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|
Clinical Trial Agreement Dohoda o klinickom skusani

This Agreement is made by and between Tato dohoda sa uzatvara medzi

(1) Covance Inc.,acompany located at 206 Carnegie (1) Covance Inc., spolo¢nostou so sidlom 206
Center, Princeton, New Jersey, 08450, USA Carnegie Center, Princeton, New Jersey,
(“Covance”) acting as an agent of the Sponsor 08450, USA (,,Covance®) konajicej ako
(as defined below); and zastupca zadavatel’a (ako je definovany nizsie);

a

(2) Narodny ustav tuberkuldzy, placnych  chordb (2) Narodny tstav tuberkuldzy, pl'acnych chor6b
a hrudnikovej chirurgie Vy$né Hagy whose a hrudnikovej chirurgie Vysné Hagy, ktorej
principal place of business is Vy$né Hagy 1, 059 hlavné sidlo je Vy$né Hagy 1, 059 84 Vysné
84  Vysné  Hagy, Slovak ~ Republic Hagy, Slovenska Republika (,,inStittacia“),
(“Institution”),

(each a “Party” and collectively the (kde kazda je ,strana“ a spolotne su
“Parties”). Hstrany*).
Background Zakladné informacie
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A. THE SPONSOR INTENDS TO CONDUCT
THE STUDY (AS DEFINED BELOW)
AND HAS RETAINED COVANCE
(UNDER A SEPARATE AGREEMENT)
TO ACT AS AN AGENT OF THE
SPONSOR AND PROVIDE CERTAIN
STUDY-RELATED SERVICES AS
DELEGATED BY THE SPONSOR,
INCLUDING ENTERING INTO
CLINICAL TRIAL AGREEMENTS WITH
SITES PARTICIPATING IN THE STUDY.

A. ZADAVATEL ZAMYSLCA VYKONAVAT
STUDIU (AKO JE DEFINOVANA
NIZSIE) A NAJAL SPOLOCNOST
COVANCE (NA OSOBITNU DOHODU),
ABY KONALA AKO ZASTUPCA
ZADAVATECA A POSKYTOVALA
URCITE SLUZBY V SUVISLOSTI SO
STUDIOU, AKO BUDU DELEGOVANE

ZADAVATELOM, VRATANE
UZATVARANIA DOHOD (o)
KLINICKYCH SKUSANIACH S
PRACOVISKAMI  ZUCASTNUJUCIMI
SA STUDIE.

B. THE INSTITUTION HAS EXPRESSED
ITS INTEREST IN PARTICIPATING IN
THE STUDY CONDUCTED UNDER THE
PROTOCOL (AS DEFINED BELOW).
THE INSTITUTION IS WILLING TO
PROVIDE THE SERVICES, PERSONNEL
AND FACILITIES REQUIRED FOR THE
PROPER CONDUCT OF THE STUDY
AND IS WILLING TO CONDUCT THE
STUDY AT THE STUDY SITE (AS
DEFINED BELOW) SUBJECT TO THE
TERMS AND CONDITIONS OF THIS
AGREEMENT. INSTITUTION HAS
DESIGNATED THE INVESTIGATOR (AS
DEFINED BELOW)TO CONDUCT AND
SUPERVISE THE STUDY.

B. INSTITUCIA PREJAVILA ZAUJEM O
UCAST V STUDII VYKONAVANEJ
PODLCA PROTOKOLU (AKO JE
DEFINOVANY NIZSIE). INSTITUCIA JE
OCHOTNA POSKYTOVAT SLUZBY,
PERSONAL A ZARIADENIA POTREBNE
NA RIADNE VYKONAVANIE STUDIE A
JE OCHOTNA VYKONAVAT STUDIU
NA STUDIJNOM PRACOVISKU (AKO JE

DEFINOVANE NIZSIE) PODLA
ZMLUVNYCH PODMIENOK TEJTO
DOHODY. INSTITUCIA  URCILA

SKUSAJUCEHO (AKO JE DEFINOVANY
NIZSIE) NA VYKONAVANIE STUDIE A
DOHLAD NAD NOU.

IT IS AGREED AS FOLLOWS:

DOHODNUTE JE NASLEDOVNE:

18 DEFINITIONS

1 DEFINICIE

11 In this Agreement, unless the context otherwise
requires, the following words and expressions

shall have the following meanings:

11 V tejto dohode, ak kontext nevyzaduje inak,
nasledujice slova a vyrazy budi mat

nasledujiice vyznamy:

“Adverse Event” means any untoward medical
occurrence in a Study Subject to whom the Study Drug
(or the relevant placebo or control Study Drug) has been
administered that may or may not have a causal
relationship with the treatment.

wNeziaduca udalost znamena aktkol'vek necCakant
medicinsku prihodu u ucastnika studie, ktorému bol
podany skusany liek (alebo prislusné placebo alebo
kontrolny skuSany liek), ktory mohol alebo nemusel
mat’ kauzalnu stvislost’ s liecbou.

“Anti-Corruption Laws” means any anti-bribery and
anti-corruption laws, rules, regulations (each as
amended from time to time) including any civil, penal,
administrative or other anti-corruption laws in
Slovakia, the United States Anti-Kickback Law, United

»Protikorupéné zakony* znamena akékol'vek
protitiplatkarske a protikorupéné zakony, pravidla,
predpisy (v platnom zneni), vratane akychkolvek
obcianskych, trestnych, administrativnych alebo inych
protikorupénych zakonov na Slovensku, zakona USA o
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States Foreign Corrupt Practices Act, the UK Bribery
Act 2010 and the OECD Convention Against the
Bribery of Foreign Government Officials in
International Business Transactions, together with any
applicable implementing legislation.

boji proti tuplatkom, zdkona USA o zahrani¢nych
korupénych praktikdch, protikorupéného zakona
Velkej Britanie z roku 2010 a Dohovoru OECD o boji
s podplacanim zahrani¢nych verejnych Cinitelov v
medzinarodnych obchodnych transakciach, spolu s
akymikol'vek prislusnymi preberacimi pravnymi
predpismi.

“Case Report Form” or “CRF” means a printed,
optical, or electronic document designed to record all of
the Protocol-required information to be reported to the
Sponsor on each Study Subject. A certified copy may
be required; this is a paper or electronic copy of the
original record that has been verified (e.g. by a dated
signature) or has been generated through a validated
process to produce an exact copy having all of the same
attributes and information as the original.

»Zaznamovy list pacienta® alebo ,,CRF“ znamena
vytlaceny, opticky alebo elektronicky dokument ureny
na zaznamenavanie vsetkych informacii vyzadovanych
protokolom, ktoré sa hlasia zadavatel'ovi o kazdom
ucastnikovi Stadie. Moze sa vyzadovat’ certifikovana
képia, Co je papierova alebo -elektronickd kopia
povodného zaznamu, ktord ja overend (napriklad
podpisom s datumom) alebo je vygenerovana
validovanym procesom na vytvorenie presnej kopie,
ktora ma vsetky tie isté charakteristiky a informacie ako
original.

“Confidential Information” means: (i) the terms of
this Agreement; (ii) the Sponsor Materials; (iii) any pre-
clinical and clinical data; (iv) information contained in
any regulatory filing with the US Food and Drug
Administration and/or other Regulatory Authorities; (v)
trade secrets, know-how and any other confidential or
proprietary information relating to the Sponsor
Materials; (vi) the Protocol; (vii) business, employee,
Study Subject or customer information or data; (viii) the
Results; (ix) information described in Section 8.1(a);
and (x) any other information disclosed or made
available (in each case whether directly or indirectly
and whether in writing, electronic, oral or visually or in
any other medium) disclosed to, communicated to,
learned of or is otherwise acquired or developed by the
Institution or Investigator under this Agreement.

»Doverné informacie* znamena: (i) podmienky tejto
dohody, (ii) materialy zadavatela, (iii) akékol'vek
predklinické a klinické 1udaje, (iv) informacie
obsiahnuté¢ v akychkol'vek vykazoch pre regulatorov
pre americky Urad pre lieky a potraviny alebo iné
regulaéné urady, (v) obchodné tajomstva, know-how a
akékol'vek iné doverné a vlastnicke informacie tykajice
sa materialov zadavatel’a, (vi) protokol, (vii) informacie
alebo udaje o podniku, zamestnancovi, Ucastnikovi
studie alebo zakaznikovi, (vii) vysledky, (ix)
informacie popisané v Casti 8.1(a)a (X) akékol'vek iné
informéacie spristupnené alebo zverejnené (v kazdom
pripade ¢i uz priamo alebo nepriamo a ¢i uz pisomne,
elektronicky, ustne, vizudlne alebo na akomkol'vek
inom médiu) spristupnené, oznamené, zistené alebo
inak ziskané alebo vyvinuté institiciou alebo
skasajucim podla tejto dohody.

“Evaluable Case” means a Study Subject who is
eligible to participate in the Study according to the
inclusion and exclusion criteria specified by the
Protocol and who completes the full course of therapy
and the required number of visits according to the
Protocol. This definition includes Study Subjects
withdrawn due to lack of efficacy or due to the
development of Adverse Events considered to be
related to the Study Drug and who are subsequently
followed-up as required in the Protocol.

»HodnotitePny pripad*“ znamena ucastnika S$tudie,
ktory je spoOsobily na ucast’ v §tadii podla kritérii na
zahrnutie a vylicenie Specifikovanych protokolom a
ktory absolvuje cely priebeh liecby a pozadovany pocet
navstev podla protokolu. Téato definicia zahfna
ucastnikov S$tadie, ktori odstipia pre nedostatoénu
ucinnost’ alebo vyskyt neziaducich udalosti, ktoré sa
povazuju sa suvisiace so skuSanym liekom, a ktori st
nasledne sledovani tak, ako to vyzaduje protokol.
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“Force Majeure Event” means any force majeure
event as recognized by applicable law and for the
purposes of this Agreement, shall include all
circumstances or causes beyond the reasonable control
of a Party, including war, threat of war or warlike
conditions, blockade, embargo, fire, explosion,
lightning, storm, drought, flood, earthquake or other
natural disaster, pandemic or epidemic, power failure,
acts of terrorism, riot, civil unrest, insurrection, acts of
government or other international bodies, political
subdivision and any other events which by nature could
not have been foreseen by the Parties or, if it could have
been foreseen, were unavoidable by a reasonable
prudent business.

»Udalost’ z vy$Sej moci“ znamena aktikol'vek udalost’
z vysSej moci, ako je uznana prislusSnym zdkonom a pre
ucely tejto dohody bude zahinat’ vSetky okolnosti alebo
pri¢iny mimo rozumnej kontroly strany, vratane vojny,
hrozby vojny alebo vojnovych podmienok, blokady,
embarga, poziaru, vybuchu, blesku, burky, sucha,
povodne, zemetrasenia alebo inej prirodnej katastrofy,
pandémie alebo epidémie, vypadku elektriny,
teroristického €inu, vytrznosti, ob¢ianskych nepokojov,
povstania, ¢inov vlady alebo inych medzindrodnych
organov, politického rozdelenia alebo akejkol'vek inej
udalosti, ktort strany prirodzene nemohli predvidat’,
alebo ak sa dala predvidat, bola neodvratitelna pre
rozumne obozretny podnik.

“ICH-GCP” means the guidelines of the International
Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use (ICH) for Good
Clinical Practice (GCP).

»ICH-GCP* znamena smernice Medzinarodnej
konferencie o harmonizacii technickych poziadaviek na
registraciu liekov na humanne pouzitie (ICH) pre
spravnu klinickl prax (GCP).

“IEC” means the independent research ethics
committee that is competent for the ethical review of
clinical trials in Slovakia and can issue an opinion
thereon and whose responsibility is to ensure the
protection of the dignity, rights, safety and well-being
of Study Subjects involved in the Study including
reviewing, approving and providing continuing review
of the Protocol and amendments thereto, and of the
methods and material to be used in obtaining and
documenting the Informed Consent.

»IEC* znamena nezavisly vyskumny eticky vybor,
ktory je kompetentny pre etické posudzovanie
klinickych skusani na Slovensku a méze o nich vydavat
stanoviskd a ktorého povinnost’ je zaistit ochranu
dostojnosti, prav, bezpecnosti a zdravia tcastnikov
studie zapojenych do Stadie, vratane posudzovania,
schvalovania a poskytovania priebezného
posudzovania protokolu a jeho dodatkov, ako aj metod
a materialov pouzitych na ziskanie a zdokumentovanie
informovaného sthlasu.

“Informed Consent” means a decision by which a
Study Subject (or its legally authorized representative)
freely decides after having been informed of the nature,
purpose, significance, duration, possible implications
and risks of the Study that are relevant to the Study
Subject’s participation in the Study, the right to
withdraw from the Study at any time, as well as the
processing of data (including all consents required for
the processing of Personal Information) to participate in
a Study. Informed Consent is documented by means
of a written, signed, and dated informed consent form
(“Informed Consent Form”) as defined by the current
ICH-GCP and the relevant Regulatory Requirements.

sInformovany suhlas* znamena rozhodnutie, kde sa
ucastnik Stadie (alebo jeho zakonny zéstupca) slobodne
rozhodne zac¢astnit’ Stidie potom, ¢o je informovany o
podstate, ucele, vyzname, trvani, moznych désledkoch
a rizikdch Stidie, ktoré st relevantné pre ucast’
ucastnika Studie v $tadii, o prave kedykol'vek odstupit’
zo §tadie, ako aj o spracovani udajov (vratane vsetkych
suhlasov potrebnych na spracovanie osobnych tidajov).
Informovany suhlas je zdokumentovany pomocou
pisomného a podpisaného formulara informovaného
suhlasu s uvedenym  datumom  (,,formular
informovaného suhlasu®), ako je definovany
aktualnymi smernicami ICH-GCP a prisluSnymi
regulac¢nymi poziadavkami.

“Investigator” means the Principal Investigator for the
Study at the Study Site, who is Roébert Slivka,
M.D.,PhD.

»SktSajuci“ znamena hlavny skusajici v Stadii na
Studijnom pracovisku, kto je MUDr. Rébert Slivka,
PhD.
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“Personal Information” means any information or
combination of information in any format that identifies
or is used by or on behalf of Covance or the Sponsor to
identify an individual.

»Osobné idaje*“ znamend akékol'vek informacie alebo
kombinaciu informacii v akomkol'vek formate, ktoré
identifikujii spolocnost’ Covance alebo zadavatela,
alebo st pouzivané spolocnostou Covance alebo
zadavatelom alebo v ich mene na identifikdciu
jednotlivca.

“Protocol” means the protocol with number
GLPG1205-CL-220 (and as amended from time to
time).

»Protokol*“ znamena protokol s Cislom GLPG1205-
CL-220 (v platnom zneni).

“Regulatory Authority” means any governmental or
administrative body having the authority under
applicable laws to regulate the conduct of clinical trials
in Slovakia.

»Regulaény urad*“ znamena akykol'vek vladny alebo
administrativny organ, ktory ma kompetenciu podla
prislusného zakona regulovat’ vykondvanie klinickych
skusani na Slovensku.

“Regulatory Requirements” means all applicable
national, regional and local laws, rules, and regulations
applicable on clinical trials, pharmaceuticals and all
other pertinent rules and regulations applicable to the
Study including: (i) ICH-GCP; (ii) the Declaration of
Helsinki and the EC-GCP Note for Guidance (where
applicable); (iii) all laws and regulations in relation to
data protection/privacy of individuals and human
biological materials; (iv) the requirements and
guidelines of any relevant Regulatory Authority and
any IEC; and (v) any Anti-Corruption Laws.

