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CLINICAL TRIAL AGREEMENT
Protocol # IN 0901 INT

This Clinical Trial Agreement (“Agreement”) between

INC Research UK Limited with principal offices located in th
United Kingdom at Riverview, The Meadows Business P
Station Approach, Blackwater, Camberley, Surrey, GU17 9
United Kingdom, including its affiliates, subsidiaries,
specifically its parent company INC Research, LLC (heresn;
“INC Research”)

A

g

and

Fakultna nemocnica Trém, with a place of business
Legionarska 28, 911 71 Tr&n, Slovakia, Establishing list M]
SR n0.1970/1991-A/VIII-1 (“Institution”)

when signed by all parties, is effective as of date of dagtature,
becomes operative day after the Agreement is published in C
register of contracts .

ZMLUVA O KLINICKOM SKUSANI
Protokol €. IN 0901 INT

Tato Zmluva o vykonani klinického hodnotenia (,Zmluva“) medzi

e
ark,
AB,
ind
aft

spola@nog’ou INC Research UK Limited s hlavnym sidlonj
vo Velkej Britanii na adrese Riverview, The Meado
Business Park, Station Approach, Blackwater, Cambe
Surrey, GU17 9AB VEkka Britania, vratane jej pobiek,
dcérskych spoknosti a hlavne jej materskou spsiiog’ou
INC Research, LLCdalej ,INC Research®)

a

at institaciouFakultna nemocnica Trém,

7so sidlom na adrese Legionarska 28, 911 71 ¢imerSlovenska

republika , Zriad’ovacia listina MZ SR. 1970/1991-A/VIII-1
(,In&titacia®)

eptiapodpise vSetkymi stranami nadobuda platnosial poslednéhg
podpisu a &innog’ nasledujici die po dni zverejnenia v CRZ.

WS
rley,

By separate agreement, LEO Pharma A/S with a princigatepbf
business at Industriparken 55, 2750 Ballerup, Denmark, with Com
registration number 56759514 (“Sponsor”) has engaged INC Res
LLC., a contract research organization, with a principal pladrsihess
in the United States at 3201 Beechleaf Court, Suite 600, Rale{gh
27604-1547 USA acting as an independent contractor, to act on be
Sponsor for the purposes of transferring certain obligations in ctoimé
to this Agreement, said obligations including negotiations anduéra
of the Agreement and payment administration of grant amd
described hereunder.

Spola@nog LEO Pharma A/S s hlavnym sidlom na adr
padystriparken 55, 2750 Ballerup, Déansko, registéa cislo
pambiaginosti 56759514 (,Zadavdty uzatvorila samostatnd zmluvu §
zmluvnou vyskumnou  organizaciou INC RESEARCH, LU
,S hlavnym sidlom v Spojenych Statoch americkych na adrese
h&8léethleaf Court, Suite 600, Raleigh, NC 27604-1547 USA, aby
> nezavisld zmluvna strana konala v mene Zadbaatge dely
prevodu ukitych povinnosti v savislosti s touto Zmluvou, mn tieto
pasinnosti zahlaju vyjedndvanie o tejto Zmluve a jej realiz&ci
administracii finasnych odmien popisanych niZSie.

ese

50

C,

3201
ako

Sponsor wishes to support a clinical trial entitl&dfitacy and Safety @
Long-Term (6 Months) Innohep® Treatment versus Anticoagulation
a Vitamin K Antagonist (Warfarin) for the Treatment of Acuemdds
Thromboembolism in Cancer Patiéh{8Protocol”) to be conducted &
Institution and to involve Trial Subjects (hereinafter defin
(collectively, “Trial™).

fzadavaté si praje podporovaklinické skidanie s nazvom ghnog’
withezpénog’ dihodobej (Sa3nes&nej) liecby pripravkom Innohep@
v porovhani s antikoagulaou lieggbou antagonistom vitaminu

it(warfarin) pri li¢gbe akutnej Zilovej tromboembolie u pacientoy
edjalignym nadorovym ochorenim “ (,Protokol”), ktoré sa ma vyko
v InStitdcii a ktorého sa zastnia Subjekty hodnotenia (gfad

definicie niZsie) (spokme ,Hodnotenie").
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The parties agree as follows:

Strany suhlasia s nasleduj=tcim:

1. Investigators and Research Staff 1. SkuSajuci a vyskumni pracovnici.

1.1 Principal Investigator The principal investigator, who is an 1.1 Hlavny skd3ajdciHlavny ska3ajici, ktory je zamestnancom
employee of the Institution, will b®©to Herman, MD. InStitdcie MUDr. Oto Herman (,Hlavny skdSajuci),
(“Principal Investigator”) with a place of business | at pracoviskom na adrese
Fakultna nemocnica Tré&im, Interné oddelenie, Legionarska Fakultna nemocnica Tkgn, Interné oddelenie, Legionarska
28, 911 71 Trekin, Slovakia who will be responsible for the 28, 911 71 Trexin, Slovenska republika, bude zodpovedny
direction of the Trial in accordance with applicable za vedenie Hodnotenia v sulade s plathnymi predpismi
Institution policies. InStitucie.

Institution agrees that INC Research enters into a atepar Intiticia suhlasi, Zze INC Research uzavrie s Hlaynym
agreement with the Principal Investigator and/or other skuSajucim a/alebo inymi vyskumnikmi, gadvhodnosti,
researchers, as applicable, in respect of the Trial, based samostatnt Zmluvu o klinickom hodnoteni, padtorej sa
which the Principal Investigator will commit himself and hi Hlavny skuSajuci zavazuje, Ze Hlavny skuSajuci a jeho
research staff to conduct the Trial and that such separate personal vykonaju Klinické hodnotenie a tdto samostatna
agreement will include fair compensation. INC Research|will zmluva bude zatiat’ spravodlivd odmenu. INC Research je
provide the Institution with one piece of this separate povinny zasld jedno vyhotovenie zmluvy zétejucej
agreement that includes the fair compensation, within 3 days spravodlivd odmenu Institacii do 3 dni od podpisu tejto
since execution of this Agreement. samostatnej zmluvy.

1.2 Subinvestigators and Research Stdfistitution will ensure 1.2 SpoluskdSajuci a vyskumni pracovnikistiticia zabez@é
that only individuals who are appropriately trained and Ze pri  vykondvani Hodnotenia budd v pozicii
gualified assist in the conduct of the Trial as subinvestigators spoluskusajucich alebo vyskumnych pracovnikov asistpva
or research staff. len osoby riadne zaskolené a kvalifikované.

1.3 Obligations of Institution Institution is responsible to INC 1.3 Povinnosti InStitucie InStiticia ma v spolanosti INC
Research and Sponsor for compliance by all research| staff Research a Zadavditeyi zodpovednas za to, Ze vSetdi
with the terms of this Agreement. Institutionwill ensure that vyskumnici zapojeni do Hodnotenia budld dodriava
any personnel who assist in the conduct of the Trial| are podmienky tejto Zmluvy. InStiticia zabezpeze vSetky|
informed of and agree to abide by all terms of this osoby zapojené dwykonavania tohto Hodnotenia bu
Agreement applicable to the activities they perfo informované o podmienkach tejto Zmluvy sulvisiacichl s
Institution will assume all those responsibilities assigned to vykondvanymi ¢innogami a budd suhlasi s ich
clinical study sites under all applicable laws, rules, dodrziavanim. Institlcia stanovi, ktorymi povint@ai tejto
regulations, guidelines and standards including without Zmluvy poveri centra klinického hodnotenia. InStiticia bude
limitation all relevant International Conference |on nie” vsetku zodpovednés ktorA& mu prindlezi pda
Harmonization Good Clinical Practice (“ICH GCRH") prislusnych zakonov, pravidiel, predpisov, smernic a nofiem
guidelines and standards, and all applicable laws relating to vratane - bez omedzenia — prislusnych smernic a ngriem
the confidentiality, privacy and security of patient Medzinarodnej konferencie pre harmoniziciu spraynej
information ("Applicable Law"). klinickej praxe (,ICH GCP*) a vSetkych platnych zdkonov

tykajucich sa dévernosti, ochrany a beapmesti osobnych
Gdajov pacienta (,Prislusné pravne predpisy").
2. Protocol Institutionwill conduct the Trial in accordance with e ProtokolInstitacia bude realizovaHodnotenie v sulade |s

Protocol.

Protokolom.
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2.1 Amendments The Protocol may be modified only by
written Amendment, signed by both Sponsor and
Principal Investigator. The parties acknowledge
Protocol Amendments are also subject to approval by
responsible Independent Ethics Committee (“IEC”).
2.2 Emergency Deviation If it is necessary to deviate fro
the Protocol in case of an emergency related to the g
of the Trial Subjects (hereinafter defined), Institutiony
notify Sponsor and INC Research as soon as practi
and, if necessary, the Trial will be put on hold.

2.3 No Additional ResearchNo additional research may
conducted on Trial Subjects during the conduct of
Trial, unless it is approved by Sponsor and docume|
as a companion protocol or an Amendment to
original Protocol. Such prohibited research activi
include analyses of biological samples from T

Subjects for any non-therapeutic purpose.

a
the

that

y the

2.1 Dodatky Protokol je mozné upratilen pisomnym
Dodatkom, podpisanym Zadavéden, InStitlciou &
Hlavnym skudsSajucim. Zmluvné strany beru na vedomig
aj Dodatky k Protokolu podliehaju schvaleniu zodpovec
Nezavislej etickej komisie (,NEK").

m
afety
vill

2.2 Naliehavé odchylkyAk se vyZaduje naliehava odchyl
od Protokolu z dbévodu bezpeosti Subjektov hodnoteni
(definované niz8ie), InStiticia bude o tom informo

cable Zadavatéa a spolénog’ INC Research, hré ako to bude
prakticky mozné, a v pripade potreby bude Hodnot
docasne pozastavené.

be

the
nted
the
ties
rial

2.3 Ziadnyd'al3i vyskum So Subjektami hodnotenia se nest
vykonava Ziadny dalSi vyskum peas vykonavanig
Hodnotenia, ak ho neschvalii Zadavatea nebol
zdokumentovany vo forme doplnkového protokolu al
Dodatku k pévodnému Protokolu. Medzi zakazané vysku

hodnotenie za akymKaek inym neZz terapeutickyntélom.

~

, Ze
Inej

Ka

enie
mie
|

ebo
mné

aktivity patri analyza biologickych vzoriek od Subjekiov

Independent Ethics CommitteeBefore the Trial is initiated

Institution will ensure that both the Trial and the infodne

consent form are approved by an IEC that complies wit

applicable regulations. Institutionwill further ensure that thalT

is subject to continuing oversight by the IEC throughout
conduct.

3.1 Trial Disapproval If, through no fault of Institution th
Trial is disapproved by the IEC, this Agreement \
immediately terminate with no penalty to the Instituti
as outlined below.

,3. Nezavisla etickd komisid@red zaatim Hodnotenia INC Resear
zabezpei, Ze Hodnotenie a formular informovaného suhlasu
1 all schvédlené NEK v sulade so vSetkymi a prislusnymi predp

InStitucia dalej zabezp#d, Ze Hodnotenie bude pod priebezn
its doh'adom NEK pdas celého vykonavania.

3.1 Zamietnutie Hodnoteni#&k je Hodnotenie neschvaler
e NEKbez zavinenia Institlcie, platnotejto Zmluvy okamzite
vilkorti bez postihu pre Institlciu tak, ako je uvedené nizSie
on,

th
boli
Smi
ym

né

Trial Conduct Institutionwill conduct the Trial in accordan

cd. Vykonavanie Hodnoteniénstiticia bude toto Hodnoten

with the Protocol, Sponsor’s or its designee’s written instructigralizova’ v sulade s Protokolom, pisomnymi pokynmi Zadata

and Applicable Law.

alebo nim poverenej osoby av sulade s Prislusnymi zakon
predpismi.

