CLINICAL
TRIALS

robarts

ZMLUVA S KLINICKYM
PRACOVISKOM

CLINICAL SITE AGREEMENT

Protokol¢.: TP0503 ¢alej len, Protokol®)

Protocol No: TP0503 ¢he Protocol’)

Randomizovana, aktivne kontrolovana dvoj
zaslepena a otvorena, rozSirena Studia
zamerana na zhodnotenignnosti, dlhodobej
bezpeénosti a znaSanlivosti 3,2 ghtibeku
TPO5(d’alej len, skasany liek) na liecbu
aktivnej ulcerdznej kolitidy (UQ)Ialej len
,»Stadia®)

to A Randomised Active-Controlled Double-
Blind and Open Label Extension Study to
Evaluate the Efficacy, Long-term Safety an
Tolerability of TPO5 3.2 g/daff the Study
Drug”) for the Treatment of Active Ulcerativ
Colitis (UC) (“the Study)

o

TUTO ZMLUVU uzatvaraji spoknosti

THIS AGREEMENT is made by and
between

(1) Tillotts Pharma AG

(1) Tillotts Pharma AG

Baslerstrasse 15

Baslerstrasse 15

4310 Rheinfelden

4310 Rheinfelden

Svagiarsko

Switzerland

dalej len ZADAVATE L,

hereinafter SPONSOR

ktor( zastupuje jej splnomocneny zastupca

represented by its authorised agent

Robarts Clinical Trials B.V.

Robarts Clinical TisaB.V.

Pietersbergweg 17

Pietersbergweg 17

1105 BM Amsterdam

1105 BM Amsterdam

Holandsko The Netherlands

dalej len spolénog’ ,ROBARTS" hereinafter ROBARTS",

a (2) Fakultna and (2) Fakultna
nemocnica s poliklinikou F.D.Rooseveltmemocnica s poliklinikou  F.D.Roosevelta

Bansk& Bystrica, so sidlom Nam. L.Svobody

975 17, Banska Bystrica, Slovenska republika 975 17, Banska Bystrica, Slovakia

Banska Bystrica, so sidlom Nam. L.Svobodu

dalej len Jnstitdacia®,

hereinafter Institution ",

TYMTO

WHEREAS

(1) ZADAVATET kona v oblasti inovéacie
rozvoja farmaceutickych produktov;

a(l) The SPONSOR is in the business of
innovating and developing pharmaceutical
products;

(2)  Spol@nos’ ROBARTS v mene
ZADAVATETA zabezpéuje a spravuje

2) ROBARTS is acting on behalf of

SPONSOR to arrange and administer a multit

multicentrick Studiu s clem Klinicky

centre study to clinically evaluate the Study

1|
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vyhodnoti’ skdsany liek, ptiom ona alebo
niektora z jej dcérskych spaloosti uzavrela
zmluvu so ZADAVATH.OM tykajucu sa

Drug and it or one of its affiliates has entered
into an agreement with SPONSOR concernin
the management, funding and administration
the Study;

3) Institlcia preskimala  dostate
informacie o ZADAVATE:OVOM skaSanom
lieku, Protokol Studie a pritku pre
skuSajuceho, aby zhodnotila svoj zaujem
G¢ag’ na Stadii, pom kazdy sa chce gastnt’
na Stadii, ako sa konkrétnejSie uvadza v t
Zmluve.

3) Institution has reviewed sufficie
information regarding SPONSOR'’s Study Drt
the Protocol for the Study and the investiga
byochure to evaluate their interest

participating in the Study and each desireg
bjparticipate in the Study as more particulg
described in this Agreement.

(4) Zarwuje, Ze hlavnym skdsSajucim |
zamestnanec, zastupca alebo doddyv
Intiticie a opréwje hlavného skuSajuceh
vykondva vSetky zavazky v ramci stadi®r.
Balaz bol povereny vykonavanim Studie
InStitucii ako hlavny skuSajuci@lej len
»hlavny skdSajuct).

g4) Warrants that the Principal Investigator is
aegployee, agent or contractor of the Institut]
@and authorizes the Principal Investigator
perform all of his or her Study obligationSr.

Balaz has been designated to perform the S
at the Institution as principal investigator (t
“Principal Investigator”).

NA ZAKLADE TOHO S OH IIADOM na
priestory a vzajomnél'sby a dohody vyjadren
v tomto dokumente a v ramci inych dobrych
cennych uvézeni, ktorych prijatie a dostatng’
potvrdzuje na zéklade tohto dokumentu ka
zo zmluvnych stran, zmluvné strany maju
umysle podigat’ sa na Studii poskytovani
svojich sluzieb a zavazuju sa k nasledujucem

gof the premises and the mutual promises

NOW, THEREFORE, IN CONSIDERATION

eovenants expressed herein and for other (¢
and valuable consideration, the receipt
ydafficiency of which is hereby acknowledged
®ach of the parties hereto, The parties inten
mparticipate in the Study by rendering th
wservices and agree to the following:

e 2to 29

of

Nt
ug,
itor
in
to
y

r

an
on
to

tudy
he

and
jood
and
by
d to

1. ¢as’. Vykonavanie Studie

Section 1. Conduct of the Study

1.1 Protokol Stidie

1.1 Study Protocol

Charakter a rozsah Stadie su opisané
Protokole. Protokol vratane kazdého dodatkt
neoddeliténou s@ag’ou tejto Zmluvy {alej
len ,Zmluva®). V pripade akéhokivek rozporu
medzi touto Zmluvou a Protokolom, nadobud
tato Zmluva predna’s

The nature and scope of the Study are desc
I ije the Protocol.
amendments, constitutes an integral part of
Agreement (the Agreement)). In case of any
riaconsistency between this Agreement and
Protocol, this Agreement shall prevail.

ibed

The Protocol, including any

this

the

1.2 Requlany ramec 12 Requlatory Framework

Zmluvné strany sa dohodli, Ze Stadia sa budike parties agree that the Study will |be
vykonava v sulade s nasledujucim: conducted in accordance with:

» Helsinskd deklaracia Svetovej asociacke the Declaration of the Helsinki World

lekarov usmatujlica lekarov pri
biomedicinskom vyskume s¢#@x’ou l'udskych

Medical Association Recommendations Guid

ng

Physicians in Biomedical Research Involvi

subjektov vratane dodatkov, ako je uveden

ng

€Human Subjects including amendments as| set
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Protokole,

out in the Protocaol,

e ,Harmonizované smernice tripartity IC
pre spravnu klinicka prax, krok
(CPMP/ICH/135/95)",

He the "ICH Harmonised Tripartite Guidelin
5Guideline for Good Clinical Practice, Stef
(CPMP/ICH/135/95)",

poziadavky amerického Uradu pre kontrg
potravin a lieiv (ak je to relevantné pdd
Protokolu),

bl the requirements of the United States F
and Drug Administration (if applicabl
according to the Protocol),

bod

[¢)

Smernica 2001/20/ES Eurépske
parlamentu a Rady zo 4. aprila 2001
aproximacii zakonov, nariadeni a spravny
predpisov c¢lenskych Statov tykajucich S
uplatiovania spravnej Klinickej praxe p
vykonavani klinickych Stuadii tykajacich
liekov na humanne poufZitie,

q

3

he the Directive 2001/20/EC of the Europe
Rarliament and of the Council of 4 April 20
an the approximation of the laws, regulatig
aand administrative provisions of the Memtk
riStates relating to the implementation of gq
alinical practice in the conduct of clinic
studies on medicinal products for human use

an
D1
ns
er
od
Al

Smernica EU o spravnej klinickej pra
(2005/28/ES),

xp EU GCP Directive (2005/28/EC),

prislusné narodné, Statne alebo mies
pravne predpisy tykajlice sa verejného zdray
lieciv vratane vSetkych pokynov alebg
predpisov ustanovenych kazdym relevantn
Statnym orgdnom tykajlcich sa obchodné
spravania, regulacie a zdravia a b&nosti,

sthe the applicable national, state or
idegislation on public health an
pharmaceuticals, including all applicable
ybusiness conduct, regulatory, and health
sleafety guidelines or regulations established

any relevant governmental authority,

lo¢

al

and
by

Protokaol,

the Protocol,

kazdy konkrétny pokyn v ramci Stad
vydany spolénogou ROBARTS {alej len
»Pokyny"),

ie any specific Study instructions issued
ROBARTS or SPONSOR l[fistructions™),

by

v3etky ostatné relevantné pravidla
predpisy vratane vSetkych poZiadaviek
ochranu sukromia,

& any other pertinent rules and regulatio
riacluding all privacy requirements,

pricom vysSie uvedené sa suhrnne b
ozna&ova’ ako prisludné zakony.

utlee foregoing to be referred to collectively
“Applicable Laws.”

as

1.3 VSeobecné  povinnosti zavaz

Institdcie

a

k.3 General Duties and Obligations of
Institution

he

V pripade zmienky v tejto Zmluve o zavazko
vyplyvajacich len pre hlavného skuSajuce

cWherever, in this Agreement, reference is m

tato zmienka slazi len na prisludné informovanirincipal Investigator only, such reference

zmluvnych stran.

intended for the purpose of informing the part
to this Agreement accordingly.

nto obligations which are incumbent on the

ade

is
ies

InStiticia umo#uje hlavnému skuSajucen

pouzivad  vSetko potrebné vybaveni
medicinske pristroje a priestory, ktoré i
umoznia poskytowa  v3etky potrebné

zdravotnicke sluzby pacientom ¢agtiujucim
sa na Studii.

urhe Institution allows the principal Investigal

patients participating in the Study.

or

eto make use of all necessary equipment, medlical
mapparatus and premises, which will enable them
2to render all necessary medical services| to
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InStiticia  bude  informowa spol@&nod’

ROBARTS, naktko bude métakéto poznatky
0 vSetkych zmenach persondlu, zariadeni
metdd klinického vyskumu v Institdcii, ktoré [
mohli ovplyvni’ Stadiu.

aofa personnel, facilities and clinical resea

Study.

Hlavny skuSajuci ad’alSi persondl Instituci
priamo zaangazovany do Studie absolvuje
poZiadanie zo strany spdlwosti ROBARTS
alebo ZADAVATEI'A kazdé  stretnutig
skuSajucich, ktoré mézu Byorganizované pre
prospech Studie. Ak sa bude vyZadyvaby
InStitlicia  poverila  dastnika  spomedz
personalu Institlcie pre tieto stretnutia, tak
poverenie nesmie bezdbvodne odmiét
vykona® ani  ho bezdbvodne vykotid
oneskorene.

1 attend any investigator meetings that may
2organised for the benefit of the Study.

i of the Institution personnel at such meetings,

nwithheld or delayed.
:

InStiticia mbézZze menovadalSie osoby, ktore
bude povaZowa za vhodné, za pomocny(
skuSajucich dalej len jpomocni skusajuct),
ktori budld pomahahlavnému skusajucemu g
vykonavani Studie v Institacii v sulade
Protokolom a s prislusnymi zakonmi. Institd
bude vZdy informovaspol@&nos’ ROBARTS o
vSetkych menovanych pomocnych skiSajlcic
poskytne spolénosti ROBARTS aktualizovan
zoznam pomocnych skdSajacich po je
aktualizovani. Hlavny skuSajuci je zodpoved
za vedenie takéhoto timu pomocny
skuSajucich, ktori budld vo vSetkychTladoch
viazani rovnakymi zavazkami ako hlav
skusajuci.