»Regulatné poZiadavky* znamena vsetky prislusné
narodné, regiondlne a miestne zakony, pravidla a
predpisy vztahujuce sa na klinické skuSania,
farmaceutika a vSetky dalSie prislusné pravidla a
predpisy vztahujlice sa na Studiu, vratane: (i) smernice
ICH-GCP, (ii) Helsinskej deklaracie a usmernenia EC-
GCP (kde je to aplikovatel'né), (iii) vSetkych zakonov a
predpisov v suvislosti s ochranou udajov/sukromia
jednotliveov a l'udskych biologickych materialov, (iv)
poziadaviek a smernic akéhokol'vek prislusného
regulacného tradu a akéhokol'vek vyboru IEC a (v)
akychkol'vek protikorupénych zakonov.

“Results” means: (i) all results, data, including
feasibility studies, Study Documents, analytical results,
photographs, conclusions, presentations, reports,
documents, templates and any other work generated
pursuant to this Agreement or Study; and (ii) all
inventions, discoveries, improvements or developments
(whether patentable or otherwise protectable or not)
copyrights and any other intellectual property rights
conceived, reduced to practice or made by the
Institution, Investigator or any Study Staff (whether
solely or jointly with others) in the course of or as a
result of the Study and/or that are related to the Sponsor
Materials or the use thereof.

»Vysledky* znamend: (i) vSetky vysledky, tdaje,
vratane Stadii uskutoCnitelnosti, dokumentov Studie,
analytickych  vysledkov,  fotografii, = zaverov,
prezentacii, sprav, dokumentov, Sablon a akychkol'vek
inych diel vytvorenych v stilade s touto dohodou alebo
studiou a (ii) vSetky vynalezy, objavy, zlepSenia alebo
vyvoje (¢i uz patentovatelné alebo inak chranitel'né
alebo nie), autorské prava a akékol'vek iné prava
dusevného vlastnictva koncipované, uvedené do praxe
alebo vytvorené institGciou, skusajucim alebo
ktorymkol'vek ¢lenom skusajuiceho persondlu (¢i uz
jednotlivo alebo spolo¢ne s druhymi) v priebehu §tadie
alebo v dosledku s$tadie, alebo ktoré sa tykaja
materialov zadavatela alebo ich pouZzitia.

“Serious Adverse Event” means all Adverse Events
which are defined as serious in accordance with any
applicable Sponsor guidelines and/or procedures in the
Protocol.

»Zavazna mneZiaduca udalost™ znamena vSetky
neziaduce udalosti, ktoré st definované ako zavazné
podl'a akychkol'vek prislusnych smernic zadavatela
alebo postupov v protokole.
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“Sponsor” means Galapagos NV, which takes
responsibility for the initiation, management and/or
financing of the Study.

»Zadavatel* znamena spolocnost Galapagos NV,
ktora preberd zodpovednost’ za zahdjenie, riadenie
alebo financovanie $tadie.

“Sponsor Materials” means any equipment, Study
Drug, samples, compounds and/or any other materials,
specifications, documents or information supplied to
the Institution or the Investigator by Covance, the
Sponsor or a third party on behalf of the Sponsor or
procured by Covance and paid by the Sponsor for the
Study. The Sponsor Materials shall remain the property
of the Sponsor and shall only be used for the Study.

»Materidly zadavatePa® znamena  akékol'vek
vybavenie, skasany liek, vzorky, zlozky alebo iné
materialy, Specifikacie, dokumenty alebo informacie
dodané institicii alebo skusajucemu spolo¢nost’ou
Covance, zadavatel'om alebo tretou stranou v mene
zadavatel'a alebo zaobstarané spolo¢nostou Covance a
preplatené zadavatelom Stadie. Materialy zadavatela
zostavaju majetkom zadavatela a budua sa pouzivat’ len
na Stadiu.

“Study” means the clinical trial entitled: “A Phase 1I
randomized, double-blind, placebo-controlled, 26-
week study to evaluate the efficacy, safety and
tolerability of GLPG1205 in subjects with idiopathic
pulmonary fibrosis” of the Study Drug as described in
detail in the Protocol.

,Stadia“ znamena klinické skuSanie s nazvom:
»Randomizované, dvojito zaslepené, placebom
kontrolované 26-tyzdnové klinické skuSanie fazy Il na
zhodnotenie uéinnosti, bezpecnosti a znaSanlivosti
GLPG1205 u ucastnikov s idiopatickou plticnou
fibrozou™“ so skusanym liekom, ako je podrobne
popisany v protokole.

“Study Documents” means all records, accounts, CRF,
notes, reports, data and IEC’s and Regulatory
Authority’s communications (submission, approval and
progress reports) collected or generated or used in
connection with the Study and/or Study Drug, whether
in written, electronic, oral or other form including all
recorded original observations and notations of clinical
activities and all other reports and records necessary for
the evaluation and reconstruction of the Study.

sDokumenty $tudie“ znamend vSetky zdznamy, Ucty,
listy CRF, poznamky, spravy, udaje a komunikacie s
vybormi IEC a regulacnymi uradmi (podania,
schvalenia a spravy o priebehu Studie) zhromazdené
alebo vytvorené alebo pouzité v suvislosti so Stadiou
alebo skisanym liekom, ¢i uz v pisomnej, elektronickej,
ustnej alebo inej forme, vratane vSetkych
zaznamenanych povodnych pozorovani a zapisov o
klinickych aktivitich a vSetkych ostatnych sprav a
zdznamov potrebnych na hodnotenie a rekonstrukciu
studie.

“Study Drug” means GLPG1205 which falls within the
definition of ‘investigational medicinal product’ as set
out in the applicable legislation on clinical trials in
Slovakia.

»Ikusany liek“ znamena GLPG1205, ktory spada pod
definiciu ,,sktsaného lieku“, ako je stanoveny v
prislusnych zakonoch o klinickych skasaniach na
Slovensku.

“Study Site” means the principal place of business of
the Institution or, if different, the location where the
Study shall be conducted, which is Pneumological and
ftizeological Clinic, Narodny ustav tuberkul6zy,
plicnych chordb a hrudnikovej chirurgie Vysné Hagy,
Vysné Hagy 1, 059 84 Vysné Hagy, Slovak Republic. .

,Studijné pracovisko® znamena hlavné sidlo
institacie, alebo ak je odlisné, miesto, kde sa bude
stadia konat, ¢o je Pneumologicko-ftizeologicka
ambulancia, Narodny ustav tuberkuldzy, placnych
choréb a hrudnikovej chirurgie Vys$né Hagy, Vysné
Hagy 1, 059 84 Vysné Hagy, Slovenska Republika .

“Study Staff” mean personnel working on the Study at
the Study Site under the direction and responsibility and
supervision of the Investigator.

Hotudijny  persondl®  znamena = pracovnikov
pracujucich na §tadii na Studijnom pracovisku pod
vedenim a ru¢enim a dohl'adom skusajuceho.
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“Study Subject” means an individual who participates | ,,Uastnik $tidie* znamena jednotlivca, ktory sa
in the Study, either as a recipient of the Study Drug, | zGc¢astiuje Stidie, bud’ ako prijemca skuSaného lieku,
placebo or as a control. placeba alebo ako kontrola.

1.2 Section and exhibit headings are inserted for | 1.2 Zahlavia Casti a dodatkov sa uvadzaju len na
convenience only and do not affect the ulah¢enie a neovplyviuyji  vyklad ani
construction  or interpretation of this interpretaciu tejto dohody.

Agreement.

1.3 References to: (a) any gender includes all | 1.3 Odkazy na: (a) akékol'vek pohlavie zahrhiaju
genders; (b) words in the singular include the vSetky pohlavia, (b) slova v jednotnom ¢isle
plural and vice versa; (c) the terms including, zahfiaju mnozné Cislo a naopak, (c) pojmy
include, in particular, for example or any vratane, zahriat, najmi, napriklad alebo
similar expression shall be construed as akékol'vek podobné vyrazy sa buda povazovat’
illustrative and shall not limit the sense of the za ilustrativne a nebudi obmedzovat’ vyznam
words preceding those terms; and (d) to a slov pred tymito pojmami a (d) zdkon alebo
statute or statutory provision is a reference to it zakonné ustanovenie st odkazmi na ich
as amended, extended or re-enacted from time priebezné tpravy, predizenia alebo opitovné
to time and shall include all subordinate ustanovenia a budu zahfnat’ vSetky podriadené
legislation made from time to time under that zakony priebezne vydavané podl'a tohto zdkona
statute or statutory provision. alebo zakonného ustanovenia.

1.4 In the event of a conflict between the Protocol | 1.4 V pripade konfliktu medzi protokolom a touto
and this Agreement, the terms of the Protocol dohodou st rozhodujuce podmienky protokolu
shall prevail with respect to the scientific, s ohl'adom na vedecké, medicinske, technické
medical, technical and regulatory guidelines aregula¢né smernice pouzivané pri vykonavani
used in the conduct of the Study. This Stadie. Tato dohoda bude rozhodujiuca vo
Agreement shall govern in all other instances. vsetkych ostatnych pripadoch.

1.5 The Exhibit(s) to this Agreement form part of | 1.5 Dodatky k tejto dohode tvoria sucast’ (a su
(and are incorporated into) this Agreement. zapracované do) tejto dohody.

1.6 If this Agreement is translated, the English | 1.6 Ak sa tato dohoda prelozi, anglicky text a
language text and version shall prevail. verzia st rozhodujuce.

2 SCOPE OF THE AGREEMENT 2 ROZSAH DOHODY

2.1 The Study shall commence only after the | 2.1 Stadia sa zatne az po ziskani potrebnych
necessary approvals by the competent schvaleni od prislusného regula¢ného tradu a
Regulatory  Authority and the positive kladného  vyjadrenia/suhlasu  prislusného
opinion/approval from the competent IEC have vyboru IEC v stlade s regulacnymi
been obtained in accordance with the poziadavkami.

Regulatory Requirements.

2.2 The Parties agree that the Study shall be | 2.2 Strany stihlasia, Ze sa Stadia bude vykonavat' v
conducted in compliance with this Agreement, sulade s touto dohodou, protokolom a
the Protocol and the Regulatory Requirements. regulaénymi poziadavkami.

2.3 Provided that all Regulatory Requirements are | 2.3 Za predpokladu, ze su vSetky regulaéné
met and upon written notice to the Institution, poziadavky splnené a po pisomnom
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Covance may increase or decrease: (a) the
number of Study Subjects to be randomized by
the Investigator; or (b) the duration of the
Study.

upovedomeni inStiticie, spolo¢nost” Covance
mobze zvysit alebo znizit: (a) pocet ucastnikov
studie na randomizaciu skusajucim alebo (b)
trvanie Stadie.

3 REPRESENTATIONS AND | 3 VYHLASENIA A ZARUKY
WARRANTIES
3.1 The Institution represents and warrants that: 3.1 Institacia vyhlasuje a zarucuje, Ze:

) there is nothing that it is aware of that
would or could for the duration of the Study: (i)
negatively impact on the proper and safe
performance of the Study; or (ii) create a
conflict of interest for the Institution or the
Investigator for the performance of the Study
(such as participation in another clinical trial);

@) neexistuje ni¢, ¢oho by si bola vedoma,
¢o by pocas trvania Studie mohlo: (i) negativne
vplyvat na riadne a bezpecné vykonavanie
studie alebo (ii) vytvorit’ konflikt zaujmov pre
institdciu alebo skusajuceho pri vykonavani
studie (ako napriklad ucast’ v inom klinickom
skusani),

(b) the Investigator is a medical doctor as
defined in national law, or a person following a
profession which is recognised in Slovakia
concerned as qualifying for an Investigator
because of the necessary scientific knowledge
and experience in patient care;

(b) skusajuci je lekar, ako je definované
narodnym zakonom, alebo osoba vykonéavajtca
profesiu, ktord ja na Slovensku uznavana ako
postacujuca pre vykonavanie uloh skusajiceho
vzhl'adom na potrebné vedecké vedomosti a
skusenosti v starostlivosti o pacientov,

(c) the Investigator and all Study Staff are
trained and fully qualified by education,
training and experience to conduct clinical
trials, assume responsibly for the proper
conduct of the Study and as required by the
Regulatory Requirements ;

(c) skusajuci a cely Studijny personal su
vyskoleni a plne kvalifikovani na zaklade
vzdelania, Skolenia a skuasenosti pre
vykonavanie klinickych skuSani, preberaju
zodpovednost’ za riadne vykonavanie stadie a
ako to vyzaduju regulac¢né poziadavky,

(d) the Institution has in place appropriate
Regulatory Requirements compliance
monitoring and escalation procedures and
processes including a monitoring plan
describing the methods, responsibilities and
requirements for monitoring the Study;

(d) inStiticia ma zavedené prislusné
postupy a procesy na monitorovanie suladu s
regula¢nymi poziadavkami a eskaléciu, vratane
plénu monitorovania s popisom metod,
povinnosti a poziadaviek na monitorovanie
Stadie,

(e) it has obtained all the necessary
licences/authorizations and has all the
necessary facilities required by the Regulatory
Requirements for the conduct of the Study at
the Study Site; and

(e) ziskala vietky potrebné
licencie/povolenia a ma vSetky potrebné
zariadenia vyZadované regulaénymi
poziadavkami na vykonavanie $tadie na
Studijnom pracovisku a

) the compensation for the Study under
this Agreement represents fair market value for
the services to be provided in connection with
the Study and that this Agreement is
independent of, has not had and shall not have

(f kompenzacia za Stidiu podla tejto
dohody predstavuje realnu trhova hodnotu pre
sluzby, ktoré budu poskytované v suvislosti so
Stidiou, a Ze tato dohoda je nezavisld a nemala
ani nebude mat’ Ziadny vplyv na inStitaciu, jej
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any influence on the Institution, its employees
or the Investigator as to the choice of reference
clinical laboratory testing ordered by the
Institution, its employees or the Investigator.

zamestnancov alebo skuSajuceho pri vybere
referenéného klinického laboratérneho
testovania  nariadeného  inStiticiou, jej
zamestnancami alebo skusajucim,

(9) neither the Investigator nor any Study
Staff have been found by any competent
authority to have violated any laws or
regulations concerning the conduct of clinical
trials; and

(9) ziadny prislusny urad nezistil, ze by
skusajuci alebo Studijny persondl porusili
akékol'vek zakony alebo predpisy ohl'adom
vykonavania klinickych skusani, a

(h) the Investigator fully understands the
Protocol, and all applicable documents

(h) skusajuci plne chape protokol a vsetky
prislusné dokumenty, vratane prirucky pre

Subjects shall commence when all IEC and/or
Regulatory Authority approvals are in place,
the Study is recorded in any national register (if
applicable) and shall comply with the Protocol,
this  Agreement and the Regulatory
Requirements;

including the investigator brochure, subject sktisajuceho, informa¢ného  letadku  pre
information leaflet and Informed Consent ucastnikov a  formulara informovaného
Form. suhlasu.

4 INSTITUTION OBLIGATIONS 4 POVINNOSTI INSTITUCIE

4.1 The Institution shall at all times be responsible | 4.1 Institacia bude po cely ¢as zodpovedna za
for the conduct, supervision and delegation of vykonavanie, dohl'ad a delegovanie Studijnych
Study duties to the Investigator and Study Staff, povinnosti na skusajuceho a Studijny personal
in the management, reporting, direction and pri riadeni, hlaseni, usmernovani a vykonavani
performance of the Study conducted by the Stadie vykonavanej skusajucim na Studijnom
Investigator at the Study Site and protection of pracovisku a ochrane ucastnikov Studie v
Study Subjects in accordance with this silade s touto dohodou a regulacnymi
Agreement and the Regulatory Requirements. poziadavkami.

