanu zmluvu
v zmysle 5a ods. 1 zakona C.



http://www.crz.gov.sk/
http://www.crz.gov.sk/
http://www.crz.gov.sk/

of the Act No. 211/2000 Coll. on
Free Access to Information, as
amended. Sponsor agrees with
disclosure of this agreement
according to previous sentence.

2. The AGREEMENT shall be
effective from the date of
signature of the last party until
the end of Trial expected for 30
Nov 2017.

3. This AGREEMENT may be
terminated by either party at
any time prior to the effective
date of termination of this
agreement. For termination of
this agreement the parties
agreed on written notice of
termination of thirty (30) days,
which starts to be effective on
the next day of its delivery to
the second party. . The
Principal  Investigator  shall
complete any reports in
progress at the time of
termination, and shall be
compensated for same in

211/2000 Z.z. o slobodnom
pristupe k informaciam v zneni
neskorSich predpisov. Zadavatel
suhlasi so zverejnenim tejto
zmluvy podla predchadzajuce;j
vety.

2. Tato ZMLUVA nadobuda platnost
driom podpisu poslednej zmluvne;j
strany a plati az do
predpokladaného skoncenia
Skusania dnia 30.11.2017.

3. Tato ZMLUVA  mbze byt
vypovedana  ktoroukolvek  zo
zmluvnych  stran, kedykolvek
poCas platnosti tejto zmluvy, ato
pisomnou vypovedou. Pre pripad
vypovede si zmluvné strany
dohodli  30-driovi  vypovednu
lehotu, ktora zacne plynut dnom
nasledujucim po doruceni
vypovede druhej zmluvnej strane.
Hlavny skuSajuci vypracuje vSetky
spravy o postupe v Case
vypovede a musi byt za ne

accordance with this odmeneny v sulade s touto
AGREEMENT. ZMLUVOU.
ARTICLE I CLANOK II
PERFORMANCE PLNENIE

The TRIAL CENTRE is obliged to
inform the Sponsor and the CRO at the
earliest time possible of any deviations
from the Protocol necessary to protect
the safety, rights or welfare of patients
enrolled in the Clinical Study. CRO
should reportwithout delay any
Adverse Event of special interest or
adverse drug reactions of  patients in
the study within 24 hours.

The TRIAL CENTRE shall prepare and
submit to sponsor CRO all case report
forms and such other reports as
required by the protocol.

Centrum skuSania je povinné informovat
Zadavatefa a CRO pri najbliz8ej moznej
prilezitosti o akychkolvek odchylkach od
Protokolu  potrebnych na  ochranu
bezpecnosti, prav alebo blaha pacientov
zaradenych do klinického skuSania.
Akakolvek neZiaduca udalost osobitného
zaujmu  alebo neziaduca  reakcia
skusaného produktu u pacientov v ramci
skuSania sa musi bezodkladne najneskér
do 24 hodin nahlasit CRO.

Centrum skusania vypracuje a predlozi
zadavatefovi CRO  vSetky tlaciva
kazuistiky a také dalSie spravy, aké su
podla protokolu pozadované.




ARTICLE 1l
PRECONDITIONS FOR THE
CLINICAL TRIAL CONDUCT

CLANOK I
PREDPOKLADY USKUTOCNOVANIA
KLINICKEJ STUDIE

The Trial shall be conducted in
compliance  with the  Standards
governing the Good Clinical Practices,
the conditions stipulated in the
Declaration of Helsinki and to
applicable Slovak Laws and
regulations, and European Directive
2001/20EC governing the rules of
Clinical Trials in the European Union.
Moreover the Trial will be conducted in
compliance with the basic conditions
and principles stipulated in the
following documents:

Ethics

a. Regulatory and

approval released by the
Slovak Authorities;

b. Trial Protocol No CCD-
01538AA1-04;

c. Sponsor’s and CRO

instructions related to the
procedures for the
conducting of the above-
mentioned Trial;

The TRIAL CENTRE is equipped with
the necessary and suitable structures
and required personnel for performing
the Trial, according to the standards
governing Good Clinical Practices.

Studia sa bude vykonavat v sllade s
Normami,
klinicka prax, podmienkami stanovenymi
v Helsinskom vyhlaseni a s platnymi
slovenskymi
Eurépskou
upravujucou pravidla Klinickych stadii v
Eurdpskej
okrem toho aj v sulade so zakladnymi
podmienkami a principmi stanovenymi v
tychto dokumentoch:

ktorymi sa riadi Spravna

zakonmi a predpismi a
smernicou 2001/20/ES

Unii. Stadia sa uskutoéni

a. Schvalenie Etickymi komisiami
vydané slovenskymi organmi;

b. Protokol Studie &  CCD-
01538AA1-04.

c. Pokyny Zadavatela a CRO
sUvisiace S postupmi
uskutocrfiovania hore uvedenej
Studie.