> The Institution may appoint such oth
shindividuals as it may deem appropriate as S
investigators (hereinafter the Stib-
rinvestigators’) to assist the Principg
$nvestigator in the conduct of the Study at
Cimstitution in accordance with the Protocol g
Applicable Laws. The Institution shall ke
HREOBARTS informed of all Sub-Investigators
yappointed at all times and furnish ROBAR]
heith an up-dated list of Sub-Investigators fr(
nyme to time upon the same being up-dated.
chrincipal Investigator shall be responsible
leading such team of Sub-Investigators, whg
n@ll respects shall be bound by the s3
obligations as the Principal Investigator.

Intiticia a/alebo hlavny skuSajaci poskyt
kazdému pomocnému skudSajucemu kd
Protokolu a vSetky informacie, ktoré Institd
poskytol ZADAVATEL alebo spolénog’
ROBARTS. InStiticia zabezpe to, aby
pomocni skdSajuci boli plne informovani
skasanom lieku a Stadii. Okrem toho hlayv
skuSajlci je povinny zabezfié, aby si vsetc
zamestnanci a personal Institucie, ktori
zWashuju na Stadii, prétali Protokol a
rozumeli mu.

nehe Institution and/or the Principal Investigal
pwill provide to each Sub-Investigator, a copy
ciihe Protocol and all information furnished by 1
SPONSOR or ROBARTS to the Institution. T
Institution will ensure that the Sub-Investigat
are fully informed about the Study Drug and
ngtudy. Furthermore, the Principal Investiga
shall be responsible for ensuring that all staéf
geersonnel within the Institution who participa
in the Study have read and understood
Protocol.

V pripade, Ze hlavny skuSajuci bude neochg
alebo neschopny plihisi zavazky vyplyvajice
tejto Zmluvy, Institacia bude pisomne do 3 ¢
informova® o tom spolénos’ ROBARTS.
InStiticia sa bude snazi bezodkladne
vymenova@ nahradného hlavného skud3ajuce

thythe event Principal Investigator becomes ei
zunwilling or unable to perform the dutig
iméquired by this Agreement, the Institution w
inform ROBARTS in writing within 3 days. Th
Institution shall endeavour to promptly appoin
heplacement  Principal Investigator that

ktory je prijatény pre spoléno” ROBARTS a

e Principal Investigator, and other Institution
parsonnel directly involved in the Study, if s0
requested by ROBARTS or SPONSOR, shall

Institution is required to authorise the attendﬂnce

e 4to 29

The Institution, to the extent that it becones
aware, will inform ROBARTS about all changes

ch

ynethods at the Institution that may affect the

be
If

hen

étbis authorisation shall not be unreasonably

er
ub-

|l
the
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ZADAVATETTA.

acceptable to ROBARTS and SPONSOR.

1.4 Eticka
vybor/Schvalenie

komisia/Kontrolny
regutaym

1.4 Ethics Committee/ Review Board
Requlatory Authority Approval / Notifications

Uradom/Oznamenia

Spolanog’ ROBARTS alebo ZADAVATE
predloZia potrebné dokumenty alebo oznamé
regul@&nym UGradom v sllade s miestny
zakonmi. Studia moze sa’, az ke spola&nog’
ROBARTS pisomne oznami hlavnén
skuSajucemu, Ze drady vydali povolenie.

he
the
cal
the
'S
eir

ROBARTS or SPONSOR shall make t
xmiecessary submissions or notifications to
miegulatory authorities in accordance with lo
laws. The Study may not commence until
nPrincipal Investigator is informed by ROBART
in writing that the authorities have given th
authorization.

Spolaénog ROBARTS poskytne hlavném
skuSajucemu vSetku dokumentaciu potrebnd
predloZenie etickej komisii (komisiam), pq
ktord spada InStitacia. InStitacia/HIlavr
skiSajuci ziska pisomny suhlas tejto etic
komisie pred zahajenim 3&tudie a posky
spolanosti ROBARTS alebo jej poveren
osobe schvavaci list etickej komisie a zozna
v3etkych @astnikov stretnuti etickej komisi
InStitlicia  zarduje  dodrZzanie  vSetkyc
podmienok schvélenia ustanovenych etic
komisiou.

UROBARTS shall provide the Princip
Imwvestigator with all documentation required 1
ncubmission to the ethics committee(s) govern
the Institution. Institution/Principal Investigat
kehall obtain the written approval from su
treghics committee prior to commencement of
eBtudy and shall provide ROBARTS or

ndesignee with the ethics committee’s letter
capproval and a list of all ethics committee

hmeeting attendees. The Institution warrants that
@ny conditions of approval imposed by the

ethics committee shall be adhered to.

A
or
ing
Or
ch
the
ts
of

InStiticia poskytne etickej komisii v3etkyThe Institution shall provide the ethics
spravy/aktualizicie, ktoré bude vyZadfyvaa| committee with any reports/updates it requires
spolanosti ROBARTS poskytne koépie tycht@and shall provide ROBARTS with copies [of
dokumentov. such documents.

1.5 Informacie pre dastnika a informovany 1.5 Subject Information and Informed
suhlas Consent

Hlavny  skiSajuci  zabezpe podrobné The Principal Investigator shall ensure that,

vysvetlenie charakteru, vyznamu, désledko
rizik Stadie kazdému dastnikovi Stadie pre
skriningovou a ligebnou fazou. Pred zaraden
Gcastnika do Studie hlavny skiSajuci alebo jg
povereny zastupca ziska pisomny, datovar

y pior to the screening and treatment phases of
jthe Study, the nature, significance, implications
rand risks of the Study are explained in detail to
cleach Study subject.  Prior to the subject’s

yem@rolment into the Study, the Principal

podpisany informovany suhlaséastnika g Investigator, or their authorised delegate, shall
Ucag’ou, ako aj suhlas so zvefieyanim| obtain their written, dated and signed informed
dévernych informéacii, so spracovavanim| @nsent to participate, as well as consent for the
prenadSanim potrebnej dokumentacmonfidential disclosure, processing and transfer
obsahujucej udaje o zdravotnom stavadinika| of necessary documentation of the subject’s
a osobné Udaje castnika spolénosti| health and personal data to ROBARTS, |its
ROBARTS, jej dcérskym spalaostiam,| affiliates, SPONSOR, the competent health
ZADAVATELOVI, kompetentnym authorities and other institutions (even if located

zdravotnickym Uradom a inym institaciam (a

pripade, Ze sa nachadzaju mimo Eurépsk
hospodarskeho priestoru) v stlade so zékong

vutside of the European Economic Area),|as
diegally required and in accordance with the
yrstandards  specified in Section  1.2. The

v sltlade s normami uvedenymi dasti 1.2.

informed consent document shall be the

TPO0503_<<Institution contract Banska Bystrica>>_V240July2014

Slovakia Inst CSA V1.0 English

CONFIDENTIAL



Pag

e 6to 29

Dokument informovaného sdhlasu  bu
dokumentom, ktory bol schvaleny sp&tog’ou
ROBARTS a etickou komisiou predé¢ag’ou
daného Gastnika na Stadii.

deéocument approved by ROBARTS and
ethics committee, prior to such subjeg
participation in the Study.

he
t's

1.6 Nabor do Studie 1.6 Study Recruitment
(a) Planuje sa vykotidazu naboru do (a) It is planned to conduct th
tejto  multicentrickej Studie v  obdobirecruitment phase of this multi-centre study s

osemnastich mesiacov, od jula 2013 do jant
2015.

Jdra for an eighteen month period, from July, 2
to January, 2015.

e
hall
D13

all

(b) Hlavny skusSajuci vykona nabo (b) The Principal Investigator shg
najmenej 5 Gastnikov Studie do 18. janudrrecruit at least Subjects for the Study until 1
2015. January 2015.

(© Institdcii bolo oznamené, Ze toto|j (c) The Institution has been made awj

multicentricka Stadia, a preto platia podmien

vyberového naboru. V pripade, ak sa dosial competitive recruitment situation shall app

celkovy pa@et astnikov zaradenych do Stad
pred koncom fazy naboru uveden&asti 1.6,
spola&nos’ ROBARTS v mene ZADAVATIEA

bude md pravo ukouit’ d’alSi nabor a nebud
sa vykonava platby za ZiadnychdalSich
ucastnikov.

Ithat this is a multicentre Study and therefor,

iShould the total number of subjects enrolled
the Study be met prior to the end of {
recruitment phase specified here in Section
LROBARTS, on SPONSOR’s behalf, shall hg
the right to terminate further recruitment and

are
e a
ly.
in
he
1.6,
e
no

payment shall be made for any such further

subjects.
1.7 Dokumenty Studie a zasoby liekov 1.7 Study Documents and Drug Supplies
(a) ZADAVATELD alebo jehg (a) SPONSOR or the SPONSOHR

poverena osoba zabezjz primerané adsasné
poskytnutie dokumentov a skudSaného lig
nevyhnutnych na realizaciu Stadie. Institd

designee shall ensure appropriate and tin
laupply of the documents and Study Drt
ciaecessary for the performance of the St

smie pou# skiSany liek iba na vykonava
Stadie v sulade s Protokolom.

stran o Uhradu distriblcie alebo pouz
bezplatného  skuSaného lieku dodan
ZADAVATE’OM v dobrej viere vyhradne pr
pouZitie pacientmi zaradenymi do Studie,
takisto InStiticia nepoziada v rdmci platobny
programov tretich stran o Ohradu sluz
poskytnutych pri podavani skiSaného lig
pacientom Studie.

Instituciather than for the performance of the Study
nepoziada v ramci platobnych programov tretiettcordance with the Protocol. Institution will 1

ignstitution shall not make any use of Study D

tisubmit bills to third party payment programs

esupplied by SPONSOR in good faith solely
the use of patients enrolled in the Study, nor
dhe Institution bill third party programs for th
etervices rendered to administer the Study Dru
2kbtudy patients.

'S
nely
Igs
idy.
g
in
ot
for

cfee  distribution or use of the free Study Diug

for
will
e
gto

nts

(b) Institdcia tymto zartuje, Ze: (b) The Institution hereby warra
that it shall:
0] bude vieg pisomny supis vSetkych(i) keep a written inventory of an

klinickych potrieb, zariadenia a skiSanéeho lig
poskytnutych ZADAVATH.OM alebo
spolanog’ou ROBARTS v sulade s Protokolg

lalinical supplies, equipment and Study Dr
provided by SPONSOR or ROBART
naccording to the Protocol or the Instructions;

S
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alebo pokynmi;

(ii) bude pouziva skdSany liek
vyhradne na Studiu, gom zdokumentuje kazd
vydaj, a Ze odovzda vsetky nepouzité Kklinig
alebo iné potreby, ktoré dostala
ZADAVATETA alebo spolénosti ROBARTS
v sulade s Protokolom alebo pokynmi;

(i) use Study Drug solely for th
yStudy, documenting each dispensing and

ogrovided by SPONSOR or ROBART
according to the Protocol or the Instructions;

e
to

k&turn all unused clinical or other supplies

S

(iii) bude uchovavé vsetky potrebneé
zadznamy a doklady o Studii, ako to vyZad
prislusné regutmé poZiadavky, tato Zmluva
Protokol;

> (i) retain all necessary records a
uidocuments about the Study as required
aapplicable regulatory requirements, t
Agreement and the Protocol;

nd

by
nis

(iv) ak to bude relevantné, bug
uchovavd obélky s informaciami na nadzo
prezradenie kbédov na bezpem mieste
pricom zabezpd ich dostupnas v pripade
potreby, a Ze odovzda kazdu obalkii, uz
pouZzitd alebo nepouzity.

