exQuisiteAlliance®

SanaClis

Clinical Trial Agreement Ne
01/2016_SF-C002_44_Institution

Date: Bratislava

This Clinical Trial Agreement (theAgreement") is
made by and between

FNsP F.D. RoosveltaBanskaBystrica, Nam. L.
Svobodu 1, 975 17 BanskaBystrica,
Slovakia(hereinafter referred as ti@inical Site" )

and

SanacCliss.r.o, a contract research organization having
its registered place of business atLermontovova81Q,
03 Bratislava, Slovakia.(hereinafter referred as
"CRO") acting for and on behalf of
SmartfishAShavingits registered place of business
atOslo Science Park, Gaustadalléen 21, 0349 Oslo,
Norway(hereinafter referred dSponsor").

SubjectoftheAgreement

Thesubjectofthe AgreementisthattheCROassigns
Clinical SiteandClinical Site accepts this assigntne
to conduct the study SF-C002(théStudy").
Procedures and methods of the Study are descnibed i
Protocol (the"Protocol") entitled “12-week Double
Blind, Placebo Controlled, Randomized Pilot Study
Assessing Safety and Tolerability of Nutrifriend
Cachexia in Patients Diagnosed with Non-Small Cell
Lung Cancer (NSCLC) with Involuntary Weight
Loss”, being part of thisAgreement and attachments
hereto.

The trial will be conducted atFNsP F.D.
RoosveltaBanskaBystrica,

Oddeleniepneumoldgiea ftizeologie, Nam. L. Svobodu
1, 975 17 BanskaBystricaSlovakia. Clinical Site,
CROand Sponsor agree to assign MUDr. Juraj
Mazalas Principal Investigator who will be respbiesi
for the conduct of the Study.

Scope and nature of the scientific works is defiired
the Protocol which is considered as an integral pfar
the Agreement.

1. General conditions

1.1 The Study will be managed by CRO acting on
behalf of Sponsor,for the clinical evaluation of
Sponsor's Investigational Product (hereafter “Study
product”) in accordance with the Protocol.

SanaClis

SanacClis

Zmluva o klinickom skusani éislo.
01/2016_SF-C002_44_Institution

Datum:Bratislava

Tato zmluva o klinickom
»Zmluva“) upravuje vfah medzi

skusani d’élej len

FNsP F.D. RoosveltaBanskaBystrica, Nam. L.
Svobodu 1, 975 17 BanskaBystrica, Slovenskald|
len ,Centrum klinického skusanid’)

a

medzi spolénog’ou SanaClis s.r.o., zmluvnou
vyskumnou organizaciou, so sidlom Lermontovova 10,
811 03 Bratislava, Slovenskd Republikaalgj len
»,CRQO"), ktora zastupuje zaujmy
spolainostSmartfishAS s miestom podnikan@slo
Science Park, Gaustadalléen 21, 0349 Oslo,
Norsko(d’alejlen,Zadavater™).

Predmet Zmluvy

Predmetom Zmluvy je skutoo¥, ze CRO ufi
Centrum klinického skiSania a Centrum Kklinického
skdSania suhlasi s poverenim vykobnelinické
skuSanie SF-C002 délej len ako Klinické
skusani€). Postupy a metédy Klinického skdSania su
popisané v Protokole s ndzvom ,12 tj@dé, dvojito
zaslepené, placebom kontrolované, randomizované
pilotné skdSanie na hodnotenie bezypEsti

a tolerability pripravku NutrifriendCachexia

u pacientov s diagn6zou nemalobunkovy karciném
prac (NSCLC) s nedobro¥aym ubytkom vahy.*
(dalej len ako Protokol®), ktory je si€ag’ou Zmluvy

a jej priloh.

SkuSanie sa bude kaha vFNsP  F.D.

RoosveltaBanskaBystrica, Oddeleniepneumologie
a ftizeolégie, Nam. L. Svobodu 1, 975 17
BanskaBystrica, Slovensko.Institdcia, CRO

a Zadavate sa dohodli, Zze ako zodpovedného
skusajuceho menujaMUDr. JurajaMazala.

Rozsah a charakter vedeckych prac je definovany
v Protokole, ktory je povazovany za neoddélite
siag’ tejto Zmluvy.

1. VSeobecné podmienky

1.1 Klinické skuSanie bude manazév@RO konajlca
v mene Zadavafe, v zaujme klinického vyhodnotenia
Zadéavatéovho skusaného liekud’alej len ,Skusany
produkt”) v stlade s Protokolom.
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1.2 Clinical Site is obliged to conduct the Studly i
accordance with the Protocol which is part of the
Investigator Site File (ISF). The Principal Investior
shall adhere to all the guidelines and the docusnent
that are contained in the ISF and must maintain the
ISF and keep it up to date in accordance to the
requests of CRO or Sponsor. The Study shall be
conducted in accordance with the rules of ICH GCP,
the Declaration of Helsinki as well as all releviaws

and regulations and requirements or written ingimac
and requirements or written instruction of the Symwn
communicated by CRO.

1.3 Sponsor is obliged to supply the Clinical Site with
the Study product and all other study materials and
study equipment free of charge in amount, needed fo
conducting the Study at this Site. This Study poddu
study materials and study equipment and all
information pertaining thereto given to Clinicalt&si
are exclusive property of Sponsor. Clinical Sitalksh
return all material and information immediatelyeaft
written request of Sponsor.

1.4 CRO is obliged to provide Principal Investigato
with final version of the Protocol as well as all
protocol amendments issued throughout the study
course and actual versions of Patient Informatiot a
Infformed Consent Forms and all other study
documents. CRO is responsible to conclude an
appropriate local insurance for the Study on bebhlf
the Sponsor.

1.5 Clinical Siteguarantees that Study productisdus
only for study SF-C002 purposes and is adequately
stored. Any commercial use of the Study product is
prohibited.

1.6Clinical Site is obliged to ensure that there ao
changes in the person of the Principal Investigator
Where changes occur or are required by Sponsor,
Clinical Site is obliged to inform the CRO in wng

no less than 30 (thirty) working days before thtedd
leaving of the Principal Investigator from the Gl

Site. Clinical Site will make sure an appropriate
successor can be nominated whereupon Sponsor shall
at its sole discretion approve or reject any such
replacement within a reasonable time. In casegev n
Principal Investigator is not approved by the CR® a
Sponsor, present Agreement may be terminated in
accordance with clause 4.2 of the present Agreement

1.7 Clinical Site is obliged to provide the pat&nt
enrolment in accordance with the Protocol. Patients
enrolment shall start on 01/2016 and finish on 0662
(hereinafter "Enrolment period"). Estimated Number
of patients (hereinafter‘Recruitment Number”) to be
recruited 10/treated 10. The recruitment of thel$is

a competitive one and will be stopped after the

1.2 Centrum Kklinického skiSania je povinné preties
Klinické skaSanie v sulade s Protokolom, ktory je
siEag’ou spisu skiSajuceho v Centre klinického
skuSania (Investigator Site File, ISF). Zodpovedny
skdSajuci musi dodrziava vSetky pokyny a
dokumenty, ktoré su obsiahnuté v ISF a musi zaadhova
ISF a udrZzov& ho v aktualnom stave v sulade s
poziadavkami CRO alebo Zadavige Klinické
skdSanie musi hyprevedené v sdlade s pravidlami
ICH GCP a Helsinskejdeklaracie, rovnako ako
vSetkymiprislusnymizakonmi a predpismi a
poZiadavkamialebo pisomnymi
pokynmiZadavatéiakomunikovanymi prostrednictvom
CRO.