CENTRUM SKUSANIA je na

vykonavanie Studie vybavené potrebnymi
a vhodnymi Struktirami a pozadovanymi
pracovnikmi, v
Spravnej klinickej praxe.

sulade s normami

ARTICLE IV
SELECTION OF CLINICAL TRIAL
SUBJECTS AND OBTAINING THEIR

] CLANOK IV ]
VYBER PACIENTOV NA KLINICKE
SKUSKY A ZISKAVANIE ICH

CONSENT SUHLASU
1. Subjects must not be| 1. Pacienti nesmu byt zaradeni do
enrolled in the Trial unless they Studie, pokial nie su dostatoCne
are adequately informed and informovani a neposkytni  svoj
give a written Informed pisomny informovany suhlas.

Consent. The Informed Consent
should be obtained in

compliance with Ethical
Principles and Good Clinical
Practices. With regard to this if
the Subject consents to his/her
participation in the Trial, the
Principal Investigator or his/her

Informovany suhlas musi byt ziskany
v sulade s Etickymi zasadami a
Pravidlami spravnej klinickej praxe. V
tejto suvislosti, ak pacient suhlasi, ze
sa zucCastni Studie, Hlavny skuSajuci
alebo osoba nim/fou poverena ho uz
pred zberom akychkolvek informacii v
ramci Studie poZziada, aby podpisal




designee will ask each Subject
to sign the Informed Consent

Form, before starting the
collection of any Trial related
information.

2. Signed Informed Consent
Forms will be filed in the
Investigator’'s  Clinical ~ Trial

Documentation.

3. In compliance with applicable
Slovak Laws and regulation the

Investigator, the TRIAL
CENTRE and the CRO are
obliged to protect the

confidentiality of personal data
and private information of the
Subjects enrolled in the Clinical
Trial, both in the course of the
Clinical Trial and after its close-
out.

4. The parties agree on
arrangement of the Clinical Trial
according to the Act No.
122/2013 Coll on Personal Data
Protection, as amended.

3.

formular informovaného suhlasu.

Podpisané formulare informovanych
suhlasov budu zaloZené do
Dokumentacie klinickej Studie
Skusajuceho lekara.

V sulade s platnymi slovenskymi
zakonmi a predpismi su Skusajuci
lekar, CENTRUM SKUSANIA a CRO
povinni chranit déverny charakter
osobnych udajov a sukromnych
informacii pacientov zaradenych do
Klinickej Studie, a to ako v priebehu
Klinickej Studie, tak i po jej ukonéeni.

Zmluvné strany sa zavazuju, ze
skuSanie bude vykonavané v sulade
so zakonom & 122/2013 Z.z
0 ochrane osobnych udajov v platnom
zneni.

ARTICLE V CLANOK V
MONITORING AND AUDITING THE MONITOROVAN!E A AUDIT KLINICKEJ
CLINICAL TRIAL STUDIE
1. The course and conduct of the 1. Priebeh a uskutoChovanie
Trial will be monitored and Studie budd  monitorované a
audited by the personnel kontrolované pracovnikmi
authorized by the Sponsor and poverenymi Zadavatelom a CRO.

the CRO. The TRIAL CENTRE
and the Principal Investigator
will provide them with the
access to all information
gathered in the course of the
Trialas well as other information
on the Subjects enrolled in the

CENTRUM SKUSANIA a Hlavny

skuSajuci im poskytnu pristup ku
vsetkym informaciam ziskanym v
priebehu  Studieako aj dalSie

informéacie o pacientoch zaradenych
do Klinickej Studie.

Clinical Trial.
ARTICLE VI CLANOK VI
ADMINISTRATION OTAZKY SPRAVY

During the term of this AGREEMENT,
unless notified otherwise, the CRO

Pocas platnosti tejto ZMLUVY, ak nebude

oznamené

inak, CRO  vymenuje




designates the following personnel for
the administration of this
AGREEMENT:

1. All correspondence, notices,
claims, modifications or other
items  pertaining to this
AGREEMENT shall be sent to:

CROMSOURCE s.r.l.

Address: Via G. De Sandre 3,
37135 — Verona, ltaly

Phone: +39 045 8222811
Fax: + 39 0458222812

2. Any original invoices should be
sent to:

CROMSOURCE s.r.l.

Via Via G. De Sandre 3,

37135 Verona, ltaly

(a copy of the invoice should be

sent electronically to
jenny.zecchini@cromsource.co
m)

3. All communication related to
technical issues should be with
Project Manager:

CROMSOURCE s.r.l.

Jenny Zecchini

Address: Via Via G. De Sandre
3, 37135 Verona, Italy

Phone: +39 045 8222811

Fax: + 39 0458222812

nasledujucich pracovnikov na spravu
tejto ZMLUVY:

1. Vsetka koreSpondencia,
oznamenia, naroky, Upravy alebo
iné polozky suvisiace s touto
ZMLUVOU sa musia zasielat na
adresu:

CROMSOURCE s.r.l.
Jenny Zecchini.

Adresa: Via G. De Sandre

3,

37135 — Verona, Taliansko
Telefén: +39 045 8222811

Fax: +39 045 8222812

2. Kazdy original faktary ma
byt zaslany na adresu:

CROMSOURCE s.r.l.