I€iv) where applicable, store emerger
&ode-break information envelopes in a safe p
ensuring that they are accessible if necessary
to return each of them, used or unused.

cy
ace
and

(© V3etky dokumenty, Udaje, knoy
how, recepty a skuSany liek poskytnt
hlavnému skuSajucemu naely tejto Stadie su
zostani majetkom ZADAVATEA a budi na
poziadanie odovzdané ZADAVATEVI,
spolanosti ROBARTS alebo ich zastupcom.

v{C) All documents, data, know-hov
ittormulas, and the Study Drug provided to

a Principal Investigator for purposes of the Stu
are and will remain SPONSOR's property 4
will be returned to SPONSOR, ROBARTS,

their respective designees upon request.

he
dy
and
or

1.8 NezZiaduce udalosti

1.8 Adverse Events

Hlavny skdSajuci je povinny zdokumentgy
vSetky neZiaduce udalosti v sulade s Protoko
a oznami a nahlasi vietky zavazné neziadu
udalosti v sulade s postupom ustanovenyn
Protokole alebo v pokynoch.

aThe Principal Investigator is obliged to docum
lath adverse events in accordance with
cérotocol and to notify and report all serio
nadverse events according to the procec
specified in the Protocol or Instructions.

ent
the
us
jure

2. ¢ast’. Dokumentacia a monitorovanie

Section 2. Documentian and Monitoring

2.1 Dokumentacia a zaobchadzanie
zaznamovymi formularmi CRF

&0l Documentation and CRF Handling

Hlavny  skdSajuci  okrem  z&znamovy
formularov (Case Report Forms, CRF) bu
uchovavd vSetky origindly lekéarskycl
zadznamov (papierové a wytky elektronickych
stborov) kazdéhodastnika, ktory sa zastuje
Stadie. Tento lekarsky zaznam bude ja
identifikovat jednotlivého dastnika, a ak s
lekérske zaznamy zdrojovymi dokumentr
vSetky Udaje vo formulari CRF mus

cihe Principal Investigator shall keep all origir
deedical files (paper and print-outs of electro
nfiles) of every subject participating in the Stu
in addition to the Case Report Forms (CRH
This medical file will clearly identify eac
sisudy subject and where the medical files
1the source documents, all entries on the C
nimust be traceable to entries in the medical
iarhe Institution shall not copy documer

nadvazova na Udaje v lekarskom zazna
Intiticia nesmie kopirovadokumenty, kto

r
obsahuju osobné (daje, ale na poiiadang

eontaining personal information but may hg
copies from which personal identifyin

nal
nic
dy
FS).
h
are
RFs

ts
\ve

g

imormation has been redacted made

for
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strany spolonosti ROBARTS mdZe pr
spola&no®’ ROBARTS vyhotow kopie, z
ktorych boli vypracované osobné identiféked
Gdaje. Hlavny skaSajuci zatwje, Ze vSetky
formulare CRF  predloZzené  spolmsti
ROBARTS alebo ZADAVATEOVI s
pravdivé, Uplné, spravne a Ze preshe odr§
vysledky Studie a budu podpisané bezodkla
hlavhym skuSajucim alebo jeho poveren
zastupcom po navsteveastnika.

Page 8 to 29
ceROBARTS’s use upon ROBARTS's request.

The Principal Investigator warrants that fall
CRFs submitted to ROBARTS or the
SPONSOR are true, complete and correct |and
accurately reflect the results of the Study and

will be signed promptly by the Principal
zijuestigator or his/her authorised delegate
disdowing a subject visit.
ym

2.2 Monitorovanie 2.2 Monitoring
Zmluvné strany sa dohodli nacastych| The parties agree to frequent monitoring visits
monitorovacich navstevach monitgr¢ghe Institution by a monitor appointed

menovaného spoloog'ou ROBARTS alebg
ZADAVATE I’OM v Institdcii. Monitor navstivi
Intiticiu p&as Stadie s clem prediskutové
napredovanie Studie s hlavnym skd3ajucin
inym persondlom Institdcie, ktori na poZiada
monitora umoznia priamu kontrolu v3etky
zaznamov suvisiacich so Stadiou vrata
zdravotnej dokumentaciecdstnikov. Institdcig
bude ndalej zodpovedna za presné a up
zadavanie udajov do formularov CRF.

5 to
Dy
ROBARTS or SPONSOR. The monitor shall
visit the Institution during the Study to discuss
Study progress with the Principal Investigator
naad other Institution personnel who will allgw
nidirect inspection of all Study related records
cincluding subject medical files requested by fthe
Amaonitor. The Institution shall remajn
responsible for the accurate and complete data
Irentry in the CRFs.

2.3 Audit a requléna kontrola

2.3 Audit and Regulatory Inspection

Audity a kontroly mdZe vykonavgpatas Studie
alebo po jej dokoteni spolénos” ROBARTS,
ZADAVATETL, ich povereni zastupcovia ale
regul&ny Urad. V pripade, Ze spdlwog
ROBARTS alebo ZADAVATE  budl
vyZadovd takyto audit, InStitGcia umozr
pristup do priestorov, k dokumentom a
pripade potreby poskytnd’alSie pozadovan
informécie. V pripade, Ze Statny alebo regaia
drad vratane najma amerického Uradu

kontrolu potravin a ligv bude vyZadovéalebo
vykonava kontrolu v priestoroch Institlcie
InStitdcia bude bezodkladne informdyv
spolanos” ROBARTS telefonicky, e-mailon
alebo faxom a umoZzni spdlwosti ROBARTS
a/alebo ZADAVATH.OVI byt pritomny.
InStiticia poskytne spotmosti ROBARTS
a/alebo ZADAVATHOVI képie vSetkych
materialov, koreSpondencie, vyhlase
formularov a zaznamov, ktoré InStitlg
dostane, ziska alebo vytvori v silade s takd
kontrolou.

Audits or inspections may be performed dur
or after completion of the Study, by ROBART]
DGPONSOR, their designee or a regulat
authority. In the event that ROBARTS

SPONSOR requests to perform such an a
ithe Institution shall allow access to t
facilities, make documents available and
cnecessary provide further information |as

requested. Should a governmental or regulatory
paaithority including, but not limited to the U.S.
Food and Drug Administration, request or carry
2,0ut an inspection of the Institution’s facilities,
athe Institution shall immediately noti
nROBARTS by telephone, email or fax and
allow ROBARTS and/or the SPONSOR to e
present. The Institution shall provide
ROBARTS and/or SPONSOR copies of
materials, correspondence, statements,

n&nd records that the Institution receives, obtains,
i@r generates pursuant to any such inspection.
uto

ng
S,
ory
or
udit,
he
if
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3. ¢ast’. Ml¢anlivost’ a idaje o &astnikoch

Section 3. Confidentiality and Subject Da

ata

3.1 Ochrana a uchovavanie udajov | &1 Protection and Retention of Subject D
Ucastnikoch
(a) V slvislosti so zdravotnickgua) With respect to the subject

dokumentéaciou &astnikov sa zmluvné strar
dohodli, Ze budd uplabva® opatrenia na
udrziavanie totoZnosti dastnikov v tajnosti \
sulade s prislusnymi zakonmi.

the subjects in accordance with Applica
Laws.

ynedical files, the parties agree to exerg
. measures to hold in confidence the identity

(b) InStitlcia je povinna uchovawa
dokumenty liahéujuce identifikaciu Gastnikov
Studie a vSetku ostatnd dokumentaciu St
zverejnenit  ZADAVATEOM po dobu
najmenej (patnastich) 15 rokov od skenia
alebo predasného ukotenia Stadie
ZADAVATEL je zodpovedny za informovan
InStitlcie v pripade, Ze uZz nebude nu
uchovavéd vSetku dokumentéciu Studie.

1 (b) The Institution is obliged to reta
the documents facilitating identification of t
dieudy subjects, and all other Stu
documentation disclosed by SPONSOR, fo
least (fifteen) 15 years after the end or
premature termination of the Study.
eSPONSOR is responsible for informing t
tréstitution when it is no longer necessary
retain all the Study documentation.

T

ne
dy
at
the
he
he
to

3.2 Mlganlivog’

3.2 Confidentiality

(a) Kazda jedna (i) Ustna, pisomna
ina patentovand informacia, ako su najma U
a spravy o skuSanom lieku, Protokol, ptka
pre skuSajuceho a neuverejnené udaje a sp
ktoré spolénog’ ROBARTS al/alebg
ZADAVATE I’ povazuje za obchodné tajomst
a ktord spoléno®’ ROBARTS poskytla
Institucii, a (i) kazdé jedno aktivum, ako
najmad udajové informéacie, nalezy, vzork
priebezné vysledky a vysledky, dokumen
know-how, recepty, napady, patenty, patent
aplikacie, vynalezy, objavy,
postupy, proceddry, zariadenia, produk
GZitkové modely, autorské prava, vylepSer
ako aj obchodné tajomstva, navrhy a akeké
iné dusevné vlastnictvo, ktoré je obdobou t
istého, ¢i uz chranené alebo nechranené
akékd'vek existujuce alebo buduce prava z
vyplyvajlce, priamo alebo nepria
vyplyvajace zo Studie, vznikajuce priamo ale
nepriamo zo Stadie, alebo v suvislosti so Stid
(d’alej len \yysledky Studi€), budd povaZzovang
za déverné informacie  d@élej len
.Informacie), na ktoré sa wahuju
ustanovenia Xasti.

technolégieapplications,

2|:celfxisting or future rights therein, directly

@) Any and all (i) oral, written an
ajher proprietary information such as, but
limited to, data and reports on the Study Dr|
rdkng, Protocol, the Investigator Brochure &
unpublished data and reports that ROBAR
vand/or SPONSOR consider to be trade seq
which are provided to the Institution
SIROBARTS and (ii) any and all assets such
hut not limited to, data information, finding
tgamples, interim results and results, docume
olkdow-how, formulas, ideas, patents, pat
inventions, discoverig
tyechnology, processes, procedures, devi
niproducts, utility models, copyrights, at
improvements as well as trade secrets, des
plamd any other intellectual property analogou
the same, whether protectable or not, and

ondirectly derived from the Study, arisin
badirectly or indirectly from the Study or i
igonnection with the Study $tudy Results)
2shall be considered confidential informati
(“Information ") to which the provisions of thi
Section 3 apply.

d
not
ug,
nd
TS
rets
Dy
as,
S,
nts,
ent
S,
ces,
nd
gns,
5 to
any
or

g

n

UJ

(b) Po dobu péatnastich (15) rokov
datumu vstapenia do platnosti tejto Zmiu
Intiticia nesmie prezradiZziadne informacie

as

()
nof the effective date of this Agreement,
Institution shall not disclose any Informatio

For a period of fifteen (15) years

tretim stranam, okrem tych, ktoré to potreb

uphird parties other than those with a nee

he

n|to

J

to

TPO0503_<<Institution contract Banska Bystrica>>_V240July2014

Slovakia Inst CSA V1.0 English

CONFIDENTIAL



Page 10 to 29

pozna@, ako su ¢lenovia prislusnej eticke
komisie, zamestnanci, subdodavate|
zastupcovia a polky zaangaZované d
realizacie Studie. Kazdé takéto povolg
zverejnenie  bude  podlieha obdobnym
podmienkam nezvergpvania tréou stranou g
InStiticia bude zodpovedna za dodrZzova
tychto zavazkov zo strany tretej strany.

jknow, such as members of the relevant ethics
liapmmittee, employees, subcontractors, aggents
oand affiliates involved in conducting the Studly.

ngny such permitted disclosure shall be subject
to like conditions of non-disclosure by sugch

L third party and the Institution shall be
niesponsible for such third party’s compliance
with such obligations.