1.3 Zadavate je povinny pre Centrum Kklinického
skiSania bezplatne zabegzpe SkiSany produkt
a vSetok dalsi materidl a vybavenie v dost&tom
mnozstve, ktoré je potrebné pre realizaciu Klintuké
skuSania v tomto Centre klinického skuSania. SkfiSan
produkt a vSetok dalsi material a vybaveni pre
Klinické skuSanie a vSetky informécie, tahujice sa
ku skasaniu, poskytnuté Centru klinického skiSania
vyhradnym majetkom Zadavdte Centrum klinického
skdSania musi vSetok material a informécie vréti

bezodkladne po obdrzani pisomnej Ziadosti
Zadavatéa.
1.4CRO je povinnd poskytiidiodpovednému

skdSajucemu finalnu verziu Protokolu spolu s
dodatkami k Protokolu vydanymi v priebehu realizaci
Klinického skiSania a aktualne verzie Informéacie pr
pacienta aformularov o informovanom slhlase
a vSetky ostatné dokumenty ku Klinickému skuaSaniu.
CRO zastupujuca Zadavéite je zodpovedna za
zabezpeéenie prislusného poistného certifikatupre
Klinické skasanie.

1.5 Centrum Kklinického skiSania sa zaje, Ze
SkuSany produkt bude pouzity iba ngly Klinického
skiSania SF-C002 a budeadekvatne skladovany.
Akékalvek kome&éné pouzitie Skusaného produktu je
zakazané.

1.6 Centrum klinického skudSania je povinné
zabezpeit aby nedoSlo kzmene Zodpovedného
skuSajuceho. Pokiaku zmene dbjde alebo je zmena
poZzadovana Zadavdtem, je Centrum klinického
skusania povinné pisomne inform6v@RO najneskor
30 (trids&) pracovnych dni pred ndm ukorgenia
spoluprace Zodpovedného skiSajuceho s Centrom
klinického skGSania. Centrum klinického skuSania
zaisti vhodného nastupcu, ktory moze’ lmyenovany,
pricom ho Zadavate schvali alebo zamietne ptal
vlastného uvazenia v primeranej lehote. V pripagle Z
novy Zodpovedny skuSajuci nie je schvaleny CRO,
tato Zmluva mdze Wy ukortend v sulade

s ustanovenim 4.2 tejto Zmluvy.

1.7 Centrum klinického skd3ania je povinné
zabezpeit nabor pacientov v sulade s Protokolom.
Nabor pacientov zme v 01/2016 a kath v 06/2016
(dalej len ,obdobi naboru). Odhadovany et
pacientov {alej len ,pd@et zaradenychpacientov”),
ktori buduzaradeni: 10/eni: 10. Nabor do skuSania
je konkuredny a bude zastaveny, &e bude
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worldwide recruitment goal has been achieved.At any
timeSponsor may change Enrolment period, CRO
retains the right to discontinue the Study prensyur
due to insufficient recruitment. This informatioashto

be provided immediately by CRO to the Clinical Site
and Principal Investigator by official CRO or Spons
letter.

Each patient shall be fully informed on the essence
and significance of the Study and legally required
informed consent is received by Principal Invegtiga
before participation inthe Study.

1.8 In performing the Study, Clinical Site is @gd
to:

(@) fully cooperate with Sponsor and Principal
Investigator on the Study and, in particular, pdevi
adequate number of qualified staff to conduct the
Study properly and safely and provide necessary
facilities for the conduct of the Study;

(b) guarantee that other trials do not take essential
patients or facilities away from the Study;

(c) accept monitoring visits and source data
verification in agreed upon frequency;

(d) allow visits of local and foreign authorities and
representatives of Sponsor for the purpose of
monitoring, inspections, and audits including asdes
the Electronic Case RecordForms (eCRFs) and
hospital patient records and other documentation fo
source data verification.

Clinical Site agrees to conduct the Study, to handl
and store any data and source documentation,
connected to the Study, during the validity ternd an
after expiration of the present Agreement in
compliance to applicable laws and regulatory
requirements, stipulated on the territory of Slovak
Republic, requirements of ICH - GCP, and the
requirements of Food and Drug Administration USA
(hereafter "FDA") and European Medical Agency
(hereafter “EMEA”).

Clinical Site is further obliged to guarantee thiaé
entire documentation of the Study, e.g. protocol,
eCRFs, ISF, Patient Informed Consent, source tista,
of patient identification, will be kept on file fat least
fifteen (15) years after the formal discontinuatioh
clinical development of the investigational produkt

no time during this period such records shall be
destroyed without the prior written consent of Sgmn

or its designated party. To avoid any possiblerefro
Clinical Site shall contact CRO or Sponsor at least
thirty (30) days prior to the intended destructioh
records.

Furthermore Clinical Site will guarantee that all
requirements for Remote Data Capture (RDC) are in

dosiahnutycelosvetovydie ndboru. Zadavate méze
kedykdvekzment obdobie nédboru, CRO si
vyhradzuje pravo prédsneukotit’ Klinické skdSanie

z dévodunedostatoého naboru. CRO musi tato
informéaciuneodkladneoznati@entru klinického
skdSania azodpovednému skdSajucemu  formou
oficidlneho listu CRO alebo oficialneho listu od
Zadavatéa.

Kazdy pacient musi fplneinformovany o podstate a
vyzname Klinického skuSania.

ZodpovednyskuSajuciobdrzizakonompoZadovanyinfor
movany suhlas predag’ou v Klinickom skusSani.

1.8 Pri realizacii Klinického skdSania je Centrum
klinického skiSania povinné:

(@) plne spolupracova so Zadavatem a
Zodpovednym skiSajicim na Klinickom skdSani a to
obzvla¥, poskytndi dostatény patet kvalifikovaného
personalu na spravne a beape prevedenie
Klinického skuSania a poskytti(potrebné zazemie a
vybavenie na uskutmenie Klinického skisania;

(b) zargit sa, Ze iné Klinické
skuSanieneodoberieesencialnychpacientov alebo
neovplyvni vyuzitie vybaveniapotrebného

k prevedeniu Klinického skiSania;

(c) akceptov& monitorovacienavstevy a overovanie
zdrojovych udajovpacientovzaradenych do Klinického
skusania v dohodnutych terminoch;

(d) umoznf vizity narodnych a
zahrantnychspravnychdradov a vizity
zastupcovZadavalte, vykonanych za d&lom

monitoringu, kontroly a auditu. UmoZipristup

k elektronickym zdznamovym formularon¢astnikov
klinického skuSania (eCRFs) a
k nemocninymzaznamom pacienta a
k ostatnymdokumentompotrebnym k overovaniu
zdrojovych udajov.

Centrum  klinického skdSaniasuhlasi, Ze bude
uskut@nova’Klinické skuSanie, spracovéava
a uchovavéakékdvekidaje a dokumenty suvisiace
s Klinickym skaSanim v priebehu platnosti a tiez po
ukorteni tejtoZmluvy v stlade s platnymi
pravnymipredpismi ainym nariadenimplatnym na
Uzemi  Slovenskej Republiky, s poziadavkami
ICH/GCP, s poziadavkami Spravy potravin acilie
USA (dalejlen ,FDA") a Eurépskejliekovej agentiry
(d’alejlen .EMEA").

Centrum klinického skuSania je
dalejpovinnézaréitarchivaciuvSetkychdokumentov  z
Klinického skuSanianapriklad Protokol, eCRF, ISF,
informované suhlasypacientov, zdrojové (daje,
identifikatnyzoznampacientov v priebehu najmenej 15
rokov, po formalnom ukafeni  klinického
vyskumuSkasaného produktu. V Ziadnom okamihu
behomtohto obdobia satieto zaznamy nesndiizhiez
predchadzajicehopisomnéhosuhlasu = CRO  alebo
Zadavatéa. Aby sa zabranilo pripadnej chybe,
ZodpovednyskuSajaci musi kontakt6v& RO alebo
Zadavat&anajmenejtridsa (30) dnipred planovanym
zni¢enim zadznamov.

Dalej saCentrum klinického skd3ania zafe, Ze
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place.

Clinical Site agrees that this Agreement may be
forwarded to Ethics Committee and/or regulatory
authorities, if requested by local law.

Clinical Site shall notify the Sponsor about every
insurance claim it has been notified of and cors#rt
this Agreement may be forwarded to the respective
insurance company in case of an insurance claim.

All Study product and all information pertainingetBto
given to Clinical Site and/or Principal Investigatare
exclusive property of Sponsor. Clinical Site ensutieat
Principal Investigator will return all Study matdriand
information immediately after the termination oétBtudy
or on written request of Sponsor.