Sponsor Drug Sponsor or their designee will provide Institut
with sufficient quantities of the Sponsor product that is b¢
studied (“Sponsor Drug”) to conduct the Trial. If required by
Protocol and unless otherwise agreed, Sponsor or their des
will also provide placebo or comparator drug (“Compar
Drug”).

on 5.
2ing
the
signee
ator

Hodnoteny pripravok Zadavate alebo jeho zmocnene
poskytne pre &ely vykonavania Hodnotenia, InStitlg
dostaténé mnozstvo pripravku, ktory je predmetd
Hodnotenia (,Hotnoteny pripravok®). Ak to vyZadl
Protokol, a ak nie je dohodnuté inak, Zad&lakebo jeho
zmocnenec tieZz poskytne placebo alebo porovnavaci

hmM
je

liek
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51 Custody and Dispensing Institution will adhere tg

Applicable Law and industry standards requiring careful
custody and dispensing of Sponsor Drug or Compatrator

(,Porovnavaci liek").

5.1 Uschova a vydaj Institicia bude postupot/apod’a
Prislusnych pravnych predpisov a odvetvovych noriem,

Drug, as well as appropriate documentation of such ktoré si vyZzaduju riadnu Uschovu a vydaj Hodnoteného
activities. pripravku alebo Porovnavaciehodiea a tieZz prislusnu
dokumentéciu tychto aktivit.
5.2 Storage Institution will store the Sponsor Drug and
Comparator Drug in compliance with the Protocol and 5.2 Uchovavanie InStitucia bude uchovava Hodnoteny)
any storage instructions provided with the respedtive pripravok a Porovnavaci liek v sulade s Protokolom a
drug. akymikd'vek podmienkami pre uchovavanie poskytnutymi
pre jednotlivé lieky.
5.3 Control Institution will maintain appropriate control of
supplies of Sponsor Drug and Comparator Drug and|will 5.3 Kontrola Intitlcia bude zabezgeva' patricnd kontrolu
not administer or dispense it to anyone who is not a Trial zasob Hodnoteného pripravku a Porovnavacieliovéiea
Subject, or provide access to it to anyone except tieto nebude podavaalebo vydavé nikomu, kto nie je
Principal Investigator, subinvestigators or Trial research Subjektom hodnotenia, ani k nim neumoZzni pristup
staff. nikomu inému nez spoluskdsajucim alebo vyskumnym
pracovnikom Hodnotenia.
54 Use Institution will use Sponsor Drug and Comparator
Drug only as specified in the Protocol. Any other use of 5.4 PouZitie InStiticia bude Hodnoteny pripravok |a
Sponsor Drug or Comparator Drug constitutes a material Porovnavacie ligvo pouziva len v sulade s Protokolom.
breach of this Agreement. Akékalvek iné pouzitie Hodnoteného pripravku alebo
Porovnavacieho lidva je zavaznym porusenim tejto
55 Ownership of Sponsor Drug Sponsor Drug is and Zmluvy.
remains the property of Sponsor. Sponsor grants
Institution no express or implied intellectual property 5.5 Vlastnictvo Hodnoteného pripravkdodnoteny pripravol
rights in the Sponsor Drug or in any methods of making zostava vo vlastnictve Zadavide Zadavaté neudéuje
or using the Sponsor Drug. InStitacii Ziadne vyslovné ani implicitné prava duSevného
vlastnictva ani licenciu vo vahu kHodnotenému
5.6 Payment for Sponsor Drug or Comparator Drug pripravku ani k spésobom vyroby¢i pouZivania
Institution will not charge a Trial Subject or third-party Hodnoteného pripravku.
payer for Sponsor Drug or Comparator Drug or for any
services reimbursed by INC Research on behalf of thé Platba za Hodnoteny pripravok alebo Porovnayacie
Sponsor under this Agreement. liecivo. InStitdcia nebude @Gtova’® poplatok Subjektom
hodnotenia ani tretim platiacim stranam za Hodnoteny
pripravok alebo Porovnavacie dieo ani za akékivek
iné materialy ¢i sluzby preplatené spainog’ou INC
Research v mene Zadavigoda tejto Zmluvy.

6. Research GrantFunding will be made to the Institution by wa@. Vyskumny granEinancovanie bude poskytnuté formou
of grant payments in accordance with Attachment B. The grant finanknej odmeny v sulade s Prilohou B. Fitad
represents Institution’s costs of conducting the Trial. |All odmena je wena na pokrytie nakladov InStitucie pa
amounts are inclusive of all direct, indirect, overhead and other vykonavanie Hodnotenia. V3etkyastky zaltnaju vSetky
costs, including laboratory and ancillary service charges, and will priame, nepriame, rezijné a ostatné naklady, vratane
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remain firm for the duration of the Trial, unless othervaigeeed laboratérnych poplatkov a poplatkov za doplnkové sluzby
in writing by the parties. The Institution will not directly |o a pa@as Hodnotenia zostavaju nemenné, ak sa zmluvné
indirectly seek or receive compensation from patient(s) strany nedohodnd pisomne inak. Institdcia nebude priamo
participating in the Trial (“Trial Subject(s)”) or third-fig ani nepriamo Ziada ani dostav&é kompenzaciu od
payers for any material, treatment or service that is meduy pacienta/pacientov, ktori sa c&ashuju Hodnotenia
the Protocol and provided or paid by INC Research or Sponsor, (,Subjekt(y) hodnotenia®) ani od platiacich tretich stran za
including, but not limited to, Sponsor Drug, Comparator Drug, akykd'vek material, liebu alebo sluzbu predpisanu
Trial Subject screening, infusions, physician and nurse seryices, Protokolom a poskytovant alebo hradent spa’ou
diagnostic tests, and Sponsor Drug and/or Comparator Drug INC Research alebo Zadavéden — vratane, nie vsgk
administration. Principal Investigator will complete and sigh a vyluéne, Hodnoteného pripravku, Porovnavaciehtiviae
Financial Disclosure Form when requested to do so. These forms skriningu Subjektu hodnotenia, infuzie, sluzby lekarp a
shall be promptly updated as needed to maintain their accuracy zdravotnej sestry, diagnostického vySetrenia, a podavyania
and completeness during the Trial and one (1) year thereafter. Hodnoteného pripravku a/alebo Porovnavaciehdivie
Hlavny skd3ajuci na poZiadanie vyplni formular
finanéného priznania. Tieto formulare buda padgotreby
v zaujme presnosti a Uplnosti okamzite aktualizované v
priebehu klinického Hodnotenia a jedného (1) roku| po
nom.

7. Trial Subject Enrollment Institution has agreed to enroll Trial7. Zaradenie subjektov do hodnotelmstitiicia suhlasi, ze

Subjects in the Trial in accordance with the Protocol. zaradi do Hodnotenia Subjekty hodnotenia v sulade s
Protokolom.
7.1 Multi-Center Studies Sponsor may discontinue patient
enrollment if the total enrollment needed for a mulfr-1 Multicentrické Studigadavaté méze prerusi
center trial has been achieved or there is a risk df an zarkBovanie pacientov, ak bol dosiahnuty celkovygto
uneven stratification across regions. zaradenych pacientov pre multicentrickd Stadiu alebo
existuje riziko nerovnomerného rozvrstvenia v
jednotlivych oblastiach.

8. Adverse Events Institution will report adverse event8. NeZiaduce udalostinstiticia nahlasi neziaduce udalosti Subjektov
experienced by Trial Subjects in accordance with instructiongodnotenia v sulade s pokynmi v Protokole a v sulade s prislugnymi
the Protocol and Applicable Law. This includes, where requiredkonnymi predpismi. V pripade potreby to iz@h tiez rychle
prompt reporting by telephone. If a Trial Subject is physicalblefonické hlasenie. Ak Subjekt hodnotenia utrpi telesnd uyjmu
injured by the Sponsor Drug or Comparator Drug or progeHgdnotenym pripravkom alebo Porovnavacim liekom alebo riadne
performed Trial procedures and the Institution, Princjpalkonanymi postupmi Hodnotenia, a ak Institacia, Hlavny skdsajlici a
Investigator and other individuals participating in the conduc¢tddlSi jednotlivci, ktori sa 2@ashuju vykonavania Hodnotenia,
the Trial have followed the Protocol, all applicable laws pdddrzali Protokol, vSetky prisludné platné zdkony a predpisytlyvie
regulations and all directions of Sponsor and INC Reseambkyny Zadavatéa a INC Research, Zadavitpreplati primeran¢
Sponsor will reimburse the reasonable costs of medical expenakkady na nevyhnutné lekarske oSetrenie.
necessary to treat the injury.

9. Protected Health InformationThe parties recognize a common 9. Ochrana zdravotnickych informaciiZmluvné strany s
goal of securing all individually identifiable personal informatjon uvedomuju spokny cid zabezpé&t vSetky individualne
(including health information) and holding such informatior] in identifikovaté’né osobné informacie (vratane zdravotnickych
confidence and protecting it from unauthorized disclos informacii), uchovava takéto informacie v dovernosti |a
Institution represents and warrants that it will comply vifib ochraiova’ ich pred neopravnenym unikom. Institlcia zavazne
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provisions of any Applicable Laws and the authorisation attachedprehlasuje a zatuje, Ze zabezgé dodrZiavanie ustanove

e

as Annex Il to the Protocol (“Authorisation”) relating to
confidentiality, privacy and security of such information.

9.1 Authorization to Use, Process, Hold, Transfer

Disclose Health Information.Institution will obtain a
written privacy authorization and consent, comply|
with all Applicable Law and the Authorisation, for ea
Trial Subject which will enable Institution to provig
Sponsor and other persons and entities designate
Sponsor with completed case report forms (“CRF
source documents and all other information require(

the Protocol. Further to use, process, hold, and tra
such information to countries other than their own
may not have the same level of data protection as
own country. Sponsor, though not a covered en
recognizes that, pursuant to this Agreement, it has
responsibility to protect all individually identifiab
patient information and to restrict the use of s
information to those persons and entities, inclug
consultants, contractors, subcontractors and agents
must have access to such information in order to fu
their assigned duties with respect to the Trial. Such
also will be restricted to those permitted in
authorization forms and neither Sponsor nor any par
whom Sponsor or may disclose individually identifia
health information may use such information to rec
research subjects to additional studies, to adve
additional studies or products, or to perform marke
or marketing research. Institution will provide Spon
or INC Research an opportunity to review and appl
the content of the authorization (including any revisi
made during the course of the Trial) before it is used,
9.2 If required the Institution shall ensure that writ
consent to use, process, hold and transfer persona
related to its research staff is obtained.
9.3 The Institution will be processing personal informat
on behalf of Sponsor and is hereby authorized to d
solely for the purpose of conducting the Trial,Institut
is not authorized to process personal information for
other purpose. The Institution confirm to comply w
the relevant sections of the Authorisation.

=\

akychkdvek Prislusnych z&konnych predpisowataujucich sg
na déverna§ ochranu a bezpeog takychto Udajov, ako |
uvedené v Dodatku Il k Protokolu (,Splnomocnenie*).