Via Via G. De Sandre 3,
37135 Verona, Taliansko
(kopia faktury ma byt zaslana
elektornicky na adresu
jenny.zecchini@cromsource.com)

3. V&etka koreSpondencia
tykajuca sa technickych otazok
bude adresovana Projektovému
manazerovi:

CROMSOURCE s.r.l.

Jenny Zecchini

Address: Via G. De Sandre 3
37135 Verona, Taliansko
Telefén: +39 045 8222811
Fax: +39 045 8222812

ARTICLE VII
RESPONSIBILITIES

CLANOK VII
ZODPOVEDNOST

1. The CRO shall co-operate with
the TRIAL CENTRE in the
performance of services by the
TRIAL CENTRE hereunder.
The CRO shall designate an

CRO bude spolupracovat
s CENTROM SKUSANIA pri
poskytovani  sluzieb  CENTRA
SKUSANIA podia tejto Zmluvy.
CRO ur¢i osobu, ktora bude plnit
ulohy Pomocnika pre Kklinicky




individual to serve as Clinical

vyskum, ktory vykonava kontrolné

Research Associate performing c¢innosti.

monitoring activities.
ARTICLE VIII CLANOK VIII
WARRANTY ZARUKA

The TRIAL CENTRE shall
perform all services hereunder
in a professional manner and
use the degree of care and skill
ordinarily  exercised  under
similar conditions by reputable
and competent TRIAL CENTRE
practicing in this field. The CRO
will be responsible for review of
materials provided by the
TRIAL CENTRE as entries in
the electronic data capture
system at the time of billing. If
the CRO  believes that
here is a breach of the
foregoing warranty, the CRO
will notify the TRIAL CENTRE
in writing within 20 working
days setting forth the nature of
such claimed breach. The
TRIAL CENTRE shall promptly
investigate such claim of breach
and advise the CRO of the
TRIAL CENTRE’s planned
corrective action, if any. If the
TRIAL CENTRE is unable to
correct or has not undertaken
such action necessary to
correct any such breach of the
foregoing warranty within ten
(10) days after notice of such
breach, the CRO shall be
entitled, at its option in addition
to any other remedy it may
have, to terminate this
agreement  immediately in
writing. In the event the CRO
fails to specify in writing any
breach with respect to materials
submitted by the TRIAL

1. CENTRUM SKUSANIA poskytne

vSetky sluzby podfa tejto Zmluvy
profesionalnym spésobom a s
mierou starostlivosti a kvalifikacie,
ktoré zvyCajne uplathuje za
podobnych podmienok
renomované a kompetentné
CENTRUM SKUSANIA s praxou v
tejto oblasti. CRO bude
zodpovedné za kontrolu
materialov poskytnutych
CENTROM SKUSANIA vo forme
poloziek systému elektronického
zberu dat v Case fakturacie. Ak je
CRO presveddené, ze dochadza k
poruSovaniu hore uvedenej
zaruky, CRO to pisomne oznami
CENTRU SKUSANIA do 20
pracovnych dni so Specifikovanim
povahy takéhoto udajného
porusenia. CENTRUM
SKUSANIA bezodkladne vySetri
takéto udajné porusenie a ak
prijme napravné opatrenia,
informuje o fom CRO. Ak
CENTRUM SKUSANIA nedokaze
napravit alebo ak neprijme
opatrenie potrebné na napravu
takéhoto porusenia vysSie
uvedenej zaruky do desiatich (10)
dni od oznamenia takéhoto
porudenia, CRO je opravneny
podla vlastného uvazenia
pisomne vypovedat tuto Zmluvu s
okamzitou uc&innostou, okrem
inych napravnych prostriedkov,
ktoré mdéze mat. Ak CRO
pisomne neS$pecifikuje ziadne
poruSenie pokial ide o materialy
predlozené CENTROM




CENTRE within the period
specified above, it shall be
conclusively  presumed  for
purposes of this AGREEMENT
that no breach arose and the
CRO shall not be entitled to rely
upon such unidentified breach
as a purported justification for
failing to fulfil its commitments
to the TRIAL CENTRE or
entitlement to refund or credit of
professional fees paid to TRIAL
CENTRE.

SKUSANIA v hore stanovenej
lehote, na ucely tejto ZMLUVY sa
musi nevyvratitefne predpokladat,
Ze nedoslo k Ziadnemu poruseniu
a CRO nie je opravnené opierat
sa o takéto neidentifikované

porusenie ako udajné
odbévodnenie neplnenia svojich
zavazkov voCi CENTRU

SKUSANIA | alebo naroku na
vratenie penazi alebo dobropis
honorarov zaplatenych Centru
skuSania.

ARTICLE IX
INTELECTUAL PROPERTY

~ CLANOKIX
DUSEVNE VLASTNICTVO

1. All materials developed by
the TRIAL CENTRE
pursuant to this
AGREEMENT whether in
writing, on CD/DVD or some
other format shall be
considered works for hire
and all rights to such
materials, including the
copyright, shall belong to
SPONSOR.