4.2 The Institution shall ensure that: 4.2 Institacia zaisti, aby:
@) the enrolment/recruitment of Study @) zarad’'ovanie/nabor na  ucastnikov

stadie zacal potom, ¢o budu ziskané vsetky
schvalenia vyboru IEC alebo regulacnych
uradov, $tadia je zaznamenana v akomkol'vek
narodnom registri (ak je to aplikovatelné) a
bude v sulade s protokolom, touto dohodou a
regulacnymi poziadavkami,

(b) the Investigator and all Study Staff
shall be appropriately trained and qualified in
the Regulatory Requirements, the Protocol and
any Study procedures as well as their respective
obligations and duties relating to the Study
under this Agreement and Sponsor Materials
(as applicable;

(b) skusajuci a cely $tudijny personal boli
primerane vyskoleni a kvalifikovani s ohl'adom
na regulacné poziadavky, protokol a akékol'vek
postupy Stadie ako aj ich prislusné zavizky a
povinnosti v suvislosti so Studiou podla tejto
dohody a materidlov zadavatela (ako je to
aplikovatel'né),

(c) access to and completion of all Study
Documents is performed by authorized Study
Staff only;

(c) pristup a dopliovanie vSetkych
dokumentov $tudie vykonaval len autorizovany
Studijny personal,
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(d) the only individuals to participate in
the Study as Study Subjects shall, in the
Investigator’s best professional judgement,
meet the inclusion criteria for participation and
continued participation in the Study and are not
excluded for participation as defined in the
Protocol; and

(d) jedini jednotlivci, ktori sa zucastnia
odborného usudku skusajiceho, spinali kritéria
na zahrnutie na cast’ a pokraCovanie ucasti v
stadii a neboli vyluceni z Gcasti tak, ako to
definuje protokol a

(e) before a Study Subject begins
participating in the Study, the Study Subject
has signed an Informed Consent Form
approved by Covance or the Sponsor, and that
has been approved by an IEC and/or
Regulatory Authority in compliance with all
applicable Regulatory Requirements

(e) skor, nez sa ucastnik $tadie zaéne
zuCastiiovat’  Stidie, podpisal  formular
informovaného suhlasu schvaleny
spolo¢nostou Covance alebo zadavatelom a
ktory bol schvaleny vyborom IEC alebo
regulatnym uradom v stlade so vSetkymi
prislusnymi regulacnymi poziadavkami.

4.3

Without limiting the generality of Section 4.1,
the Institution shall and shall procure that the
Investigator shall:

4.3

Bez obmedzenia vSeobecnej platnosti Casti
4 linstitucia zaisti, aby skuSajuci:

@) conduct the Study in a professional
manner using all due skill, care and diligence
and shall ensure compliance of the Study at the
Study Site with the provisions of: (i) this
Agreement; (ii) the Protocol (as amended from
time to time); (iii) the Regulatory
Requirements; (iv) ICH-GCP; (e) any
conditions of approval for the Study from a
Regulatory Authority and/or IEC; and (f) any
instructions of the Sponsor or Covance;

@) vykondval §tadiu  profesionalnym
spdsobom s pouzitim vSetkych potrebnych
schopnosti, starostlivosti a usilia a zaistil sulad
studie a Studijného pracoviska s ustanoveniami:
(a) tejto dohody, (b) protokolu (v platnom
zneni), (c) regulatnymi poziadavkami, (d)
ICH-GCP, (e) vSetkymi podmienkami na
schvalenie $tadie od regula¢ného uradu alebo
vyboru IEC a (f) akymikol'vek pokynmi
zadavatel'a alebo spolo¢nosti Covance,

(b) keep an Investigator site file, which
shall at all times contain the essential
documents relating to the Study and the Study
Subjects, allowing verification of the conduct
of the Study and the quality of the data
generated, taking into  account all
characteristics of the Study. The Investigator
file shall be readily available to a Regulatory
Authority;

(b) viedol spis sktsajuceho na pracovisku,
ktory bude po cely Cas obsahovat' zakladné
dokumenty tykajlice sa Studie a tcastnikov
studie, ¢o umozni overenie vykonavania §tadie
a kvalitu vytvaranych tdajov s ohl'adom na
vsetky charakteristiky Stidie. Spis skusajuceho
musi byt 'ahko pristupny pre regula¢ny trad,

(c) use his/her best efforts to screen and
randomise a sufficient number of Study
Subjects to provide 8 Evaluable Cases before
December 2019. No further Study Subjects
shall be randomised after this date without the
express written consent of Covance and/or the
Sponsor. Any Study Subjects who do not meet
the criteria for Evaluable Cases shall be

(© vynalozil maximalne usilie na skrining
a randomizaciu dostatoéného poctu tcastnikov
studie na zaistenie 8 hodnotiteI'nych pripadov
pred decembrom 2019. Po tomto datume
nesmil byt randomizovani ziadni ucastnici
studie bez vyslovného pisomného sthlasu
spolocnosti Covance alebo zadavatela. Vsetci
ucastnici Stidie, ktori nesplnia kritéria pre
hodnotitelné pripady, budi nahradeni za
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replaced, provided that the
enrolment/recruitment period has not expired;

predpokladu, ze sa obdobie
zarad’ovania/naboru esSte neskoncilo ;

(d) promptly notify Covance and the
Sponsor if any Study Subject withdraws from
the Study or otherwise ceases to participate in
the Study;

(d) bezodkladne identifikoval spolo¢nost’
Covance alebo zadavatela, ak ucéastnik Stadie
odstipi zo Stadie alebo sa inak prestane
zucCastnovat’ studie,

(e) during the entire duration of the Study,
document any delegations of duties for the
conduct of the Study to appropriately qualified
and trained Study Staff;

(e) pofas  celého  trvania  Studie
dokumentoval vSetky delegovania povinnosti
pri  vykondvani Stidie na  primerane
kvalifikovany a vySkoleny Studijny personal,

(f not deviate from or modify and shall
ensure the Study Staff or persons to whom
Investigator’s duties has been delegated will
not deviate from or modify in any way the
provisions of the Protocol unless agreed in
writing by Covance and/or the Sponsor;

(f sa neodklonil od ustanoveni protokolu
ani ich nijakym spésobom neupravil a zaistil,
aby Studijny persondl alebo osoby, na ktoré boli
delegované povinnosti  skusSajuceho, sa
neodklonili od ustanoveni protokolu ani ich
nijakym sposobom neupravili, ak to nie je
pisomne dohodnuté so spolo¢nostou Covance
alebo zadavatel'om,

(9) maintain adequate and accurate source
documents and Study Documents that include
all pertinent observations on each of the Study
Site’s Study Subjects. Source data should be
legible, accurate, and complete;

(9) uchovaval dostatoné a  presné
zdrojové dokumenty a dokumenty sttdie, ktoré
budi zahfiat’ vSetky prislusné pozorovania o
kazdom ucastnikovi S$tudie na Studijnom
pracovisku. Zdrojové udaje musia byt
CitateI'né, presné a kompletné,

(h) all data provided to the Sponsor in each
CRF and in any other reports or documentation
are correct, accurate, intelligible and submitted
in due time;

(h) vsetky tidaje predkladané zadavatelovi
v kazdom liste CRF a v akychkol'vek inych
spravach alebo dokumentoch budu spravne,
presné, CitateI'né a predlozené nacas,

0] record, handle, and store all Study
information and Study Documents in
accordance with Regulatory Requirements and
in a way that allows its accurate reporting,
recording, interpretation and verification. This
principle applies to all records (paper or
electronic) referenced in the Regulatory
Requirements;

(1) zaznamenaval, manipuloval a
uchovaval vSetky informéacie o Studii a
dokumenty sStadie v sulade s regulacnymi
poziadavkami a takym spOsobom, ktory
umozni presné hlasenia, zaznamy, interpretaciu
a overenie. Tento princip sa vztahuje na vSetky
zaznamy (papierové aj elektronické) uvadzané
v regula¢nych poziadavkach,

() record and document all Adverse
Events and laboratory abnormalities identified
in the Protocol as critical to the safety
evaluation;

{)) zaznamenal a zdokumentoval vsetky
neziaduce udalosti a laboratérne abnormality
identifikované v protokole ako kritické pre
hodnotenie bezpecnosti,

(k) report all Serious Adverse Events to
Covance and/or the Sponsor without undue

(k) hlasil vsSetky zavazné neziaduce
udalosti spolo¢nosti Covance alebo
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delay but not later than within twenty-four (24)
hours of obtaining knowledge of the events,
unless, for certain Serious Adverse Events, the
Protocol provides that no immediate reporting
is required;

zadavatel'ovi bez zbyto¢nych odkladov, no
najneskdr do dvadsatStyri (24) hodin od
ziskania informacii o udalostiach, ak protokol
neuvadza pre urcit¢é zavazné neziaduce
udalosti, Ze okamzité hlasenie sa nevyzaduje,

)] be responsible for supervising any
individual or party to whom the Investigator
delegates Study tasks conducted at the Study
Site. If the Investigator and/or Institution
retains the services of any party to perform
Study tasks they should ensure this party is
qualified to perform those Study tasks and
should implement procedures to ensure the
integrity of the Study tasks performed and any
data generated; and

() bol zodpovedny za dohlad nad
akoukol'vek osobou alebo stranou, na ktoru
skusajuci deleguje Studijné ulohy vykonavané
na Studijnom pracovisku. Ak si skuSajuci alebo
institicia najma sluzby akejkol'vek strany na
vykonavanie S$tudijnych uloh, musia zaistit,
aby tato strana bola kvalifikovana na
vykonavanie tychto Studijnych uloh a musia
zaviest postupy na zaistenie integrity
vykonavanych Studijnych uloh a akychkol'vek
vygenerovanych udajov, a

(m) not delegate any Investigator
responsibilities to the Covance or Sponsor
monitor and/or not share any individual user
names/passwords of electronic systems among

(m)  nedelegoval ziadne povinnosti
skusajiceho na spolo¢nost Covance alebo
monitora zaddvatela a nezdielal Ziadne
individudlne pouzivatel'ské mend/hesla do

Agreement; and

multiple users. elektronickych  systémov s  viacerymi
pouzivateI'mi.
5 OBLIGATIONS OF THE INSTITUTION |5 POVINNOSTI INSTITUCIE
5.1 The Institution shall: 5.1 InStitacia musi:
@ immediately notify Covance if the €)] okamzite upovedomit’ spolo¢nost’
Investigator and/or the Institution is unable to Covance, ak skusajuci alebo institiicia nie su
perform  their  obligations under this schopni vykonavat' svoje povinnosti podla

tejto dohody a

(b) ensure that sufficient resources with
regard to time, personnel, facilities and other
resources are allocated for the proper and safe
performance of the Study and shall continue to
be allocated and made available to the
Investigator and Study Staff to allow the
dedicated, proper and punctual performance of
the Study in accordance with the requirements
of the Protocol, the Regulatory Requirements
and the terms of this Agreement; and

(b) zaistit s ohl'adom na ¢as, personal,
zariadenia a d’alSie zdroje, aby boli pridelené
primerané zdroje na riadne a bezpecné
vykondvanie S§tidie a musi ich nadalej
pridelovat a poskytovat skaSajicemu a
Studijnému  personalu, aby bolo mozné
vyhradné, riadne a v¢asné vykonavanie Studie
v stulade s poziadavkami protokolu,
regulatnymi poziadavkami a podmienkami
tejto dohody a

(©) subject to compliance with any
Regulatory Requirements, in the event that the
Investigator leaves or is removed from the
Institution, the Institution shall nominate a
qualified replacement investigator

(c) v sulade s akymikol'vek regula¢nymi
poziadavkami, v pripade, ze skuSajici odide
alebo je vyradeny z inStitucie, inStitucia
nominuje kvalifikovaného nahradného
skuSajuiceho  (nahradny skuSajaci) na
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(Replacement Investigator) to perform the
duties and responsibilities of the Investigator,
and shall notify the Sponsor and Covance in
writing immediately.  The Sponsor may
approve or reject the proposed Replacement
Investigator. Any Replacement Investigator
shall be required to perform the duties of the
Investigator under this Agreement and the
Protocol and the Institution shall ensure that the
Replacement Investigator is bound by the terms
of this Agreement without undue delay.

vykonavanie = zavdzkov ~a  povinnosti
skusajuceho a okamzite pisomne upovedomi
zadavatel'a a spolo¢nost’ Covance. Zadavatel
modze schvalit’ alebo zamietnut’ navrhovaného
nahradného  skusajuceho. Akykol'vek
nahradny sktsajuci bude povinny vykonavat
povinnosti skusajuceho podla tejto dohody a
protokolu a inStiticia musi zaistit, aby bol
nahradny skusajuci viazany podmienkami tejto
dohody bez zbyto¢nych odkladov.

52

The Institution shall and shall procure that the
Investigator and Study Staff shall:

5.2

Institicia musi zaistit’ a zaisti, aby skuSajici a
Studijny personal:

@) comply  with  the  Regulatory @) dodrziavali regulaéné poZziadavky,
Requirements;
(b) immediately report any changes that (b) okamzite hlasili akékol'vek zmeny,

may have an impact on the IEC’s or Regulatory
Authority’s approval to perform the Study;

ktoré¢ mézu mat dopad na schvalenie
vykonavania §tadie vyborom IEC alebo
regulacnym Gradom,

(©) ensure that the handling and storage of
Personal Information in the scope of the Study
is undertaken in full compliance with the
applicable Regulatory Requirements;

(c) zaistili, aby sa manipulacia a
uchovavanie osobnych tdajov v ramci Stadie
vykonavali v plnom sulade s prislusnymi
regulacnymi poziadavkami,

(d) retain any documents for the
identification of the Study Subjects and all
other Study Documents for at least twenty-five
(25) vyears from completion or earlier
termination of the Study or for a longer
duration as required by applicable laws and
regulations without prejudice to the Regulatory
Requirements applicable to the handling and
storage of Personal Information;

(d) uchovavali akékol'vek dokumenty na
identifikaciu ucastnikov $tudie a vSetky ostatné
dokumenty Studie najmenej dvadsat’piat (25)
rokov po skonceni alebo pred¢asnom ukonceni
studie alebo na dlhsie obdobie, ako to vyzaduji
prislu$né zakony a predpisy bez toho, aby boli
dotknuté regulacné poziadavky vztahujuce sa
na manipulaciu a uchovavanie osobnych
udajov,

(e) ensure that access to and completion of
all required Study Documentation is performed
only by authorized Study Staff and correctly
completed in accordance with the Sponsor or
Covance instructions and the Regulatory
Requirements;

(e) zaistili, aby pristup a vyplilovanie
vsetkych potrebnych Studijnych dokumentov
vykonéval len autorizovany Studijny personal a
spravne vyplnoval v sualade s pokynmi
zadédvatela alebo spoloc¢nosti Covance a s
regula¢nymi poziadavkami,

() keep a record of the Study Drug at the
Study Site and store the Study Drug as
specified in the Protocol and any Regulatory
Requirements;

(f viedli zdznam o skuSanom lieku na
Studijnom  pracovisku a skasany liek
uchovavali tak, ako je Specifikované v
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protokole a  akychkol'vek  regula¢nych
poziadavkach,
(9) only use the Study Drug for the (9) pouzivali skisany liek len na ucely
purposes of the Study and in accordance with Stadie a v stilade s protokolom,
the Protocol;
(h) at the end of the Study and unless (h) na konci $tadie, ak im inak nenariadi

otherwise instructed by the Sponsor or
Covance, the Institution shall return any unused
Study Drug to the Sponsor. If the Institution is
instructed to destroy any Study Drug, it shall

zadavatel alebo spolo¢nost’ Covance, institicia
vratila  vSetok nepouzity skuSany liek
zadavatel'ovi. Ak bude inStiticii nariadené, aby
skusany liek znicila, predlozi zdznam o tomto

provide records of such destruction to the znieni  zadavatelovi alebo  spolocnosti
Sponsor and/or Covance; and Covance a

0] immediately inform Covance and the (i) okamzite budu informovat’ spolo¢nost’
Sponsor of any actual or perceived conflict of Covance a zadavatela o akomkol'vek

interest or any alleged misconduct or breach of
this Agreement or the Protocol that is likely to
affect the safety and rights of the Study
Subjects or the reliability and integrity of the
data generated in the Study. If the Sponsor or
Covance becomes aware of any actual or
perceived conflict of interest or any alleged
misconduct or breach, the Institution shall
provide all reasonable assistance to any
investigation by or on behalf of the Sponsor
and/or Covance.

skuto¢nom alebo zdanlivom konflikte zaujmov
alebo akomkol'vek udajnom nespravnom
konani alebo poruseni tejto dohody alebo
protokolu, ktoré by mohlo ovplyvnit
bezpeCnost’ a prava ucastnikov Studie alebo
spolahlivost’ a integritu idajov vytvorenych v
studii. Ak sa zadavatel' alebo spoloc¢nost’
Covance dozvedia o akomkol'vek skuto¢nom
alebo zdanlivom konflikte zdujmov alebo
akomkol'vek tdajnom nespravnom konani
alebo poruseni, institucia vynalozi maximalne
primerané usilie na pomoc pri akomkol'vek
vySetrovani zadavatel'om alebo spolo¢nostou
Covance alebo v ich mene.