D

and
9.1 Povolenie na pouZzitie, spracovanie, uchovavanie, prer
zverejnenie zdravotnych informéciinstiticia ziska pisomn
ch povolenie pre narabanie s osobnymi adajmi, v sulade so vse
le PrisluSnymi zdkonnymi predpismi, od kazdého Subje
d byhodnotenia, aby InStiticiamohla poskytnizadavatéovi a
s"), ostatnym osobam a subjektom¢emym Zadavat®m vyplnené
l by zdznamy subjektov Hodnotenia (,CRF"), zdrojové dokumen
nsfervdetkydalie informacie vyZzadované ProtokolobalSie pouZitie,
that spracovanie a prenos tychto informacii do inych krajin nef
their podlieha rovnakej rovni ochrany Udajov ako vo vlastnej kraji
tity, Zadavaté, aj kel’ sa toto naho nevZahuje, uznava, ze pbaltejto
theZmluvy nesie zodpovednthsza ochranu vSetkych individudlr
e identifikovaténych informacii o Subjektoch hodnotenia
uch obmedzenie ich pouzitia na tie osoby a subjekty, vrat
ing konzultantov, dodavafev, subdodavatev a poverenych oséb,
whdktoré k tymto udajom musia mapristup, aby splnili svoj¢
Ilfill pridelené dlohy vo wahu k Hodnoteniu. Takéto pouZzitie bu
usetiez obmedzené na osoby povolené vo formular
the splnomocnenia, a Zadavatani Ziadna strana, ktorej Zadava
ly to méZze oznanti individualne identifikovattné zdravotné
ble informacie, nesmie tieto informacie potizire ndbor subjekto
ruit vyskumu do d’alSich Stadii, na propagéacidalSich Stuadii ¢i
rtise pripravkov alebo na vykonavanie marketinguprieskumu trhu
ting Institlcia umoZzni Zadavdtevi alebo INC Research skontrolay
sor a schvalf obsah autorizicie (vratane akychkek Uprav
ove vykonanych poas vykonavania Hodnotenia) — a to predtym,
ons budu pouzité.

ing e

ne

n)

vl

de

[e

<

9.2 Institucia v pripade potreby zabedpebdrzanie pisomnéh
en suhlasu pre pouZitie, spracovanie, uchovavanie a prevod 0s0
dataldajov spojenych s vyskumnym personalom.

on 9.3 InStiticia bude spracovdvaosobné informécie v men

0 soZadavatéa a tymto maju opravnendinit’ tak vyhradne predgly

on vykonavania Hodnotenia, Institdcia nema opravnenie spraco

any osobné udaje pre akykek iny (el. Zarové

ith InStituciapotvrdzuje, Ze bude dodrZidvarelevantné casti
Splnomocnenia.
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9.4 For any personal information on Trial Subje
Principal/Sub-Investigator(s) and/or research
received from Institution, the Sponsor will be the d
controller. If additional agreements to secure
processing of personal data are deemed necessary
Sponsor, Sponsor, INC Research, Institution
Principal Investigator will in good faith enter into su

separate data processing agreement.

q

3

ct,

taff

ata 9.4 Zadavaté bude kontrolnym organom dajov, ktoré ziska
the InStiticia offadom akychkbvek osobnych informacii
by thBubjektoch hodnotenia, Hlavnych skiSajucich/Spoluskisaijl

ch zabezp&enie spracovania osobnych udajov potrebné uza
dalSiu Zmluvu, Zadavate INC Research, Institicia a Hlavr
skiSajuci v dobrej viere uzavri tuto samostatnd zmluv
spracovani Udajov.

10. Confidential Information During the course of the Trig
Institution may receive or generate information that

confidential to Sponsor or a Sponsor affiliate.

I,10. Doverné informécieV priebehu Hodnotenia méze Institdg
is ziska' alebo vytvon® informacie, ktoré su pre Zadavide
alebo pobtku Zadavatka doverné.

and a/alebo vyskumnom personale. Ak Zadavatesudi, Ze je pre

od
D
icich
D
vrie
y

u o

ia

10.1 Definition. Except as specified below, Confidential 10.1Definicia S vynimkou uvedenou nizSie Déverné informacie
Information includes all information provided by zahtiaju VSetky informéacie poskytnuté Zadavate alebo
Sponsor or INC Research, or developed for Sponspr or spol@&nog’ou INC Research alebo v ich mene, alébo
INC Research, Inventions (hereinafter defined) and all vytvorené pre Zadavdie alebo pre spolmog INC
data collected during the Trial, including withqut Research, Vynalezy (definované nizSie) a vSetky udaje
limitation results, reports, technical and economic ziskané v priebehu Hodnotenia, vratane — a bez obmedzenia
information, the terms of this or other trial agreements — vysledkov, sprav, odbornych a ekonomickych informacii,
with the Sponsor or INC Research, commercialization existencie alebo podmienok tejto alebo inych zmliy o
and trial strategies, trade secrets and know-how vykonani Hodnotenia so Zadaviden alebo spoknog’ou
disclosed by Sponsor to Institution directly |or INC Research, komémného vyuZitia a stratégie pre
indirectly, whether in writing, electronic, oral or visyal Hodnotenie, obchodnych tajomstiev a  know-how
transmission, or which is developed under this spristupnenych Zadavditen pre InStitlciu priamo alebo
Agreement. nepriamo, pisomne alebo elektronicky, uUstne alebo vizualne,

alebo informacii vytvorenych v rdmci tejto Zmluvy.

10.2 Exclusions Confidential Information does not incluge
information that is in the public domain prior to 10.2Vynimky. Doverné informécie nezaitaju informécie, ktoré
disclosure by Sponsor or INC Research; becomes| part boli verejne zndmé predtym, neZz boli spristupnené
of the public domain during the term of this Zadavatéom alebo spoknog’ou INC Research; informacie,
confidentiality obligation by any means other than ktoré sa v priebehu platnosti tejto povinnosti zachotava
breach of this Agreement by Institution; is already dévernos stanu verejne zname akyntkek inym sposobom
known to Institution at the time of disclosure and is nez porusenim tejto Zmluvy zo strany Institlcie; informacie,
free of any obligations of confidentiality; or |is ktoré su uz zname InStitlciidase zverejnenia a neviaZzu |sa
obtained by Institution, free of any obligations |of na ne Ziadne povinnosti uchovévieh vdoévernosti; alebg
confidentiality from a third party who has a lawful informacie ziskané Institlciou, bez povinnosti uchovagh
right to disclose it. v dévernosti, od tretej strany opravnenej na ich zverejnenie.

10.3 Obligations of Confidentiality Unless Sponsgr  10.3Povinnosti zachovavania doévernostiAk Zadavaté
provides prior written consent, Institution may not use neposkytne vopred svoj pisomny suhlas, Institicia nesmie
Confidential Information for any purpose other than pouZiva® Dbverné informacie na Ziadny ingel nez ten, na
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10.4

10.5

10.6

that authorized in this Agreement, nor may Institution

disclose Confidential Information to any third pa
except as authorized in this Agreement or as requ
by law. Required disclosure of Confident
Information to the IEC or to an applicable regulat
authority is specifically authorized.

Disclosure Required by Law If disclosure of
Confidential Information beyond that expres
authorized in this Agreement is required by Applica
Law, that disclosure does not constitute a breac
this Agreement so long as Institution notifies Spor
in writing as far as possible in advance of
disclosure so as to allow Sponsor to take legal a¢
to protect its Confidential Information, discloses o
that Confidential Information required to comply wi
the legal requirement, and continues to maintain
confidentiality of this Confidential Information wit
respect to all other third parties.

Survival of Obligations For Confidential Informatior
other than Trial Data (hereinafter defined) &
Biological Sample Analysis Data (hereinafter defing
these obligations of nonuse and nondisclosure su
termination of this Agreement and continue fof
period of fifteen (15) years after terminatic
Permitted uses and disclosures of Trial Data
described in Section 14 (Publications) of t
Agreement.

Return of Confidential Information If requested by
Sponsor in writing, Institution will return @
Confidential Information, at Sponsor's expense
delete intangible information  with  writtg
confirmation by authorized representative

Institution, except that required to be retained at
Trial site by Applicable Law. However, Institutig
may retain a single archival copy of the Confiden
Information for the sole purpose of determining

scope of obligations incurred under this Agreement,.

rty
lired
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ory
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n
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ktory ich opréviuje tdto Zmluva; InStiticia nesmie tieto

Doverné informacie spristuphiani Ziadnej tretej stran

s vynimkou tych, ktoré k tomu opréwje tdto Zmluva alebo

zakonné predpisy. Konkrétne je povolené poskytn
Doévernych informécii NEK alebo prislusnému kontrolné
aradu.

10.4 Poskytnutie informécii vyZadované z&konnymi predpis
Ak Platné pravne predpisy vyZzaduju poskytnutie Déverr
informécii nad ramec, ktory je vyslovene povoleny tg
Zmluvou, takéto poskytnutie informécii nepredstay
poruSenie tejto Zmluvy, ak Institicia pisomne inform
Zadavatéa ¢o najskér pred poskytnutim danych informa
aby umozZnila Zadavaltevi podnikn® pravne kroky ng
ochranu jeho Dovernych informécii, ak poskytne len
Doverné informacie, ktoré su vyZadované na spin
zakonnych povinnosti a ak bude uchovatiegto Déverné
informécie ndalej v dévernosti v@ vSetkymdalSim tretim
stranam.

10.5 Pokr&ovanie povinnostiPre DOverné informacie, iné n
Udaje z hodnotenia (pozri definiciu nizse)Jdaje z analy:
biologickych vzoriek (pozri definiciu nizSie), povinmg
nepouzivd ich a nezvergpva® pokrauje po dobu
patnastich (15) rokov po ukoeni platnosti Zmluvy
Povolené pouzivanie a zveteyanie Udajov z hodnotenia
popisané ¥asti 14 (Publikacie) tejto Zmluvy.

10.6 Vratenie dévernych informciiAk si to pisomne vyZiad
Zadavaté, Institucia vrati na naklady Zadavéde vSetky
Doéverné informacie alebo odstrani vSetky nehmg
informacie s pisomnym povolenim menovaného zast
InStitdcie s vynimkou tych, ktoré musia tbyichované ng
Mieste  vykonavania klinického hodnotenia pac

Prislusnych pravnych predpisov. Institacia si vSak mo

uchova jednu archivhu képiu Dévernych informa
vyhradne za &lom stanovenia rozsahu povinnosti @
tejto Zmluvy.
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11.

Trial Data, Biological Samples, and Records

111

11.2

Trial Data During the course of the Trial, Institutig
will collect and submit certain data to Sponsor or
agent, as specified in the Protocol. This inclu
CRFs (or their equivalent) or electronic data reco
as well as any other documents or materials create
the Trial and required to be submitted to Sponsor @
agent, such as X-ray, MRI, or other types of med
images, ECG, EEG, or other types of tracings
printouts, or data summaries (collectively, “Tr
Data”). Institution will ensure accurate and timg
collection, recording, and submission of Trial Data.

a. Ownership of Trial Data Sponsor is thé
exclusive owner of all Trial Data.

b. Medical Records.Medical records relating t
Trial Subjects that are not submitted
Sponsor may include some of the sa

information as is included in Trial Dat
however, Sponsor makes no claim
ownership to those documents or

information they contain.

C. Personal Information ProtectionEach party
represents and warrants that procedl
compatible with relevant personal informati
and data protection laws and regulatic
including the Authorisation will be employe
so that processing and transfer of s
information and data identifiers will not Kk
impeded.

Biological Samples If so specified in the Protocq
Institution may collect and provide to Sponsor or

N
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d for
rits
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or
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Y74
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d
ch
De
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designee biological samples (e.g., blood, urine, tig

saliva, etc.) obtained from Trial Subjects for testing
that is not directly related to patient care or safety

11.

Udaje z hodnotenia, Biologické vzorky a Zaznamy

11.2

11.1 Udaje klinického hodnoteniaV priebehu Hodnotenia bude

InStiticia zhromaZova® uréité Udaje a odosiefa ich

Zadavatéovi alebo jeho zmocnencovi tak, ako je uvedené v

Protokole. Tieto Udaje z&mju CRF (alebo ich ekvivalen
alebo elektronické zadznamy Udajov, ako aj ake&k iné
dokumenty alebo materidly, ktoré boli vytvorené
Hodnotenie, a ktoré je nutné odovgdéadavatéovi alebo
jeho zmocnencovi, ako napriklad RTG snimky, MR, al
iné typy vizuélnej zdravotnej dokumentécie, EKG, EEG
iné typy zdznamov z vySetreni alebo Wkiav alebo zhrnut
Gdajov (spoléne ozngované ako
klinického hodnotenia®).Institdcia zabezjperesny a vasny
zber, zdznam a odovzdanie Udajov z hodnotenia.

a. Vlastnictvo Udajov

z hodnotenia je Zadavdte

b. Zdravotna dokumentacia. Zdravotné
zaznamy o Subjektoch hodnotenia, ktoré
siU odovzdané Zadavéowi, mozu
obsahov& aj niektoré z informéci
uvedenych v Udajoc
klinického hodnotenia; Zadavdite vSak
neuplatiuje vlastnicky narok na tiet

dokumenty ani na informacie v nigh
obsiahnuté.
C. Ochrana osobnych Udajowazda strana

prehlasuje a zatuje, Ze pouZije postupy

,Udaje

z hodnotenia
Vyhradnym vlastnikom vSetkych Udajov

pre

cbo

nie

<

stlade s prislusnymi zakonmi a zakonnymi

predpismi na ochranu osobnych udaj
vratane Povolenia, aby spracovanie

oV,

odovzdavanie informéacii tohto charakteryi a

identifikatnych Gdajov nebolo zadrzané.