2. The TRIAL CENTRE agrees
to the SPONSOR policy in
terms of use of data. All
data derived from this study
will be the property of
SPONSOR. The study will
be subject to an Internal
Report compiled or by order
of SPONSOR. SPONSOR
may disclose data derived
from the study to any of his
subsidiary firms, to other
investigators and national or
foreign  drug regulatory
authorities. SPONSOR
owns data and only
SPONSOR has the rights to
publish any results. The

1. VSetky materialy vypracovaneé

CENTROM SKUSANIA podla
tejto ZMLUVY, ¢&i uz pisomné, na
CD/DVD alebo v niektorom inom
formate, sa povazuju za
prilezZitostné prace a vSetky prava
na tieto materialy, vratane
autorskych prav, patria
Zadavateflovi.

2. CENTRUM SKUSANIA suhlasi so

zasadami Zadavatela pokial ide o
vyuzivanie udajov. VSetky udaje
ziskané z tohto skuSania su
majetkom Zadavatela. SkuSanie
bude predmetom Internej spravy
vypracovanej Zadavatelom alebo
na jeho objednavku.
ZADAVATEL méze zverejnit
Udaje  ziskané zo  Studie
ktorejkolvek z jeho dcérskych
firiem, inym realizatorom
skuSania a vnutroStatnym alebo
medzinarodnym organom dozoru
nad liekmi. ZADAVATEL vlastni
udaje a len ZADAVATEL ma
prava na zverejnenie
akychkolvek vysledkov. Centrum




Trial Centre recognizes the
right to publish the results
upon completion of the
study.

The TRIAL CENTRE (i)
acknowledges that the
Study is part of a multi-
center trial and that the first
publication of the Study
results is reserved to the
SPONSOR and (ii) agrees
that the publication
(including, without limitation,
articles or other
publications, presentations,
conferences, symposiums,
seminars, meetings,
workshops or any other
form of making available to
the public) of the Study
results shall be made by
TRIAL CENTRE only after
SPONSOR’s publication is

made. Any proposed
publication, lecture,
manuscript, poster

presentation or other
dissemination of the Study
results (hereinafter, the
“‘Dissemination”) by the
TRIAL CENTER shall be
submitted to SPONSOR at
least sixty (60) days prior to
its submission for
publication or use (thirty
(30) days for abstracts) for
its review, comment and
final approval by the
SPONSOR. SPONSOR
shall have the right to object
to the TRIAL CENTER’
Dissemination because,
inter alia, there is patentable
subject matter that needs
protection or Confidential
Information  (other than

sku8ania uznava pravo na
zverejnenie vysledkov po
ukonceni skuSania.

Centrum skasania (i) berie na
vedomie, ze Studia je sucastou
multicentrického klinického
skisania  a ZADAVATEL  si
vyhradzuje pravo na prvu
publikaciu vysledkov zo $tudie
a (ii) suhlasi s tym, ze vysledky zo
Studie publikuje (vratane, ale bez
obmedzenia na C¢lanky alebo iné
publikacie, prezentacie,
konferencie, sympdzia, seminare,
stretnutia, kurzy alebo akékolvek
iné formy zverejnenia) az po

zverejneni publikacie
ZADAVATELA. Vsetky
navrhované publikacie,

prednasky, ¢lanky, prezentacie vo
forme plagatu alebo iné Sirenie
vysledkov zo Studie (dalej len
,Sirenie‘)  Centrom  sku3ania
musia byt predlozené
ZADAVATELOVI na kontrolu,
pripomienkovanie a konecné
schvalenie najmenej Sestdesiat
(60) dni pred ich odovzdanim na
publikovanie alebo pouZitie
(tridsat’ (30) dni pre abstrakty).
ZADAVATEL ma pravo
pripomienkovat  Sirenie, ktoré
predlozilo Centrum skusSania, ak
toto obsahuje, okrem iného, udaje
suvisiace s predmetom patentu
vyZadujucim si ochranu alebo
doverné informacie (iné ako
vysledky zo S&tudie), ktoré sa
musia vymazat. Ak ZADAVATEL
vyjadri takého namietky, Centrum
skuSania podla jeho pokynov
vymaze doverné informacie
v 8ireni vysledkov alebo oddiali
odovzdanie Sirenia na publikaciu
otaki dobu, aby ZADAVATEL

10



Study results) in the
Dissemination that must be
deleted. In the event
SPONSOR makes such
objections, the TRIAL
CENTER shall delete the
Confidential Information in
the Dissemination or delay
submission of the
Dissemination for
publication for an additional
period of time in order to
allow the SPONSOR
adequate time to take any
necessary steps to establish
or preserve its proprietary
rights, according to
SPONSOR’s instructions.

Each Party will have the
right to determine the final
scope and content of its
presentation or publication,
subject to the above
limitations.

SPONSOR undertakes to
mention CRO and TRIAL
CENTER as contributors to
the Study in any of
SPONSOR’s initiated
Dissemination.

The SPONSOR is entitled
to submit any results of this
study to national and
international Regulatory
Authorities. The SPONSOR
furthermore reserves the
right to use such data for
industrial purposes.