Clinical Site is fully responsible for complying i
the provisions of the Confidentiality Clause as set
forth in clause 5.2 of this Agreement and will belch
liable for any breach of said Confidentiality Clauso
matter whether the breach of said Confidentiality
Clause is committed by leading officers of the ©hh
Site or one or more of its employees.

Terms of the study conduct
2.1 The study shall begin — on 01/2016.

2.2 The term of the Study is stipulated by theRioko

2.3 Study shall be determined to be completed en th
date, on which the last of the following will have
occurred:

a) submission by the Clinical Site to CRO or Sponso
of all data, correspondent queries and signed case
report forms relating to all patients, participatin the
Study;

b) Sponsor’s written acceptance of the final versio

of the material submitted under clause (a) above.

3. Study monitoring / reporting

3.1 CRO will be in charge of clinical monitoring
(including contacts with State Regulatory Authesti

and Ethics Committee), importation of clinical
supplies and will provide all necessary study siaspl

including Study product to the Clinical Site.

3.2 Clinical Site agrees to accept monitoring sisif
the CRO representatives (Clinical Research Assxiat
and other CRO staff) for the purpose of monitoring
and source data verification in agreed frequency.

3.3 Clinical Site guarantees that the Principal

vSetkypoziadavky prevzdialeny zaznam (dajov
(RemoteDataCapture, RDC) sUzaistené.

Centrum klinického skdSaniasuhlasi, Ze
tatoZmluvamdzelgpostupend Etickej komisii a/alebo
inym prislusnymorganom, He je to
pozadovanénarodnymi zakonmi.

Centrum klinického skuSania je

povinnéinformovéZadavatéa o kazdejpoistnejudalosti,
o ktorej bolo informované a suhlasi, Ze tato
Zmluvamdzebypredanaprislusnejpaisvni %
pripadetakejtopoistnej udalosti.

VSetokSkuSanyprodukt a  vSetky  informécie,
vztahujice sa ku skdSaniu, poskytnuté Centru
klinického skdSania alalebo

ZodpovednémuskusSajucemusuvyhradnymmajetkomZa
davatéa. Centrum Kklinického skuSania zaisti, ze
ZodpovednyskuSajucivSetok material a informacie
vratibezodkladne po ukdéeni skdSania alebo po
obdrzanipisomnej Ziadosti Zadavate

Centrum klinického skuSania je plnezodpovedné za
dodrziavanie ustanoveni o Dovernosti, ako je uvéden
v bode 5.2 tejtoZmluvy a bude sazodpoveda
poruSeniendanlivosti, bez ofadu na to, ¢i sa
poruSeniandanlivosti  dopustil veduci pracovnik
Centra klinického skiSaniaalebo jeden alebo viho je
zamestnancov.

2. Podmienky pre realizaciu klinického skuSania
2.1. Klinické skuSanie 2zae—01/2016.

2.2. Podmienky Klinického skdSania su stanovené
Protokolom.

2.3 Klinické skiSanie bude uktené diom, kedy sa
udeje posledné z nasledujuceho:

a) Centrum klinického skdSania predlozi CRO alebo
Zadavatéovi vSetky (daje, nezrovnalosti, podpisané
zaznamové formulare¢astnikov klinického skdSania,
vztahujice sa ku vSetkym pacientomtagtnym

v Klinickom skusani;

b) Zadavate pisomne odsuhlasi findlne verzie
materialov predloZenych v sulade s vySSie uvedenou
klauzulou a).

3.Monitorovanie / HasenieKlinického skiSania

3.1 CRO zodpoveda za monitorovanie Klinického
skdSania (vratane kontaktov so Statnymi Gradmi a
etickymi  komisiami), za dodanie materialov na
Klinické skuSanie azabezhge pre Centrum
klinického skuSania vSetok material potrebny pre
Klinické skusanie, vratane Skusaného produktu.

3.2 Centrum Klinického skuSania suhlasi, Ze bude
akceptovd monitorovacie vizity pracovnikov CRO
(pracovnici povereni monitoringom klinickych skidgan
a ini zamestnanci CRO) zaalom monitorovania a
overovania zdrojovych Gdajov v dohodnutyasovych
rozostupoch.

3.3 Centrum Kklinického skiSania sa zaije, Zze
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Investigator will provide the CRO periodically aind

a timely manner during the term of this Agreement
with the study data required by the Protocol in
properly completed case report forms, within 48rsou
of a patient visit. Clinical Site also guarantelst the
Principal Investigator will notify the CRO and
Sponsor about any serious and/or unexpected adverse
event within the specified timelines according be t
Protocol, Sponsor's SOPs, national laws and
international requirements. Clinical Site furtlagrees

to follow up such notification with appropriate oets

in compliance with all applicable legal and regoigt
requirements.

3.4 Inspections/Audits. To inspect the progresshef
Study and the quality of obtained results CliniSite
agrees to permit representatives of the CRO and/or
Sponsor, and/or any regulatory authority to exanaine
any reasonable time during normal business hours:

a) the facilities where the Study is being condugted

b) raw Study data including original patient recrid
allowed under the terms of the Informed Consent;

c) any other relevant Study documents including but
not limited to results and materials necessary to
confirm that the Study is being conducted in
conformance with the Protocol, applicable national/
state and local laws and regulations and in compéa
with applicable FDA and EMEA regulations.

Clinical Site shall immediately notify CRO if any
regulatory authority schedules or, without scheuyli
begins an inspection and shall promptlyprovide
Sponsor and CRO with a copy of any regulatory
correspondence related to any such inspection éxcep
for any information concerning confidential patient
data and other confidential information which may n
be disclosed according to applicable local laws and
regulations. Clinical Site shall cooperate with the
representatives of such authorities and reportR@©C
and Sponsor any findings during such audit.

3.5CorrectiveAction. Clinical Site agrees to takey a
reasonable actions requested by the CRO to cure
deficiencies noted during an audit or inspectiom. |
addition, CRO shall have the right to review any
correspondence to any applicable regulatory aughori
generated as a result of an inspection prior to
submission by the Clinical Site.

3.6 Return of Materials. Clinical Site is obliged t
return to the CRO all study materials and equipnasnt

ZodpovednyskuSajaci bude po dobu platnosti
tejtoZmluvy CRO pravidelne acas poskytové Udaje
vyZadované Protokolom
v riadnevyplnenychzaznamovych
formularoch@astnikov klinického skdSania. Centrum
klinického skuSania satiez zéuje, Ze
Zodpovednyskusajici upozorni CRO a Zad&diatea
akékd'vekvazne al/alebo n&akavanéneziaducetiaky

v stanovenych lehotdch  pkad  Protokolu,
pod’astandardnychopefaychpostupov (SOP)
Zadavatéa, podanarodnychzakonov a

medzinarodnych poziadaviek. Centrum klinického
skuSania taktiezsuhlasi s tym, Ze tietoinforma@dép

v nélezitej forme vsllade sovSetkymi platnymi
pravnymi a inymireguknymipoziadavkami.

3.4 InSpekcie/Audity. Za delom kontroly priebehu
Klinického skuSania a kvality ziskanych
vysledkovCentrum klinického skuSaniasuhlasi s tyen,
umozni zastupcom CRO a/alebo Zadakate a/alebo
akymkdvekspravnym  Gradom vykofia kontrolu
v ktoromkd’'vekrozumnom case

v priebehupracovnychhodin:

a) kontrolu priestorov, kde sa realizuje Klinické
skdSanie;

b) kontrolu zdrojovych
materialovobsahujucichoriginalne zaznamy
o pacientovi, pokia to umo#uje Informovany suhlas
pacienta.

¢) kontrolu akychktvekinychrelevantnychdokumentovz
Klinického skuSaniazahujuce, nie vSak len, vysledky a
materialy potrebné prepotvrdenie, Ze Klinické skiga
je realizované v sulade s Protokolom, s platnymi
pravnymi a inymipredpismi a v stlade sosmernicami
FDA a EMEA.