(© Povinnosti zachovavanl¢anlivog’
ustanovené v tomto dokumente neplatia, ak
Informacie  spristupnené  verejnosti b
zavinenia zo strany InStitlicie alebo ak sa
zverejnenie vyZaduje sudom alebo inou 5tat
indtitlciou alebo ak ZADAVATE udelil
pisomny suhlas so zverejnenim.

(© The non-disclosure obligations set
bolit herein shall not apply if the Information|is
enade publicly available through no fault of the
i¢hstitution or if disclosure is required by court
notder or other government institution or |if
written permission to disclose is granted |by
SPONSOR.

(d) InStiticia sa takisto zavazu
pouZiva tieto Informacie iba nadgly plnenia
svojich zavazkov vyplyvajlcich z tejto Zmluy
a odovzda vSetky Informéacie spotmosti

j€d) The Institution also agrees to use
the Information only for the purpose pf
nfulfilling their respective obligations under this
Agreement and shall return all Information |to

ROBARTS alebo ZADAVATEOVI po | ROBARTS or SPONSOR on termination of this
skorteni platnosti tejto Zmluvy alebo skorigreement or at an earlier time at the discretion
pod’a uvazenia spotmosti ROBARTS alebo of ROBARTS or SPONSOR.

ZADAVATETA.

4. ¢ast’. Vlastnicke prava Section 4. Ownership Rights

4.1 Prava duSevného vlastnictva 4.1 Intellectual Property Rights

(a) V3etky vysledky Stadie (a) All Study Results obtained during

nadobudnuté p@s vykonavania Studie bug
vyluénym a vyhradnym majetkor
ZADAVATET'A a ZADAVATEL bude mé
vyhradné pravo pouZziva vysledky Studie
spbsobom, aky povazuje za vhodny. Vysle
Stadie sa automaticky pripisuj
ZADAVATELOVI a v potrebnom rozsah
In&titGcia tymto postupuje ZADAVATEOVI
kazdé jedno pravo, narok a zaujem tykajuc
nadobudnutych vysledkov Studie.

tthe performance of the Study shall |be
NSPONSOR'’s sole and exclusive property and
SPONSOR shall have the sole right to use|the
Study Results in any manner deemed
dlappropriate. The Study Results shall
Gautomatically vest in the SPONSOR and to |the
uextent required, the Institution hereby assigns|any
and all rights, title and interests in the Study
geesults obtained in the Study to SPONSOR.

(b) Institdcia vratane jej zamestnancg
¢i  zastupcov nenadobudne Ziadne pr
akéhokdvek druhu na skuSany liek v doésled
plnenia si zavazkov vyplyvajucich z tej

ofb) The Institution, including it$
aeanployees or agents, shall not acquire pny
keights of any kind whatsoever with respect|to
tadhe Study Drug as a result of performance under

Zmluvy. VSetky vysledky Stadie nadobudnutthis Agreement. All Study Results conceived|by

Instituciou alebo jej hlavhym skuSajuciii, uz

vyhradne alebo spaloe s inym plnenim gijointly with others as a result of work done

zavazkov vyplyvajucich z tejto Zmluvy, su
vzdy zostand vyhradnym a vyoym

Institution or its Principal Investigator, solely

O

ainder this Agreement, shall be, and remain, at
all times the sole and exclusive property|of

vlastnictvom ZADAVATH’A (v sulade § SPONSOR (subject to the right expressly

prdvom vyslovne vyhradenym pre spoiog’

reserved for ROBARTS under this Section 4/{1).
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ROBARTS podla casti 4.1 tejto Zmluvy)
InStitlicia sa zavazuje pisomne bezodkla
informova®  spol@&nog’ ROBARTS a
ZADAVATEI’A o kazdom vysledku Studie.

The Institution agrees to promptly noti

Study Results.

(© Intitdcia a hlavny skuSajuci dia
plnenim tejto Zmluvy, Ze neuzavreli &
neuzavru ziadnu zmluvna dohodu ani zavaz
ktoré by boli v akomkbvek rozpore alebo b
spochyliovali prava ZADAVATH’A na
vysledky Studie vyplyvajuce z plnenia
Zmluvy alebo suavisiace s plnenim si Zmluvy
strany Institlcie.

ynot enter, into any contractual agreement

(c) Institution and
ninvestigator warrant by the execution of t
okgreement that they have not entered, and

Principa

relationship which would in any way confli
swith or compromise SPONSOR'’s rights
zBtudy Results arising out of or related to th
performance thereunder.

(d) Bez oltadu na vy3Sie uveder
spola&gno®’ ROBARTS si ponechava pin
vlastnicke prava vahujice sa na vSetk
vzorce, programy a iné materialy vyvinuté ale
licencované spolmog'ou ROBARTS pred

€d) Notwithstanding the foregoing
€ROBARTS shall retain full ownership rights
yand to all templates, programs and ot
boaterials developed or licensed by ROBAR

nadobudnutim platnosti tejto Zmluvy alebégreement, regardless of whether s
mimo nadobudnutia platnosti tejto Zmluvy bematerials are used in connection with t
ohadu na togi sa tieto materialy pouZivaju [vVAgreement.

suvislosti s touto Zmluvou.

4.2 Publikicie 4.2 Publications

(a) Po dokoteni tejto Studie alebp(a) Upon completion of the Study,

ked’ budl Udaje adekvéatne (dadprimeranéhg
uvazenia ZADAVATH’A), Institicia ma pravd
pripravit’ Udaje na publikovanie. Kazdé take

publikovanie bude predlozer
ZADAVATETOVI na  preskimanie

pripomienkovanie pred ich zverejneni
Material na zverejnenie bude predloZe

ZADAVATE I’OVI na preskimanie v interva
najmenej  Styridsp& (45) dni  pred
odovzdanim na publikovanie, zverejnenie alg
preskimanie programovou komisiou. Zadave
ma pravo pozadova dodatky ku kazde
navrhnutej publikacii alebo prezentécii
rozumnych dévodov vratane najma tychto:

when data are adequate (in SPONSQO
reasonable judgement), the Institution has
tdght to prepare the data for publication. A
é&uch publication shall be submitted

ASPONSOR for review and comment prior
tbeing disclosed. Material for  publ
nyissemination shall be submitted to SPONS
efor review at least forty-five (45) days prior
submission for publication, publi
coilssemination, or review by a progrg
iteommittee. SPONSOR shall have the right
demand amendments to any propo
publication or presentation on

grounds including, without limitation:

11to 29

fy

dROBARTS and SPONSOR in writing of ar

vy

[
nis
will
or
Ct
to
eir

)

n
her
TS

prior to or apart from the commencement of this

ch
his

Or
R’s
the
ny
to
to
c
OR
to

C
m
to
sed

reasonable

» Aby sa zabezpdla presnos prezentacie aleb
publikécie;

pe To ensure the accuracy of the presentatio
publication;

N or

« Aby sa zabezp#lo to, aby patentovan
informacie neboli nedopatrenim uverejnené;

ge To ensure that proprietary information is 1
inadvertently divulged:;

o]

« Aby sa umoznilo zabezpenie
duSevného vlastnictva; a/alebo

prav

e To enable intellectual property rights to
secured; and/or

» Aby sa umoznilo poskytnutie relevantny
dopliujacich informacii.

cl To enable relevant supplementary informat
to be provided.

on
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(b) Autorstvo akychkbvek publikacii
tykajacich sa Studie bude ggné vzajomnod
dohodou.

(b) Authorship of any publication
relating to the Study shall be determined
mutual agreement.

n

by

(© KedZe tato Stadia jé
multicentricka, prvé  publikovanie  udajq
vykona ZADAVATELD na zakladeg

konsolidovanych tdajov zo vSetkych pracov
analyzovanych pda@ Protokolu, pokia to
nebude inak pisomne dohodnuté zmluvny
stranami.

2 (C) As this Study is a multi-centf
\study, the first publication of data shall be ma

e
1de

by SPONSOR based on consolidated data

isdl centres analysed according to the Prot
unless otherwise agreed in writing by
parties.

rom
ol,
he

5. ¢ag’. Platnos’ zmluvy a jej ukonéenie

Section 5. Term and Termination of the
Agreement

5.1 Tato Zmluva nadobdda|  platiio
nasledujuci d& po datume podpisan
poslednou zo zmluvnych stran @mnos’ diom
nasledujacim po dni jej zverejnen
v Centralnom registri zmliv SR.. Tato Zmlu
zostava v platnosti acinnosti pre celt dob
trvania Studie pdth Protokolu, pokik sa
platnog neskowi predtasne v sulade &g’ou
5.2.

s5.1 This Agreement shall become effect

parties and on the day following its
lpublication in the Central Register of
Vcontracts in  Slovak Republic. This
! Agreement shall remain in force and effect
the full duration of the Study according to t
Protocol unless terminated prematurely
accordance with Section

ve

dollowing the date of the last signature of the

for
he
in

52  ZADAVATEL  alebo  spolénos’
ROBARTS konajlci v mene ZADAVATEA
méze tuto Zmluvu vypovedas okamzZzitou
plathogou z dévodu vratane najma tych
pripadov:

5.2 SPONSOR or ROBARTS, acting
behalf of SPONSOR, may terminate t
Agreement with immediate effect for reasa
tincluding, but not limited to, any of the followir
occurrences:

his
ns
g

e nadbor @astnikov, ako je definované dasti
1.6 nebol dokokeny v planovanom termine;

* subject recruitment, as defined in Section
has not been completed within the schedt
period;

1.6,
uled

e dva (2) mesiace od zaslania skusaného |
alebo materialov nebol zaradeny Ziadéasinik
alebo hlavny skuSajuci nezdige Ziadnych
Gcastnikov alebo zadalje tak nizky poet
Gcastnikov, Ze mozno predpokladaze sal
nedosiahne stanoveny @@ &astnikov poas
planovanej fazy naboru;

ektwo (2) months after shipment of the Stu

Drug or material, no subjects have be
recruited or the Principal Investigator recry
no subjects or recruits such a low number
subjects that it can be assumed that the ag
number of subjects will not be reached dur
the planned recruitment phase;

dy
2en
its
of
reed

ng

« ZADAVATE I ukorti $tudiu, pretoze sa vyv(
skaSaného lieku prerusil;

Dje SPONSOR terminates the Study because
development of the Study Drug is discontinug

th
d;

e davka pouzZita na Studiu uz nie je fac
v3etkého opodstatnena;

] e the dosage used for the Study no longer se
to be justified;

ems

e regul&ny urad alebo iny opravneny Ur
rozhodol ukogit' Studiu v tejto InStitucii aleb
ako celkovo alebo inak odobral opravne
alebo suhlas na vykonavanie Studie;

ad a regulatory authority or other authoris

niastitution or as a whole or to otherwi
withdraw its authorisation or approval

ed

b institution decides to terminate the Study in this

5€
to

conduct the Study;
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« eticka komisia uiila, Ze pokr&ovanie nie je
opodstatnené;

e the ethics committee determines t

continuation is not justifiable;

nat

e hlavny skd3ajuci nedodrziava podmien
Protokolu a poZiadavku vijet UGdaje do
formularov  CRF v sulade s pokynmi p
spravnu Klinickl prax; alebo

ky the Principal Investigator fails to adhere to
conditions of the Protocol and the requirem
reo complete CRF data according to {
Guidelines for Good Clinical Practice; or

the
ent
he

ez dbvodu poruSenia tejto Zmluvy,
predpokladu, Ze InStiticia nenapravi tak
porusenie do tridsiatich (30) dni od déenia
pisomného ozndmenia o danom poruseni.