4. The TRIAL CENTER
understands that any
scientific publication

regarding the discoveries or
study medication will not be
published by the TRIAL
CENTER or the Investigator

ziskal primerany  &as na
vykonanie vsSetkych potrebnych
krokov na potvrdenie alebo
ochranenie svojich vlastnickych
prav.

Kazda zmluvna strana bude mat
s prihliadnutim na vysSie uvedené
obmedzenia pravo urCit konecny
rozsah a obsah svojej prezentacie
alebo publikacie.

ZADAVATEL sa zaruduje, Ze vo
vSetkych svojich Sireniach uvedie
CRO aCentrum skudSania ako
spolupracovnikov.

ZADAVATEL  je  opravneny
predlozit vSetky vysledky tejto
Studie narodnym
a medzinarodnym regulacnym
uradom. ZADAVATEL si tieZ
vyhradzuje pravo na pouZitie
tychto udajov na priemyselné
ucely.

4. Centrum skuSania berie na

vedomie, 7e ziadne vedecké
publikacie o objavoch  alebo
skuSanom  produkte  nebudu
Centrom sku$ania, Sku$ajucim
lekarom, ani ziadnym clenom
tymu  zverejnené skér, ako
ZADAVATEL poda patentovi

11



and/or his/her staff before
the SPONSOR’s application
for a patent providing such
application for a patent is
applicable with regard to the
character of study results

5. A secrecy agreement has
been signed between the
CRO and PRINCIPAL
INVESTIGATOR.

prinlasku, za predpokladu, ze
takato patentova prihlaska
prichadza vzhladom k charakteru
vysledkov Studie do uvahy.

. Bola podpisana zmluva o

zachovani tajomstva medzi CRO
a Hlavnym skusajucim lekarom.

ARTICLE X
FINANCIAL ASPECTS

CLANOK X
FINANCNE ASPEKTY

1. Upon approval of the invoice
draft provided by TRIAL
CENTER to CRO in advance,
TRIAL CENTER shall issue
regular invoice(s) to CRO and
relevant payment(s) will be
performed within 60 days as
from receipt of the relevant
invoice(s).

CRO, at its sole discretion, may
request the TRIAL CENTER to
use a specific invoice template
which the TRIAL CENTER
shall comply with.

Notwithstanding the
aforementioned, in the event
CRO disputes an invoice, CRO
shall notify TRIAL CENTER in
writing after receipt of the
invoice(s). CRO and TRIAL
CENTER will negotiate in a
timely, good faith manner to
resolve billing queries. TRIAL
CENTER shall issue CRO with
a new invoice for the
undisputed amount which CRO
shall pay within 60 days from
the date of receipt of the new
TRIAL CENTER'’s invoice and
a credit note for the disputed
amount. The Parties will then
use their best endeavors to
resolve the remaining disputed
amount within thirty (30) days of

Po schvaleni navrhu faktdry,
ktory Centrum skuSania vopred
predlozi CRO, vystavi Centrum
skudania CRO riadnu fakturu
a prislusné platby budu
uskuto€nené do 60 dni od prijatia
takejto faktury.

CRO méze na zaklade svojho
uvazenia pozadovat, aby
Centrum skusania pouzivalo na
vytvorenie faktury ur€itu Sablonu.

Odhliadnuc od horeuvedeného,
ak bude mat CRO namietky vodi
fakture, oznami to Centru
skuSania pisomne po prijati
faktury. CRO a Centrum skuSania
budu pri rieSeni fakturaénych
otazok jednat Cestne atak, aby
tieto otazky boli vyrieSené v Co
najkratSom  Case. Centrum
skuSania vystavi CRO novu
faktiru na odsuhlasend sumu,
ktort CRO zaplati do 60 dni od
prijatia tejto novej faktury od
Centra skuSania a dobropis na
namietanu sumu. Zmluvné strany
potom vyvini maximalne usilie na
to, aby sa dohodli na zvySnej
diskutovanej sume do tridsiatich
(30) dni od upozornenia CRO
Centrom skusania. Ked sa obidve
zmluvné strany dohodnu na

12



TRIAL CENTER’s notification
to CRO. Once both parties
agree on the remaining amount
to be issued, TRIAL CENTER
shall issue additional relevant
invoice(s) which CRO shall pay
within 60 days from the
invoice(s) receipt date

The CRO, at the end of the
study, will pay the TRIAL
CENTRE, on receipt of regular
invoice pursuant to modalities
set forth above, the sum of
€200 for each enrolled patient
who will complete all
procedures and assessments
specified in the protocolthree 28
days on/28 days off cycles of
the observational period, and is

proved to be
assessable/evaluable. In
general terms, as

assessable/evaluable patient is
considered as one who is
enrolled for the Trial in full
observance of inclusion
exclusion criteria listed in the
protocol and is observed as
defined in the protocol.

In case of patients not
completing the observational
period as indicated in the study

protocol (i.e. earlier
withdrawal), the payment will be
adjusted according to the period
actually observed, according to
the payment scheduled
attached to this contract (Annex

).