Centrum klinického skdSanianeodkladne
CRO, v pripade, Zeniektory

zospravnychdradovoznami, Ze  vykonainSpekciu,
pripadné vykona neohlasentinSpekciu a okamzite

informuje

poskytne Zadéavafevi aCRO
képiuakejkdvekkoreSpondencie

s UradomoradominSpekcie, S
vynimkouakychkdvekinformaciitykajucich
sadbvernychudajovpacientov a dalSich

dévernychinformacii, ktoré nemdZzu trverejnené v
stulade s platnymi zdkonmi a narodnymipredpismi.
Centrum klinického skuSania musi spolupracosa
zastupcamitychtoorgdnov a informdvaCRO a
Zadavatéa o akomkdévekzisteni behomtohto auditu.

3.5 Napravnéopatrenia. Centrum klinického
skdSaniasuhlasi s vykonanim
odovodnenychopatreniptapoziadaviek CRO  za

Gcelom napravy nedostatkovzistenych v priebehu auditu
alebo inSpekcie. Okrem toho CRO budet nméavo
nahliadnéé do koreSpondencie sospravnymuaradom,
ktora je dosledkom inSpekcie,
eStepredodoslanimCentrom klinického skdSania.

3.6 Vratenie materidlov. Centrum klinického skuagei
povinnévrati CRO vSetok material a vybavenie ku
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well as all Confidential Information, given by tkdRRO
and/or Sponsor for study purposes. Used and unused
study product will be destructed locally. Dispensed
product and packaging material of used study produc
can be discarded as usual waste. Patient doesamet h
to return any packaging material or study produzt d
the clinical Site.

3.7.Terms and Conditions for study product andalent
equipment

a) The provision of rental equipment (if applicgble
must be in accordance with anti-corruption policies

b) All trial products and all information pertaigin
thereto given to Investigator are exclusive propeit
Sponsor.

4. Terms and termination of theAgreement

4.1 Terms.The terms of this Agreement shall begin on
the date of signature of all contractual partias,ttoe
top of the first page, with effectiveness in aceorck
with the § 5a Act. 211/2000 Coll. on free access to
information, as amended, on the day following its
publication on Central Register of contracts ofvalo
Republic. Contract shall end by the clinical tr&ie
closure, unless sooner terminated in accordance wit
the terms hereof or new Enrollment Period.

4.2 Termination.CRO may terminate this Agreement

effective immediately upon written notice. The @iad
Site may terminate upon written notice if
circumstances beyond the Clinical

Site'sreasonablecontrol prevent the Clinical Sien
completing the Study, or if the Clinical Site reasbly
determines that it is unsafe to continue the Stughon
receipt of notice of termination, the Clinical Sgball
immediately cease any subject recruitment, follbe t
specified termination procedures, ensure that any
required subject follow-up procedures are compléied
accordance to the Protocol except if the safetguch
enrolled patients could be endangered or if the
Principal Investigator is otherwise instructed by
Sponsor, and make all reasonable efforts to mimmiz
further costs. CRO shall make a final payment for
visits or milestones properly performed pursuarhte
Agreement in the amounts specified in the Appendix
A; provided, however, that ten percent (10%) of thi
final payment will be withheld until final acceptmn

by Sponsor of all subjects CRF pages and all data
clarifications issued and satisfaction of all other
applicable conditions set forth in the Agreement.

Clinical Site acknowledges that the Sponsor has the
right at any time, with at least thirty (30) daysop
written notice to the Clinical Site, to terminateist
Agreement. In event of such termination by Sponsor,
Clinical Site shall immediately cease, upon receipt
such notice, to enroll patients and to ensure that
Principal Investigator treats already enrolled gratt
with the Study product, except if the safety of lsuc
enrolled patients could be endangered or if the
Principal Investigator is otherwise instructed by

Klinickému skdsaniu atiezvSetky  dokumenty
obsahujucedéverné informacie, ktoré poskytlo CRO
alebo Zadavatepre &ely KlinickéhoskiSania. Pouzity
a nepouzity skuSany produkt sa bude deStiova
lokalne. Produkt vydany pacientovi a obalovy maieri
z pouzitého skaSaného produktu, méze hyesSkodneny
ako bezny odpad. Pacient obalovy material, aniykbd
nemusi vracacentru klinického skusania.

3.7 Podmienkytykajice saSkuSanéhoproduktu a
zapozéaného vybavenia:
a) poskytnutiezapo&ného vybavenia (v

pripadepotreby) musi Byv sllade s protikorwmymi
zasadami.

b) vSetkySkuSané produkty a vSetkynalezitéinformaci
ktoréstodovzdanéskuSajlicemu, stvyhradne VO
vlastnictveZadavata.

4. Zmluvné podmienky a zruSenie Zmluvy

4.1 Zmluvné podmienkyZmluva vstupuje do platnosti
diom jej podpisuvSetkymi zmluvnymi stranami,
uvedenym v hornejéasti prvej strany, adnnog’
nadobudne vzmysle § 5a z&R11/2000Z.z.

o slobodnom pristupe k informaciam v platnom zneni,
dinom nasledujdcim po dni jej zverejnenia v Centralnom
registri zmlav SR. Jej platnokorgi zatvorenim centra
klinického skuSania, pokia nebude uko¥ena skoér

v sllade s podmienkami uvedenymi nizSie pripadne
v dosledku nového obdobia naboru.

4.2 Ukortenie Zmluvy. CRO moze tuto Zmluvu
vypovedd s okamzitou platndsu na zéklade
pisomného oznamenia. Centrum klinického skuSania
mébze pisomne vypovetatito Zmluvu, poki# mu
skutatnosti mimo jeho rozumnecakavat&nu kontrolu
znemo#uju dokorgit’ Klinické skuSanie alebo pokKia
usudi, ze nie je bezpeé pokraova’ v Klinickom
skusani. Po prevzati oznamenia a vypovedani Zmluvy
Centrum Kklinického skuSania okamzite ukbmabor
subjektov, bude sa riatlistanovenymi ukatovacimi
postupmi, zabezgé Ze akékévek proceddry potrebné
pre subjekt budd dokéené v sulade s Protokolom, s
vynimkou pripadov, kedy by bezpog tychto
zaradenych pacientov mohlatbghrozena alebo polia
ma zodpovedny skid3ajuci iné pokyny od Zaddsate
vynalozi primerané Usilie pre minimalizaciialSich
nakladov. CRO zaplati kotieou platbu za vizity alebo
za mrniky dosiahnuté pd@é tejto Zmluvy vo vySke
uvedenej v Prilohe A; desapercent (10%) z tejto
kon&nej platby vSak bude zadrzanych do karého

odsuhlasenia vSetkych zaznamovych
formularov&astnikovKlinického skuSania a
vyjasneniavsetkychvydanychidajov a
splnenivSetkyctialSichpodmienok  stanovenych v
Zmluve.

Centrum Kklinického skuSania berie na vedomie, Ze
Zadéavaté moze kedyktvek vypovedd platnos tejto
Zmluvy a to pisomnym oznamenim v predstihu
najmenej tridsé (30) dni. V pripade vypovedania
Zmluvy ZadavatBom, Centrum klinického skudSania
okamzite po obdrzani takéhoto oznamenia tkoéabor
subjektov a zabezpe Ze Zodpovedny skuaSajlci
prestane uz zaradenych pacientovitie Skisanym
produktom, s vynimkou pripadov, kedy by beapest’
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Sponsor.

Upon any termination, Clinical Site shall ensuratth
any Study product, Study material and equipmenit wil
be returned or destroyed as instructed by CRO or
Sponsor.