5.3

Noncompliance  with  the  Regulatory
Requirements by the Investigator, Study Staff
and/or Institution, or by any member(s) of the
Institution’s staff, shall lead to prompt action
by Covance or the Sponsor to secure
compliance. When significant noncompliance
is discovered, Covance or the Sponsor shall
perform a root cause analysis and implement
appropriate corrective and preventive actions.
The Institution shall undertake any acts that are
necessary to implement such actions.
Notwithstanding the foregoing, Covance
and/or the Sponsor shall retain the right to
claim damages from any non-compliance with
the Regulatory Requirements by the Institution,
Investigator or Study Staff.

5.3

Nedodrzanie regulacnych poziadaviek
skusajucim, Studijnym persondlom alebo
inStiticiou  alebo  akymkol'vek  ¢lenom

personalu institicie povedie k okamzitym
krokom zo strany spolo¢nosti Covance alebo
zadavatela na  zaistenie = dodrZiavania
predpisov. Ked sa zisti zavazné
nedodrziavanie predpisov, spolo¢nost’ Covance
alebo zadavatel' vykonaju analyzu hlavnych
pri¢in a zavedu primerané napravné a
preventivne opatrenia.  InStitlicia vykona
vsetky kroky potrebné na implementaciu tychto
opatreni. Bez ohl'adu na uvedené, spolo¢nost’
Covance alebo zadavatel’ si zachovaju pravo
pozadovat’ nahradu Skody za akékol'vek
nedodrzanie regulacnych poziadaviek
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indtitdciou, skuSajucim alebo Studijnym
personalom.
6 MONITORING VISITS, AUDITS AND | 6 MONITOROVACIE NAVSTEVY,
INSPECTIONS AUDITY A INSPEKCIE
6.1 All references in this Section 6 to Sponsor | 6.1 Vsetky odkazy v tejto Casti 6 na zadavatel'a
and/or Covance shall be construed to also refer alebo spolo¢nost’ Covance sa budu vykladat’ aj
to the Sponsor’s or Covance’s appointed ako odkazy na menovaného monitora
monitor. zadavatel'a alebo spolo¢nosti Covance.
6.2 The Institution shall: 6.2 Institacia musi:

@) allow regular monitoring visits to the
Institution to be performed by the Sponsor
and/or Covance;

@) umoznit, aby zadavatel  alebo
spolo¢nost Covance vykonavali pravidelné
monitorovacie navstevy,

(b) upon reasonable notice and at any time
before, during or after the Study, allow the
Sponsor and Covance to discuss the
performance of the Study with the Investigator
and Study Staff;

(b) po primeranom upovedomeni a
kedykol'vek pred stadiou, pocas nej alebo po
nej, umoznit zadavatelovi a spolocnosti
Covance, aby sa porozpravali so skusajucim a
Studijnym personalom o vykonévani Studie,

(c) make available to the Sponsor and/or
the Covance monitor all existing source data
for a scheduled monitoring visit;

(c) spristupnit’ zadavatel'ovi alebo
spolo¢nosti Covance monitorovanie vsetkych
existujucich zdrojovych udajov pre planovani
monitorovaciu navstevu,

(d) grant the Sponsor and Covance direct
access to all Study Documents;

(d) umoznit’ zadavatelovi a spoloCnosti
Covance priamy pristup ku vSetkym
dokumentom Studie,

(e) ensure that: (i) before a scheduled
monitoring visit, the Institution drug inventory
log and the Study Drug accountability form for
all Study Subjects are complete using the Study
specific forms provided by the Sponsor or
Covance; (ii) all CRFs and all outstanding
queries are completed prior to a scheduled
monitoring visit; (iii) all Study Documents are
completed promptly and updated by either the
Investigator or a documented delegate of the
Study Staff; and (iv) data reported in the CRF
is consistent with the source document and any
discrepancies are fully explained,;

(e zaistit, aby: (i) pred planovanou
monitorovacou navstevou boli  vyplnené
inventarny zoznam liekov a formular na
zuctovatelnost’ skiisanych liekov pre vsetkych
ucastnikov Studie s pouzitim formularov
Specifickych pre studiu, dodanych
zadavatel'om alebo spoloc¢nost’ou Covance, (ii)
vSetky listy CRF a vSetky nevyrieSené otazky
boli vyriesené pred planovanou monitorovacou
navstevou, (iii) vSetky dokumenty Studie boli
rychlo  vypiané a aktualizované bud’
skusajicim alebo zdokumentovanym
zastupcom zo Studijného personalu a (iv) udaje
hlasené v liste CRF sa zhodovali so zdrojovym
dokumentom a akékol'vek nezhody boli plne
vysvetlené,
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0 provide  monitoring  results in
accordance with the monitoring plan, to
Covance and/or the Sponsor (including
appropriate management and staff responsible
for Study and Study Site oversight) in a timely
manner for review and follow up as indicated
by the monitoring plan. Results of monitoring
activities should be documented in sufficient
detail to allow verification of compliance with
the monitoring plan; and

0) predkladat’ monitorovacie vysledky v
sulade s monitorovacim planom spolo¢nosti

Covance alebo  zadavatelovi  (vratane
prislusného  dohladu nad riadenim a
personalom zodpovednym za S$tadiu a
Studijnym  pracoviskom). Vysledky

monitorovacich aktivit musia byt dostato¢ne
podrobne zdokumentované, aby sa mohlo
overit’ dodrziavanie monitorovacieho planu a

(o) assist the Sponsor and Covance in
promptly resolving any clinical data queries,
errors, corrections or other requests in relation
to the Study Documents.

() pomahat’ zadavatelovi a spolo¢nosti
Covance pri urychlenom rieseni akychkol'vek
otazok, chyb alebo oprav v klinickych udajoch
alebo pri inych ziadostiach v suvislosti s
dokumentmi $tadie.

6.3

The Institution shall upon request from
Covance or the Sponsor or a Regulatory
Authority:

6.3

InStiticia na ziadost' spolocnosti Covance
alebo zadavatel’a alebo regula¢ného uradu:

@) with reasonable notice, allow auditors
from or authorized by the Sponsor and Covance
to visit the Institution to conduct reviews of all
Study Documents processes at the Institution
necessary for source data verification together
with any other relevant information generated
as a result of the Study;

@ po primeranom upovedomeni umoznit’
auditorom zadavatela alebo spolocnosti
Covance alebo nimi poverenym auditorom
navs$tivit' inStiticiu a vykonat  kontroly
vSetkych procesov s dokumentmi Studie v
inStitacii potrebnych na overenie zdrojovych
udajov  spolu s akymikol'vek  inymi
relevantnymi informaciami vygenerovanymi v
dosledku studie,

(b) promptly inform the Sponsor and
Covance of any request received from any
Regulatory Authority or IEC to inspect or
otherwise gain access to Study Documents or
other information, data or materials pertaining
to the Study;

(b) bude urychlene informovat’ zadavatel'a
a spolo¢nost’ Covance o akejkol'vek ziadosti
prijatej od akéhokol'vek regulacného uradu
alebo vyboru IEC o inSpekciu alebo iné
ziskanie pristupu k dokumentom stadie alebo
inym informaciam, udajom alebo materialom
tykajucim sa Studie,

(c) cooperate with Covance and/or the
Sponsor in activities in preparation for any
audit or inspection;

(c) bude spolupracovat’ so spolo¢nost'ou
Covance alebo zadavatel'om pri aktivitach pri
priprave na akykol'vek audit alebo inSpekciu,

(d) facilitate the conduct of regulatory
inspections by a Regulatory Authority and to
allow for the presence of representative of
Covance or the Sponsor during the inspection;
and

(d) bude pomahat pri  vykonavani
regulacnych in$pekcii regulaénym uradom a
umozni pritomnost zastupcu spolo¢nosti
Covance alebo zadavatela pocas inSpekcie a
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(e) co-operate in full in any audit and/or (e) bude plne  spolupracovat’  pri
inspection relating to the Study, conducted by akomkol'vek audite alebo inSpekcii v stivislosti
Covance, the Sponsor or Regulatory Authority so S§tadiou, vykonavanych spolo¢nostou
including the provision of all necessary clinical Covance, zadavatelom alebo regulacnym
data and documents and to answer any uradom, vratane poskytnutia  vSetkych
queries/corrections or other requests in a timely potrebnych klinickych tdajov a dokumentov na
manner. vyrieSenie akychkol'vek otazok/oprav alebo
inych ziadosti v€asnym spdsobom.
6.4 The Institution shall: 6.4 InstitGcia musi:
@) liaise with Covance and/or the Sponsor @) spolupracovat  so  spolo¢nost'ou
in responding to any regulatory inspection Covance alebo zadavatel'om pri odpovedani na
findings related to the Study; akékol'vek zistenia regulacnych inSpekcii
tykajucich sa stadie,
(b) provide copies to Covance and/or the (b) predlozit’ spolo¢nosti Covance alebo
Sponsor of all communications or other zadavatelovi kopie vSetkych komunikacii
documents and materials issued by a alebo iné dokumenty a materidly vydané
Regulatory Authority to the Institution and/or regulaénym  Gradom  inStitucii  alebo
Investigator that have or that may have an skuSajucemu, ktoré maju alebo mézu mat
impact on the Study; dopad na $tadiu,
(c) implement all modifications that prove (©) implementovat vSetky Gpravy, ktoré sa
necessary subsequent to the findings of the ukazu ako potrebné po zisteniach z
monitoring, audit or inspection in due course monitorovania, auditu alebo inSpekcie Vv
and keep Covance and/or the Sponsor informed primeranom ¢asovom obdobi a informovat’ o
thereof; and tom spolo¢nost’ Covance alebo zadavatela a
(d) inform the Sponsor and Covance of (d) informovat’ zadavatel'a a spolo¢nost’
any regulatory action taken against the Covance o  akychkol'vek  regulacnych
Institution and/or the Investigator. opatreniach prijatych proti inStiticii alebo
skasajucemu.
7 BUDGET 7 ROZPOCET
7.1 Covance acting on behalf of the Sponsor shall | 7.1 Spolo¢nost Covance konajuca v mene
pay the Institution for the satisfactory zadavatel’a bude platit’ instituciu za uspokojivé
performance of the Study in accordance with vykondvanie S$tadie v sulade s kontrolnym
the budget checklist attached as Exhibit A to zoznamom pre rozpocet pripojenym ako
this Agreement. priloha A k tejto dohode.
7.2 The Institution agrees that: 7.2 Institacia sthlasi, Ze:
@ no reimbursement shall be provided to @ ziadna platba nebude poukazana
the Institution for Study Subjects who are institicii za ucastnikov S§tadie, ktori budu
randomised into the Study and: (i) who do not randomizovani do $tadie a (i) ktori nebudu
conform to the Protocol's inclusion and spifiat’ kritéria na zahrnutie a vyla¢enie podla
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exclusion criteria; or (ii) for whom serious
deviations from the Protocol are made;

protokolu alebo (ii)) u ktorych dojde k
zdvaznym odchylkam od protokolu,

(b) reimbursement for eligible Study
Subjects who do not complete all visits in the
Study shall be pro-rated according to the
budget;

(b) platby za spoOsobilych uc¢astnikov
stadie, ktori nedokoncia vSetky navstevy v
stadii, budd pomerne rozdelené podla
rozpoctu,

(c) any payments to be made under this
Agreement as remuneration for the Institution
may be withheld for failure of the Institution,
or Study Staff to complete any of its obligations
under this Agreement; and

(c) akékol'vek platby vykonavané podla
tejto dohody ako odmena pre institiciu mézu
byt odopreté, ak inStiticia alebo Studijny
personal  nevykonaju  akékol'vek  svoje
povinnosti podla tejto dohody,

(d) reimbursement of Study fees shall be
payable directly to the Institution in accordance
with the terms hereunder.

(d) platby poplatkov v §tadii budt splatné
priamo institacii v sulade s tu uvedenymi
podmienkami.

7.3

The Institution shall be liable for all the taxes
assigned to it that arise or derive from the
activities under the Study and this Agreement.
Neither Covance nor the Sponsor shall be
responsible for any withholding income or
other taxes made under this Agreement.

7.3

Institacia bude zodpovedna za vsetky vyrubené
dane, ktoré jej vzniknt alebo budi odvodené z
aktivit podl'a Stadie a tejto dohody. Spolocnost
Covance ani zadavatel’ nebudi zodpovedni za
strhdvanie zrazkovych dani z prijmu alebo
inych dani vytvorenych v ramci tejto dohody.

7.4

The Institution acknowledges that Covance is
acting on behalf of the Sponsor and that
Covance’s ability to make the payments to the
Institution depends not only on their complete
performance of obligations under this
Agreement, but also on Covance receiving
from the Sponsor the funds necessary to make
the payments contemplated herein.

1.4

Institacia uznava, ze spolo¢nost’ Covance kona
v mene zadavatela, a ze schopnost’ spolo¢nosti
Covance poukazovat’ platby inStiticii nezavisi
vyluéne od jej kompletného vykonéavania
povinnosti podl'a tejto dohody, ale aj od toho,
¢i spoloc¢nost’ Covance dostane od zadavatela
financie  potrebné na  poukdzanie tu
spominanych platieb.

7.5

The Institution acknowledges that a separate
agreement exists between Covance and the
Investigator and/or certain Study Staff that
details the Investigator and/or certain Study
Staff obligations and specific financial
reimbursements  in  consideration  for
undertaking the performance of the Study.