CRO reserves the right to
withhold payment for patients,
completed or withdrawn, with
significant violation(s) of the
protocol".

Recruitment is  competitive
between countries and sites.
Therefore, once reached the
total number of patients to be
enrolled, enrollment will be

zvySnej sume, ktora ma byt
fakturovana, Centrum skusania
vystavi  dodatoénu  prislusnu
faktaru, ktord CRO zaplati do 60
dni od jej prijatia.

CRO na konci klinického skuSania
zaplati CENTRU SKUSANIA, na
zaklade riadnej faktury a v sulade
s vy88ie uvedenymi postupmi,
sumu 200 € za kazdého pacienta
zaradeného do skusSania, ktory
absolvuje  vSetky postupy a
hodnotenia uvedené v protokole,
a bude preukazatelne
posuditelny/hodnotitelny. Vo
vSeobecnej rovine sa za
posuditelného/hodnotitelného
pacienta povazuje pacient
zaradeny do Stadie pri striktnom
dodrziavani kritérii zaradenia a
vylu€enia uvedenych v-_protokole
a pri dodrzani observacného
obdobia, tak ako je uvedené
v protokole.

.V pripade pacientov, ktori

neabsolvuju observacné obdobie,
tak ako je uvedené v protokole
Stadie (t.j. pred€asné ukoncenie),
bude platba upravena podla
skuto¢ného observacného
obdobia, v sulade s rozpisom
platieb prilozenym k tejto zmluve
(Priloha 11).

CRO si vyhradzuje pravo zadrzat
platbu za  pacientov, ktori
dokonc&ia sku$ania alebo budu
zruSeni, pri zavaznom poruseni (-
iach) ,protokolu®.
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stopped.

In the event of termination, the
sum for professional services
and expenses payable under
this Agreement shall be limited
to the pro-rated fees based on
actual work performed and
actual expenses committed
pursuant to the protocol. Any
unexpended funds not due
under this calculation but
already paid shall be returned
to the CRO.

Remuneration will be set up
and performed by
CROMSOURCE srl, with its
seat in Italy, 37135 Verona, Via
G. De Sandre 3, in Euro in
arrears after finishing of the
Study (Annex )

The payment will be made via
bank transfer to the site account
(please specify below bank
coordinates):

SK76 8180 0000 0070 0028
0745

For the clearance of any doubt,
according to the European
Directive 2008/08/CE,
2008/09/CE, 2008/117/CE the
VAT shall not be accounted.

Pri nabore sa uplatnuje
konkurencia medzi krajinami a
pracoviskami. Z tohto dévodu sa
nabor ukonéi pri  dosiahnuti
celkového poctu pacientov, ktori
budu zaradeni.

.V pripade vypovedania zmluvy sa

suma honoraru za sluzby a
vydavky splatné v ramci tejto
zmluvy obmedzi pomernou
odmenou za skutoCne vykonanu
pracu a na skutocné vydavky
vynaloZené na zaklade protokolu.
Akékolvek nevyCerpané financné
prostriedky, ktoré nie su splatné
na zaklade uvedeného vypoctu,
ale uz boli uhradené, budu
vratené CRO.

Odmenu v eurach urCuje a hradi
spolo€nost Cromsource srl so
sidlom v  Taliansku, 37135
Verona, Via G. De Sandre 3,
nasledne po ukonCeni skusania
(Priloha 1)

Uhrada sa uskutoéni bankovym
prevodom na ucet pracoviska
(dolu uvedte bankové spojenie):

SK76 8180 0000 0070 0028 0745

Na vylucenie vSetkych
pochybnosti, v sulade SO
smernicami EU 2008/8/ES,

2008/9/ES, 2008/117/ES nebude
uctované DPH.

ARTICLE Xl
PERSONAL DATA

CLANOK XI
OSOBNE UDAJE

1. The Trial Centre, the

PRINCIPAL INVESTIGATOR
and the CRO are obliged to
ensure the protection of included
subjects’ personal data
and information about their
personal situation both during
and after the Clinical Trial in
compliance with applicable local
and national legislation about
the transposition of European

CENTRUM SKUSANIA, Hlavny
skusajuci a CRO su povinni
zabezpeCit ochranu osobnych
udajov a informacii pacientov o
ich osobnej situacii po¢as ako aj
po klinickom skusani v sulade s
platnymi miestnymi a
vnutroStatnymi zakonmi o
transpozicii eurdépskej smernice
95/46/ES. Okrem toho musia byt
pacienti pouceni a informovani o
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Directive 95/46/EC. In addition,
subjects shall be instructed and
informed that their data gathered
during the study may also be
used by and presented to
competent public authorities of
the Slovak Republic and/or to
competent public authorities of
the other countries, about the
purposes of the treatment of the
personal and sensitive data,
about the data controllers, the
nature of the data to be treated,
the exercise of subjects rights,
the processing mechanism.

2. All  Confidential  information
containing personal data shall
be handled in accordance with
all applicable law, including, but
not limited to Slovak Data
Protection Act No. 428/2002
Coll., and European Directive
95/46/EC.