5. Intellectual property / patents / confidentiality /
data protection

5.1 Intellectual property/patents.

a) As Principal Investigator is obliged to conduct the
Study strictly according to the Protocol it is not
intended that the Study leads to the generation of
know-how, discoveries or patentable inventions
(“Inventions”). However, in the event any Inventitn
made by Principal Investigator in connection witie t
conduct of the Study, this shall be promptly diseld

by Principal Investigator to Sponsor. Principal
Investigator is obliged to assign his/her rightatieg

to the Invention to CRO and/or Sponsor. All datd an
inventions resulting from the trial as well as sidy
results shall be exclusively owned by Sponsor, who
shall have the sole and exclusive right to apply fo
world-wide patent rights in its own name and itsnow
costs, naming the inventor, and to make unlimited u
of the Inventions. Clinical Site is obliged to ioge
respective obligations as set forth in this Agresnus
Investigator and all persons involved in the clihic
trial.

b) The contracting parties hereby agree that any
compensation which may be due to the Principal
Investigator on the basis of any regulations foy an

Inventions is fully paid up by the CRO respectivbly

the Sponsor by the financial reimbursement to the
Principal Investigator as agreed upon in Articleof7
this Agreement. Clinical Site is solely responsitde
compensate its employees and Investigator

intellectual property rights created in the perfanoe
of the Study.

for

c) All projects, data, documents, information,
experiences and inventions resulting from the Stacty
exclusively owned by Sponsor. Accordingly Sponsor
keeps all rights for worldwide commercialization itf
respective products and licenses without any c#gtnis.

d) Clinical Site certifies that the above mentioned
obligations are not contradictory to any other agrent
concludedwith his/her employees and/or third partie

zaradenych pacientov mohlatbghrozenda alebo pokia
ma Zodpovedny skdsajlci iné pokyny od Zadéaiate

Po akomkdvek ukorgeni skuSania, Centrum klinického
skdSania je povinné zabezpe Ze vSetok SkiSany
produkt, materidl a vybavenie bude vratené alebo
znicené potla pokynov CRO alebo Zadaviae

5. Intelektualne vlastnictvo / patenty / dévernog/
ochrana udajov

5.1 DuSevné vlastnictvo /patenty.

a) Pretoze Zodpovedny skuSajici je povinny vyliona
Klinické skiSanie presne ptalprotokolu nepredpoklada
sa, ze Klinické skuSanie povedie k vytvaraniu know-
how, objavom alebo patentoviitgm vynalezom
("Vynalezy"). Hoci, v pripade, Zodpovedny skiSajuci
urobi Vynalez v suvislosti s prevedenim Klinického
skiSania, musi neodkladne vysledky zvetejni
Zadavatéovi. Zodpovedny skusajuci je
povinnypostlpisvoje prava tykajuce sa Vynalezu, CRO
alalebo Zadavafevi. VSetky (daje a Vynalezy
vyplyvajuce z Klinického skuSania, rovnako ako kget
vysledky Klinického
skdSaniasuvyknymvlastnictvomZadavatektory ma
vyhradné a vyltné pravo poziadapo celomsvete o
patentovanieVynalezov na svoje vlastne meno a svoje

vlastné naklady, menowdynalezcov a
uskut@nova’¢éasovo neobmedzené vyuzitie
Vynalezov.Centrum klinického skuSania je

povinnéulozZiprislusné povinnosti rshnlivosti, ako je
uvedené v tejto Zmluve, skdSajucim a vSetkym osobam
zapojenym do Klinického skuSania.

b) Zmluvné strany sa dohodli, Ze akékek naklady,
ktoré vznikliZodpovednémuskuSajucemu na
zakladeakychkivekpredpisovofadom Vynalezov, budu
plnehradené CRO respektiveZadalate, a to
finan¢nourefundéciouZodpovednémuskusajucemu, ako
to bolo dohodnuté ¢lanku 7tejtoZmluvy. Vyhradne
Centrum klinickéhoskusania nesie akBlek
kompenzané zavazky vd& svojim zamestnancom a
skuSajucim v savislosti s pravami na ochranu duSkeon

vlastnictva  vzniknutého v priebehu  prevedenia
Klinického skusania.
c) VSetky projekty, Udaje, dokumenty, informécie,

skusenosti a Vynalezy, ktorévzisli z Klinického Shdia,
su vylwnym vlastnictvomZadavata. Preto si
ZadavatévyhradzujevSetky prava na celosvetovl
komercializaciusvojichprisluSnychproduktov a licénc
bez akychkbtvek obmedzeni.

d) Centrum Kklinického skuSania potvrdzuje, Zze wySSi
uvedené povinnosti nie sU v rozpore so Ziadnou inou
Zmluvouuzavretou s jeho zamestnancami alebotsure
stranou.
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5.2Confidentiality
a) All visual, oral, written and/or electronic

information and data on the investigational product
(including, but not limited to, documents, desadadps,
data, CRFs, photographs, videos and instructiarg},
materials (including, but not limited to, the Studyug
and comparator products), provided to the Clinfis

by CRO, Sponsor, or their agents, or generated
pursuant to the Study, and all visual, oral, wntte
and/or electronic data, reports and informatiolatireg

to the Study or its progress (hereinafter, the
"Confidential Information”) shall be treated sthct
confidential .

b) Clinical Site is fully responsible for complying thi
the confidentiality obligation.

c) Disclosure of confidential information to
Investigator, persons included in the clinicalltna to
third parties to whom it shall be necessary andrasd

for the conduct of the Study can follow only aftbe
Clinical Site has imposed respective obligations on
such persons as set forth in this Agreement.

d) Clinical Site’s obligations further include, butear
not limited to:

a. not disclosing the Confidential Information to
any third party without prior written consent
by Sponsor,

b. not using the Confidential Information for
any other purpose but the one agreed herein

e) The confidentiality obligation set forth in this
Agreement shall expand for a period of 15 yearsraft
termination of this Agreement but shall not apply t
Confidential Information to the extent that it: if) or
becomes publicly available through no fault of the
Clinical Site; 2) is disclosed to the Clinical Sivy a
third party not subject to any obligation of comficte;

3) must be disclosed to IRBs, IECs, applicable
regulatory authorities, or patiehtasurance companies
according to the applicable law; 4) must be inctude
any subject'sinformed consent form according to the
applicable law; 5) is published in accordance with
Article 5.3; or, 6) is required to be disclosed by
applicable law.

5.3 Data protection.

CRO and Clinical Site will provide for patient data
protection according to applicable law and pursuant
point 5.2 of this Agreement.

6.Publication

It is understood and agreed that any and all
information, data or discoveries resulting from,
generated or developed by the Study is the propdrty
Sponsorand may be used by Sponsor in connection
with any of its research, development, marketing or
promotional activities.
Sponsorhasunrestrictedpublicationrightsondatatiegult

5.2 Doverné informécie

a) VsSetkyvizualne, astne, pisomné a elektronické
informacie a udaje dadomSkuSaného lieku (vratane,
nie vsak len, tykajucichsadokumentov, popisov, ddaj
zaznamovych formuléarovastnikov klinického skdSania,
fotografii, videa a inStrukcii) a materialy (vragamie
vSak lenolladomSkusanéholieku a refetesich
produktov), poskytnuté Centruklinického skudSaniaGCR
Zadavat€omalebo ich zastupcom, alebo vytvorené na
zakladeKlinického skuSania a vSetky vizualne, Ustne
pisomné a elektronické (daje, spravy a informacie
tykajucesa Klinického skdSaniaalebo ich postupu
(d’alejlen ,Dbverné informacie”) budlspracované ako
prisne doverné.

b) Centrum klinického skuSania je plnezodpovedné za
dodrziavanie dévernosti a ochrany udajov.

c) PoskytnutieDévernych informécii skaSajucim, caob
zahrnutym do Klinického skuSaniaalebo tretim stmana
pre ktoré je to potrebné a doblezité preprevedenie
Klinického skiSania, je mozné len v pripade, Zet@em
klinického skaSaniaulozi tymto osobam prislusné
povinnosti méanlivosti, ako je uvedené v tejtoZmluve.

d) Povinnosti Centra klinického skuSawialej zahtuju,
ale nie si obmedzené na nasledovné:

a. nezverejova Doverné
informacie  ziadnej tretej strane bez
predchadzajuceho pisomného suhlasu zo

strany Zadavata,

b. nepouzivé Dbéverné informécie
na Ziadne iné dely nez aké boli ustanovené
v tejto Zmluve.

e) Povinnogzachovéddvernog, ako je uvedené

v tejtoZmluve, trva aj 15 rokov po ukéeni platnosti
tejto Zmluvy, ale newahuje sa na Ddvernéinformacie
vrozsahu, vktorom: 1) s, alebo sastanUverejne
dostupnymi bez zavineniaCentra klinického skusa?ja;
stposkytnutéCentru klinického skiSaniée stranou,
ktordnepodlieha povinnosti zachovérdcanlivos’; 3)

musiabyposkytnutéEtickej komisii,
prisluSnymspravnym Uradomalebo zdravotnym
poig’ovniam pacientovv  sllade s platnymi

pravnymipredpismi;4) musialbgahrnuté v niektorom
z informovanych suUhlasov pre subjekt Klinického
skiSania v sulade s platnymi pravnymipredpismi; 5)
stzverejnené v suladeiléinkom 5.3 tejtoZmluvy; alebo,
6) ich poskytnuti je pozadovanépravnymipredpismi.