7.5

In$titacia uznava, ze medzi spolo¢nost'ou
Covance a sktSajicim a urCitymi clenmi
studijného personalu existuje osobitna zmluva,
ktora popisuje povinnosti skasajuceho a
urCitych  Clenov  Studijného persondlu a
Specifické financné odmeny vzhladom na
vykonévanie Studie.

7.6

In the interests of transparency relating to the
Sponsor’s financial relationships with clinical
investigators and clinical trial sites, the Sponsor
may publicly disclose the funding associated
with this Agreement or any other benefit
provided to the Investigator or Institution by
the Sponsor or Covance.

7.6

V  zauyjme  transparentnosti  ohladom
finan¢ného vztahu zadavatela s klinickymi
skuSajicimi a pracoviskami  klinického
skuSania moze zadavatel zverejnit
financovanie v spojitosti s touto dohodou alebo
akékol'vek  iné  vyhody  poskytované
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skasajicemu alebo institucii zadavatel'om

alebo spolo¢nostou Covance.

7.7 The Institution agrees to provide Covance with | 7.7 Institacia sa zavézuje, ze spolocnosti Covance
the exact financial information, including the predlozi presné finan¢né informacie, vratane
list of healthcare professionals and healthcare zoznamu zdravotnickych pracovnikov a
providers who it transfers the financial or in- poskytovatelov ~ zdravotnej  starostlivosti,
kind benefits to and other data as required ktorym vyplaca financie alebo poskytuje davky
under the relevant provisions of Act. No. v naturaliach a d’alSie udaje, ako st vyzadované
362/2011 Coll. on medicinal products and podla prislusnych ustanoveni zakona ¢.
medical devices as amended for any applicable 362/2011 Zb. o lieckoch a zdravotnych
payments made by the Institution. The pomockach, v platnom zneni, pre akékol'vek
Institution shall provide such financial prislusné  platby vykonané inStituciou.
information and data to Covance within fifteen Institacia predloZi tieto finanéné informacie a
(15) days of receiving a payment from udaje spolo¢nosti Covance do pétnastich (15)
Covance. dni od prijatia platby od spolo¢nosti Covance.

7.8 If the Institution fails to provide or provides | 7.8 Ak institucia tieto informacie nepredlozi alebo
inaccurate, incomplete or false information to spoloénosti  Covance predlozi nepresné,
Covance pursuant to the Section above, the nekompletné alebo nepravdivé informacie
Institution shall be obliged upon written request podla vyssie uvedenej Casti, institicia bude
of Covance to compensate Covance for any povinna na pisomni ziadost' spolo¢nosti
fines or other sanctions as a consequence of or Covance ju kompenzovat’ za akékol'vek pokuty
that arise for the failure to provide such alebo iné sankcie v dosledku neposkytnutia
financial or in-kind benefit information, alebo vyplyvajice z tychto informacii o
including any fines imposed by the Ministry of financiach alebo davkach v naturaliach, vratane
Health in Slovakia akychkol'vek pokut uvalenych ministerstvom

zdravotnictva na Slovensku.
8 CONFIDENTIAL INFORMATION 8 DOVERNE INFORMACIE
8.1 The Institution agrees: 8.1 Institucia sa zavézuje, Ze:
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oo
()

The above obligations of confidentiality shall
not extend to Confidential Information that the
Institution can show through documentary
evidence:

oo
()

VysSie uvedené povinnosti mlcanlivosti sa
nebudu vztahovat’ na doverné informacie, pri
ktorych inStiticia méze preukazat’ pomocou
zdokumentovanych dokazov:

(a) is or was already known to the
Institution at the time of disclosure and is free
of any obligations of confidentiality; or

(@) ze uz boli inStitlcii zname v Case
spristupnenia a nevztahuje sa na ne povinnost’
mlcanlivosti, alebo

(b) is or becomes publicly known through
no fault, act or omission of the Institution or

(b) sa stali verejne zname bez viny,
konania alebo opomenutia institicie alebo
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Investigator or Study Staff in breach of this
Agreement; or

skusajuceho alebo Studijného personalu v
rozpore s touto dohodou, alebo

(c) is or was lawfully received by the
Institution from a third party without restriction
as to its use or disclosure and who is not under
a direct or indirect obligation of confidentiality
to Covance or the Sponsor; or

(c) boli zakonnym sposobom ziskané
institaciou od tretej strany bez obmedzenia ich
pouzitia alebo spristupnenia, a ktord nema
priamu ani nepriamu povinnost ml¢anlivosti
voci spoloc¢nosti Covance alebo zadavatel'ovi,
alebo

(d) was independently developed by the

(d) boli nezavisle vyvinuté institiciou bez

Institution without the benefit of the pomoci dévernych informacii, alebo
Confidential Information; or
(e) is required by law, rule, order, (e) ich spristupnenie inStiticiou alebo

government or regulatory requirement or other
process of law (Legal Process) to be disclosed
by the Institution or Investigator.  The
Institution shall promptly notify Covance or the
Sponsor of such requirement prior to any
disclosure and shall cooperate with Covance or
the Sponsor in seeking to oppose, minimise or
obtain the confidential treatment of the
requested disclosure to the extent of such order
or as reasonably practicable. In any event, the
Institution shall limit and shall procure that the
Investigator limits the disclosure of any
Confidential Information to the minimum
extent requested by such Legal Process.

skusajucim vyzaduje zékon, pravidlo, prikaz,
vladna alebo regula¢na poziadavka alebo iny
zakonny proces (pravny proces). Institicia
okamzite upovedomi spolo¢nost’ Covance
alebo zadavatela o takejto poziadavke pred
akymkol'vek spristupnenim a bude
spolupracovat’ so spolo¢nost’ou Covance alebo
zadavatelom pri snahe o namietanie,
minimalizaciu alebo ziskanie ddverného
zaobchadzania s pozadovanym spristupnenim
do miery vyZzadovanej tymto nariadenim alebo
ako je realne uskutoénitelné. V kazdom
pripade inStiticia obmedzi a zaisti, aby
skusajuci obmedzil spristupnenie akychkol'vek
dovernych informacii do maximalnej miery
vyzadovanej takymto pravnym procesom.

8.3

The Institution acknowledges that irreparable
harm may be done to Covance's and/or the
Sponsor’s business through the unauthorized
disclosure of any Confidential Information
under this Agreement for which damages at law
may not be an adequate remedy. Accordingly,
without prejudice to any other rights and
remedies it may have, nothing in this
Agreement shall prevent Covance and/or the
Sponsor from seeking injunctive or other
equitable relief from any court of competent
jurisdiction at any time to protect such
Confidential Information.

8.3

InStiticia  uznava, ze  prostrednictvom
nepovoleného  spristupnenia  akychkol'vek
dovernych informacii podla tejto dohody moze
spolo¢nost’” Covance alebo zadavatel' utrpiet’
nenapravitelna Skodu, pre ktoru zakonita
nahrada $§kod nemusi byt dostato¢nou
napravou. Preto bez toho, aby boli dotknuté
akékol'vek iné prava alebo napravy, ktoré mézu
mat, ni¢ v tejto dohode nebude branit
spolo¢nosti Covance alebo zadavatel'ovi v tom,
aby kedykol'vek neusilovali o prikazovu alebo
ina spravodlivi ndhradu na akomkol'vek sude s
prislusnou jurisdikciou na ochranu tychto
dovernych informaécii.

8.4

All obligations of confidentiality and non-use
set forth in this Agreement shall survive the

8.4

Vsetky povinnosti ml¢anlivosti a nepouzitia
stanovené v tejto dohode zostanu v platnosti po
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expiration or earlier termination of this
Agreement.

vyprsani alebo predasnom vypovedani tejto
dohody.

INTELLECTUAL PROPERTY RIGHTS

PRAVA DUSEVNEHO VLASTNICTVA

9.1

To the extent permitted by law, all rights and
title in any and all Results, Study Documents,
data, discoveries, inventions and all other
intellectual property rights that: (i) arise in the
performance of this Agreement and Study; (ii)
are related to the Sponsor Materials or
Confidential Information; or (iii) are created,
produced, prepared or developed by the
Institution or Investigator or Study Staff
pursuant to the Agreement and Study (except
Institution procedural manuals, personnel data
and Institution developed computer software)
shall be owned by the Sponsor (or its designee)
without any further compensation payable to
the Institution other than set forth under Section
7. The Institution acknowledges that they shall
have no rights therein. The Institution warrants
that that none of the intellectual property rights
created under this Agreement shall infringe a
third party’s intellectual property rights.

9.1

V maximalnom moznom rozsahu povolenom
zdkonom, vSetky prdva a naroky na vSetky
vysledky, dokumenty S$tadie, udaje, objavy,
vynalezy a akékol'vek d’alSie prava dusevného
vlastnictva, ktoré: (i) vznikna pri vykonavani
tejto dohody a Stadie, (ii) sa tykaju materialov
zadavatel'a alebo dovernych informacii alebo
(iii) su vytvorené, produkované, vypracované
alebo vyvinuté institiciou alebo skuSajucim
alebo Studijnym persondlom v sulade s
dohodou a S§tddiou (okrem procesnych
priruciek inStitacie, tdajov o personale a
pocitacového softvéru vyvinutého institiiciou)
budi vlastnené zadavatelom (alebo nim
uréenou osobou) bez akejkol'vek dalsej
kompenzacie splatnej institicii inak, nez je
stanovené v Casti 7. Institicia uznava, Ze v tejto
oblasti nebude mat’ Ziadne prava. Institicia
ruci, ze ziadne prava duSevného vlastnictva
vytvorené podla tejto dohody nebudu
porusovat’ dusevné prava tretej strany.

9.2

The Institution shall promptly inform the
Sponsor in writing in full or in any other such
format as the Parties may agree, of any
invention, discovery, improvement or any other
intellectual property right conceived, made or
first reduced to practice by the Investigator,
Institution or Study Staff: (i) in the
performance of the Study; (ii) pertaining to the
Sponsor Materials or Confidential Information;
or (iii) the Results or Study Documents. The
Sponsor shall, at its own cost and sole
discretion, be entitled to apply for patent rights
in respect of any invention.

9.2

Institucia bude urychlene plne informovat
zadavatel'a pisomne alebo v akomkol'vek inom
formate, na ktorom sa strany dohodnud, o
akomkol'vek vynaleze, objave, zlepSeni alebo
akomkol'vek  inom  prave  duSevného
vlastnictva, ktoré skoncipuje, vytvori alebo po
prvykrat uvedie do praxe skusajuci, institlicia
alebo Studijny personal: (i) pri vykonavani
Studie, (ii) v stvislosti s materialmi zadavatel'a
alebo dovernymi informaciami alebo (iii)
vysledkami  alebo  dokumentmi  Studie.
Zadavatel na vlastné naklady a podla vlastného
uvazenia bude mat pradvo podat ziadost' o
patentové prava s ohladom na akykol'vek
vynalez.

9.3

Save as prohibited by law, the Institution
hereby exclusively assigns and transfers and
shall procure that the Investigator and Study
Staff shall undertake to assign and transfer to
the Sponsor (or its designee) upon creation
without any further consideration, all of their
economic rights, titles and interests in and to

9.3

Ak to nezakazuje zakon, inStiticia tymto
vyluéne prevadza a prendSa a zaisti, aby
skaSajuci a Studijny personal previedli a
preniesli na zadavatela (alebo nim urcenu
osobu) po vytvoreni bez akéhokol'vek d’alSieho
protiplnenia vSetky svoje ekonomické prava,
naroky a podiely na vysledkoch, dokumentoch
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the Results, Study Documents or other
intellectual property rights prepared or
generated pursuant to this Agreement and
Study in the name of the Sponsor (or its
designee), including the right to alter and
further transfer such rights for the entire
duration of protection of the rights around the
world.

studie a inych pravach duSevného vlastnictva
vypracovanych alebo vygenerovanych v sulade
s touto dohodou a §tidiou v mene zadavatel’a
(alebo nim urcenej osoby), vratane prava na
upravu a d’alsi prevod tychto prav pocas celého
trvania ochrany prav na celom svete.

9.4

In the event that assignment of any intellectual
property rights cannot be assigned or is not
permitted under applicable law, the Institution
hereby grants an exclusive, perpetual,
irrevocable, royalty-free, fully paid-up,
transferable and sub-licensable license to the
Sponsor (or its designee) to all rights, including
all exclusive exploitation rights (including any
and all copyrights and related rights), in and to
the Results, Study Documents and other
intellectual property rights prepared or
generated pursuant to this Agreement and the
Study. If the perpetuity of the license granted
above of not permitted by applicable law, the
license shall be granted for the maximum term
allowed and subject to automatic renewals for
further maximum terms. Should the applicable
law change to allow assignment of such
intellectual property, the Institution hereby
agrees to take any steps that may be necessary
in order to achieve alawful and formally
assignment of such intellectual property to the
Sponsor (or its designee).

9.4

V pripade, ze postupenie akychkolvek prav
dusevného vlastnictva nemozno postupit’ alebo
to nie je povolené prisluSnym zakonom,
intitdcia tymto udeluje vyluénu, Ccasovo
neobmedzent, neodvolatelnu, od licencnych
poplatkov  oslobodenti, plne  zaplatenu,
prenosnu licenciu, ktora moéze byt dalej
licencovana, zadavatel'ovi (alebo nim urcene;j
osobe) na vSetky prava, vratane vsetkych
vyluénych prav na bezvyhradné vyuzivanie
(vratane vSetkych autorskych prav a
pribuznych prav) na vysledky, dokumenty
studie a dalSie prava duSevného vlastnictva
vypracované alebo vygenerované podla tejto
dohody a stadie. Ak Casova neobmedzenost’
vy$Sie udelenej licencie nie je povolena
prislusnym zakonom, licencia bude udelena na
maximalnu povolenu dobu a bude podliehat
automatickej obnove na maximalny mozny
pocet terminov. Ak by sa prislusny zakon
zmenil a povoloval postipenie takéhoto
duSevného vlastnictva, institicia sa tymto
zavizuje, ze vykona vsetky kroky, ktoré¢ mozu
byt potrebné, na dosiahnutie zdkonného a
formalneho prevedenia tohto duSevného
vlastnictva na zadavatela (alebo nim uréenu
osobu).

9.5

The Institution shall and shall procure that the
Investigator and Study Staff shall without
further or compensation other than set forth
under Section 7, take all steps as reasonably
required and shall give all assistance as is
necessary or desirable to vest the Results, Study
Documents or other intellectual property rights
prepared or generated pursuant to this
Agreement and to register such intellectual
property rights in the name of the Sponsor (or
its designee).

95

Institacia musi zaistit’ a zaisti, aby skisajtci a
Studijny personal bez dalSej alebo inej
kompenzacie, nez je stanovené v Casti 7,
vykonali vSetky primerane potrebné kroky a
poskytli maximalnu pomoc tak, ako je potrebné
alebo ziaduce, na prevedenie vysledkov,
dokumentov $tudie alebo inych prav dusevného
majetku vypracovanych alebo vygenerovanych
v sulade s touto dohodou a zaregistrovali tieto
prava dusevného vlastnictva na meno
zadavatel'a (alebo nim urcenej osoby).
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10 TERM AND TERMINATION 10  DOBA PLATNOSTI A VYPOVED

10.1  This Agreement shall become effective upon | 10.1  Tato dohoda sa stane u¢inna po poslednom
the last signature of all Parties to the Agreement podpise vSetkych stran dohody a zostane
and shall remain in effect until the earlier of: platna, kym nenastane skorsie z nasledujucich:
@) completion of the close-out visit for the @) dokonéenie zavereCnej navstevy v
Study at the Study Site; or $tadii na Studijnom pracovisku, alebo
(b) termination pursuant to the provisions (b) vypoved” v stlade s ustanoveniami
of this Agreement. tejto dohody.