3. By signing this agreement, each
party explicitly allows the other
party to store up personal data
in their respective database.
Furthermore the parties take
note of the rights granted under
European Data Protection
Directive (Directive 95/46/EC)
concerning the protection of
personal data, and specifically of
the right to update, amend or
delete such data.

tom, Ze ich udaje ziskané pocas
skuSania mbézu byt pouzité a

prezentované prislusnym
organom verejnej spravy
Slovenskej republiky alebo

prislusnym  organom  verejnej
spravy Vv inych krajinach, za
ucelom spracovania osobnych a
citivych udajov, o spravcoch
udajov, o povahe zaobchadzania
s Udajmi, o uplatiovani prav
pacientov, 0 mechanizme
spracovania.

2. So vSetkymi doévernymi
informaciami obsahujucimi
osobné udaje sa musi
zaobchadzat' v sulade s platnymi
pravnymi predpismi, najma
slovenskymi zakonmi o ochrane
udajov a Eurépskou smernicou
95/46/ES.

3. Podpisom tejto zmluvy kazda
zmluvna strana vyslovne povoluje
druhej zmluvnej strane ukladanie
osobnych udajov v jej prislusnej
databaze. Zmluvné strany dalej
bert na vedomie prava udelované
Eurdépskou smernicou o ochrane
udajov (smernica 95/46/ES) v
suvislosti s ochranou osobnych
udajov, a to konkrétne pravo na
aktualizaciu, zmenu, doplnenie
alebo vymaz tychto udajov.

ARTICLE Xl
PROTECTION OF CONFIDENTIAL
INFORMATION

CLANOK XII
OCHRANA DOVERNYCH INFORMACII

1. For the purpose hereof, all the
information provided by the
SPONSOR/CRO with regard to
the Trial or the Clinical Trial
documentation  (including in

1. Na ucely tejto zmluvy budu vsetky
informacie poskytnuté
Zadavatelom/CRO so zretelom na
dokumentéaciu  Studie  alebo
Klinického sku$ania (najma
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particular the information on the
structure, composition,
ingredients, know how,
technology and process) as well
as any other information

specified by the
SPONSOR/CRO will be
deemed confidential. The

TRIAL CENTRE will neither
disclose the confidential
information to their parties, nor
use it contrary the
SPONSOR/CRO instructions.
The confidential information will
be deemed the SPONSOR’s
exclusive property and will
remain secret and kept by the
TRIAL CENTRE and the
Principal Investigator in a place
dedicated for the information of
that character. The
SPONSOR/CRO, the TRIAL
CENTRE and the Principal
Investigator undertake to inform
all persons patrticipating in the
Clinical  Trial and those
accessing the  confidential
information on their obligation to
maintain confidentially in
compliance with herewith, these
persons are equally obliged to
maintain confidentially.

informacie o Strukture, zlozeni,
prisadach, know-how, technoldgii
a  postupe), rovhako  ako
akékolvek iné informacie
Specifikované Zadavatelom/CRO
budu povazované za dbverné.
CENTRUM SKUSANIA nebude
zverejiiovat dbéverné informacie
svojim zmluvnym partnerom ani
ich nebude pouzivat v rozpore s

pokynmi Zadavatela/CRO.
Déverné informacie budu
povazované za vyhradné

vlastnictvo SkuSajuceho lekara a
zostanu tajné a uchovavaneé
CENTROM SKUSANIA
a Hlavnym skus$ajucim na mieste
urCenom na informacie tohto
charakteru. Zadavatel/CRO,
CENTRUM SKUSANIA a Hlavny
skuSajuci sa zavazuju informovat
vSetky osoby zu€astiujuce sa na
Klinickej skusSke a osoby, ktoré
maju  pristup k  dbvernym
informaciam, o ich povinnosti
zachovavat milcanlivost podla
tejto Zmluvy, a tieto osoby su
rovnako povinné zachovavat
micanlivost.

ARTICLE Xl
OTHER PROVISIONS

CLANOK Xilli
OSTATNE USTANOVENIA

. All the Trial related materials

provided by the SPONSOR and
the CRO will be used by the
TRIAL CENTRE and the
Principal Investigator or his/her
designee(s) solely for the
purpose of the Trial conduct.
The TRIAL CENTRE and the
Principal Investigator will return
all unused materials at their
disposal to the SPONSOR

1. VsSetky studijné materialy
poskytnuté Zadavatelom a CRO
budu pouzité CENTROM

SKUSANIA a Hlavnym skusajucim
alebo osobou nim menovanou
vyhradne za uc€elom uskutoCnenia
Studie. CENTRUM  SKUSANIA
a Hlavny skuSajuci vratia vSetky
nepouzité materialy, ktoré mali k
dispozicii Zadavatelovi alebo CRO,
alebo ich u seba zniCia podla
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and/or the CRO, or destroy
them locally according to the
Sponsors’ and/or CROs’
instructions.