5.30chrana Gdajov.

CRO a centrum klinického skisania zabézmehranu
Udajov pacientov v Klinickom skGSani v stlade
s platnou legislativou a s bodom 5.2 tejto Zmluvy.

6. Publikovanie

Rozumie sa a suhlasi sa, Zze vSetky informacie,elidaj
alebo objavy vyplyvajace z, vytvorené alebo vyvénut
pocas Klinického skiSania su majetkom Zadaketa
mézu by pouzité Zadavatem v ktorejkdvek z jeho
vyskumnych,  vyvojovych, marketingovych  a
propagénych aktivit.Zadavatema neobmedzené pravo
publikova® Udaje vyplyvajuce z Klinického skuSania.
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fromtheStudySponsormayalso givedatatothirdpartresfo
publication Sponsor has the right to name co-asthor
Before  submission for publication Principal
Investigator must provide all manuscripts to
Sponsorfor review and comment. In order to ensure
that Sponsor will be able to make comments and

Zadavaté mbze tiez poskytniitdaje tretej strane za
Ucelom publikovania. Zadavdtge opravneny menova
spoluautorov. Pred odoslanim prispevku na
publikovanie je zodpovedny skdSajlci povinny
poskytn&@ vSetky rukopisy Zadavdtevi na kontrolu a
pripomienkovanie. Aby bolo zaistené, ze Zadalvate

suggestions where pertinent papers must be provided bude mé¢ vznasé pripomienky a podnety pokKiasu

no later than eight (8) weeks and abstracts no thsn
two (2) weeks before submission For publication.
Sponsor will respond to such submissions within a
reasonable period of time, not to exceed thirty) (30
days. All reasonable comments made by Sponsor in
relation to a proposed publication must be incompext
into the publication.

Having in mind that the trial is multi-centred, any
publication based on the results obtained at thadal
Site (or a group of Clinical Sites) shall not bedma
before the multi-centre publication(s), i.e. befdudl
Study results publication. In agreement with thaly
Principal Investigator (for sake of clarity the rter
“Trial's Principal Investigator” means the worldvwed
responsible Investigator) and Sponsor, subjecthéo t
conditions set forth above, the participating
Investigators may publish on data they have
contributed after obtaining agreement with the M&ia
Principal Investigator and Sponsor in writing.

7. Financial compensation

Compensation for Study conducted under the present
Agreement is stipulated by the Appendix A of the
present Agreement, which is considered to be an
integral part herein and is meant only for Clinitddl
site.CRO declares that financial compensation édfin
in Appendix Ais forming at least 1/3 of the total
compensation (that is, total compensation for the
Clinical trial site and investigators) set for perhance

of clinical trial in Clinical trial site. Compensan of

the investigators will be paid in the amount andem
the conditions agreed in a separate contract batwee
the CRO and investigators.

8. Financial disclosure / principles of co-operatio

8.1 Clinical Site shall not employ, contract with o
retain any person directly or indirectly to perfothe
Study under this Agreement if such a person is
debarred by the FDA under the United States
regulation 21 U.S.C. 335a (Section 306, FederablFoo
Drug and Cosmetic Act). If CRO or Sponsor provides
financial disclosure forms to the Clinical Site puant

to U.S. regulatory requirements, then the Clinisaé
agrees that, for each investigator or sub-invettiga
listed or identified in Trial staff list who is dictly
involved in the treatment or evaluation of research
subjects, it shall promptly return to CRO a Finahci
disclosure form that has been completed and sigged
such investigator or sub-investigator, which shall
disclose any applicable interests held by those
investigators or sub-investigators or their spouses
dependent children. CRO may withhold payments if it

relevantné, dokumenty musia tbgorwené najneskor
osem (8) tyzdov a abstrakty najneskor dva (2) tyzdne
pred podanim ziadosti o publikovanie. Zadakdtade
reagovd na také podanie v primeranejlehote,
nepresahujucejtridéa (30) dni. VSetky rozumné
pripomienky od Zadavafa v suvislosti s navrhnutou
publikdciou musiabty zalenené do publikacie. Je
potrebné ména zreteli, Ze v pripade multicentrického
Klinického skdSania nesmutpublikované (daje
zalozené na vysledkochdosiahnutych Y%
Centreklinického skuSania (alebo v skupineCentier
klinickych skaSani) pokimed6jde k publikovaniu

z multicentrickéhoskiSania, tj. pokieddjde k
publikacii Gplnych vysledkov Klinického skiSaniao P

dohode sozodpovednymskuisajdcim preKlinické
skusanie (preobjasnenie terminu
“zodpovednymskuSajucim  pre  klinické skiSanie”

Znamena celosvetovozodpovednyskisajaci) a
Zadavatéom, za podmienok uvedenych vysSie,
zKashujuci sa skdSajucimdézu publikot/a Udaje,
kuktorymprispeli, po pisomnejdohode
sozodpovednymskuSajucim preKlinické skudSanie a
Zadavatéom.

7. Finanéna odmena

Odmena za Kilinické skuSanie vedené v sulade so
Zmluvou je dohodnuta v Prilohe A tejto Zmluvy, kior

je povazovana za &g Zmluvy, aje wena len pre
Centrum skuSania. CRO prehlasuje, Zze odmena uvedena
v Prilohe A tvori minimalne 1/3 z celkovej odme(y.

z odmeny utenej spolu pre Centrum skdSania
a skuSajluceho) ©enej na realizovanie klinického
skuSania v Centre klinického skuSania. SkiSajuaideb
odmena vyplatendA vo vySke aza podmienok
dohodnutych v samostatnej zmluve uzatvorenej medzi
CRO a skusajucimi.

8. Odhalenie finartnych zaujmov [/ princip
spoluprace
8.1 Centrum klinického skudSania nezamestna,

nezazmluvni alebo priamdi nepriamo nezapoji do
realizacie Klinického skiSania v tejto Zmluve osphki

je tato osoba vykenad FDA v sulade s legislativou
Spojenych Statov americkych 21 U.S.C. 335a (Sekcia
306, Federalny zakon o potravinach, liekoch a
kozmetike). Ak CRO alebo Zadavétposkytne Centru
klinického skuSania Formulare odb@ice finagné
zaujmy vsulade sreg@laymi  poziadavkami
Spojenych  Statov americkych, potom Centrum
klinického skuSania suhlasi stym, Ze pre kazdého
skuSajuceho alebo spoluskisajuceho uvedeného alebo
identifikovaného v Zozname skuSajuceho personalu,
ktory je priamo zapojeny do kienia alebo vySetrovania
subjektov klinického skdSania, promptne vrati CRO
vyplneny Formuldr odHajdci finartné zaujmy
podpisany danym skiSajucim alebo spoluskiSajacim,
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does not receive a completed Financial disclosoma f
from each such investigator and sub-investigatbe T
Clinical Site shall ensure that all such Financial
disclosure forms are promptly updated as needed to
maintain their accuracy and completeness during the
Study and for one (1) year after its completioneTh
Clinical Site agrees that the completed Financial
disclosure forms may be subject to review by
governmental or regulatory agencies, Sponsor, CRO,
and their agents, and the Clinical Site consentsitih
review. The Clinical Site further consents to the
transfer of its Financial disclosure forms to the
Sponsor's country of origin, and to the U.S., even
though data protection may not exist or be as
developed in those countries as in the Clinicagé'Sit
own country.