4

7a for a breach of this Agreement, provided t

thirty (30) days after receipt of written noti
specifying such breach.

nat

ethe Institution fails to cure such breach within

Ce

5.3 V pripade, Ze hlavny skuSajuci by
tvrdit, Ze pokraovanie Studie z lekarskel
hradiska uz nie je odévodnené VYallom na (i)
neaiakdvané vysledky, (i) zavaznbsalebo
vyskyt z&vaZznych neZiaducich udalosti ale
(i) aginnog’ liecby skaSanym liekom, ktord s
zdd by nedostattnd; musi pisomn
bezodkladne informova spol@nog’
ROBARTS, ako aj etickl komisiu.

&3
dhat continuation of the Study is no long
medically justifiable, due to (i) unexpect
results, (ii) the severity or prevalence of seri
lamverse events or (i) the efficacy of
dareatment with Study Drug appears to
pinsufficient; then he/she will promptly notif
ROBARTS as well as the ethics committee
writing.

Should the Principal Investigator claim

er
ed
DUS
he
be

v
in

5.4 Ak sa platnas tejto Zmluvy ukori
pred¢asne v sUlade gag’ou 5.2, InStitlcia
vyvinie vSetko Usilie na to, aby
minimalizovali d’alSie naklady, ale v sulade
spravnou lekarskou starostlivasi o &astnikov
Studie.

q

J

5.4 If this Agreement is terminate
prematurely in accordance with Section 5.2,
sdnstitution shall use its best endeavours
soninimise further costs but consistent with ga
medical care of the Study subjects.

d

the
to

od

5.5 Ukortenie platnosti tejto Zmluvy z
strany ktorejkvek zmluvnej strany nem
Ziaden dopad na prava a povinnosti zmluvn
stran ustanovené pred datumontindosti
ukonienia platnosti tejto Zmluvy. Skoéanie

platnosti ani vypovedanie tejto Zmlu
akokdvek uskuténené v3ak nezbavuj
zmluvné strany ich prav a zavazk

vyplyvajacich zdéasti 2, 3, 4, 6, 7 a 8 alebo
inych ustanoveni tejto Zmluvy, ktoré pgdad
zmluvnych podmienok platia aj po skami
platnosti Zmluvy.

D5.5 Termination of this Agreement by a
aparty shall not affect the rights and obligatiofis
ytie parties accrued prior to the effective date
termination of this Agreement. Neither t
expiration nor the termination of this Agreeme
nhowever effectuated shall cause the parties t
Ureleased from their rights and obligations un
pBections 2, 3, 4, 6, 7 and 8, or under any o
provisions of this Agreement that by their ter,
are understood to survive termination.

ny

0]
> of
he
nt,
D be
der
ther
ms

6. ¢as’. Splatno®’ platieb a podmienky

Section 6. Payment Terms and Conditions

6.1 S oliadom na vykonavanie Stuad
spola&nos’ ROBARTS v mene ZADAVATEA

a ako jeho zastupca poukaze platby Institlg
stlade s harmonogramom platieb ustanove
v Dodatkué. 1 k tejto Zmluve.

ie6.1 In consideration for the performance
the Study, the Institution shall be paid
iiIROBARTS, on behalf of and as agent
NBRONSOR, in accordance with the Paym

Schedule set out in Appendix 1 attached hereto.

of
by
of
ent

6.2 InStitlcia dodrzi vSetky povinnog
tykajuce sa dani a odvodov do fondov, ak

t6.2 The Institution shall comply with a

relevantné, ktoré sa tahuju k predmetu tejt

sbligations in respect of taxes and social security
b contributions, if applicable, which relate to the
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Zmluvy vratane najma poplatkov tahujucich| subject matter of this Agreement including,
sa na hlavného skudSajuceho, Institiciu a| pejthout limitation, those that relate to the
zamestnancov a/alebo spolupracovnikov. Principal Investigator, the Institution and jts
employees and/or collaborators.

6.3 Zmluvné strany akceptuju spéhmg’ | 6.3 The parties  acknowledge  that
ROBARTS ako platcu v mene ZADAVATIEA | ROBARTS is the payment agent for SPONSOR
v ramci tejto Zmluvy, ptiom spol@&nog’ | under this Agreement and ROBARTS shall pot
ROBARTS nenesie zodpovedmos pripade, ak be liable in the event that adequate funds are not
ZADAVATETL neposkytne prislusné fin&mé | made available by SPONSOR.
prostriedky.

7. ¢as’.  Poistenie, od3kodnenie & Section 7. Insurance, Indemnity, Liability
zodpovednos

7.1 Klinické skiSanie a poistenie | 7.1 Clinical Trial and Product Liability
zodpovednosti za produkt Insurance

ZADAVATETL bude v rozsahu pozadovandrSPONSOR, to the extent required by law, shall
zdkonom poas celého vykonavania Studienaintain in full force and effect throughout the
udrziava v plnej platnosti a d&innosti| performance of the Study sufficient insurance to
dostaténé poistenie na pokrytie prislusnejover the relevant liability of the Institution and
zodpovednosti InStitiicie a ZADAVATIEA za | the SPONSOR for any damage suffered by|the
Skody spbsobené ¢astnikom v dbsledku ichsubjects as a result of their participation in the
ucasti na Stadii. | Poistny certifikat ~a jehstudy. Insurance  certificate and  its

dodatky budu tvotiprilohu tejto zmluvy. attachments shall be annexed to this
contract.

7.2 Odskodnenie 7.2 Indemnification

(a) Institlcia bude obhajoval (a) The Institution shall defend,

odskodiova® a  kryt  ZADAVATELA, | indemnify and hold harmless SPONSQOR,
spolanos” ROBARTS, ich dcérske spaloosti| ROBARTS, their affiliates and their respective
a ich prislusnych riaditev, uradnikov alebo directors, officers or employees
zamestnancov dialej len ,pd3kodnenf) v | (“Indemnitees) from and against all damages,
suvislosti so vSetkymi Skodami, padavkami,| liabilities, judgments, settlements, penalties, and
rozsudkami, rozhodnutiami, penale, ndkladmicasts and expenses (including without
vydavkami  (vrdtane najmd primeranychmitation, reasonable attorney’'s fees) |as
poplatkov za pravne zastupenie), ktoré vznikidcurred by the Indemnitees arising out of of in
odSkodnenym v savislosti s akymikek | connection with any third party claims, suits,
narokmi, Zalobami, pravnymi krokmi, sudnymactions, proceedings, investigations and
konaniami, vySetrovanim a poziadavkami tretiademands (Third Party Claims”) arising out of
stran (falej len jaroky tretich strdn“) na| or in connection with the Institution’s: (j)
z&klade toho, Ze Institucia: (1) kona nedbanljweegligence or willful misconduct; (ii) disregard
alebo Umyselne pochybi, (i) nedodrziavior the Protocol, SPONSOR’s or ROBARTS's
Protokol, pisomné pokyny ZADAVATEA | written instructions; or (iii) breach of thijs
alebo spoldnosti ROBARTS; alebo (iii) porugi Agreement or Applicable Laws and regulations.
tato Zmluvu alebo prisludné zakony a predpisy.

(b) Zmluvné strany tymto akceptujl(b) The parties hereto acknowledge that
Ze spolénos’ ROBARTS neposkytuje InstitlcjiROBARTS does not provide indemnification |of
ani hlavnému skuSajucemu Ziadne odSkodnenemy kind to the Institution or the Principal
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Investigator.

(© Spol@&nog’ ROBARTS ani
ZADAVATEL nie st zodpovedni za akylkek
spor, poziadavku alebo narokKastnika Studie
na nahradu Skody poZadovani od hlavn
skuSajuceho alebo Institdcie najméa v prip
nasledujuceho:

(c) Neither ROBARTS nor SPONSO
shall be held responsible for any controve
> demand or claim for the payment of damal
ehmde by a Study subject against the Princ
adievestigator or Institution for, but not limited:tc

(i)

ujmy na zdravi alebo Skody, kto

i)

injuries or damages incurred if the

1510 29

R

sy,
ges
ipal
)

2y

vznikli ako dbsledok alebo st Udajne désledKoane the result of or are alleged to be the regult o

nedbanlivosti alebo uamyselného pochybenia
strane InStitlcie alebo jej zamestnhancowv
zastupcov;

nagligence or wilful misconduct on the part
the Institution or its employees or agents;

(ii)

konania v rozpore s Protokolom;

(ii)

activsieontrary to the Protocol,

(iii) neopravnené zaruky zo straf
InStiticie alebo jej zamestnancov ale
zastupcov tykajuce sa skuSaného lieku; alebg

nyiii) unauthorized warranties made
bthe Institution or its employees or age
) concerning the Study Drug; or

of

Dy
nts

(iv) akykalvek pripad, v ktorom nebg
ziskany pisomny informovany suhlasaétnika.

[(iv) any case in which written informe
consent of the subject was not obtained.