Biologické vzorky Ak je tak uvedené v Protokol
InStitlcia smie odobetaa poskytovéa Zadavatéovi

alebo nim poverenej osobe biologické vzorky (napr.

krv, mca, tkanivo, sliny, af.) od Subjektov
hodnotenia za delom testovania, ktoré neslv
priamo so starostlivéeu pacienta aleb

9z28
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11.3

monitoring, including pharmacokinetic,
pharmacogenomic, or biomarker testing (“Biological
Samples”).

a. Use Institution will not use Biological

Records Institution will ensure that Trial Subject
Trial records, which include the Institution’s copies
all Trial Data as well as relevant source docum
(collectively, “Records”), are kept up to date 3
maintained in accordance with Applicable Law.

a.

Samples collected under the Protocol in any
manner or for any purpose other than that
described in the Protocol.

Sample Data Sponsor or its designees will
test Biological Samples as described in the
Protocol. Unless otherwise specified in the
Protocol, Sponsor or INC Research will not
provide the results of such tests (“Sample
Data”) to the Institution or Trial Subjeq
Sample Data will be treated as Trial Data;
therefore, if Sponsor provides Sample Data to
the Institution, that data will be subject to the

permitted use of Trial Data as outlined in t
Agreement.

Retention Institution will retain all record

his

'S
of
ENts
nd

and documents pertaining to the Trial for
period in accordance with Applicable Law
regulations and the Protocol. Institution
retain Records, under storage conditi
conducive to their stability and protection,

a period of fifteen (15) years after terminati
of the Trial unless Sponsor authorizes,
writing, earlier destruction. At the end of s
required retention period, Institution will n
destroy any such records until it has obtai
Sponsor’s prior written permission to do
provided, however, that if Sponsor does
give written permission to Institution

ns
or
on
in
ch
t
ed
0;
ot

monitorovanim
farmakokinetickych,
biomarkerovych testov (,Biologické vzorky").

a.

bezpmosti, vratane
farmakogenomickych ¢i

Pouzitie  InStitdcia  nebude  pouziva
Biologické vzorky odobrané pdd Protokolu
Ziadnym inym spdsobom ani za inyréelom,
nez je popisané v Protokole.

Vysledky vzoriek Zadavatk alebo nim
poverené osoby budlu testdvaBiologicke
vzorky poda Protokolu. Ak nie je v Protokole
uvedené inak, Zadavdtalebo INC Reseatch

neposkytne vysledky takychto testov (,Udaje
zo vzoriek) InStitdcii ani  Subjektom

hodnotenia. S vysledkamivzoriek sa bude

zaobchadza ako s Udajmi
klinického hodnotenia; teda, ak Zadavate
poskytne InStiticii  vysledky z analyz

biologickych vzoriek, tieto vysledky bud
podlieha povolenému pouZzitiu Udajov
klinického hodnotenia, ako je uvedené v tg
Zmluve.

11.3 Zaznamy Institlicia zabezpgé, aby zaznamy Subjektq

hodnotenia,

vratane  kopii  vSetkych  Udaj

klinického hodnotenia, ktoré ma Institdcia k dispoz
ako aj vSetky relevantné zdrojové dokumenty (SEredq
~Zaznamy"), boli udrziavané v aktualnosti a uchovav
v sulade s Prislusnymi pravnymi predpismi.

a.

Uchovéavanie Institicia bude uchovavavSetky
zaznamy a dokumenty suvisiace s Hodnote
po dobu, ktora je v sulade s Prisludny
pravnymi predpismi a v sulade s Protokola
InStitdcia bude uchovava Zaznamy z3
podmienok vhodnych pre ich stabilitu a ochra
po dobu péatnastich (15)rokov po ukeni
Hodnotenia, s vynimkou pripadov, e
Zadavaté pisomne schvali ich predo$
likvidaciu. Na konci tohto poZadovanél
obdobia uchovavania, Institicia nebude tak
zaznamy likvidova bez predchadzajucel
pisomného suhlasu od Zadavates takoutq

a
z
jto

ici,

ané

nim
mi
m.

Anu

1]
no
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destroy such records within thirty (30) days
Institution’s  request to
Institution may forward all such records

of

Sponsor, then

Sponsor, at Sponsor’s expense, or continue to
retain such records. Institution further agrees
to permit Sponsor to ensure that the records

are retained for a longer period if necessary
Sponsor expense, under an arrangement
protects the confidentiality of the records (e
secure off-site storage).

, at
that

g'a

likvidaciou; ak vSak Zadavdte neposkytne
pisomny suhlas In&titacii na likvidaciu takych
zaznamov do tridsiatich (30) dni od Ziadg
Institucie, potom Institicia mbéze odosleSetky
takéto zéznamy Zadavdtwi na naklady
Zadavatéa alebo takéto zaznamy dalej
uchovavd. InStiticia dalej
Zadavatéovi povoli zabezpsat v pripade
potreby dlhSie uchovavanie, na nékla
Zadavatéa, spdsobom, ktory chrani dovertiq

tychto zaznamov (napr. bezpe uchovavanie

mimo pracoviska).

Clinical Trial Agreement — Institution_Clinical Trial LEO_Protocol0®801 INT

11z28

sthlasi, ze

sti

dy
S



Principal Investigator Oto Herman, MD.

12.

Inspections and Audits

12.1

12.2

12.3

Access INC Research, Sponsor, authoriz
representatives of Sponsor, and/or author
representatives of the applicable regulatory autho
may during regular business hours conduct audits
inspections and thereby

- examine and copy, but not limited {

the following documents: all CRFs and
records (including Trial
ts;

other Trial
Subject records and medical cha
Trial Subject consent documents; dr
receipt and disposition logs);

12. Kontroly a audity.

ed 12.1 PristupSpol@&nog’ INC Research, Zadavditeopravneni
zastupcovia Zadavdie a/alebo opravneni zastupcovia
prislusného kontrolného Uradu, v priebehu pravidelnej
pracovnej doby mb6zu vykon&vaevizie a inSpekcie a

zed

rity,
and
tymto

o, R

ug

- examine and inspect the facilities and -

other activities relating to the Trial or

the IEC; and
- observe the conduct of the Trial.

Notice Institution will:

a. inform INC Research and Sponsor within a.

12.2 Oznamenidnstitlcia bude:

preskimé a okopirové, nie vSak vyhradne, tieto
dokumenty: vSetky CRF a iné Zaznamy

z hodnotenie (vrdtane zaznamov Subjektov
hodnotenia a Iékarskych zdznamov; dokumenty
tykajuce sa suhlasu Subjektu hodnotenia;
zadznamov o prijati a vydavanidiea);
preskimé a skontrolova priestory a iné aktivity
suvisiace s Hodnotenim alebo NEK; a pozotova
vykonavanie Hodnotenia; a

sledovad vedenie Klinického hodnotenia.

twenty-four (24) hours of any effort or request

by the government, applicable

regulatory

authority or other persons to inspect or contact

the Institution or research staff with regard| to
the Trial;

b. provide Sponsor and INC Research with a
copy of any communications sent by such b.
persons; and

C. provide Sponsor and INC Research the
opportunity to participate in any proposed|or C.
actual responses by Institution to such
communications.

Cooperation Institution will ensure the full

cooperation of the Institution research staff, and
members with any such inspection and will ens
timely access to qgticable records and dat

Institution will prompﬂy resolve any discrepancies th&gajom. InStiticia bez mesSkania Vyrleél ak&lek nezrovnalost

are identified between the Trial Data and the T
Subject’s medical records.
forward to Sponsor and INC Research copies of
inspection findings that Institution receives from
regulatory agency in relation to the Trial.
will also provide Sponsor with an opportunity

EH@.3 _Spolupracalnstiticia zabezpé plni  spolupracu Institdcie
uwrgskumnych pracovnikov &lenov NEK pri akejkéivek takejto

informovd spol@&nog’” INC Research a
Zadavatéa do dvadsiatich Styroch (24) hodin
o akejkdvek snahe alebo Ziadosti zo strgny
vliady, prislusného kontrolného dradu alebo
inych o0sbb, skontroloYaalebo kontaktoua
Institciu alebo vyskumnych pracovnikov,| v
stvislosti s Hodnotenim;

poskytni Zadavalevi a spol@nosti INC
Research kopie akejkeek komunikacie
odoslanej takymito osobami; a

poskytni Zadavdtevi a spol@nosti INC
Research moZznégodig’at’ sa na navrhovatr
¢i samotnom odoslani odpovedi na taklito
komunikaciu Institaciou.

—_

kontrole a bez meSkania zaisti pristup k prislusnym zaznamom a

rigstené  medzi

Udajmi  klinického hodnotenia a  zdravotnou

Institution will promptiglokumentaciou Subjektu hodnotenia. Institucia bez meskania ddosle
afFgdavatéovi a spolénosti INC Research képie akychkek zisteni

zp strany inSpekcie, ktoré InStitdcia dostane od kontrolného (radu

Institutiow Suvislosti s Hodnotenim. Institdcia poskytne Zaddwatemoznos
tyopred skontrolovia okomentoviakékdvek odpovede Instituciea

Clinical Trial Agreement — Institution_Clinical Trial LEO_Protocol0®801 INT
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prospectively review and comment on any Instituf
responses to regulatory agency inspections in rega
the Trial.

idontrolu zo strany kontrolného Uradu v suvislosti s Hodnotenim.
rd to

13. Inventions If the conduct of Trial results in any invention
discovery (whether patentable or not), copyrights or g
intellectual property rights that are conceived, develope
reduced to practice, including all improvements
modifications which (i) rely, use or incorporate the St
Drug; (ii) incorporate or are anticipated by the Protocol;ipr
rely, use or incorporate any Confidential Information, s
shall be the exclusive property of Sponsor (“Invention”),
Institution will promptly inform Sponsor. Institution and a
research staff and/or agents acting on behalf of Institutithn
assign all interest in any such Invention to Sponsor, free o
obligation or consideration beyond that provided for in
Agreement. Institution will ensure that any employe
contractors or agents will assign such Invention to Spo
Institution will provide reasonable assistance to Sponsd
fiing and prosecuting any patent applications relating
Invention, at Sponsor’s expense.