8.2 Both prior to and during the course of the @tdide
Investigator and his/her teams may be called upon t
provide personal data. This data falls within tbepe of
the law and regulations relating to the protectisn
personal data. For the Investigator, this persdatd may
include names, contact information, work expericarug
professional qualifications, publications, resumesd
educational background for the following purpos@s:
the conduct of clinical trials, (ii) verification yb
governmental or regulatory agencies, the Spon€R),C
their agents and affiliates, (iii) compliance witgal
and regulatory requirements, (iv) publication on
official websites and databases that serve a cabfear
purpose; and (v) storage in databases to facilitate
selection of Investigators for future clinical tsa
Names of members of Clinical Site staff may be
processed in CRO' study contacts database for -study
related purposes only. The Sponsor shall be tha dat
controller for such personal data except that, KQC
deals with any personal data under this Agreement i
the manner of a data controller, CRO shall be thta d
controller of such personal data to the extentuwhs
dealings. CRO may process "personal data", aseatefin
in the Data Protection Directive 95/46/EC and
applicable legislation (collectively "Data Protecti
Legislation"), of the Investigator and Clinical Sitaff
for study-related purposes and all such processilig
be carried out in accordance with the Data Praiacti
Legislation.

9. Dispute resolution

In case of occurrence of any disputes between the
contractual parties based on the present contiaet,
contractual parties undertake to resolve them by
negotiations. In the event if during negotiationsvas

not possible to reach the agreement, dispute sleall
transferred on considerations of competent Court of
Slovak Republic.

ktory uvedie vSetky relevantné skammsti a zaujmy,
ktoré mb6ze m@a dany skdsSajuci alebo spoluskisajuci,
pripadne ich partneri/ky alebo zavislé deti. CROzend
pozdrz& platby, ak neobdrzi vyplneny Formular
odhaujuci finainé zaujmy od kazdého skiSajuceho
alebo  spoluskuSajiuceho  uvedeného v Zozname
skuSajuceho personalu. Centrum Kklinického skiSania
zabezpéi, aby vSetky tieto Formulare odhgice
finanéné zaujmy boli v pripade potreby promptne
aktualizované, v zaujme zabeZpmia ich presnosti

a Uplnosti poas trvania Klinického skiSania a jeden (1)
rok po jeho uko#eni. Centrum klinického skudSania
suhlasi, ze vyplnené Formulare otllijace finagné
zaujmy mobzu by podrobené kontrole Statnymi
a regulgnymi Gradmi, Zadavatem, CRO, aich
zastupcami a umozni tato kontrolu. Centrum klintaké
skdSania tiez umozni prepravu svojich Formularov
odhdujucich finagné zaujmy do krajiny sidla
Zadavatéa a do Spojenych Statov americkych, ato aj
v pripade, Ze v danych krajinach nie je zaisterbal
rozvinuta taka ochrana udajov, ako v krajine Centra
klinického skuSania.

8.2 P&as aj po ukoteni Klinického skudSania,
skuSajuci ajehol/jej tim mbze By vyzvany

k poskytnutiu osobnych Gdajov. Tieto Udaje spadigju
oblasti ochrany osobnych Gdajov v stlade so zakonom
a nariadeniami. U skiSajuceho modZzu tieto osobageld
zaltha mend, kontakiné informacie, pracovné
skusenosti a odborna kvalifikaciu, publékal ¢innog’,
Zivotopisy avzdelanie za ¢élom: (i) realizicie
Klinického skUSania, (i) overenia narodnymi
aregulgnymi organmi, Zadavafem, CRO aich
zastupcami a partnermi, (iii) suUladu s pravnymi
a regulgnymi poziadavkami, (iv) publikovania na
oficialnych webstrankach a databazach, ktoré slgia
porovnaténé (ely; a (v) uchovania v databazach na
urahienie vyberu skuSajucich pre budice Klinické
skuSania. Mena zamestnancov Centra Kklinického
skdSania mdzu hyspracované v databaze kontaktov
pre Klinické skiSanie CRO iba preialy slvisiace

s Klinickym skdSanim. Zadavdtéude zodpovedny za
kontrolu osobnych Udajov okrem situacie, ak CRO
spraciva osobné (daje v sllade stouto Zmluvou
spO6sobom kontroléra Gdajov; vtakom pripade bude
CRO zodpovedna za kontrolu osobnych Gdajov
v rozsahu daného spracovania. CRO méze spracthvava
,0s0bné (daje" skuSajuceho a zamestnancov Centra
klinického skiSania pre potreby Klinického skuSania
tak, ako to definuje Smernica Eurépskeho parlamentu
a Rady 95/46/EC o ochrane jednotlivcov pri spranbva
osobnych (dajov a Vaom pohybe tychto Udajov a
platna legislativa vydana pod ekvivalentnou/podabno
narodnou legislativou (spdlpe: ,legislativa o ochrane
osobnych (dajov*), a vSetky Udaje budl spracivané
v sulade s legislativou o ochrane osobnych tGdajov.

9. RieSenie sporov

V pripade vyskytu akychkeek sporov medzi
zmluvnymi stranami, zmluvné strany sa zavazujlities
ich formou rokovania. V pripade, Ze qas rokovani
nebude mozné ptik dohode, spor bude postipeny na
posudenie prislusnému sudu v Slovenskej Republike.
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10. Other provisions

10.1 The present Agreement is formed and signéd in
copies each of which is considered to be origimal a
has the equal legal force.

10.2 The present Agreement is issued and signed in
English and Slovak languages. The parties hera&eag
that the Slovak version shall prevail over the kgl
one for all matters of interpretation and consforct

10.3 The present Agreement is governed by current
Slovak legislation.

10.4 The present Agreement may be changed, modified
or amended by signing of the corresponding document
by both parties of the Agreement.

10.5This Agreement shall constitute the entire
agreement between the parties. If there is anyliconf
between the provisions of this Agreement and the
provisions of the Protocol, the provisions of the
Protocol shall govern and prevail, including itsnte
relating to confidentiality.

Parties signatures

Clinical Site

Name and address

FNsP F.D. Roosvelta Banska Bystrica
Nam. L. Svobodu 1

975 17 Banska Bystrica
Slovenska Republika

Name of official Clinical Site’s representative

Ing. Miriam Lapunikova, MBA

Signature

Date

CRO

Name and address

SanacClis s.r.o.

10. Ostatné ustanovenia

10.1Tato Zmluva je vypracovana a podpisana v dvoch
vyhotoveniach, ptiom kazdé z nich je povazované za
original a obe su z pravnehdduiska rovnocenné.

10.2 Téato Zmluva je vyhotovena a podpisana
v anglickom a slovenskom jazyku.Zmluvné strany
tymto suhlasia, Ze rozhodujlca je verzia v slovensk
jazyku pre vSetky &ely interpretacie a vykladu.

10.3 Tato Zmluva sa riadi aktualnou legislativou
Slovenskej Republiky.

10.4Tato Zmluva mbéze Isfyzmenena, modifikovana
alebo upravena podpisanim prislusSného dokumentu
oboma zmluvnymi stranami.

10.5Tato Zmluva obsahuje UpInd dohodu medzi
zmluvnymi stranami. Ak nastane konflikt medzi
ustanoveniami tejto Zmluvy a Protokolu, ustanovenia
protokolu suU povaZzované za smerodajné a nadradené
Zmluve, vratane podmienok tahujdcich sa

k zachovaniu dévernosti bez vynimky.