7.3 Zodpovednds InStitlcie a poistenié
zodpovednosti pri vykone povolania

2 7.3 Institution Liability and Profession
Liability Insurance

Institucia bude udrZiavav platnosti a dinnosti
pocas celého trvania Stadie  poistel
zodpovednosti pri vykone povolania na sur
ktoré pokryje jej zodpovedntisza akukdvek
Skodu, ktora méze liyspbsobend zavineniti
nedbanlivosou zo strany ktoréhoKeek
pracovnika InStiticie zaangazovaného

vykonavania Studie. InStiticia na Ziadg
ZADAVATETA alebo spolénosti ROBARTS
predloZi potvrdenie o jej poisteni. InStitlcia
zéklade tejto Zmluvy zodpoveda za pria
Skody vyplyvajuce z nedbanlivosti ale
umyselného pochybenia pri vykonavani Studi

The Institution shall maintain in full force ar
nieffect throughout the performance of the St
nprofessional liability insurance in amour
appropriate to cover its liability for any dama
which may be caused as a result of fault
negligence of any Institution professiorn
dlavolved in the performance of the Study. T
dnstitution shall provide evidence of

insurance upon request by SPONSOR
NROBARTS. The Institution shall be liab
mender this Agreement for direct damag
boesulting from negligence or wilful miscondu
ein the execution of the Study.

its

al
he

or
e
jes
ct

8. ¢ast’. Zmluvné strany

Section 8. Parties

8.1 Konflikt zaujmov

8.1 Conflict of Interests

(a) Institlcia zaréuje, Ze rovnako ak
cely jej pomocny persondl v &snej dobe ni¢
je viazana nijakou zmluvou ani zavazkom, kt
mézu by v rozpore s povinngami a
zavazkami voéi spolainosti ROBARTS alebg
ZADAVATE’OVI na zaklade tejto Zmluvy,
dalej sa zavazuje, Ze nebude uzattgpacas

D (a) The Institution warrants that it,
Diresently under any agreement or obligal
which may conflict with the duties ar
obligations to ROBARTS or SPONSOR ung
athis Agreement, and further agrees not
undertake any such obligation or agreen
bo

AS

>well as all their support personnel, is mnot

ion
d
ler
to
ent

trvania tejto Studie Ziadne takéto zmluvy ale
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zavazky. during the course of the Study.
(b) Hlavny skd3ajaci tymto zatuje, | (b) The Principal Investigator hereby
Ze zaviedol klauzulu o ,konflikte zaujmov|,warrants that he/she has implemented a
zasady riadenia a program, ktory je v sulade'Gonflicts of Interests” disclosure and
poziadavkami a predpismi vydanymi alepbmanagement policy and program that complies
spravovanymi prislusnymi regdlaymi aradmi,| with the requirements and regulations issued or
a hlavny skiSajuci zatuje a bude aj n#alej | administered by the pertinent regulatory
dodrZiavd tieto zasady a programy. authorities, and the Principal Investigator
warrants that he/she has and will continug to
comply with such policies and programs.
8.2 Vz’ah zmluvnych stran 8.2 Relationship of Parties
(a) Intiticia bude vykonavasvoje| (a) The Institution shall perform its
sluzby na zaklade tejto Zmluvy iba akservices under this Agreement only as |an
nezavisly dodavate ZADAVATETLA, a ni | independent contractor for SPONSOR, and
obsiahnuté v tomto dokumente nemoznwthing contained herein shall be construed to
vyklada’ ako v rozpore s tymto vahom alebqg be inconsistent with that relationship or status.
postavenim.
(b) Stadia sa vykonava nezavisle otb) The Study is performed
akychkdvek  obchodnych  transakcii |a@ndependently from any business transactions
rozhodnutia o nakupe zasob u ZADAVAIE. | and decision on supply purchases with

InStitlicia nesmie pobetaZiadne vyhody 2
poskytovania sluzieb v ramci Stadie okré
odmeny dohodnutej v Gasti.

2ibenefits for their provision of services for t
Study other than the remuneration agreed he
in Section 6.

SPONSOR. The Institution shall not receive any

he
rein

(© Institucia nebude postupavavoje
zavazky vyplyvajuce z tejto Zmluvy Ziadnen
subdodavat®vi bez predchadzajlceh
pisomného suhlasu ZADAVATEA alebo
spolanosti ROBARTS. KaZdy takyto suhla

(© The Institution shall not retain ar
ngubcontractor to perform any of its obligatio
ainder this Agreement without the prior writt
consent of SPONSOR or ROBARTS. Any sU
iconsent shall not relieve the Institution of

y
ns
en
ch
its

nezbavuje Institdciu jej vysSie uvedenychbligations hereunder.
zavazkov.
(d) Institdcia rozumie tomu a suhlas| &) The Institution understands a

tym, Ze tato Zmluva sa uzatvara v me
ZADAVATETA a pre prinos ZADAVATEA,
ktory je teda zmluvnou stranou v ramci te
Zmluvy.

ragrees that this Agreement is being entered
on behalf of SPONSOR and for SPONSO
tbenefit that accordingly, SPONSOR is a p3
hereto.

into
R'S
\rty

(e) ZMLUVNE STRANY SA
TYMTO DOHODLI, ZE SPOL@NOST
ROBARTS NIE JE ZMLUVNOU STRANOU
V RAMCI TEJTO ZMLUVY, A TYM NEMA

ZIADNE ZAVAZKY A/ALEBO

ZODPOVEDNOSTI  VYPLYVAJUCE Z
TEJTO ZMLUVY. [POTVRDENIE URADNEJ
MOCI SPOLA NOSTI ROBARTS

(e) THE PARTIES HERET(
ACKNOWLEDGE THAT ROBARTS IS NOT]
A PARTY TO THIS AGREEMENT AND HAS
CONSEQUENTLY NO  OBLIGATIONS
AND/OR RESPONSIBILITIES UNDER THIS
AGREEMENT. [CONFIRMATION OF
ROBARTS'S AUTHORITY TO REPRESEN]
SPONSOR IS EVIDENCED IN APPENDIX 2.

ZASTUPOVAT ZADAVATETLA JE
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DOLOZENE V DODATKUC. 2.]

8.3 Uloha

8.3 Assignment

InStitlicia nesmie postupi svoje prava an
zavazky vyplyvajuce z tejto Zmluvy tretej 0so
bez predchadzajuceho pisomného suh
spolanosti ROBARTS alebo ZADAVATEA,

pricom suhlas nebude bezdbévodne odmietn
ZADAVATE L. mé pravo postipisvoje prava &
zavazky vyplyvajuce z tejto  Zmluy
ktorejkd'vek tretej osobe.

i The Institution may not assign its rights
bebligations out of this Agreement to any th

lgzarty without the prior written consent

ROBARTS or SPONSOR, which consent sh
uthjot be unreasonably withheld. SPONSOR s
1 have the right to assign its rights and obligati
yin this Agreement to any third party.

or
rd
of
all
hall
DNS

8.4 Reklama

8.4 Publicity

Ziadna zo zmluvnych stran tejto Zmluvy nebd
pouZiv&d n&zov/meno Ziadnej zo zmluvny
stran tejto Zmluvy ani nézov spdlwosti
ROBARTS v suvislosti s akoukeek reklamou
¢i propagaciou produktu alebo sluzby b
predchadzajluceho pisomného suhlasu dotkr
zmluvnej strany alebo spdaloosti ROBARTS,
nakdko je to relevantné.

ddo party to this Agreement shall use the ng
clof any party hereto or ROBARTS’s name
connection with any advertising or promotion
any product or service without the prior writt
gzermission of such party or ROBARTS,
wppropriate.

\me
in
of
en
as

9. ¢ast’. Oznamovania

Section 9. Communications

9.1 Zmluvné strany sa zavazuju, Zze sa b
vzajomne informovéa o vSetkych udalostiach
ktoré maju vplyv na plnenie tejto Zmluvy.

ued The parties undertake to notify e3
,other of all events that influence t
performance of this Agreement.

9.2 Oznamenia a platby sa budu vykornal
na nasledujucich adreséach:

va.2 Notifications and payments shall
made to the following addresses:

Spolanog’ ROBARTS:

To ROBARTS:

Robarts Clinical Trials BV

Robarts Clinical Tridhy/

Pietersbergweg 17

Pietersbergweg 17

1105 BM Amsterdam

1105 BM Amsterdam

Holandsko

The Netherlands

Fax: +31 20 750 8841

Fax: +31 20 750 8841

Adresét: Christine Muller, Project Director

Attemt: Christine Muller, Project Director

ZADAVATEL:

To SPONSOR:

Tillotts Pharma AG

Tillotts Pharma AG

Baslerstrasse 15

Baslerstrasse 15

4310 Rheinfelden

4310 Rheinfelden

SVAJCIARSKO

SWITZERLAND

Fax: +41 61 935 2625

Fax: +41 61 935 2625

Adresat: General Counsel

Attention: General Counsel
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InStitucia:

To Institution:

FakultnA nemocnica F.D.Rooseve
Banska Bystrica, Nam.L.Svobodul, 975
Banska Bystrica, Slovenska republika

FAX:48 413 72 40

lta Fakultna nemocnic
1F.D.Roosevelta Banska Bystric
Nam.L.Svobodul, 975 17 Banska Bystri
Slovak Republic

FAX :48 413 72 40

10. ¢ast’. Zmluvny vzt'ah

Section 10. Contractual

10.1 Cela Zmluva

10.1  Entire Agreement

Tato Zmluva (vratane Protokolu a kazdé
dodatku k nej) predstavuje Uplnd dohodu me
zmluvnymi stranami tykajucu sa predmetu te
Zmluvy. Ziaden dodatok k tejto Zmluve nebu
acinny ani zavazny, pokianebude v pisomng

hbhis Agreement (including the Protocol and 3
dxppendices hereto) represents the en
jtanderstanding between the parties with res
die the subject matter hereof. No amendmen
jthis Agreement will be effective or bindin

18 to 29

a;
Ca,

Ny
tire
pect
t to

g

forme podpisany vSetkymi zmluvnymi stranaminless it is in writing signed by all parties and

a nebude sa vahova na tito Zmluvu.

refers to this Agreement.

10.2 Rozhodné pravo, miesto konania

10.2  Applicable Law, Place of Venue

@) Zmluvné strany sa dohodli, Ze t3
Zmluva sa bude riatlislovenskymi zakonmi be
ohladu na rozpor pravnych ustanoveni te
Zmluvy.

ta) The parties agree that
zAgreement shall be governed by Slovakian L
pjteithout regard to the conflicts of laws provisio
thereof.

(b) Zmluvné strany vynaloZia Usilie 1
urovnanie kazdého sporu, ktory vychadza z t
Zmluvy. V pripade, Ze spor bude predlozZe
sudu, slovenské sudy budd tmavyhradn
pravomoc nad sudnym sporom.

db) The parties will endeavour to set
eponicably any dispute having its origin in th
rAgreement. In case a dispute is brought befo
court of law, the courts of Slovakia will have s
jurisdiction over the litigation.

thi

tle
NS
re a
Dle

10.3 Oddeliténog’

10.3 _Severability

Ak by niektoré z ustanoveni tejto Zmluvy bg
vyhldsené za Uplne alebgiast@ne neplatné
alebo nevykonatmé zo strany prislusnyc
organov v sulade s prislusnymi zakonmi, osta
podmienky tejto Zmluvy zostanl nedotknd
takymto  vyhlasenim.  Takéto  neplat
ustanovenie bude nahradené platn
ustanovenim, odraZajuce, néko je to mozné
zamer poévodného ustanovenia.

I@&hould any of the provisions of this Agreem
be declared entirely or in part invalid
hunenforceable by the pertinent authorit
itaécording to the applicable laws, the remain
itterms of this Agreement shall not be affected
néuch declaration. Such invalid provision shall
yraplaced by a valid provision reflecting, to {
extent possible, the intent of the origir
provision.

10.4  Zrieknutie sa prav

10.4 Waiver

Zrieknutie sa prava alebo suhlas zo strany
ktorejkd’'vek zmluvnej strany tykajice sa

akychkd'vek podmienok alebo ustanoveni tejtothe failure of any party to insist upon strict

Zmluvy, alebo nevyZzadovanie zo strany
ktorejkd’'vek zmluvnej strany prisne

The waiver of or acquiescence by any party
hereto to any terms or provision hereunder, g

compliance with any warranty, representation
agreement, term, or condition in this

=
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dodrZiavanie akejlktvek zaruky, vyhlasenia,
dohody, termingi podmienky v ramci tejto
Zmluvy, nebude znameti@dpustenie
nasledného omeskania alebo nedodrz&nia;
podobného alebo iného.