14, Publications Sponsor does not object to publication
Institution of the results of the Trial based on informat
collected or generated by Institution, whether or not the s
are favorable to the Sponsor Drug. However, to ensure (¢
inadvertent disclosure of Confidential Information

unprotected Inventions, Institution will provide Sponsor
opportunity to review any proposed publication or other t
of disclosure before it is submitted or otherwise discloséd
part of a multi-center trial, Institution agrees that thrst{
publication is to be a joint publication involving all centers
a joint manuscript has not been submitted for publicg
within eighteen (18) months of completion (i.e. Database
according to the Protocol) or termination of Trial at
participating sites, Institution is free to publish separat
subject to the other requirements of this Agreement.

or13. Vynalezy Ak vykondvanie Hodnotenia ma za nésleq
theakyko’vek vynalez ¢i objav @i uz patentovatgny alebo nie),
d autorské pravdi iné prava na duSevné vlastnictvo, to vietkaz
orvymyslené, vyvinuté alebo pouZivané v praxi, vratane vSet
udyzlepSeni a uprav, ktoré (i) su zalozené na Hodnotenom pripr
(i pouzivaju ho alebo ho zataju; (i) zahnaju Protokol alebo ich
uchProtokol predvida; alebo (iii) su zaloZené na akigjkl Dbvernej
andnformdcii, pouZivaju ju alebo ju zataja, budd vyhradnym
ny vlastnictvom Zadavafa (,Vynalez") a InStiticia Zadavdte o tom
w bez meSkania informuje. InStitlcia a akijkek vyskumny
f armpersondl a/alebo zmocnenci jednajuci menom InStitlicie pre
thiscely podiel na takomto Vynédleze na Zadalatdez akychkivek
pespovinnosti alebo podmienok nad ramec tejto Zmluvy. Instit

zabezpei, aby akykdvek zamestnanec, zmluvni dodavatetia
r immocnenci pripisali tento Vyndlez Zadavawa. InStiticia na
tondklady Zadavatea poskytne Zadavdievi primerand pomoc pf

podani a vybavovani akychlkaek patentovych prihlasok tykajucig

sa Vynalezu.

4. Publikacie Zadavateé nema namietky, ak Institacibude
igrublikova’ vysledky Hodnotenia na zaklade inform3
saliromazdenych alebo generovanych Institliciou, béadahna togi
yansvysledky pre Hodnoteny pripravok priaznivé. Aby viak nedos
areimyselnému zverejneniu  Dévernych  informacii  al
arechranenych Vynalezov, Institicia Zadavate poskytne mozna's
ypleontrolova akukdvek navrhovanu publikaciti iny typ oznamenig
.sKor, neZ je predloZzend& inak zverejnené. Ak sa jedna ocag
imulticentrickej Stadie, InStiticia suhlasi, Ze prva publikdmige
. $polané a bude zahat' vSetky centra. Ak spotoy rukopis nebudg
tidodany na publikovanie do osemnastich (18) mesiacov od tehiar
ldgk uzamknutia databdzy ptal Protokolu) alebo ukéenia
aHodnotenia vo vSetkych zéstnenych centrach, InStiticia md
ebyblikova® samostatne, v sulade dalSimi poZiadavkami tejt
Zmluvy.

N

cii

|

ze

=)

15. Publicity. No party will use the name of another party or
of its employees for promotional or advertising purpd
without written permission from the other party. Howev

Sponsor reserves the right to identify the Institution

ahp. Publicita Ziadna zo zmluvnych stran nebude pouginazov
segj strany ani mena ich zamestnancov na prajmegalebo reklamn
ai¢ely bez pisomného povolenia druhej strany. Zad&vatevSak
wyhradzuje pravo identifikova Institlciu v slvislosti so zaradeni

Dy

m

association with a listing of the Protocol as according &
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guidelines published by the applicable competent authonitguvislosti
arskut@énovanych klinickych hodnoteni alebo v savislosti s iny
sluzbamic¢i mechanizmami ndboru pacientov.

other publicly available listings of ongoing clinical trials,
other patient recruitment services or mechanisms.

sinymi verejne dostupnymi zoznamami

16.

Indemnification and Subject Injury

16.1

16.

The Institution agrees to indemnify, defend and hold

harmless (“Indemnify”) the Sponsor and its affiliates
and their respective officers, directors, employees|and

contractors (each an “Indemnified Party”) against

any

damages, losses, liabilities or expenses incurred by an
Indemnified Party in connection with a third pafty

claim, suit, action, demand, or judgment, arising

out

of: (i) any negligence or misconduct on the part of|the
Institution, its trustees, officers, agents, and employees

(including the Principal Investigator)(each
“Indemnifying Party”), (ii) failure of any Indemnifying

an

Party to comply with all applicable laws, rules and

regulations, (iii) failure of any Indemnifying Party fo
any

adhere to the terms of the Protocol, (iv) failure of
Indemnifying Party to adhere to the Sponsor’s writt

en

instructions related to the use of the Sponsor Drug or
Comparator Drug, or (v) any other breach of this

Agreement by the Institution.

16.2

Procedure.As a condition of this indemnification, the

Indemnified Party must provide the Indemnifying
Party with prompt (but not later than within ten (10)

working days of receipt by the Indemnified Party
the same) written notice of, and full cooperation
assistance in handling, any claim that is subject
indemnification and if so

of

and

to

requested by the

Indemnifying Party, the Indemnified Party authorizes

the Indemnifying Party to carry out the sole
management of defense of an indemnified claim,
including all negotiations for settlement [or
compromise, using counsel of the Indemnifying
Party’'s choice. No settlement or compromise af a
claim subject to this indemnification provision will be
binding on the Indemnified Party without the

Indemnified Party’s prior written consent, which

consent will not be unreasonably withheld. Neither

party will admit fault on behalf of the other party

without the written approval of that party.

Zbavenie zodpovednosti a zranenie pacienta.

16. 1
odSkodnenim, obhajobou a zbavenim
(,Zbavenie zodpovednosti*) Zadavéite jeho pobtiek a jeho
jednotlivych vedudcich pracovnikov, riaditer, zmluvnych

Zbavenie zodpovednostilnStiticia suhlasi $
zodpovednosti

aktualne

mi

dodavatéov a zamestnancov (jednotlivo ,Strana zbavena

zodpovednosti*)  proti Skodam, ujman
postihom, narokom ¢i

zbavenou zodpovednosti v sudvislosti s narokom, sud

akymKwek

sporom, jednanim, poZiadavko#n usudkom tretej strany v

dosledku: (i) akéhokwek nedbalého jednania zo strd
Intiticie alebo jej jednotlivych poverencov, veduc
pracovnikov a zmocnencov (vratane Hlavného skisajuc
(jednotlivo  ,Zodpovedna strana®); (i)
akoukdvek Zodpovednou stranou vSetkych prislusny

vydavkom spdsobenym Stranou

nym

ny
ich
eho)

nedodrzanie

ch

platnych zakonov a pravnych predpisov; (ii) nedodrzanie

podmienok Protokolu akuKeek Zodpovednou stranou; (iy)

nedodrzanie pisomnych pokynov Zadavate o’adom

pouzitia Hodnoteného pripravku alebo Porovnavacieho lieku;

alebo (v) akékbve iné zavazné porusSenie tejto Zmluvy
strany Institdcie.

16.2 PostupPodmienkou tohto zbavenia zodpovednosti je
Strana zbavena zodpovednosti musi Zodpovednej s
poskytn® bez me3kania (nejpozdejSie v3ak do desig
(10) pracovnych dni od prijatia toho istého Stra
zbavenou zodpovednosti) pisomné oznamenie
akomkdvek néroku na odSkodnenie, ako aj p
spolupracu a pomoc pri jeho vybavovani, a ak @
Zodpovedna strana  poZiada, Strana zba
zodpovednosti splnomaugje Zodpovednu stranu
vyhradnému vedeniu obhajoby, vratane vSetk
vyjednavani o urovnanéi kompromise za prispeni
poradcu polbh vyberu Zodpovednej strany. Ziad
urovnanie alebo kompromisné rieSenie naroku nel
pre Stranu zbavenu zodpovednosti zavdzné bez
predchadzajuceho pisomného suhlasu, ktory ne

Z0

, Ze
trane
itich
nou
o]

nud

to
ena
k
ych
a
ne
pude
7 jej
bude

neprimeranie odoprety. Ziadna strana nepripusti cf

nybu
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na strane druhej strany bez pisomného povolenia |tejto
strany.
16.3  Without prejudice to clause 16.2 above, the Institution _ ] - o o
shall use reasonable endeavours to inform the Spord$os Nie na Ukor odstavca 16.2 vyssie, Institlcia vynaloZi paiméer
and INC Research prompﬂy of any Circumstancégi”e, aby Zadavata a INC Research okamZite informovalal o
thought likely to give rise to any claim, proceeding @kychkdvek okolnostiach, ktoré by pripadne mohli spoggbi
demand relating to the Trial. akykd’vek narok, riadeni&i poziadavku tykajucu sa Hodnotenia.

16.4 INC Research expressly disclaims any and all liabjlity 16.4 Spolonos’ INC Research vyslovne odmieta akikek

whatsoever in connection with the Sponsor Drug of the zodpovedna3 v suvislosti s Hodnotenym pripravko
Protocol except to the extent that such liability arises alebo Protokolom hodnotenia okrem pripadovd ke
from INC Research’s negligent act, omission or willful takato zodpovednds/znikla z nedbalosti, opomenutim,
misconduct. umyselnym nespravnym konanim alebo porusenim

platnych zakonov zo strany spétmsti INC Research.

15z28
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17. Termination 17. Ukortenie.
17.1 Termination Conditions This Agreement terminates 17.1 _Podmienky ukdenia Platnosg tejto Zmluvy skogii, ked’
upon the earlier of any of the following events: dojde ku ktorejktivek z nasledujucich udalosti, gadtoho,
ktora nastane skoér:

a. Disapproval by IEC If, through no fault of a. Neschvélenie/zamietnutie zo strany NEK
Institution, the Trial is never initiated because Ak sa, bez akéhoKeek zaprtinenia
of IEC disapproval, this Agreement wijll InStitucie, Hodnotenie nezae z dévody
terminate immediately. zamietnutia NEK, platnds tejto Zmluvy

okamZite kouii.

b. Trial Completion For purposes of this
Agreement, the Trial is considered complgete b. Dokontenie Hodnotenia Pre @ely tejto
after conclusion of all Protocol-required Zmluvy sa Hodnotenie povaZzuje za
activities for all enrolled Trial Subjects; dokortené po skoteni vSetkych aktivit
receipt by Sponsor of all relevant Protocol- predpisanych  Protokolom pre vSetky
required data, Trial documents and Biological zaradené Subjekty hodnotenia; po tafo,
Samples; and receipt of all payments due to sU Zadavatkovi dodané vSetky relevantné
either party. Gdaje predpisané Protokolom,

dokumentacia Hodnotenia a Biologické
vzorky; a po tomgo kazda zo stran prijala
vSetky platby, ktoré jej naleZia.

C. Early Termination of Trial. If the Trial is C. Predlasné ukotenie Hodnotenia. Ak
terminated early as described below, the Hodnotenie skati predasne poth nizSie
Agreement will terminate after receipt by uvedeného popisu, platnbZmluvy skori,
Sponsor or INC Research of all relevant hnel’ ako Zadavatealebo spolénog’ INC
Protocol-required data, Trial documents and Research obdrzi vSetky relevantné udaje
Biological Samples and receipt of all predpisané Protokolom, dokumentacia
payments due to either party. Hodnotenia a Biologické vzorky; a po tom,

¢o kazda zo stran prijala vSetky plathy,
ktoré jej nalezia.

(1) Termination of Trial Upon Notice (1) Ukortenie Hodnotenia na z&klade
INC Research reserves the right|to oznamenia Spol@énog’ INC Research si
terminate the Trial for any reason vyhradzuje pravo Hodnotenie skt
upon thirty (30) days written notice {o z akéhoktivek dovodu na  zéklade
Institution. pisomného oznamenia zaslaného Instit

s tridsa (30) diovym predstihom.

(2) Immediate Termination of Trial by (2) Okamzité ukotenie Hodnotenia
Sponsor Sponsor or Sponsor via INC Zadavatéom. Zadavate alebo Zadavate
Research further reserves the right to prostrednictvom spoémosti INC Research

16z28
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17.2

17.3

terminate the Trial immediately upon
written notification to Institution fo
causes that include failure to enrpll
Trial Subjects at a rate sufficient fo
achieve Trial performance goals;
material unauthorized deviations frgm
the Protocol or reporting
requirements; circumstances that |in
Sponsor’'s opinion pose risks to the
health or well being of Trial Subjects;
or regulatory agency actions relating
to the Trial or the Sponsor Drug pr
Comparator Drug.