10.2  The Sponsor or Covance may terminate or | 10.2  Zadavatel' alebo spolo¢nost’ Covance mozu
suspend the Study or this Agreement and the vypovedat’ alebo pozastavit' $tudiu alebo tuto
Institution’s participation in the Study, upon dohodu a ucast’ institicie v Stadii pisomnym
written notice, at any time and for any reason. oznamom kedykol'vek a z akéhokol'vek

dévodu.

10.3  Immediately upon receipt of a notice of | 10.3 Thned po prijati oznamu o vypovedi alebo
termination or suspension, the Institution shall pozastaveni institicia zaisti, aby skusajuci
procure that the Investigator stops enrolling prestal zarad’ovat’ i€astnikov stadie do Studie.
Study Subjects into the Study.

104 The Sponsor may terminate the Study | 10.4  Zadavatel’ m6ze vypovedat’ studiu s okamzZitou
immediately upon written notice to the platnost'ou pisomnym oznamom institacii, ak
Institution if it considers that the Study should sa domnieva, Ze $tudiu je potrebné ukoncit’ z
be discontinued on safety or other ethical bezpeénostnych alebo inych etickych dovodov.
grounds.  The Institution and/or Covance Institacia alebo spolo¢nost Covance alebo
and/or the Sponsor shall notify the relevant IEC zadavatel’ upovedomia prislusny vybor IEC a
and the Regulatory Authority (and any other regulac¢ny trad (a akékol'vek d’alSie prislusné
competent authorities as appropriate) of the urady, ako to modze byt potrebné) o
early termination, within the timescales pred¢asnom ukonéeni v ¢asovych ramcoch
specified in the Protocol. The termination of the uvedenych v protokole. Ukoncenie Stadie
Study by the Sponsor shall also serve to zadavatel'om bude tieZ slizit’ ako automatické
terminate automatically this Agreement. vypovedanie tejto dohody.

10.5  Upon termination or expiry of this Agreement, | 10.5  Po vypovedani alebo vyprsani tejto dohody
the Institution shall return to Covance and/or institicia vrati spoloCnosti Covance alebo
the Sponsor, or upon Covance's or the zadavatelovi, alebo na ziadost spolocnosti
Sponsor's  request destroy, all Sponsor Covance alebo zadavatela zni¢i vSetky
Materials, Study Documents, and all other materidly zadédvatela, dokumenty Studie a
documents and materials provided by Covance vSetky ostatné dokumenty a materialy
or the Sponsor under this Agreement, unless poskytnuté  spolo¢nostou Covance alebo
these are to be maintained by the Institution zadévatelom podla tejto dohody, ak nemaju
and/or Investigator in accordance with the byt uchovavané institiiciou alebo skiisajucim v
Regulatory Requirements. stlade s regulaénymi poziadavkami.

10.6  On termination or expiry of this Agreement, | 10.6  Po vypovedani alebo vyprSani tejto dohody,
Sections 8, 9 and 12, shall continue in force, casti 8, 9 a 12 budu nadalej platné spolocne s
together with such other provisions which are
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necessary for the interpretation or enforcement
of the Agreement.

d’al$imi ustanoveniami, ktoré su potrebné na
interpretaciu alebo vyméhanie dohody.

10.7

In the event of early termination of this
Agreement by the Sponsor or Covance,
Covance shall reimburse the Institution on a
pro-rata basis of the number of visits completed
by Study Subjects. If the Institution has already
received payments in excess of the actual pro-
rated amounts due, then any overpayment shall
be promptly reimbursed to Covance.

10.7

V pripade predCasného vypovedania tejto

dohody zadavatelom alebo spoloc¢nostou
Covance, spolocnost Covance preplati
intitdcii  pomernym  spdsobom  pocet

vykonanych navstev ucastnikov stadie. Ak
inStiticia uz dostala platby prevysujice
skutont splatni pomerni sumu, preplatok
musi byt bezodkladne vrateny spolo¢nosti
Covance.

10.8

In case of suspension or termination of the
Study and/or the Agreement by the Sponsor or
Covance in accordance with Sections 10.2 or
10.4 the Institution shall not have any rights for
damages or any remedies whatsoever.

10.8

V pripade pozastavenia alebo vypovedania
studie alebo dohody zadéavatelom alebo
spolo¢nostou Covance v stlade s cCastami
10.2alebo10.4, instittcia nebude mat’ Ziadne
pravo na skody alebo akékol'vek napravy.

10.9

Subject to Section 10.8, termination or expiry
of this Agreement shall not affect any rights,
remedies, obligations or liabilities of the Parties
that have accrued up to the date of termination
or expiry, including the right to claim damages
in respect of any breach of this Agreement
which exist at or before the date of termination
or expiry.

10.9

V stlade s castou 10.8, vypovedanie alebo
vyprsanie tejto dohody neovplyvni ziadne
prava, napravy, povinnosti alebo financné
zodpovednosti stran, ktoré vznikli k datumu
vypovedania alebo vyprSania, vratane prava na
pozadovanie nahrady Skody s ohladom na
akékol'vek poruSenie tejto dohody, ktoré
existuje v datum vypovedania alebo vyprSania
alebo pred nim.

11

DATA PROTECTION AND HUMAN
BIOLOGICAL SAMPLES

11

OCHRANA ,I'JDAJOV A DUDSKE
BIOLOGICKE VZORKY

111

The Parties agree that the Sponsor and the
Institution are considered joint data controllers
with respect to Study’s Personal Information.

111

Strany sa zavézuju, zZe zadavatel’ a institicia sa
povazuju za spolo¢nych prevadzkovatel'ov
osobnych tidajov v studii.

11.2

Except for any information that is provided to
the Sponsor or the Covance monitor, which
shall include any source data including the
Personal Information of the Study Subjects,
any other information provided to Covance or
the Sponsor shall always be de-identified or
key-coded. Further, no information other than
the information provided to complete the Study
shall be provided to Covance or the Sponsor
under this Agreement.

11.2

S vynimkou akychkol'vek informécii, ktoré st
poskytované monitorovi zadavatela alebo
spoloc¢nosti Covance, ktoré budl zahfiat’
vsetky zdrojové tidaje vratane osobnych udajov
o ucastnikoch Studie a akékolvek dalSie
informacie poskytované spolo¢nosti Covance
alebo zadavatel'ovi, budll vzdy anonymizované
alebo kodované. Okrem toho spoloc¢nosti
Covance  alebo  zadavatelovi  nebudu
poskytované ziadne dalSie informacie nez
informécie poskytované na vykonanie Stidie
podl’a tejto dohody.
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11.3 The Institution agrees that: 11.3  Institcia sthlasi, Ze:
@) Covance or the Sponsor may collect @) spolo¢nost’” Covance alebo zadavatel
and use Personal Information about the mézu zhromazd’'ovat’ a pouzivat’ osobné udaje
Investigator, Institution and Study Staff such as o skusajucom, institucii a Studijnom personale,
contact information and  professional ako napriklad kontaktné informéacie a odborné
credentials etc., for the purposes of conducting doklady atd’. pre uéely vykonavania stadie, na
the Study, compliance with statutory or ethical plnenie zakonnych alebo etickych poziadaviek,
requirements, for the purpose of identifying pre ucely identifikacie zru¢nosti, schopnosti a
skills, facilities and any other information dalsich  informacii  relevantnych  pre
relevant to the performance of clinical trials vykondvanie  klinickych  skuSani, ktoré
being conducted by the Sponsor and/or vykonava  zadavatel alebo  spolo¢nost
Covance and as required by applicable law. Covance, a ako to vyzaduje prislusny zakon.
The Institution shall inform the Investigator Institacia bude informovat skusajuceho a
and Study Staff of their right to check the Studijny personal, Ze majt pravo skontrolovat’
accuracy and modify/rectify/update (as the case presnost’ a upravit/napravit/aktualizovat’ (ako
may be) any Personal Information by moze byt vhodné) akékol'vek osobné udaje
notification to the Sponsor or Covance; and oznamom zadavatelovi alebo spolo¢nosti
Covance a
(b) the Personal Information of the (b) osobné tdaje zadavatel'a a Studijného
Investigator and Study Staff will be transferred personalu budia prendSané a spracované mimo
and processed outside of the European Eurdopskeho hospodarskeho priestoru (EHP),
Economic Area (EEA) including to countries vratane do krajin, ktoré neboli vyhodnotené
that may not have been assessed as having ako krajiny, ktoré maju primerané zakony na
adequate privacy laws. Regardless of the ochranu sukromia. Nezavisle na tom, do ktorej
country to which the Personal Information may krajiny moézu byt osobné udaje prenasané,
be transferred, Covance and the Sponsor shall spolo¢nost Covance a zadavatel vykonaju
take steps to ensure that they and their opatrenia, aby zaistili, Ze oni aj ich pridruzené
affiliates, agents, subsidiaries and suppliers spolo¢nosti,  zastupcovia, = pobo¢ky a
comply with the applicable regulations and dodavatelia dodrziavaju prislusné predpisy a
laws and shall take reasonable steps to protect zakony a podniknu vSetky primerané opatrenia
the security of such Personal Information. na ochranu bezpecnosti tychto osobnych
udajov.

11.4  The Institution shall procure that the | 11.4 Institacia zaisti, aby skuSajuci a Studijny
Investigator and Study Staff agree that the personal suhlasili, Zze zadavatel alebo
Sponsor or Covance or a designated third party spolo¢nost’ Covance alebo urcena tretia strana
shall have the right to the extent necessary for budi mat’ pravo do miery potrebnej pre dané
the purposes of in accordance with applicable ucely v stlade s prislusnym zakonom
law to disclose, process and store his/her spristupnit’, spracovat’ a uchovavat’ ich osobné
Personal Information in connection with this udaje v suvislosti s touto Stadiou pre regulacny
Study to a Regulatory Authority and IEC, urad a vybor IEC, ktoré sa mo6zu nachadzat’
which may be located outside of the EEA and mimo oblasti EHP a ktoré nemusia poskytovat’
which may not offer an equivalent level of data rovnaku Groven ochrany tdajov.
protection.

11.5 Insofar the Institution discloses the | 11.5 Do tej miery, ako institiicia spristupni osobné
Investigator’s, its Study Staff, employees or udaje  sktSajuceho, svojho  Studijného
any other individual's Personal Information to persondlu, zamestnancov alebo akychkol'vek
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Covance or the Sponsor for the purpose or in
connection with this Agreement, the Institution
shall inform all such individuals with regard to
the processing of their Personal Information,
including in connection with Covance and/or
the Sponsor's audit rights set out herein. The
Institution shall ensure that such disclosure is
done in accordance with any applicable
Regulatory Requirements, including
information and consent requirements to allow
Covance and/or the Sponsor the possibility to
process the received Personal Information for
the purposes set out in the Agreement without
fulfilling any other formality. The Institution
shall also consider any instructions which may
be sent electronically or in writing, from time
to time, by Covance and/or the Sponsor, in
respect of the information that should be
provided to individuals for the fulfilment of this
Section 11

inych jednotlivcov spolo¢nosti Covance alebo
zadavatel'ovi pre ucely tejto dohody alebo v
suvislosti s Mfou, inStitucia bude informovat’
vsetkych  tychto  jednotlivcov — ohl'adom
spracovania ich osobnych udajov, vratane v
suvislosti s tu uvedenymi pravami spolo¢nosti
Covance alebo zadavatela na audit. Institacia
zaisti, aby sa takéto spristupnenie vykonalo v
sulade so vSetkymi prislusnymi regula¢nymi
poziadavkami, vratane poziadaviek na
informacie a sthlas, aby sa umoznilo
spracovania osobnych udajov spolo¢nostou

Covance alebo zadavatelom pre ucely
stanovené v tejto dohode bez plnenia
akejkol'vek inej formality. InStiticia tiez

zohladni akékol'vek pokyny, ktoré jej mdzu
byt priebezne zasielané elektronicky alebo
pisomne  spolo¢nostou Covance alebo
zadavatel'om s oh'adom na informacie, ktoré sa
maju poskytovat’ jednotlivcom na naplnenie
tejto Casti 11.

11.6

GDPR compliance

Institution  acknowledges that Personal
Information will be processed in the framework
of the Study. Institution shall carry out the
Study autonomously — albeit in compliance
with Sponsor’s guidelines — and will act,
together with Sponsor, as joint controllers with
respect to the Study’s Personal Information.
Institution represents and warrants that they
will process any Personal Information in
compliance with (i) all applicable laws, rules
and regulations, including but not limited to the
GDPR,; and (ii) the ICH-GCP.

Institution shall implement any and all
appropriate technical and organisational
measures to ensure and to be able to
demonstrate compliance with all legal
obligations provided in the GDPR and any
other applicable legislation. In particular,
Institution shall maintain a register of the
processing activities.

Institution is responsible for ensuring that all
Study Subjects whose Personal Information is
processed are, in a timely manner, adequately
informed in accordance with Articles 13 and 14

11.6

Sulad s GDPR

Institdcia uznava, ze v ramci Stadie budua
spraciivané osobné udaje. Institicia vykonava

studiu samostatne — aj ked v sulade s
usmerneniami zadavatela — a spolu so
zadavatelom budi konat ako spolocni

prevadzkovatelia osobnych udajov v Studii.
Instittcia vyhlasuje a =zarucuje, ze bude
spraciivat’ osobné¢ tudaje v sulade so (i)
vSetkymi platnymi zdkonmi, pravidlami a
predpismi, vratane, ale nie vylucne, GDPR; a
(ii) ICH-GCP.

Institacia prijme vSetky primerané technické a
organizacné opatrenia na zabezpeCenie a
preukazanie splnenia vSetkych zakonnych
povinnosti stanovenych v GDPR a vsetkych
dalsich  platnych  pravnych  predpisoch.
InStitucia musi viest najmé register aktivit
spracovania udajov.

Institacia ma zodpovednost’ zabezpecit’, aby
vsetci ucastnici Studie, ktorych osobné tidaje su
spracovavané, boli primerane a vcas
informovani, v stlade s ¢lankami 13 a 14
GDPR. Okrem toho institicia musi informovat’
ucastnikov Studie o tom, ze pre ucely Studie so
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of the GDPR. In addition, Institution shall
inform Study Subjects that they act as joint
controllers, together with Sponsor, for the
purpose of the Study, and explain that, under
this Agreement, Institution is responsible for
treating any Study Subject request.

Institution is also primarily responsible for
providing access to Study Subjects to their
Personal Information and must adopt adequate
measures to allow them to exercise their rights
under the GDPR. Should Institution receive a
request from a Study Subject related to the
processing of his/her Personal Information by
Institution, Investigator or Sponsor, Institution
shall inform Sponsor immediately at
dpo@glpg.com. Conversely, should Sponsor
receive any such request, Institution agrees to
provide Sponsor with all reasonably necessary
support and information to allow Sponsor to
comply with the Study Subject’s request.

Institution  shall be  responsible  for
implementing  appropriate  technical and
organizational security measures to protect the
personal data. Should Institution suspect a
Personal Information data breach, within the
meaning of the GDPR, related to the Study,
they shall (i) report such breach immediately
(and at least within twenty-four (24) hours after
becoming aware of the breach) to Sponsor at
dpo@glpg.com and provide Sponsor with all
relevant information regarding the breach; (ii)
take all appropriate measures to investigate and
remedy any breach and provide Sponsor with
all support that may be required to investigate
and remedy a breach affecting Sponsor’s
systems or data; and (iii) if applicable, report
the breach to the supervisory authorities and/or
to the Study Subjects and also provide
assistance to Sponsor and in this respect.