Agreement, shall not constitute a waiver of ar
subsequent default or failure, whether simila
or dissimilar.

Yy
"

11.¢as’. R6zne ustanovenia

Section 11. Miscellaneous

Hlavny skdSajuci tymto vyhlasuje, Ze nikdycvg

nemu nebolo vedené sudne pojednavanim/she has never been subject to debart

obvinenie, odslUdenie, a Ze sa neptaliena
konani, za ktoré by mohli Byvedené sudn
konanie potiacasti 306(a) alebo (b) americké
Z&kona o potravinach, liekoch a kozmeticky
pripravkoch (21 U.S.C. 335(a) a (b).

Principal Investigator hereby represents that
ment
ise
be
the
21

proceedings, indicted, convicted, or otherw
cengaged in conduct for which a person carn
nalebarred, all under Section 306(a) or (b) of
ddnited States Food Drug and Cosmetic Act
U.S.C. 335(a) and (b).

(1) TILLOTTS PHARMA AG:

Spolanog” ROBARTS CLINICAL
TRIALS INC.

ktoru zastupuje:

Stephen Jarrett, riadite

a:

Tom Currie, tajomnik-pokladnik
Institacia:

Fakultna nemocnica F.D.Roosevelta
Banska Bystrica

)

MUDr.Vladimir Balaz, PhD.

Datum

Datum

Datum
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(1) TILLOTTS PHARMA AG:

(2) Intitution:

Ita
a

Datum
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Dodatok ¢. 1 — Zarad’ovanie a harmonogram
platieb

Appendix 1 — Enrolment and Payment
Schedule

Platba prispevkov

Grant Payment

Cislo Protokolu: TP0503

Protocol Number TP0503

Nazov Protokolu:

Protocol Title:

Randomizovana, aktivne kontrolovana dvojit
zaslepend a otvorend, rozSirena Studia zame
na zhodnoteniedinnosti, dlhodobej bezgaosti

a znasanlivosti 3,2 g/ddieku TPO5 na ligbu

aktivnej ulcerdznej kolitidy (UC)

0 A Randomised Active-Controlled Double-Blin
raadd Open Label Extension Study to Evaluate

Efficacy, Long-term Safety and Tolerability of
TPO5 3.2 g/day for the Treatment of Active
Ulcerative Colitis (UC)

Definicie

Definitions

.Dokonéeny Eastnik" znamena kazdyastnik, ktory
absolvoval predpisany priebehcly pre @astnika v
Stadii v sulade s Protokolom.

“Completed Subject” means any Subject who
completed the prescribed course of treatment fq
subject in the Study in accordance with the Prdtoca

.Hlavny skdSajdci“ je osoba menovana v preamhb
tejto Zmluvy a je to osoba zodpovedna
vykonavanie Studie v Institacii. Stadiu vykonavent
osbb v Institacii, hlavny skuaSajuci je zodpoved
veduci timu.

uterincipal Investigator” is the individual named time
Zareamble to this Agreement, and is the per

I responsible for the conduct of the Study at Institu

nf a Study is conducted by a team of individualsuat
Institution, Principal Investigator is the respdsi
leader of the team.

ormular pozZiadavky skuSajuceho (Investiga
Request Form, IRF)* znamena formular obsahu
informacie, ktoré od prijemcu platby vyzadl
financné oddelenie spotmosti ROBARTS, aby mohig
spracové platby pre prijemcu.

tdtnvestigator Request Form” (IRF) shall mean f{
Uhrm containing the information that ROBART
j&inance Department requires from the payee prig
b being able to process payments for said payee.

,Studijny personal* znamena akik@k zamestnang
InStiticie alebo hlavného skdSajuceho a/al
dodavatelia zaangazovani Institdciou alebo hlavr
skaSajucim, ktori sa podigju na vykonavani Stadi
vratane pomocného skuSajuceho  (skiSajuci
koordinatora (koordinatorov) Stidie a akychkek
inych dodavatéov, zastupcov a zamestnanc
Institlcie alebo hlavného skuSajuceho, ktori porjia
InstitGcii a hlavnému skdSajicemu so Stadiou.

i “Study Personnel” means any employees of Institu
plop Principal Investigator, and/or contractors ergghl
g Institution or Principal Investigator, who 4
einvolved in performing the Study, including Su

contractors, agents and employees of Institution
ofPrincipal Investigator who assist Institution 4
hdrincipal Investigator with the Study.

1to 29

the

has
roa

son

he
S
rto

tio
g
re
b-

chyestigator(s), Study coordinator(s), and any the

or
nd

»Vysledky Stadie* znamenaju kazdu jednu informa
a akykdvek iny materidl a vysledky priamo alet
nepriamo vyplyvajlce zo slvisiacej Studie beraol
na to,¢i Studia bola zamerand na ziskanie relevantr
vysledkov Studie alebdi su doplnkové v savislosti s
Stadiou.

CitBtudy Results” refers to any and all informatiamdg
na@ny other material and results directly or indileg
arising from or in connection with the Stud
yayardless of whether the Study was aimed at yigl
pthe relevant Study Results or whether they
ancillary in connection with the Study.

—

yll

are

-Lomocny skuSajuci” je kazda osoba timu klinické
skdSania utena a podriadena hlavnému skusajucen

Institacii, ktora ma vykona rozhodujlce proceddr
slvisiace so skuSanim a/alebo tobidblezité
rozhodnutia  slvisiace so  skUSanim

(nd

htsub-Investigator” is any individual member of t
nichnical trial team designated and supervised by
y Principal Investigator at Institution to perfornitioal
trial-related procedures and/or to make importaal-t
yelated decisions (e.g., associates, residentsanes

he
th

spolupracovnici, lekari, vyskumni pracovnici).

fellows).
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,Ucastnik* je osoba ztashujica sa na klinickon
skiSani a uvedend v podpisanom informovar
suhlase.

“Subject” is a person participating in the clinicahl
na@nd identified in the signed informed consent form

1. Ciele zaral’ovania Eastnikov a
harmonogram zarad’ovania

1. Enrolment Targets and Enrolment
Schedule

Hlavny skdSajaci v mene Institdcie randomiz
5 Wastnikov do Studie do 18. januara 2015.

ujerincipal

Investigator, on behalf of th
Institution, shall randomise 5 Subjects in f{

e
he

Study by the 18. January 2015.
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2.

Odmena za dokoieného Wastnika: 2.

Fee Per Completed Subject:

2.1. Harmonogram navstev spolu s razpm

pre dokokeného dastnika

2.1. Visit schedule with associated budget for

Completed Subject

Rozpcaet
inStittcie
Skrining -1. tyzde 195 €
Randomizacia 0. de 135 €
3. n4vsteva 4. tyZde 67 €
4. navsteva 8. tyZdle 168 €
5A. alebo 5B. navsteva, 12. alebo 135 €
16. tyzdé
6. navsteva 38. tyZzde 168 €
Telefonick& navsteva 4| W4PT 40 €
tyZdne po liébe
Flexibilna -1. tyzde, 210 €
sigmoidoskopia (za 8. tyzdex,
kazdu proceduru) 38. tyZde
Spolu za dokoréeného 1538 €
pacienta
Institution
Budget
Screening Week -1 195 eur
Randomisation Day 0 135 eur
Visit 3 Week 4 67 eur
Visit 4 Week 8 168 eur
Visit 5A or 5B Week 12 135 eur
or 16
Visit 6 Week 38 168 eur
4 weeks post W4PT 40 eur
treatment phone visit
Flexible Week -1, 210 eur
Sigmoidoscopy (per Week 8,
procedure) Week 38
Total per completed 1538 eur
patient

Nepldnovana navsteva 111 €

Unscheduled visit

111 €

2.2. Odmena za kazdého dokeného dastnika| 2.2. The Fee for each Completed Subj
zaltna (najma) tieto néklady alebo vydavky: rezijnécludes (but is not limited to) the following cestr
vydavky nemocnice, néklady na zamestnanc@xpenses: hospital overhead fees, staff c
laboratérne  poplatky, lekarenské  poplatkjaboratory fees, pharmacy fees, administrative, f

ect

DSts,
ees

administrativne poplatky, poplatky za snimkymaging fees, questionnaires (e.g. quality of |dey
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dotazniky
ucastnikov.

(napr. kvalita Zivota) a cestov

ngubject travel fees.

3. Neuspesny skrining

3. Screen Failures

Pripady neuspedného skriningu budud preplaten
vySke 30 € plus 210 € v pripade, ak sigmoidosk(
bola vykonana a zaznamenana ljzoBrotokolu.

eSaveen Failures will be reimbursed with 30 € p
p[@a0 € in case a sigmoidoscopy was performed
recorded per protocol.

lus
and

Za pripad neulspesSného skriningu sa pova
Gcastnik, ktory podpiSe formular informované
sthlasu a absolvuje skrining, ale nesplini krit@ri
zaradenie/vyltenie a nebude randomizovany
liecebnej fazy.

ZAjscreening failure is considered a Subject whos
hthe informed consent form and completes scree

but fails under inclusion/exclusion criteria andIw
doot be randomized to the treatment phase.

g
ning

Za kazdych 5 randomizovanych ¢astnikov
pracovisku bude preplatena suma 30 € na jeds
Gcastnika v pripade najviac 5 neuspedn
skriningov.

For every 5 Patients randomized sites will
nébimbursed with 30 € per patient for up to 5 scr
yilures.

be
een

Vydavky na sigmoidoskopiu vykonani podoa
Protokolu budu uhradené bez ohmadu na pomet
randomizovanych pacientov alebo pripadov
neuspesného skriningu.

Costs of sigmoidoscopies performed per
protocol will be paid regardless of the number
of patients randomized or screen failed.

4. Zariadenie;

4. Equipment:

Zariadenia potrebné pre zaznam sigmoidosk
Institucii doda spoléno” ROBARTS vyline pre
pouZite Institaciou na vykonavanie Studie.

ofiduipment needed for the recording
sigmoidoscopies will be supplied to the Institutlmn
ROBARTS for its strict and sole use in performi
the Study.

of

Takéto zariadenie sa musi odowdapold@nosti
ROBARTS po uzavreti pracoviska v Institag
pricom spolénog® ROBARTS bude koordinova
odovzdanie zariadenia spolu s InStitlciou,

zabezpéili odovzdanie vSetkého zariadenia do
kalendarnych dni po uzavreti pracoviska v Institlg

Such equipment must be returned to ROBAR
ifollowing the closure of the site at the Institutiand
ROBARTS shall coordinate its return with t
alystitution, to ensure that all equipment is read
3Within 30 calendar days after site closure at
i Institution.

TS

he
A
the

5. Alikvotné platby:

5. Pro-Rata Payments

5.1 Platba za dastnikov, ktori nedokain
Stadiu, mdZe by Institucii vykonana alikvotne
Platba bude zahat' len tych @astnikov, ktori boli
zaradeni do prédsného ukotenia Studie alebo d
dia dorkenia ozndmenia o takomto ptegnom
ukonieni, podla toho,co nastane skor.