3) Immediate Termination of Trial b
Institution  Institution reserves th
right to terminate the Trig
immediately upon notification t
Sponsor if requested to do so by
responsible IEC or if such termination
is required to protect the health [of
Trial Subjects.

S Y =0

Payment upon Terminationif the Trial is terminated
early in accordance with this Agreement, INC
Research on behalf of Sponsor will provide| a
termination payment equal to the amount owed| for
work already performed up to and including the
effective date of termination, in accordance with
Attachment B, less payments already made. |[The
termination payment will include any non-cancelable
expenses, other than future personnel costs, so lohg as
they were properly incurred and prospectively
approved by Sponsor, and, only to the extent such
costs cannot reasonably be mitigated. If the Trial was
never initiated because of disapproval by the IEC, INC
Research on behalf of Sponsor will reimburse
Institution for IEC fees and for any other expenses|that
were prospectively approved, in writing, by Sponsoy.

Return of Materials Unless Sponsor
otherwise in writing, Institution will promptly return
all materials supplied by INC Research or Sponsaor, at

17.2

si dalej vyhradzuje pravo skeiw

Hodnotenie ihné¢ po pisomnom oznameni

Institucii z dévodov zathajucich zlyhanie
pri zaralovani Subjektov hodnoten
v pcite  dostattnom  na

neopravnené odchylenie sa od Protok

a
dosiahnutie
realiza&nych ci¢ov Hodnotenia; podstatné

alebo poZiadavok na podavanie sprav;

okolnosti, ktoré poth ndzoru Zadavate
predstavuju
prospech Subjektov hodnotenia; ale
Ukony kontrolného dradu vo tahu
k Hodnoteniu alebo Hodnotenému ¢ivau
alebo Porovnavaciemu tisu.

(3) Okamzité ukonenie Hodnotenia
InStitdciou InStitdcia si vyhradzuje prav
Hodnotenie ihné ukortit’ po informovanil
Zadavatéa na Ziadas zodpovednej NEK
alebo ak je takéto ukdanie nutné ng
ochranu zdravia Subjektov hodnotenia.

Platba po ukéani Ak je Hodnotenie ukatené predasne v

instructs 17.3 _Vratenie materidlo\Ak Zadavaté neda iné pisomné pokyn

sulade s touto Zmluvou, spélwg’ INC Research v men
Zadavatéa poskytne konmu platbu vo vySke pokryvajlcs
pracu uZz vykonanou dond (vratane), k& skortenie
Zmluvy nadobudlo platngs v sulade s Prilohou B, ming
platby uZz vykonané. Kowrea platba bude pokryvg
akékdvek vydavky, ktoré nie je mozné zrti& vynimkou
buddcich mzdovych nakladov, ak ktakym vydavk
skutaine doslo a boli vopred schvalené Zadakaig a len
vo vySke nakladov, ktoré nebolo moZné primeran
spbsobom obmedzi Ak klinické Hodnotenie vbbe

riziko pre zdravie alebo

bo

(@]

L

IS}

olppl

ym

nez&alo, pretoZze ho neschvalila NEK, INC Research

menom Zadavata preplati Institlcii poplatky za NEK

akékdvek dalSie naklady, ktoré Zadavéteopred pisomne

odsuhlasil.

InStitucia bez meSkania na néklady Zadé&iataatia vSetky

a

D

materialy dodané spalnogou INC Research aleb
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Sponsor’s expense, for Trial conduct, including CR
and any Sponsor-supplied Equipment. Upon wri
notification, Institution will return, at Sponsor
expense, any unused Sponsor Drug or Compa
Drug.

Fs,
[ten
S
rator

Zadavaelom na vykonavanie Hodnotenia, vratg
formuldrov CRF a akéhokeek Vybavenia poskytnutéh
Zadavatéom. Na zaklade pisomného upozornenia Instit
na naklady Zadavata vrati vietok nepouzity Hotnoter
pripravok alebo Porovnavacie lieivo.

0
(icia
y

18. Insurance In accordance with the applicable local laws
regulations, the Institution shall secure and maintain in
force and effect throughout the performance of the Trial
for a period of two (2) years thereafter), proper insurance
medical professional liability with limits customary the
industry to cover its indemnification obligations under
Agreement. Upon Sponsor’s request, Investigator shall for
to Sponsor a certificate evidencing such insurance. The t
of any insurance or the amount of coverage shall not re

either of the parties of any liability under this Agreement.

ahg. PoistnéV sulade s prislusnymi platnymi miestnymi zakonn
foiedpismi  InStiticia zabezfie a po celd dobu vykonavan
anddnotenia (a po obdobie dvoch (2) rokov potom) zachova v
2 flatnosti riadne poistenie lekarskej profesionalnej zodpovedno
rozsahu obvyklom v danom odbore, aby pokryla svoje povin

thisiSkodného pd@ tejto Zmluvy. Na Ziadwo's Zadavatéa Hlavny

wakdSajuci predloZi Zadavdityi doklad o tomto poisteni. Podmien
eslehokdvek poistenia alebo rozsah poistky nezbavuju Ziadny
liewgastnenych stran akejkeek zodpovednosti pdd tejto Zmluvy.

ia
a
binej
sti v
nosti

Ky
| ZO

19. Debarment, Exclusion, Licensure and Responbestitution
certifies that it is not debarred or restrictednireonducting
clinical research and will not use in any capattity services o
any person debarred or restricted from conductitigical
research under Applicable Law with respect to sessito be
performed under this Agreement. Institution alsdiftes that it
is not excluded from any governmental health camgnam.
Institution further certifies that that it is not subject dg
government mandated corporate integrity agreement an
not violated any applicable anti-kickback or false claims |
or regulations. During the term of this Agreement and
three years after its termination, Institution will mptsponsor
and INC Research promptly in writing to the extent poss
within two (2) business days if either of these certifmadi
needs to be amended in light of new information o

19. Zakaz, vyléenie, platno$ licencie a napravalnstiticia
potvrdzuje, Ze nema zékaz (angl. debarment) ani jej ribrjedzend
f moZnos vykonava Klinicky vyskum a nebude Ziadnym spésob
vyuziva® sluzby osoby, ktera ma zékaz alebo obmedzenie aykor
klinicky vyskum poda Prislusnych pravnych predpisov Vatiom
na sluzby, ktoré maju Ifyvykonané poth tejto Zmluvy. InStitdcia tie:
potvrdzuje, Ze nie je vyliena zo Ziadneho vlddneho progra
zdravotnej starostlivosti. InStitacid’alej potvrdzuje, Ze se na 1|
J feagt’ahuje povinna vladou predpisana dohoda o korporatnej inte
aawsZe neporusSila Ziadne zakodiypredpisy upravujuce Uplatky alel
fovistné podvody. V priebehu platnosti tejto Zmluvy a po dobu t
rokov po jej ukodeni, InStiticia bude bez meSkania pisor
bileformova’ Zadavatéa a spolénos’ INC Research, pdd moZnosti
do dvoch (2) pracovnych dni, ak bude niektora z tychto certifil
I vijzadovad Upravu vo svetle novych informécii alebo ak sa Instit

Institution becomes aware of any material issues relatdeetodozvie o akychkbvek podstatnych otdzkach v suvislosti s plafoas

medical licensure of any associated research staff (imgy
the Principal Investigator). Institution will cooperate w
Sponsor and INC Research regarding any responsive
necessary.

-

[e

dekarskej licencie ktoréhokKeek vyskumného pracovnika spojené
ith Hodnotenim (vratane Hlavného skulSajuceho). Institicia bud
dmavatéom a spolénog’ou INC Research spolupracevao veci
akychkdvek nutnych napravnych krokov.

N

mu
ne
grite,
DO
roch
nne

acii
Icia

ho
e so

18z 28

Clinical Trial Agreement — Institution_Clinical Trial LEO_Protocol0®801 INT



Principal Investigator Oto Herman, MD.

20.

Assignment and Delegation Sponsor may at any time a
upon written notice to Institution assume the obligations
rights of INC Research or substitute INC Research
another independent contractor. None of the rights
obligations under this Agreement will be assigned
subcontracted by Institution to another without the p
written consent of Sponsor, and the express agreeme
Institution, INC Research, and the requisite new assigne
subcontractor. Institution must notify Sponsor, in adva
prior to moving to another location. This Agreement will b
and inure to the benefit of the successors and permitted a
of the Sponsor.

nd 20. Poverenie a delegovani@adavate moze kedyktvek na
andaklade pisomného oznamenia Institucii prébradpovednosti &

anezavislym dodavatem. InStitlcia nesmie prenies ani

oisubkontrahové Ziadne prava ani povinnosti vyplyvajice z te
rioiZmluvy nadalSiu stranu bez predchadzajuceho pisomného su
nt sddavatéa a Zmluvy medzi InStitdciou, spdloog’ou INC
e Bresearch a pozadovanym novym nastupcornsubdodavatom.
ncelnstitdcia musi vopred informovaZadavatéa o $ahovani na iné
ndmiesto. Tato zmluva bude zavazna a pravoplatna pre nastup
ssigr/olenych zastupcov Zadavide

21.

Sponsor _as Third Party Beneficiarythe parties to thi
Agreement recognize and agree that the Sponsor take
benefit of this Agreement as a third party beneficiary amees
that Sponsor may enforce such rights either directly
indirectly through INC Research.

521. Zadavate ako opravnend tretia strandlcastnené strany tejt
sZthleivy bert na vedomie a suhlasia, Zze Zaddvat@ z tejto Zmluvy,

Zadavaté mbze tieto prava upkadbva® priamo G
prostrednictvom spoémosti INC Research.

nepriamo

22.

Equipment Sponsor or INC Research may provide, or arra
for a vendor to provide, certain equipment for use
Institution during the conduct of the Trial (“Equipment
Equipment use, ownership and disposition terms are fu
outlined in Attachment C.

e Vybavenie Zadavaté alebo spolénog’ INC Research méz
pgskytn@ alebo zabez@@, aby predajca poskytol dité vybavenie
na pouzivanie Instituciou v priebehu vykonavania Hodnot

rth¥ybavenie). Podmienky pouZitia vybavenia, jeho vlastnictvc
disponovanie s nim su uvedené podrobnejSie v Prilohe C.

23.

24.

Survival of Obligations Obligations relating to Resear
Grant (Section 6), Confidential Information (Section 1

Records (Section 11), Inventions (Section 13), Publicatioghgmalezmi ¢ag’ 13), Publikaciami ag’ 14), Publicitou dag’ 15),

(Section 14), Publicity (Section 15), Indemnification (Sect
16) and Debarment and Exclusion (Section 19), shall su
termination of this Agreement, as do any other provisio
this Agreement or its Attachments that by its nature aredhtr
remains valid after the term of the Agreement.

Entire Agreement This Agreement contains the compl
understanding of the parties and will, as of the Effective,[
supersede all other agreements between the parties dogc
the specific Trial. This Agreement may only be extenc
renewed or otherwise amended in writing, by the mu
consent of the parties. No waiver of any term, provisio
condition of this Agreement, or breach thereof, whethe
conduct or otherwise, in any one or more instances wil
deemed to be or construed as a further or continuing waiy
any such term, provision or condition, or any pr
contemporaneous or subsequent breach thereof, of any

ciPokraovanie povinnostiPovinnosti suvisiace s Vyskumnym grant
Qxag’ 6), Dovernymi informaciami¢gg’ 10), Zaznamamicas 11),

iddkazom {ag’ 16) a Vyl&enim a Zbavenim zodpovednosiag 19)
nZostavaju v platnosti po skéeni tejto Zmluvy, rovnako akd’alSie
nustanovenia tejto Zmluvy alebo jej Priloh, ktoré svojou povah
nzamerom zostavaju v platnosti po skeni Zmluvy.

e@l. Zmluva v Uplnom zneni Tato Zmluva obsahuje apln
gierozumenie zmluvnych strdn an@n &innosti nahradi v3etk
eostatné Zmluvy medzi zmluvnymi stranami votatu k danémy

withprava spolonosti INC Research alebo nahmathiC Research inym

igorospech ako opravnena tretia stranatadtnené strany suhlasia, |7

A

jto
hlasu

\)

Cov a

(@)

enia
D a

bu a

é

léthdnoteniu. Tuto Zmluvu je mozné pid, obnovi alebo inak
tugravt’ pisomne, vzajomnou dohodou zmluvnych stran. Vzdani
n lkworejka’vek podmienky alebo ustanovenia tejto Zmluvy, alebo
yrusenie, v jednom alebo viacerych pripadoch, sa nebude powe

gpadmienky alebo ustanovenia, ani Ziadne predchadzaju¢asns
odJebo nasledné poruSenie tejto Zmluwi, uz rovnakého aleb
ati$ného charakteru

e Sa
Jei
iZova

|dd vyklada& ako d’alSie alebo pokraijuce vzdanie sa takejio
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term, provision or condition of this Agreement whether of a

same or different nature.