Podpisy zmluvnych stran

Centrum klinického skuSania

Meno a adresa

FNsP F.D. Roosvelta Banska Bystrica
Nam. L. Svobodu 1

975 17 Banska Bystrica
Slovenska Republika

Meno zastupcu Centra klinického skusania

Ing. Miriam Lapunikova, MBA

Podpis

Datum

CRO

Meno a adresa
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Lermontovova 10
811 03 Bratislava

Slovenska Republika

NameofCRO'srepresentative

Ing.arch Juraj Fecanin

Signature

Date

Appendix A to the Agreement No:
01/2016_SF-C002_44_Institution

Compensation

CRO isobliged by Sponsor to provide the
compensations for the Study, which shall be pravide
for every completed patient under Protocol andlshal
be calculated in accordance to the number of patien
enrolled as of enrolment date. For every patient
enrolled in accordance with inclusion criteria bet
Protocol and completed patient, Clinical Site sheall
paid the sum of 933,1 EURO on the basis of the
following payment schedule per visit and actually
performed visits. Payment to the Clinical Site asve
all costs of the Clinical Site in connection withet
Study, except CT examination— that will be paiddohs
on real expenses by the sum of 1232,134 EUR and
whole body DXA examination by the sum of
193,7118 EUR. Payments will be realized based on
performed visit according to schedule below.

Payment per patient Euro
Visit 1 (Screening) 183, 30
Visit 2 (Baseline) 216, 60
Visit 3 (Week 3) 83,3
Visit 4 (Week 6) 150
Visit 5 (Week 9) 83,3
Visit 6 (Week 12) 216, 60

Per each patient that will not be randomized, but
performed a complete screening visit, 166,60 Euros
will be paid.

SanacClis s.r.o.
Lermontovova 10
811 03 Bratislava

Slovenska Republika

Meno zastupcu CRO

Ing.arch Juraj Fecanin

Podpis

Datum

Priloha A k Zmluvec¢islo:
01/2016_SF-C002_44_Institution

Odmena

CRO je Zadavat®em poverena poskyttilodmenu za
Klinické skuSanie, ktora bude vyplatena za kazdého
ukorteného pacienta v sulade s Protokolom a bude
vypacitana na zéklade ptu pacientov zaradenych do
Klinického skudSania od datumu naboru. Za kazdého
pacienta zaradeného v sulade s kritériami pre earad
do Kilinického skaSania uvedenymi v Protokole
a ukorteného pacienta, bude Centru klinického
skdSania vyplatena suma 933,1EUR. Platba institdcii
pokryva vSetky naklady pre Centrum Kklinického
skuSania v suvislosti s Klinickym skaSanim, okre C
vySetrenia — to bude hradené padealnych nakladov
ato vsumel232,134 EUR acelotelového DXA
vySetrenia vsume 193,7118 EUR.Platby budu
realizované na zaklade dole uvedeného rozpisu
a skut@ne vykonanych vizit.

Platba za pacienta Euro
Vizita 1 (Skrining) 183, 30
Vizita 2 (Baseline) 216, 60
Vizita 3 (Tyzdéi 3) 83,3
Vizita 4 (Tyzdéi 6) 150
Vizita 5 (Tyzdéi 9) 83,3
Vizita 6 (Tyzdei 12) 216, 60

Za kazdého pacienta, ktory nebude randomizovany ale
podstupil vSetky procedudry skriningovej vizity bude
vyplatena suma 166,60 Eur.
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Prematurely withdrawn patients will be paid for leac
completed visit as stated in table above.

1.1 Payment will be performed twice a year accadin
to the completed eCRF screenshots per visit and
summary list of visits performed till 30 of Junedadil

of December. The last payment will be done at tiee e
of the study as soon as all queries and data
clarification forms are resolved and no further tre

be expected.

1.2 Clinical Site will have 30 (thirty) calendaryda
from the receipt of final payment to dispute any
payment discrepancies during the course of theyStud

1.3 Clinical Site agrees, that sums above mentioned
include all applicable taxes which have to be paid
accordance with actual legislation.

1.4 Clinical Site is responsible for payment of any
taxes and fees, stipulated by the current legisiabif
Slovak Republic.

Additional expenses

2.1 Any additional expenses connected to the Study
shall be reimbursed to the Clinical Site only itku
expenses were previously approved by the Sponsor
and CRO. Compensation of expenses shall be
provided only on the basis of given invoices.

2.2 CRO shall not reimburse any additional expenses
which were carried by the Clinical Site without
previously written approval of the CRO or Sponsor.

Providing of payments

All payments connected to the Study shall be predid
by the CRO by bank transfer to the settlement aticou
of the Clinical Site mentioned below:

Account name: Statna pokladnica

Account no/bank code: SK3581800000007000278282
SWIFT/BIC: SPSRSKBA

Taxpayer ID No. (if applicable)

VAT-ID-No. (if applicable)

In case of changes in the bank details, Clinictd &i
obliged to inform the CRO in 15 (fifteen) banking
days term from the moment when such changes come
in force, by sending a written notification. Pastie
agree that in case of any changes in bank defaifseo
Clinical Site, addendum to Appendix A of Agreement
will be issued.

Parties signatures

Predtasnevyradenipacienti, budl vyplateny za vizity,
ktoré boli uskuténené potia tabuiky vysSie.

1.1 Platby bud( realizované dvakraténe na zaklade
vyplnenych elektronickych zaznamovych formularov
(Castnikov  Klinického skdSania za kazdd vizitu

a sumarneho vykazu uskdtenych vizit do 30. juna

a 31. decembra. Posledna platba bude realizovana na
konci Klinického skdSania, hdeako budld uzavreté a
nebudl ¢akavané ziadnd'alSie otazky a formulare pre
vyjasnenie Udajov.

1.2 Centrum klinického skuSania bude th&0 (tridsa)

dni od obdrzania poslednej platby na reklaméaciu
akychkdvek nezrovnalosti v platbach ¢@s Klinického
skdSania.

1.3Centrum klinického skuSania suhlasi, ze vysSie
uvedené sumy zaimaju vSetky platné zdanenia, ktoré
musia by uhradené v sulade s platnou legislativou.

1.4Centrum Klinického skaSania je zodpovedné za
platbu dani a poplatkov stanovenych platnou
legislativou Slovenskej Republiky.

Dodatoéné naklady

2.1 VSetky dodattné naklady spojené s Klinickym
skusanim budd Centru klinického skuSania preplatené
iba v pripade, Ze boli vopred odsuhlasené Zadbwate

a CRO. Néklady sa budi( prepléciba na zéklade
vystavenych faktur.

2.2 CRO nepreplati ziadne dodaié naklady, ktoré
vznikli Centru klinického skuSania bez predoslého
pisomného suhlasu CRO alebo Zad&iate

Poskytnutie platieb

VSetky platby spojené s Klinickym skdSanim budu
vyplatené prostrednictvom CRO formou bankového
prevodu na nizSie uvedenycail Centra klinického
skdSania:

Nazov @&tu: Statna pokladnica

Cislo (tu/kod banky: SK3581800000007000278282
SWIFT/BIC: SPSRSKBA

ICO (ak je dostupné)

IC DPH (ak je dostupné)

V pripade zmien v bankovych Udajoch je Centrum
klinického skuSania povinné pisomne informozaRO

do 15 (patn&y pracovnych dni od momentu, kedy su
tieto zmeny platné. Zmluvné strany sa dohodli, Ze
v pripade akychkivek zmien v bankovych Gdajoch
Centra klinického skuSania, bude vydany dodatok
k Prilohe A tejto Zmluvy.

Podpisy zmluvnych stran
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Clinical Site

Name and address

FNsP F.D. Roosvelta Banska Bystrica

Nam. L. Svobodu 1
975 17 Banska Bystrica
Slovenska Republika

Name of official Clinical Site’s representative

Ing. Miriam Lapunikova, MBA

Signature

Date

CRO

Name and address:

SanaClis s.r.o.
Lermontovova 10
811 03 Bratislava

Slovenska Republika

NameofCRO'srepresentative
Ing.arch Juraj Fecanin

Signature

Date

Centrum klinického skuSania

Meno a adresa

FNsP F.D. Roosvelta Banska Bystrica
Nam. L. Svobodu 1

975 17 Banska Bystrica
Slovenska Republika

Meno zastupcu Centra klinického skdsania

Ing. Miriam Lapunikova, MBA

Podpis

Datum

CRO

Meno a adresa:

SanacClis s.r.o.

Lermontovova 10

811 03 Bratislava

Slovenska Republika

Meno zastupcu CRO

Ing.arch Juraj Fecanin

Podpis

Datum
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