5.1 Payment for Subjects who do not comp
.the Study may be made to Institution on a pro
basis. Payment will include only those Subjects \
owere enrolled before the premature terminatiornef
Study or the date that notice is received of s
premature termination, whichever is later.

ete
rata
vho

—*

uch

52 Ak ZADAVATEL ukorii Studiu pred
dokortenim, alikvotné naklady a odmeny bu
vyplatené, ako je ustanovenécasti 2.1 za kazd

5.2 Should SPONSOR terminate the Study p
dto completion, pro-rated expenses and fees sh
I paid as set forth in Section 2.1 for each Subjésit

rior
Il be
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navstevu odastnika vykonand do préaksného
ukonienia Studie alebo dond dor@enia oznamenii
o0 takomto prethsnom ukobeni, poda toho, ¢o
nastane skor.

performed before the premature termination of
aStudy or the date notice is received of s
premature termination, whichever is later.

the
ich

5.3 Ak Institacii vznikna iné nevypoveddte | 5.3 If other non-cancelable costs are incurred by
vydavky, musi ZADAVATH:OVI na posldenie alnstitution written justification must be provided
schvalenie predloZipisomné zdbévodnenie a Uhrad@PONSOR for review and approval, and paymerijt of
tychto nakladov bude vyplatend v pripade schvélesizch costs is subject to SPONSOR'’s approval.
ZADAVATE’OM.

6. PoruSenia Protokolu 6. Protocol Violators

Platby za gastnikov Studie, ktori su povazovani|zZaayments for Study subjects who are deemed to |have
pripady v rozpore s Protokolom, méZutbgod’a | been in violation of the Protocol may be paid ugh®
uvazenia ZADAVATH:A al/alebo spolénosti| point that the violation occurred at the discretifn
ROBARTS vyplatené po okamih, kedy doSlo| 8PONSOR and/or ROBARTS

poruSeniu

7. Platobné podmienky 7. Payment Conditions

7.1 Prijemca platby 7.1 Payee

Meno prijemcu platby: | Fakultna nemocnhicPayee Name: Fakultna nemocnica s poliklinikou
s poliklinikou F.D.Roosevelta B.Bystrica F.D.Roosevelta B.Bystrica

Adresa prijemcu platby Nam.L.Svobodu 1, 975| Payee Address: Nam.L.Svobodu 1, 975 17 Banska
Banska Bystrica Bystrica

Nazov banky: Statna pokladnica Bank Name: Statna pokladnica

Adresa banky: Radlinskeho 32, 810 05 Bratislava| Bank Address: Radlinskeho 32, 810 05 Bratislava
Cislo (£tu:7000278282 Account Number: 7000278282

SWIFT (BIC): SPSRSKBA SWIFT (BIC): SPSRSKBA

IBAN: SK3581800000007000278282 IBAN: SK3581800000007000278282

7.2 Pravidelné platby 7.2 Periodic Payments

InStiticia predlozi faktary za poskytnuté sluzby lastitution shall submit invoices for Services
vzniknuté vydavky (ako su definované v 2. &&sti | performed and expenses incurred (as defined in
tohto dokumentu) Stvro¢ne. Platby budi vykonanéSections 2. & 3. herein) on a quarterly basis.
bankovym prevodom na bankovyel uvedeny vq Payments will be made by electronic wire to thekban
Formulari  poziadavky  skulSajuceho. Platbgccount stated in the Investigator Request Form.
prostrednictvom Seku sa vykonaju iba v pripade, Gheque/Check payments will be made only when
banka nevyuziva elektronické platby. Platby | g@yee’s bank is not in the electronic payment
vykonaju iba v pripade splnenia nasledujucicdomain. Payments shall only be made when|the
Kritérii: following criteria have been met:

a) Wastnik spa kritéria pre zaradenie |aa) Subject meets the inclusion and exclusion
vyllcenie, ako je definované v Protokole; a criteria as defined in the Protocol; and

b) Procedury v ramci Stadie boli vykonanég k) Study procedures have been conducted in
Uplnom sulade s Protokolom; a full compliance with the Protocol; and

C) Spol@nosti ROBARTS boli odoslangc) Completed CRFs for the quarter have been
a/alebo dortené vyplnené formulare CRF zalelivered to and/or received by ROBARTS according
Stvrrrok v stanovenych terminoch a Udaje formuldréee any stipulated points in time and the data
mozno overi lekarskych zaznamoch céa@stnikal contained therein can be verified by referenceneo t
Studie, préom su aplné a spravne. Study Subject’'s medical files and is complete and

correct.
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Na vSetky platby sa vahuje zrdzkova dapovinna
pod’a prislusnych pravnych predpisov.

All payments are subject to withholding tax
required under the applicable jurisdictions.

7.3 Konéna platba

7.3 Final Payment

Bez olfadu na kritéria stanovené vo vySSie udelg
¢asti 7.2 bude korma platba podmienena tymi
dodat@nymi podmienkami:

Meptwithstanding the criteria defined in Section
taabove, the final payment shall be contingent ujhen
following additional conditions:

(a) vSetky poZzadované navstewastnikov boli
absolvované; a

(a) all required Subiject visits have been completed
and

7.2

(b) ZADAVATELOVI boli dorwené vietky Gdaje o
v3etkych @astnikov vo forme, ktor& je vhodné pre
analyzu; a

d(b) SPONSOR has received all Subject data in a fg
suitable for analysis; and

(c) v8etky poziadavky objasjuce udaje boli
vyrieSené k spokojnosti ZADAVATEA; a

(c) all data clarification queries have been rembio
SPONSOR'’s satisfaction; and

(d) ZADAVATEL preveril,¢i je kompletna cela
poZzadovana reguiaa dokumentécia; a

(d) SPONSOR has verified that all required regujat
documentation is complete, and

[®)

(e) In&tittcia vratila ZADAVATHEOVI vietko
poZadované zariadenie, liekylalSi material; a

(e) Institution has returned all required equipment
drugs and other material to SPONSOR; and

(f) bola absolvovanéa zavema navsteva v ramci
Studie; a

(f) the Study close-out visit has been completed; a

(9) Institacia predlozila korsmé faktary do 30 dni o
zavereénej navstevy.

| (g) Institution has provided final invoices witt30
days of close out visit.

Institdcii bude poéndc diom prijatia konénej platby
vyplyvajlcej z tejto Zmluvy plynil160 diova lehota
na zistenie nezrovnalosti a vyrieSenie pripadr
nezrovnalosti v platbAch so sp@legou
ROBARTS.

Institution shall have 60 days from the receipthd
final payment under this Agreement to ident
yadiscrepancies and resolve any payment disputes
ROBARTS.

ify
with

8. Formular poziadavky skdSajuceho a platobné
inStrukcie

8. Investigator Request Form and Payment
Instructions

8.1 Spolénog ROBARTS zaSle Institlcii €
mailom elektronickd verziu Formulara poZiaday
skuSajuceho. V tomto e-maile sa bude uvéddkam
treba odosla vyplnené verzie v elektronickom aj
papierovom formate.

-8.1 ROBARTS shall send, via e-mg
kiyansmission, an electronic version of the Invedtg
Request Form to the Institution. This e-mail wailéo
\contain details of where to return the comple
versions of both the electronic and paper formats.

il

ted

8.2 Intitdcia  vypIni  elektronickd  verzi
Formulara poZiadavky skuSajuceho a odoSle
spol@nosti ROBARTS e-mailom na e-mailo
adresu uvedenu v e-maile uvedenom vo vy
uvedenegasti 8.1.

us8.2 The Institution shall complete the electro
yarsion of the Investigator Request Form and re
(it to ROBARTS, via e-mail transmission, at the dn
Ssiedress specified in the e-mail referred to in i8ag
8.1 above.

nic
furn
nai

t

8.3 Spolénog’ ROBARTS prilozi Formula
poziadavky skuSajuceho k tomuto dokumentu

Prilohu ¢. 1., aby ich prislusné zmluvné strangan be signed and dated by the respective pa

podpisali s uvedenim datumu pri uzatvarani Zmiu

8.3 ROBARTS shall insert the Investigal
aRequest form as Attachment 1. hereto in orderith

vyipon the execution of the Agreement.

or
at
\rties
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8.4 Platby vykonad spotmog’ ROBARTS v
mene ZADAVATECA a budd splatné d
Segdesiatich (60) dni od dotania, skontrolovania
schvalenia originadlu faktary* predloZenej
nasledujucu adresu:

8.4 Payments shall be made by ROBARTS
pbehalf of SPONSOR and shall be paid within si
a(60) days of receipt, review and approval of
nariginal invoice* submitted to the following addses

on
Xty
an

ROBARTS Clinical Trials BV

ROBARTS Clinical TriaBV

Accounts Payable

Accounts Payable

Pietersbergweg 17

Pietersbergweg 17

1105 BM Amsterdam

1105 BM Amsterdam

Holandsko

The Netherlands

Upozonujeme, Ze musia obsahaV,

nasledujuce udaje:

faktury*

information:

aPlease note that invoices* must contain the folhawi

(a) ¢islo Protokolu; a

(a) Protocol Number; and

(b) d&tum vystavenia faktury; a

(b) Invoice Dateg a

(c) datum a popis poskytnutych sluzieb; a

(c) Baf@escription of Services Provided; and

(d) ¢islo projektu spolénosti ROBARTS; a

(d) ROBARTS Project Number; and

(e) celkova suma k Uhrade; a

(e) Total amount pgayahd

(f) uplatneny vymenny kurz (ak je to relevantné)

) Ekchange rate used (where applicable)

Podoa smernice EU 2008/8 z 12. februara 2008,
ktorou sa meni a dopmoa smernica 2006/112/ES,
pokian ide o miesto poskytovania sluZieb,
ZADAVATEBOV prévoplatny zastupca, spoloonosa
ROBARTS, je povazovany za prijemcu sluZieb
opisanych v tejto Zmluve, pokian ide o DPH. Na
tieto sluzby sa nevzomahuje DPH na Slovensku
(krajina, v ktorej sa nachddza Institicia), ale v
Holandsku (krajina, v ktorej sa nachadza
spoloonost ROBARTS). Prijemca sluZieb uvedie
DPH vo svojom predbeznom damovom priznani k
DPH a je povinny zaplatio miestnu DPH. Institicia
nebude uvadzan Ziadnu DPH vo svojich faktirach.

According to the EU directive 2008/8 of 12
February 2008 amending Directive 2006/112/EC as
regards the place of supply of services the
SPONSOR's legal representative, ROBARTS, is
considered to be the recipient of the services
described in this Agreement in terms of VAT. The
services are not subject to VAT in Slovakia (country
where the Institution is located) but in the
Netherlands (country where ROBARTS is located).
The recipient of the services reports the VAT in its
preliminary VAT return and is liable to pay the
local VAT. The Institution will not levy any VAT
on its invoices.
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Doplnék 1

Attachment 1

Podepsany a vypiny poptavkovy formulé

zkousSejiciho

Form

Signed and completed Investigator Request
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PRILOHA 2

APPENDIX 2

POTVRZENI ODPOEDNEHO ZASTUPCE
SPOLECNOSTI ROBARTS O
ZASTUPOVANI ZADAVATELE

CONFIRMATION OF ROBARTS'S
AUTHORITY TO REPRESENT SPONSOR
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