25.

Prevailing Language. This Agreement has been agreed in 2&0

Smerodajny jazykrato Zmluva bola uzavreta v dvo

languages: Slovak and English, both languages are printejdgkoch: v _slovetine a anglétine, oba jazyky su vyttené v

the same version.

In the case of any discrepancy

ramakej verzii. V pripade akychkeek nezrovnalostii rozporov

inconsistency between the language versions the Slovakvensiedzi jazykovymi verziami je smerodatnym jazykom sl@iman

shall prevail.

26.

Conflict with Attachments To the extent that terms

provisions of this Agreement conflict with the terms 4§

provisions of the Protocol, the terms and provisions of
Agreement will control as to legal and business matters,

the terms and provisions of the Protocol will control ag

technical research and scientific matters unless expr,
agreed in writing between the parties.

DP6. Rozpor s PrilohambDo miery, do akej su podmienky

inak v pisomnej forme.

a

ancstanovenia tejto Zmluvy v rozpore s podmienkami a ustanoveniami
tRisotokolu, podmienky a ustanovenia tejto Zmluvy budd nadragené
aritladiska pravnych a obchodnych zalezZitosti a podmienky a
5 istanovenia Protokolu budu nadradenéadiska odborného vyskumu
eashedeckych zaleZitosti, ak sa zmluvné strany vyslovne nedohodnu

27.

Relationship of the PartiesThe relationship of Institution t
INC Research is one of independent contractor and not o
partnership, agent and principal, employee and employer,
venture, or otherwise.

027. VZah zmluvnych straninstiticia ma k spolmosti INC

nBadearch wah nezavislého dodavditea nie veah partnerstva, ¥ah
joinitela a prikazcu, zamestnanca a zamestniaatspoléného
podniku, a nijaky iny veah.

28.

Force Majeure Neither party will be liable for delay i
performing or failure to perform obligations under t
Agreement if such delay or failure results from circumsgar
outside its reasonable control (including, without limitati
governmental legislative action, terrorism, natural disa
bioterrorism, major regional power failure) promptly notifi
to the other party (“Force Majeure”). Any incident of Fo
Majeure will not constitute a breach of this Agreement ang
time for performance will be extended accordingly; howe
if it persists for more than thirty (30) days, then the parties
enter into discussions with a view to alleviating its eHexid,
if possible, agreeing on such alternative arrangements ag
be reasonable in all of the circumstances.

n28. Vy33ia mac Ziadna zo zmluvnych stran nebude fii
himodpovednas za opozdenie alebo zlyhanie pri plneni povinn
npod’a tejto Zmluvy, ak toto opozdenie alebo zlyhanie bolo vysled
pokolnosti mimo primeranej kontroly (vratane, nie v3ak k)
stegislativneho konania vlady, terorizmu, Zivelnej pohromy,

etbrorizmu, zavazného lokalneho vypadku elektriny), o ktorych

raruhd strana bez meskania informovana (,VysSia moc*). Akgddo
Hesah VysSej moci nebude predsta¥guarusenie tejto Zmluvy &as
ven vykonavanie Hodnotenia bude prislusnym spdsoboniZered ak
mdak pretrvava viac nez tridsé30) dni, zmluvné strany moéZuczad
diskusiu s cibom zmierni’ jej (Cinky a, ak je to mozné, dohodh&a
5 n@aglternativnom rieSeni, ktoré bude primerané danym okolnostia

S
psti
kom

Dio-
bola

m.

29.

Governing Law Subject to the terms of the Trial Conduct
outlined above, this Agreement shall be governed by
construed in accordance with the laws of Slovak Repu
without giving effect to conflict of law provisions.

9. Rozhodujuce pravoPod’a podmienok vykonavani
atodnotenia uvedenych vySSie, sa tato Zmluva bude tr
bfilgvenskymi zakonmi a bude pg&dnich vykladana, ptfom nedéjde K
stretu zakonnych ustanoveni.

)

adi

30.

Notices All notices required under this Agreement will be
writing and be deemed to have been given when

iB0.
hand

OznameniaVsetky oznamenia pdd tejto Zmluvy budd
pisomné a budl se povazévaa dordené, ke boli

delivered, sent by overnight courier, electronic mail or certified

doruieny osobne, odoslané kuriérskou doracou
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mail, as follows, provided that all urgent matters, such
safety reports, will be promptly communicated via teleph
and confirmed in writing:

SPONSOR:

LEO Pharma A/S

Industriparken 55,

DK-2750 Ballerup

Denmark

Attention: Head of Clinical Operations
Telephone: +45 4494 5888

With a copy to:

INC Research, LLC

3201 Beechleaf Court, Suite 600
Raleigh, NC 27604-1547 USA
Attention: Site Contracts Department
Re: Project Code 12083

Telephone: 919-876-9300

Institution:

FakultnA nemocnica Treém, Interné
Legionarska 28, 911 71 Tr&n, Slovakia
Attention: MUDr. Oto Herman
Telephone + 421 6566737

oddelenie

hne,

sluzbou, elektronickou poStou alebo s denim na
nasledujuci de alebo boli odoslané ako dopdema
zéasielka, za nasledujuceho predpokladu, Ze v3etky urg
veci, ako napriklad spravy o bezpesti,
mesSkania oznamené telefonicky a potvrdené pisomne:

ZADAVATETL:

LEO Pharma A/S

Industriparken 55,

DK-2750 Ballerup

Dansko

Do ruk: Riadité& klinického vyskumu

Telefon:  +45 4494 5888

as

Kopia pre:

INC Research, LLC

3201 Beechleaf Court, Suite 600
Raleigh, NC 27604-1547 USA
Do ruk: Oddelenie zmlav
Vec: Kod projektu 12083
Telefébn:  919-876-9300

InStitdcia:
FakultnA nemocnica Trém, Interné oddelenid
Legionarska 28, 911 71 Tr&n, Slovenska republika
Do ruk: MUDr. Oto Herman
Telefén:+421 6566737

budd bez

entné

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE STRANA S PODPISMI]

In the event that the parties execute this Agreement by egehaf
electronically signed copies, scanned copies of signed copiessimifad
signed copies, the parties agree that, upon being signed by both, |
this Agreement will become effective and binding and thasirfaite
copies and/or electronic signatures will constitute evidencéndinigy
Agreement with the expectation that original documents may ba¢
exchanged in good faith.

V pripade, Ze strany uvedl tdato Zmluvu do platnosti vyme

pdudiei$ alebo reprodukciou (faksimil, fax) podpisanych kopii, stn
suhlasia, Ze po podpise oboma stranami tato Zmluva vstUy
platnosti a bude zavazna a faxové kdpie a/alebo elektronické pq
> budd dokladom zavaznej Zmluvy akavanim, Ze v dobrej viel
prebehne vymena originalnych dokumentov.

nou

elektronicky podpisanych kopii, naskenovanych képii podpisanych

any
D do
dpisy
e
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Agreed to and Accepted:

INSTITUTION INC RESEARCH UK Limited
By: By:

Signature Signature

Printed Name Printed Name

Title Title

Date Date

Suhlasil/a a akceptoval/a:

INSTITUCIA INC RESEARCH UK Limited
Meno: Meno:

Podpis Podpis

Meno tlaéenym pismom Meno tl&enym pismom
Titul Titul

Datum Datum

Clinical Trial Agreement — Institution_Clinical Trial LEO_Protocol0®801 INT
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Attachment A
Protocol

The clinical Trial to be performed pursuant to this Agreembat! He
that set forth in the Protocol and incorporated into this Agree
attached hereto by reference in addition to all current and f
amendments thereto, which is incorporated into this Agreemer
reference and entitled:

Protocol # IN 0901 INT “Efficacy and Safety of Longsfire(6 Months)
Innohep® Treatment versus Anticoagulation with a Vitamin
Antagonist (Warfarin) for the Treatment of Acute Venc
Thromboembolism in Cancer Patients”

Priloha A
Protokol

Klinické Hodnotenie pokh tejto Zmluvy bude zodpovegi&@rotokolu
meeitude zélenené do tejto Zmluvy, spalpe se vietkymi siasnymi a
utwrdacimi dodatkami 2déenenymi do tejto Zmluvy pod nazvom:

it by

Protokol & IN 0901 INT ,XXinno¥ a bezpénog’ dlouhodobej
(Sesmesdnej) liecby pripravkom Innohep® verzus antikoagulaci
antagonistom vitaminu K (Warfarinem) nache akatneho Zzilnéh
tkomboembolizmu u pacientov s rakovinou*

DUS

=)
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Attachment B

RESEARCH GRANT PAYMENT TERMS

Priloha B

PLATOBNE
VYKONANIE VYSKUMU

PODMIENKY  FINANCNEJ ODMENY ZA

B-1. General Terms Institution will be paid the per patient grarB-1 VSeobecné podmienkinstiticia dostane zaplatenu fikan
amount as outlined on Attachment D (Research Grant odmenu na Subjekt hodnotenia padPrilohy D (Pracovny
Worksheet) per Trial Subject properly enrolled and completed i harok pre finatni odmenu) na kazdy Subjekt hodnotenia,
the Trial.. This amount constitutes the full compensation for|the ktory bol zaradeny do tohto Hodnotenia. T&@mstka
work to be completed by the Institution, including all work and predstavuje plna kompenzéciu za pracu, ktord ma vykona
care specified in the Protocdbr the Trial, along with al InStitucia, vratane akejkgek prace a starostlivosti uvedenej
overhead and administrative services. No compensation will be v Protokole hodnotenia a vratane vSetkych rezZijnych a
available for Trial Subjects enrolled or continuing in th&llin administrativnych sluzieb. Ziadna platba nebude poskytnuta
violation of the Protocol. za Subjekty hodnotenia, ktoré boli zaradené do Hodnotenia

alebo viiom pokra&uju a nesfnaju podmienky Protokolu.

B-2. Payment Term&esearch grant payments for each Trial Subjdst2 Platobné podmienky.Finartné odmeny za vykonanie
will be made and based on eCRFs submitted and monit vyskumu pre kazdy Subjekt budd hradené r'pad
Payments will be made quarterly. Payer will show the naime predloZzenych a sledovanych elektronickych formularov |pre
Principal Investigator in the message to payee. zaznamy Subjektov hodnotenie (eCRF). Platby budu hradené

Stvrtrocne.  Pri platbe Ziadame uviesmeno hlavnéhg
sku3ajuceho.

B-3. Non-Procedural Costs Institution will be paid for additional B-3 Iné neZ procedurdlne nakladiystiticii budd preplateng
non-procedural costs that are pre-approved by Sponsor, as set dodat@éné neproceduralne naklady, ktoré boli Zad&iate
forth in Attachment D. To request payment for such costs, schvalené vopred, ptd Prilohy D. Pri Ziadosti o preplatenie
Institution will remit an itemized invoice to Sponsor or [its takychto nakladov vystavi InStitucia fakturu s jednotlivymi
designee with documentation and receipts substantiating agreed- polozkami Zadavata s dokumentaciou a potvrdenkami
upon pass-through expenses. Any non-procedural pass-through sliziacimi ako doklad o fakturovdteych vydavkoch
expenses will be invoiced only in the amount actually incurred Akékal'vek neproceduralne vyfakturované vydavky budua
with no mark-up, up to the maximum amounts shown in fakturované len viastke skuténe vynaloZenej bez prirazky,
Attachment D. s maximalnym limitom uvedenym v Prilohe D.