After completion of the Trial, all
documents and data relating to
the Trial will be kept in an
orderly  manner by the
investigator in a secure Clinical
Trial file. Essential documents
must be retained in a safe and
secure archive, until otherwise
notified, but at least 2 years
after the last approval of a
marketing application in an ICH
region and until there are no
pending or planned marketing
applications in an ICH region or
at least 2 years have elapsed
since the formal discontinuation
of clinical development of the
investigational  product. In
addition, all patients’ medical
records and other source
documentation will be kept for
the maximum time permitted by
the TRIAL CENTER.

pokynov Zadavatela alebo CRO.

Po ukondeni Stadie budi vsetky
dokumenty a udaje tykajuce sa
Studie  uchované  Skusajucim
lekarom riadnym  spdsobom v
zabezpeCenom archive Klinickej
Studie. Dolezité dokumenty musia
byt uchovavané v bezpeénom a
chranenom archive, pokial nebude
vydany iny pokyn, najmenej dva (2)
roky od posledného schvalenia
Ziadosti o registraciu v regione ICH
a pokial neexistuju Ziadne podané
ani planované Ziadosti o registraciu
v regione ICH, alebo musia uplynut
najmenej 2 roky od oficialneho
ukoncenia klinického vyvoja
skumaného lieku. Okrem toho sa
lekarska evidencia a ostatné
zdrojové podklady budu uchovavat
pofas maximalnej doby povolenej
instituciou.

ARTICLE XIV
MISCELLANEOUS

CLANOK XIV
ROZNE USTANOVENIA

Force majeure. Neither party
shall be liable to the other for
any delays or failure to perform
resulting from circumstances or
causes beyond reasonable
control, including, without
limitation, fire or other casualty,
strike or labour dispute, war or
other violence, or any law, order
or requirement of any
governmental agency or
authority. Performance time
shall be considered extended
for a period of time equivalent
to the time lost because of any
such delay.

Advertising. The parties agree
not to publish or use any
advertising, sales promotion or
other publicity matter

1. Vy$8ia moc. Ziadna
zo zmluvnych stran nezodpoveda
za akékolvek omeskanie alebo
neplnenie vyplyvajuce z okolnosti
alebo pri¢in, nad ktorymi nemaju
primeranu kontrolu, najma, bez
obmedzenia, poziaru alebo inegj
nehody, Strajku alebo pracovného
sporu, vojny alebo iného nasilného
aktu, ani zakonom, prikazom alebo
poziadavkou niektorej  vladnej
agentury alebo uradu. Lehota
plnenia sa povazuje za predizenu o
lehotu rovnajucu sa lehote stratenej
v dbsledku takéhoto omeskania.

2. Reklama. Zmluvné
strany sa dohodli, ze nezverejnia
ani nepouziju ziadne reklamné,
propagaéné ani iné materialy
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referencing the other party
without first obtaining the prior
written consent of such other

party.

3. It is agreed by the parties
that this AGREEMENT shall
be constructed, interpreted
and controlled by the laws of
Italy. Place of jurisdiction is
Verona.

uréené pre verejnost odkazujuce
na druhd zmluvnu stranu bez

predchadzajuceho pisomného
suhlasu takejto inej zmluvnej
strany.

3 Zmluvné strany sa

dohodli, ze tato ZMLUVA bude
vytvorena, interpretovana a bude
sa riadit zakonmi Talianska.
Miestom sudnej prislusnosti je
Verona.

CROMSOURCE s.r.l.

Date:

TRIAL CENTRE

Date:

THE PRINCIPAL INVESTIGATOR

Date:

CROMSOURCE s.r.l.

Datum:

CENTRUM SKUSANIA

Datum:

HLAVNY SKUSAJUCI

Datum:
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Annex I.

Invoice to be sent to:

CROMSOURCE s.r.l.

Address:Via G. De Sandre 3,
37135 Verona (Italy)

Payment details:

Name of Bank:
Statna pokladnica

Account number:

SK76 8180 0000 0070 0028
0745

Swift code: SPSPSKBA

Priloha I.

Faktury zasielat’ na adresu:

CROMSOURCE s.r.l.

Adresa: Via G. De Sandre 3,
37135 Verona (Taliansko)

Platobné udaje:

Nazov banky:
Statna pokladnica

Medzinarodné ¢islo IBAN:
SK76 8180 0000 0070 0028 0745

Kéd Swift: SPSRSKBA

Annex Il
Payment by visit

Priloha ll.
Platba podla navstevy

Screening | € 20,00 | € 20,00 Skrining | € 20,00 € 20,00
W12 €80,00 | €100,00 T12 € 80,00 € 100,00
W24 € 100,00 | € 200,00 T24 € 100,00 € 200,00

Total per completed | € 200,00 Celkovo za ukonéeného | € 200,00

patient pacienta

*providing required information is | “Pod  podmienkou, Ze poZzadované

entered in the e-CRFs and that it was
reasonable to believe at the time of
signing the informed consent that the
patient would be eligible for the study.

informacie su zapisané do e-CRF a ze v
Case podpisania informovaného suhlasu
pacienta bolo odbévodnené verit, ZzZe
pacient spifia poZiadavky na zaradenie
do sku$ania.
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