Institution shall promptly notify Sponsor in
writing at dpo@glpg.com if they receive any
communication with regard to data protection
relating to the Study from a Study Subject, a
privacy/data protection authority or other
regulatory authority or agency and provide
Sponsor with all necessary cooperation and

zadavatel'om konaju ako spolo¢ni
prevadzkovatelia a musi vysvetlit, ze podla
tejto dohody je za spracovanie kazdej Ziadosti
ucastnika stidie zodpovedna institacia.

Institicia je tiez primarne zodpovedna za
poskytovanie pristupu t¢astnikom stadie k ich
osobnym udajom a musi prijat’ primerané
opatrenia, ktoré¢ im umoznila vykonavat’ svoje
prava podla GDPR. Ak inStiticia dostane
ziadost’ od ucastnika Stidie v suvislosti so
spracovanim jeho osobnych tdajov instituciou,
skasajucim alebo zadavatel'om, institicia musi
o tom bezodkladne informovat’ zadavatel'a na
adrese dpo@glpg.com. Naopak, ak akukol'vek
takato ziadost' dostane zadavatel’, insStitlcia
suhlasi s tym, Ze zadavatel'ovi poskytne vSetku
primerant podporu a informacie potrebné na
to, aby zadavate mohol Ziadost’ ucastnika
studie spracovat’.

Institucia je zodpovedna za prijatie vhodnych
technickych a organizacnych bezpecnostnych
opatreni na ochranu osobnych udajov. Ak
institdcia bude mat’ podozrenie, Ze v zmysle
GDPR doslo k uniku osobnych tudajov
suvisiacich so Studiou, (i) takyto unik musi
bezodkladne (a najneskor do 24 hodin po tom,
ako sa o uniku dozvie) oznamit’ zadavatel'ovi
na adresu dpo@glpg.com a poskytnut mu
vSetky relevantné informacie tykajiice sa
uniku; (ii) prijme vSetky vhodné opatrenia na
vySetrenie a napravu akéhokol'vek Uniku a
poskytne  zadavatelovi vSetku podporu
potrebnu na vySetrenie a napravu Uniku, ktory
ovplyvnil systémy alebo tidaje zadavatela; a
(iii) v pripade potreby oznami unik orgdnom
dohl'adu a/alebo ucastnikom Studie a v tomto
ohl'ade poskytne pomoc aj zadavatel'ovi.

Institucia musi bezodkladne pisomne oznamit’
zadavatel'ovi na adresu dpo@glpg.com, ak s
nou bude o ochrane udajov akokol'vek
komunikovat G¢astnik §tudie, organ na ochranu
stukromia/osobnych udajov alebo iny regulacny
organ ¢i agentra a musi vo vztahu k
akejkol'vek takejto komunikacii zadavatel'ovi
poskytnut’ vsetku sti¢innost’ a pomoc.
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assistance in relation to any such
communication.
Institution shall not transfer Personal

Information to, or otherwise make Personal
Information accessible in, countries outside the
European Economic Area not recognised as
providing an adequate level of protection under
the GDPR.

The obligations contained in this Section 12.0
shall survive the termination or expiry of this
Agreement.

InStiticia neprenesie ani inak nespristupni
osobné udaje do inych krajin, ktoré nie sa
¢lenmi Eurdpskeho hospodarskeho priestoru, a
nie su uznané za krajiny poskytujuce primerant
uroveni ochrany podl'a GDPR.

Zavazky obsiahnut¢ v tomto oddiele 12.0
pretrvaji aj po vypovedani alebo uplynuti
platnosti tejto dohody.

agrees to indemnify and hold harmless the
Sponsor and Covance to the fullest extent
permitted by law from any and all liability,
claims, (whether civil or criminal), loss,
damage, costs, including reasonable legal
costs, and other expenses of any nature
whatsoever and all costs and expenses
(including legal costs) incurred or suffered in
connection therewith by the Institution’s
liability under and in relation to this Agreement
including liability for breach of contract,
misrepresentation  (whether  tortious  or
statutory), tort (including negligence), breach
of statutory duty, or failure to comply with the

12 INDEMNIFICATION AND INSURANCE | 12 ODSKODNENIE A POISTENIE

12.1  Subject to the extent permitted by law, the | 12.1  V maximalnom moZnom rozsahu povolenom
Institution agrees and acknowledges that zakonom, inStitGcia suhlasi a uznava, Ze
Covance expressly disclaims any and all spolo¢nost  Covance vyslovne odmieta
liability in connection with the Study Drug aktkol'vek zodpovednost v shvislosti so
and/or Protocol. For the avoidance of doubt, the skiiSanym lieckom alebo protokolom. Aby
Institution agrees and acknowledges that the nevznikli pochybnosti, institucia sthlasi a
Sponsor does not delegate to Covance nor uznava, ze zadavatel’ nedeleguje na spolo¢nost’
make any attribution to Covance with respect Covance ani jej nepripisuje  ziadne
to the Study Drug and/or the Protocol. kompetencie s ohladom na skusany liek alebo

protokol.

12.2  Nothing in this Agreement shall exclude or | 12.2 Ni¢ v tejto dohode nebude vylucovat’ ani
limit either Party's liability which cannot be obmedzovat’ finanéni zodpovednost’ kazdej
excluded or limited under applicable law. strany, ktort nemozno vylucit’ alebo obmedzit’

podl’a prislusného zakona.

12.3  The Institution shall be liable for and expressly | 12.3  Institicia bude finan¢ne zodpovedna a

vyslovne sa zavidzuje odSkodnit’ a ochranit
pred stratou zadavatel'a a spolo¢nost’ Covance
do maximalnej miery povolenej zakonom pred
vsetkymi finanénymi pohladavkami, narokmi
(¢i uz obcianskymi alebo trestnymi), stratami,
Skodami, nakladmi, vratane primeranych
pravnych nakladov a inych vydavkov
akéhokol'vek charakteru, a pred vsetkymi
nakladmi a vydavkami (vratane pravnych
vydavkov) vzniknutymi alebo spésobenymi v
suvislosti s  finan¢nou zodpovednostou
institcie podla tejto dohody a v suvislosti s
nou, vratane finanénej zodpovednosti za
porusenie zmluvy, skreslovanie (&1 uz
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Protocol or with the Institution’s and/or the
Investigator’s duties towards Study Subjects,
breach of this Agreement and/or the Regulatory
Requirements.

alebo
prava

protipravne
poruSenie

zakonné),
(vratane  zanedbania),
poruseniec  zakonnej  povinnosti  alebo
nedodrzanie protokolu alebo povinnosti
inStiticie alebo skuSajuceho voci tcastnikom
studie, poruSenie tejto dohody alebo
regulacnych poziadaviek.

umyselné

12.4

Any indemnification rights granted to the
Institution is provided exclusively by the
Sponsor. The Institution acknowledges that
Covance is acting on behalf of the Sponsor and
in the event that the Institution invokes such
rights, then the Institution shall deal directly
with the Sponsor.

12.4

Akékol'vek prava na odskodnenie udelené
indtitdcii  poskytuje  vylucne zadévatel.
Institacia uznava, ze spolo¢nost’ Covance kona
v mene zadavatel'a a v pripade, Ze inStiticia
uplatni takého prava, potom bude institicia
jednat’ priamo so zadavatel'om.

125

During the term of this Agreement for any
period thereafter as necessary to cover its
liabilities under this Agreement, the Institution
shall maintain liability insurance in an amount
sufficient to cover any liability that might occur
as a consequence of a breach of this
Agreement, the Protocol or any Regulatory
Requirements.

125

Pocas trvania tejto dohody po akukol'vek
naslednt dobu potrebni na krytie jej
finan¢nych zodpovednosti podl'a tejto dohody
bude mat’ institucia poistenie zodpovednosti za
Skodu v dostatocnej vysSke na pokrytie
akejkol'vek finan¢nej zodpovednosti, ktora
moéze vzniknit v dosledku porusSenia tejto
dohody, protokolu alebo akychkol'vek inych
regulacnych poziadaviek.

12.6

The Sponsor has procured a clinical trial
insurance policy for this Study in accordance
with the requirements of the law of Slovakia for
injuries to Study Subjects in connection with
the Study Drug from participation in the Study.

12.6

Zadavatel’ si zaobstaral poistenie na klinické
skiSanie pre tato S$tadiu v stlade s
poziadavkami zédkonov Slovenska na zranenia
ucastnikov Stadie v stvislosti so skuSanym
liekom pri Gcasti v studii.

13

BUSINESS AND DEBARMENT

13

PODNIKANIE A ZAKAZ CINNOSTI

131

The Institution represents and warrants that:

131

Institacia vyhlasuje a zarucuje, Ze:

(@) neither the Institution, Investigator nor
the Study Staff have entered into and shall not
enter into any financial arrangements with the
Sponsor so that they hold any financial interests
in the Sponsor that are required to be disclosed
pursuant to applicable law nor has it, the
Investigator or any Study Staff received and
shall not receive any gifts, commission,
services or other benefits from the Sponsor that
would unduly affect the Study;

(@) inStiticia, skuSajici ani Studijny
personal neuzavreli ani neuzavra ziadne
finan¢né dohody so zadavatel'om, kde by mali
akékol'vek financné zaujmy u zadavatel’a, ktoré
by museli byt zverejnené podla prislusného
zakona, ani institacia, skiSajuci ani Studijny
personal nedostali ziadne dary, provizie, sluzby
ani iné vyhody od zadavatela, ktoré by
nepatri¢ne ovplyvnili Stadiu,

(b) it has not accepted nor has it been
offered any payment of money or other transfer
of value for the purpose of influencing its

(b) neprijala ani jej nebola ponuknuta
ziadna finan¢na platba ani iny prevod hodnoty
s cielom ovplyvnit jej rozhodnutia alebo
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decisions or actions to assist Covance or the
Sponsor to obtain a business advantage where
such payment or transfer would constitute

konania na pomoc spolo¢nosti Covance alebo
zadavatel'ovi ziskat’ obchodnt vyhodu, kde by
takato platba alebo prevod predstavovali

violation of applicable law (including Anti- porusenie  prislusného  zakona (vratane
Corruption Laws); protikorup¢nych zakonov),
(c) it has not made and agrees that it shall (c) inStitcia teraz ani v buddcnosti

not offer, accept, promise or make any
payment of money or any transfer of value,
either directly or indirectly, to a government or
political  party officials, officials of
international organizations, candidates for
public office, or representatives of other
businesses or persons acting on behalf of any of
the foregoing for the purpose of: (i) influencing
any decisions or actions; (ii) to gain an
advantage in the conduct of Covance’s or the
Sponsor’s business; (iii) where such payment
would constitute a violation of applicable law
(including Anti-Corruption Law); or (iv) where
such payment transfer would induce such
officials to perform a function in violation of
such laws; and

nebude ponukat, prijimat, slubovat ani
vyplacat’ ziadne peniaze ani inak prevadzat
hodnotu, priamo ¢i nepriamo, Cinitel'om vlady
alebo politicke;j strany, Cinitel'om
medzinarodnych organizacii, kandidatom na
verejny urad alebo zastupcom inych podnikov
alebo osobam konajucim v mene kohokol'vek z
vyssie uvedenych s cielom: (i) ovplyvnit
akékol'vek rozhodnutia alebo konania, (ii)
ziskat’ vyhodu pri vykone obchodnej ¢innosti
spoloc¢nosti Covance alebo zadavatel’a, (iii) kde
by takato platba alebo prevod predstavovali
poruSenie  prisluSného  zadkona  (vratane
protikorupénych zakonov) alebo (iv) kde by
takyto platobny prevod presvedcili tychto
Cinitelov, aby konali v rozpore s tymito
zakonmi a

(d) the Investigator, Study Staff, agents,
collaborators or representatives who are
involved in the Study have not been: (i)
suspended, deregistered or debarred by the US
Food and Drug Administration, Regulatory
Authority or any other competent authority of
any country, or are not subject of such a
debarment proceeding; (ii) engaged in any
conduct that has resulted in a criminal
conviction; or (iii) excluded, suspended, or
otherwise ineligible to participate in the Study
or government health care programs or to
practice in a healthcare profession as a result of
any professional misconduct in any country.

(d) skaSajtici, Studijny personal, agenti,
spolupracovnici alebo zastupcovia, ktori su
zapojeni do stadie: (i) nemali pozastavenu ani
zakazanii ¢innost ani im nebola odobrata
registracia americkym Uradom pre lieky a
potraviny, inym regulacnym uradom alebo
inym kompetentnym uradom v akejkol'vek
krajine, ani nie si v procese takéhoto zakazu
Cinnosti, (ii)) nie su zapojeni do ziadneho
spravania, ktoré by malo za nasledok trestné
usvedcenie alebo (iii) nie st vyliceni, nemaji
zakéazanu ani pozastavenu ¢innost’ ani inak nie
su nespdsobili na tcast’ v studii alebo vladnom
programe zdravotnej starostlivosti alebo na
vykon praxe v zdravotnickej profesii v
dosledku akéhokol'vek odborného pochybenia
v akejkol'vek krajine.

13.2

During the term of this Agreement and for a
period of twelve (12) months following the
expiration or termination of this Agreement,
the Institution shall promptly notify Covance
if the Institution, Investigator or any Study
Staff, agents, collaborators or representatives

13.2

Pocas trvania tejto dohody a po dobu dvanast’
(12) mesiacov po vyprsani alebo vypovedani
tejto dohody institicia okamzite upovedomi
spoloc¢nost’ Covance, ak sa institucia, skasajuci
alebo ktorykol'vek clen Studijného personalu,
agenti, spolupracovnici alebo zastupcovia
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become subject of any debarment or
disciplinary proceeding.

stant predmetom akéhokol'vek zdkazu ¢innosti
alebo disciplinarneho konania.