B-4. Final Payment At the conclusion of the Trial, all eCRFs and-4 Finalna platbaPo dokorieni Hodnotenia budu vsetky
Trial-related documents will be promptly made available | for formulare CRF a vSetka dokumenticia suvisiaca
Sponsor review. The final payment will be paid once: all eGRFs s Hodnotenim bez meSkania poskytnutd na kontrolu

have been completed and received; data queries have
satisfied; all_Sponsor Druig returned; and all close out issu
are resolved and procedures completed, including final
notification. All queries must be resolved within five (3)yd of
receipt by Institution any time during the Trial. Sponsor o
designee will perform final reconciliation of all paymentada
to date against total amount due and will promptly pay Institu
amounts remaining unpaid, if any. Institution will promp

been
es
IEC

its

tion
tly

reimburse Sponsor amounts overpaid within thirty (30) day

s of

Zadavatéovi. Finalna platba bude realizovana: potémboli
vyplnené a prijaté vSetky formulare CRF; boli uspokoj
zodpovedané vSetky otazky tykajuce sa udajov; bol vr§
alebo zlikvidovany v3etok Hodnoteny pripravok; a |
vyrieSené v3etky uk@ovacie otazky a dok@ené procedury
vratane zavetmeho informovania NEK. VSetky otazk
musia by v priebehu Hodnotenia vyrieSené do piatich (5)
od ich prijatia zo strany InStitacie. Zadavatalebo jeho

ivo
teny
Doli

y
dni

menovany zastupca vykona zaver® vyrovnanie vsetkyc

N
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notification by Sponsor.

platieb realizovanych do daného datumu s celkovou spl3
Ciastkou a bez meSkania uhradi InStitacii pripa
nevyplateny zostatok. InStiticia bez meSkania
Zadavatéovi preplatendgiastku do tridsiatich (30) dni o
oznamenia zo strany Zadavide

\

B-5. Screen Failures A Screen Failure is a consented Trial Subjdgts Vyl&Eenie pri skrininguVylaéenim pri skriningu sa oztiaje
who fails to meet the screening visit criteria and is thus| no situacia, k&’ Subjekt hodnotenia, ktory podpisal informova
eligible for enrollment into the Trial. Screen Failuredl be suhlas, ale nesplnil kritéria skriningovej navstevy (kiét@re
reimbursed, if at all, as outlined in Attachment D, based on work  zaradenie/nezaradenie do Studie), a teda nie je opravne
completed pursuant to the Protocol. zaradenie do tohto Hodnotenia. V§ia pri skriningu bud

pripadne preplatené pia Prilohy D, za pracu vykonanu
sulade s Protokolom.

B-6. Necessary Procedurednstitution will be reimbursed for validB-6 Nevyhnutné postupyinstitacii budu preplatené platn
necessary visits and procedures. Payment for any necessary nevyhnutné navStevy a postupy. Platba za akjddo
procedure due to patient safety will be reimbursed at the agreed  nevyhnutny postup v zaujme beZpesti pacienta bud
upon unit cost in the budget and will require a separate inyoice preplatena za dohodnutl jednotkovi cenu v rétgpa bude
with documentation for the medical necessity of the procedure. vyZadova@ samostatnu faktaru s dokumentaciou @dlmnej
Where practicable, Sponsor's prior written consent will| be nevyhnutnosti daného postupu. Kde je to uskuitelné,
obtained, unless it will compromise the integrity of the [Toia bude obdrZzany predchadzajici pisomny suhlas Zadayate
affect Trial Subject safety, in which case Sponsor will be notjfied se tyto neporusi bezuhoniioslodnotenia alebo neovplyvr
as soon as practicable after the fact. bezpénos' Subjektu hodnotenia; v takom pripade bt

Zadéavaté informovany, hne¢ ako to bude uskutaitelné.

B-7. Payee The research grant payments will be made to| B& Prijemca platbyFinartné odmeny za vykonanie vyskun
following payee and address: budu zrealizované v prospech nasledujuceho prijemc

uvedenej adrese:

Payee Name:

Payee Address: Fakulthd nemocnica ThenlLegionarska 28, 911 7
Trergin, Slovakia

Payee Tax ldentification Number: 2021254631

Meno prijemcu platby:
1Adresa prijemcu platby: Fakulthd nemocnica €henLegionarska 28
911 71 Trenin, Slovenska republika

Danové identifik&nécislo prijemcu platby
DIC: 2021254631

B-8. Invoices All invoices must be forwarded to the following

instructed:

Finance Department

INC Research UK Limited

Riverview, The Meadows Business Park,
Station Approach, Blackwater,
Camberley,

ag-8 Faktury VSetky faktdry musia byyodoslané nasledujicen

adresétovi poich pokynov:

Finance Department

INC Research UK Limited

Riverview, The Meadows Business Park,
Station Approach, Blackwater,
Camberley,

25728
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Principal Investigator Oto Herman, MD.

Surrey,
GU17 9AB
United Kingdom

Surrey,
GU17 9AB
Verlka Britania

Institution will not receive any payments for pass thro
expenses whereby Institution has failed to produce actual
invoices or other documentation clearly substantiating tha
expenditures were actual, reasonable, and verifiable in
amount submitted for compensation.

~s o w

ugtstiticia neobdrzi Ziadne platby za fakturoVagevydavky, pre ktore

cogyitucia nepredloZila kopie skwoych faktur alebo iné dokumen
[ thetd’ne dokladujuce, Ze vydavky boli skdat@, primerané ;
dhieritd’né vo vyske uvedenej na preplatenie.

Ly
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Attachment C

EQUIPMENT USE, OWNERSHIP & DISPOSITION

POUZITIE, VLASTNICTVO A DISPONOVANIE S VYBAVENIM

Priloha C

C-1. Use During the term of this Agreement, Institution may ugel PouZitie V priebehu platnosti tejto Zmluvy, InStiticia moze

Equipment only for purposes of this Trial. pouziva Vybavenie len nadely tohto Hodnotenia v sulade| s
Protokolom.

C-2. Ownership Until the termination of this Agreement, thi€-2  VlastnictvoToto Vybavenie zostava az do vyprSania platnosti
Equipment remains the property of the respective vendorg that tejto Zmluvy vlastnictvom jednotlivych dodavébe, ktori ho
have provided the equipment to Sponsor or INC Research and poskytli Zadavatiovi alebo spolénosti INC Research a musi
must be returned either within a reasonable period of time upon byt vratené v primeranoniase na Ziadd@sZadavatéa alebo
request by Sponsor or INC Research, not to exceed five (5) spolanosti INC Research, nie vSak pozdejSie nez do piatich
calendar days, or immediately upon termination of this (5) kalendarnych dni, alebo ihiigpo skoreni platnosti tejta
Agreement. Institution agrees to return the Equipment in the  Zmluvy. InStiticia suhlasi, Ze Vybavenie vrati spésobhom
manner directed by Sponsor or INC Research in substantially the poZadovanym Zadavdtm alebo spoknog’ou INC Research
same condition as when received by Institution. Institution v priblizne rovnakom stave, vakom ho Institucia dostala.
further agrees that unless otherwise authorized in writindgdy t Intitucia suhlasi, Zze bude nfefinanéni zodpovednas za
Sponsor or INC Research of this Trial, Institution will noealt uzatvorenie poistnej zmluvy pokryvajucej akikek stratu
the Equipment in any way. Institution must not install any alebo zntenie Vybavenia ¥ase, kd je v starostlivost
components or software, if applicable, without express approval Institicie, a ktoré presahuje ramec beZného opotrebovania
of the Sponsor or INC Research. Any software provided to  a/alebo ktoré nemalo primerantgmhd savislog s riadnym
Institution may not be duplicated. Institution is not permitted to vykonavaniam tohto Hodnotenia. Stitudialej suhlasi, Ze ak
use the Equipment for any other purpose than for|the neziska pisomné opravnenie od Zaddatehto Hodnotenia
performance of this Trial in accordance with the Proto alebo spolénosti INC Research, InStiticia nebude [na
Neither Sponsor nor INC Research has any liability for desag Vybaveni vykonadvéa Ziadne Udpravy. Institicia nesnlie
of any sort, including personal injury or property damage, inStalova’ Ziadne komponenty ani softvér, bez vyslovného
resulting from the use of Equipment except to the extent|that suhlasu Zadavata alebo spoknosti INC Research. Ziadry
such damages were caused by the negligence or willful  softvér, ktory bol poskytnuty InStitucii , nesmie thy
misconduct of Sponsor or INC Research, as applicable,| and duplikovany. Institicia neméa povolenie pouZiybavenie
except to the extent that a personal injury constitutes a na Ziadny iny Gel neZz na vykonavanie tohto Hodnotenia v
compensable Trial Subject injury to be paid by Sponsor as sulade s Protokolom. Zadavitani INC Research nenesu
described in this Agreement. zodpovednas za Skody akéhoKeek druhu vratane osobného

zranenia ¢i poskodenia majetku, néasledkom pouZjtia
Vybavenia a ak osobna Ujma predstavuje odSkduhtitejmu
Subjektu hodnotenia, ktort uhradi ZadaVgged’a podmienok
uvedenych v tejto Zmluve.

C-3. Return to Sponsor After completion of Trial conduct or at arC-3 Vratenie Zadavdievi. Po dokogieni Hodnotenia alebo skér,
earlier time specified by Sponsor, Institution will arrange |for ak to Specifikuje Zadavdtelnstiticia na naklady Zadavéise
return of Equipment and Sponsor materials, at Sponsor's zabezpé& vratenie vybavenia a materidlov Zadavate

expense, to Sponsor or a location designated by Sponsor.

Zadavatéovi alebo na miesto stanovené Zadakate
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Attachment D Priloha D

RESEARCH GRANT WORKSHEET ROZPIS FINA!\fZNEJ ODMENY ZA VYKONANIE
KLINICKEHO VYSKUMU

Payment to be Suma, ktora bude
Visit proposed  td Vizita uhradend  (vSetky
site (all values sumy su uvadzané v
in Euros) Euro)
Screening €124 Vstupn& navsteva €124
Visit 1, Day 1 €69 Vizita l, dei 1 €69
Visit 2, Day 7 €53 Viziat 2, der 7 €53
Visit 3, Day 14 €46 Vizita 3, dei 14 €46
Visit 4, Day 30 €63 Vizita 4, der 30 €63
Visit 5, Day 60 €63 Vizita 5, dei 60 €63
Visit 6, Day 90 €63 Vizita 6, dei 90 €63
Visit 7, Day 120 €63 Vizita 7, dei 120 €63
Visit 8, Day 150 €63 Vizita 8, dei 150 €63
Visit 9, Day 180 — End of Vizita 9, de&i 180 — Koniec
Treatment / Unscheduled | €69 liecby / Neplanovane €69
Visit 10, Follow-up €14 Vizita 10, Follow-up| €14
sledovanie
TOTAL Per Completed €700 Spolu za  jednéhp€700
Patient skompletizovaného
pacienta
Non-procedural pass-through expenses Platby za neproceduralne vykony
Screen failure : € 75.00 Suma za pacienta, ktory nepreSiel vstupnou vizitou : € 75.00

Na jedno centrum s povoleni maximalne 4 pacienti, ktori nepresli

A maximum of 4 screen failures are permitted per site srje®r vstupnou navstevou. Toto neplati len v tom pripade ak INour
agreement has been reached with INC Research. vopred vynimku

CT vySetrenie € 350.00
CT scan € 350.00 Ultrazvuk € 150.00

Ultrasound € 150.00
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