14 NOTICES

14 OZNAMY

Any notices required or permitted under this Agreement
shall be in writing and shall be deemed to have been
duly given on the day of delivery (if delivered
personally), or upon delivery by internationally
recognized express carrier evidenced by the online,
electronic systems of the carrier and addressed to the
following representative and address of the applicable
Party, as each Party may update its designated
representative and address from time to time in
accordance with this Section:

Akékol'vek oznamy vyzadované alebo povolené podla
tejto dohody budt pisomné a budu sa povazovat' za
riadne vydané v den dorucenia (v pripade osobného
doruCenia) alebo po doruCeni medzinarodne
uznavanymi expresnymi kuriérmi dosvedCenymi
internetovymi elektronickymi systémami tohto kuriéra
a adresované nasledujucemu zastupcovi na nasledujiucu
adresu prislusnej strany, pricom kazda strana moéze
priebezne aktualizovat’ svojho ureného zastupcu a
adresu v tejto Casti:

If to Covance / Za spolo¢nost’ Covance:

If to Sponsor / Za zadavatel’a:

15 THIRD PARTY RIGHTS

15 PRAVA TRETEJ STRANY

15.1  The Institution acknowledges that the Sponsor
is the sponsor of the Study and to satisfy pre-
existing contractual obligations owed by
Covance to the Sponsor, the Parties agree that
the Sponsor and its affiliates: (a) are the
intended third-party beneficiaries of the rights
under this Agreement (in particular any
Intellectual Property rights under Section 9);
(b) have enforceable rights in relation to this

Agreement; and (c) are entitled to require the

15.1 InStitucia uznava, ze zadavatel je zadavatelom
Stidie a na naplnenie existujucich zmluvnych
podmienok, ktoré spolo¢nost’ Covance dlhuje
zadavatel'ovi, strany sa zavizuju, Ze zadavatel
a jeho pridruzené spolocnosti: (a) st urcenymi
prijemcami prav tretich stran podla tejto
dohody (najmé akychkol'vek prav duSevného
vlastnictva podla casti 9), (b) maju
vymahatelné prava v savislosti s touto
dohodou a (c) maju narok ziadat" priame
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direct performance of the Study under this
Agreement. To the extent permitted by
applicable law any rights vested in the Sponsor
under this Agreement, shall vest in Covance on
the Sponsor’s behalf. The rights under this
Section shall not be modified without the
Sponsor’s  written consent. The Parties
acknowledge and agree that, as a third party
beneficiary to this Agreement, Sponsor and its
affiliates shall be entitled to rely upon all rights,
representations, warranties and covenants
under this Agreement to the same extent as if
Sponsor and its affiliates were a party
hereunder.

vykonavanie $tadie podla tejto dohody. Do
miery povolenej prisluSnym  zakonom,
akékol'vek prava prinaleziace zadavatelovi
podl’a tejto dohody budi prinalezat’ spolo¢nosti
Covance v mene zadavatel'a. Prava podla tejto
Casti sa nesmu upravovat bez pisomného
suhlasu zadavatel'a. Strany uznavaju a suhlasia,
ze ako prijemcovia tretej strany tejto dohody,
zadavatel’ a jeho pridruzené spolo¢nosti budia
mat’ pravo spolichat sa na vSetky prava,
tvrdenia, zaruky a dohovory podla tejto
dohody do tej istej miery, ako keby zadavatel’ a
jeho pridruzené spolocnosti boli stranou podl'a
tejto dohody.

Subject to Section15.1, this Agreement does
not and is not intended to give any rights, or
any right to enforce any of its provisions to any
person who is not a party to it (or their
SUCCESSOrs or assigns).

152 Podla casti 15.1tito dohoda nedava a
nezamysla dat’ ziadne prava alebo akékol'vek
pravo na vymahanie ktoréhokol'vek z jej
ustanoveni ziadnej osobe, ktora nie je jej
stranou (alebo jej nastupcami alebo
nadobudatel’'mi).

16 PUBLICATION POLICY

16 PUBLIKACNA ZASADA

Save as required by law, any and all details of the Study
and/or the Results shall not be publicised, published or
otherwise presented in any form without prior written
consent of Covance and/or the Sponsor. The Institution
acknowledges that such restrictions are necessary to
prevent the premature disclosure of any intellectual
property rights or Confidential Information.

Ak to nevyzaduje zdkon, ziadne informacie o Studii
alebo vysledkoch sa nesmu zverejnit, publikovat’ ani
inak  prezentovat v  ziadnej forme  bez
predchadzajuceho pisomného suhlasu spoloc¢nosti
Covance alebo zadavatel’a. InStitucia uznava, Ze tieto
obmedzenia st potrebné, aby sa predislo predCasnému
spristupneniu akychkol'vek prav dusevného vlastnictva
alebo dovernych informacii.

17 MISCELLANEOUS 17 ROZNE

17.1  Independent Contractor. The relationship of | 17.1  Nezavisly dodavatel. Vztah medzi
both Covance and the Sponsor with the spolo¢nostou Covance a zadavatelom s
Institution under this Agreement shall be that institiciou podla tejto dohody je vztah s
of an independent contractor. Nothing in this nezavislym dodavatelom. Ni¢ v tejto dohode
Agreement or otherwise or the arrangements ani inak ani dohovory, pre ktoré je dohoda
for which it is made shall constitute the vytvorenda, sa nebude vykladat ako Ze
Investigator, Study Staff or any other personnel skusajuci, Studijny persondl alebo akykol'vek
used in the performance of the Study as an iny personal pouzivany pri vykonavani $tadie
employee, joint venturer, partner, or servant of je povazovany za zamestnanca, spolo¢ného
Covance or the Sponsor. podnikatela, partnera alebo podriadeného

spolo¢nosti Covance alebo zadavatel’a.
17.2  Assignment. Covance shall at any time be | 17.2  Postipenie. Spolo¢nost’ Covance bude mat’

entitled to assign, transfer, mortgage, charge or
deal in any other manner with any or all of its

pravo kedykol'vek postupit’, previest’, zat'azit’
hypotékou, zat'azit’ alebo rozdelit’ akymkol'vek
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rights and obligations under this Agreement to
the Sponsor without seeking approval from the
Institution.  Therefore, the Institution hereby
expressly and irrevocably approves the right of
Covance to assign or transfer any of its rights
and obligations under this Agreement to the
Sponsor (or its nominated designee) or
otherwise deal with such rights and obligations
with the Sponsor (or its nominated designee).
The Institution shall not assign, transfer,
mortgage, charge, subcontract, declare a trust
over or deal in any other manner with any or all
of its rights and obligations under this
Agreement without the prior written consent of
Covance. Any purported transfer, assignment
or delegation by the Institution without the
appropriate prior written consent of Covance or
the Sponsor shall be null and void and of no
force or effect.

inym spdésobom ktorékol'vek alebo vSetky
svoje prava a povinnosti podl'a tejto dohody na
zadavatela bez poziadania o schvalenie
institdciou. InStitacia preto tymto vyslovne a
neodvolate'ne schvaluje pradvo spolo¢nosti
Covance postlpit’ alebo preniest’ ktorékol'vek
svoje prava a povinnosti podl'a tejto dohody na
zadavatel'a (alebo nim poverent osobu) alebo
inak nakladat’ s tymito pravami a povinnost'ami
so zadavatelom (alebo nim poverenou
osobou). InStiticia nepostapi, neprevedie,
nezat'azi hypotékou, nezat’azi,
nesubkontrahuje, nevytvori trust ani nebude
nakladat Ziadnym inym spdsobom s
akymikol'vek alebo vSetkymi svojimi pravami
a povinnostami podla tejto dohody bez
predchadzajtuceho pisomného suhlasu
spolo¢nosti Covance. Akykol'vek domnely
prevod, postupenie alebo  delegovanie
institiciou bez prislusného predchadzajiceho
pisomného suhlasu spolo¢nosti Covance alebo
zadavatel'a bude neplatné a nebude mat’ ziadnu
platnost’ ani G¢innost’.

17.3

Severability. If any provision or part-
provision of this Agreement is or becomes
invalid, illegal or unenforceable, it shall be
deemed modified to the minimum extent
necessary to make it valid, legal and
enforceable. If such modification is not
possible, the relevant provision or part-
provision shall be deemed deleted. Any
modification to or deletion of a provision or
part-provision under this Section shall not
affect the validity and enforceability of the rest
of this Agreement.

17.3

Oddelitenost’. Ak je akékol'vek ustanovenie
alebo cCast’ ustanovenia tejto dohody neplatné,
nezakonné alebo nevymahatelné alebo sa stane
neplatné, nezdkonné alebo nevymahatelné,
bude sa povazovat’ za upravené do minimalnej
miery potrebnej na to, aby bolo platné, zakonné
a vymahatel'né. Ak takato uprava nie je mozna,
prislusné ustanovenie alebo cast’ ustanovenia
sa bude povazovat za vymazané. Akakol'vek
uprava alebo vymazanie ustanovenia alebo
Casti ustanovenia podla tejto Casti neovplyvni
platnost’ a vymahatelnost’ zvysku tejto dohody.

17.4

Waiver. No waiver or delay by a Party to
exercise any right or remedy provided under
this Agreement or by law shall constitute a
waiver of that or any other right or remedy
provided under this Agreement, nor shall it
preclude or restrict the further exercise of that
or any other right or remedy. No single or
partial exercise of such right or remedy shall
preclude or restrict the further exercise of that
or any other right or remedy.

17.4

Vzdanie sa narokov. Ziadne vzdanie sa
narokov alebo oneskorenie strany pri
uplatiiovani akychkol'vek prav alebo napravy
podl’a tejto dohody alebo podl'a zdkona nebude
predstavovat’ vzdanie sa akychkol'vek d’alsich
prav alebo naprav poskytovanych podla tejto
dohody, ani to nebude znemoziovat ani
obmedzovat' d’alSie uplatnenie tohto alebo
iného prava alebo napravy. Ziadne jedno alebo
Ciastocné uplatnenie takéhoto prava alebo
napravy nebude znemozilovat’ ani obmedzovat’
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|
d’alsie uplatnenie tohto alebo iného prava alebo
napravy.

175 Variation. The terms and conditions of this | 17.5 Zmeny. Spolo¢nost’ Covance moze znovu
Agreement shall be renegotiated by Covance if prerokovat’ zmluvné podmienky tejto dohody,
the Sponsor and/or the relevant Regulatory ak zadavatel’ alebo prislusny regula¢ny urad
Authority make major changes to the design or urobia zasadné zmeny v dizajne alebo rozsahu
scope of the Study which would significantly Stadie, ktoré by vyznamne ovplyvnili tu
affect the terms hereof. No other provision of uvedené podmienky. Ziadne iné ustanovenie
this Agreement may be amended, modified or tejto dohody sa nesmie novelizovat’, upravit’
varied other than by the express written alebo menit bez vyslovného pisomného
agreement of both Parties and signed by an stihlasu oboch stran a podpisu opravneného
authorised representative of each of the Parties. zastupcu kazdej strany. V protokole sa nebudu
No amendment shall be made to the Protocol, vykonavat’ ziadne upravy, ¢i uz zasadné alebo
whether or not substantial, without the prior nie, bez predchadzajiaceho pisomného sthlasu
written consent of the Sponsor, which may zadavatel'a, ktoré si méze vyzadovat' sthlas
require consent of the relevant IEC and/or prislusnym vyborom IEC alebo regula¢nym
Regulatory Authority. uradom.

17.6  Counterparts. This Agreement may be | 17.6 Duplikaty. Tato dohoda sa vyhotovuje vo
executed in multiple counterparts, each of viacerych duplikatoch, kde kazdy z nich
which shall constitute an original, and all of predstavuje original, a kazdy predstavuje plne
which  will constitute a fully-executed vykonani dohodu. Prenosy elektronickou
Agreement. Transmission by electronic mail or postou alebo vymena kopii podpisaného
the exchange of PDF copies of an executed duplikatu tejto dohody vo formate PDF sa bude
counterpart of this Agreement shall be deemed povazovat’ za riadne a dostato¢né dorucenie
to constitute due and sufficient delivery of such takéhoto duplikatu.
counterpart.

17.7  Force Majeure. Neither Party shall be in | 17.7 Vys$8ia moc. Ziadna strana neporusi tito

breach of this Agreement nor liable for delay in
performing, or failure to perform, any of its
obligations under this Agreement if such delay
or failure results from a Force Majeure Event.
The affected Party must promptly notify the
other Party in writing of the cause of the delay
or non-performance and the likely duration of
the delay or non-performance and must use its
reasonable endeavours to limit the effect of that
delay or non-performance on the other Party.
The performance of the affected Party's
obligations, to the extent affected by the Force
Majeure Event, shall then be suspended during
the period that the Force Majeure Event
persists. If performance is not resumed within
fourteen (14) days after notice has been given
pursuant to this Section, the other Party may
terminate the Agreement immediately by
written notice to the affected Party (such
termination to be effective upon deemed

dohodu ani nebude zodpovedna za oneskorené
vykonanie alebo  nevykonanie  svojich
povinnosti podla tejto dohody, ak je takéto
oneskorenie alebo nevykonanie spOsobené
udalostou z vy$sej moci. Dotknuta strana musi
urychlene pisomne upovedomit’ druhu stranu o
oneskoreni alebo nevykonani a
predpokladanom trvani oneskorenia alebo
nevykonania a musi vynaloZzit’ primerané Usilie
na obmedzenie u¢inku tohto oneskorenia alebo
nevykonania na druhu stranu. Vykonavanie
povinnosti dotknutej strany do miery, ako je
ovplyvnené udalostou z vysSej moci, bude
pozastavené po dobu trvania tejto udalosti z
vysSej moci. Ak sa vykonavanie neobnovi do
Strnastich (14) dni od dorucenia oznamu podla
tejto Casti, druha strana moéze tGto dohodu
okamzite vypovedat pisomnym oznamom
dotknutej strane (takato vypoved’ bude ucinna,
ked’ bude tento oznam povazovany za prijaty).
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receipt of such notice). The Institution shall
promptly notify Covance if it is unable to meet
any timelines specified in the Protocol.

Instittcia urychlene upovedomi spolo¢nost’
Covance, ak nie je schopna splnit’ akékol'vek
terminy Specifikované v protokole.

17.8  Entire agreement. This  Agreement | 17.8  Cela dohoda. Tato dohoda predstavuje cell
constitutes the entire agreement between the dohodu medzi stranami a nahradza a rusi
Parties and supersedes and extinguishes all vSetky predchadzajuce dohody, prisluby,
prior agreements, promises, assurances, uistenia, zaruky, tvrdenia a porozumenia medzi
warranties, representations, and nimi, ¢i uz pisomné alebo ustne, ohl'adom
understandings between them whether written predmetu tejto dohody.
or oral, concerning the subject matter of this
Agreement.

17.9 Governing Law. This Agreement and any | 17.9  Rozhodné pravo. Tato dohoda a akykol'vek

dispute or claim arising out of or in connection
with it or its subject matter or formation
(including non-contractual disputes or claims)
shall be governed by and construed in
accordance with the laws of Slovakia, other
than provisions relating to conflicts of laws. In
the event of a dispute, the Parties shall first
attempt to settle such disputes by negotiation
and consultation. If the dispute cannot be
resolved within thirty (30) days, the Parties
agree to submit the dispute to the courts of
Slovakia.

spor alebo ndrok vyplyvajici z nej alebo v
stvislosti s nou alebo jej predmetom alebo
tvorbou (vratane nezmluvnych sporov alebo
narokov) bude riadenéd zdkonmi a vykladana v
sulade so zdkonmi Slovenska okrem
ustanoveni tykajucich sa konfliktu pravnych
noriem. V pripade sporu sa strany najprv
pokusia takéto spory vyrovnat’
prostrednictvom vyjednavani a konzultacii.
Ak sa spor neda vyriesit’ do tridsiatich (30) dni,
strany sa zavdzuju predlozit’ spor sidom na
Slovensku.

Signed by the Parties or their duly authorized officers on the dates set forth below / Podpisané stranami
alebo ich riadne splnomocnenymi predstavitel'mi v nizSie uvedené datumy

For and on behalf of Covance Inc. / Za spolo¢nost’

Covance Inc.

which has been authorized to sign this Agreement by
Sponsor Galapagos NV/ kde je autorizovany na

podpisanie tejto dohody zadavatel'om Galapagos NV
Name / Meno Ladislav Bartalos, M.D.
Title / Titul Senior Manager Clinical Operations

Date / Datum
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For and on behalf of Narodny ustav tuberkulézy, Date/Datum
plicnych chordb a hrudnikovej chirurgie Vysné Hagy /

Za Narodny tustav tuberkulozy, plucnych chordb

a hrudnikovej chirurgie Vysné Hagy

Name / Meno

Title / Titul
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EXHIBIT A-COST AND PAYMENT

PRILOHA A - NAKLADY A PLATBY

[Galapagos NV] - [GLPG1205-CL-220] - SVK003

[Galapagos NV] - [GLPG1205-CL-220] - SVIK003

Rébert Slivka, M.D., PhD.

MUDr. Rébert Slivka, PhD.

The parties agree that this Payment Exhibit - Payment Terms
and Budget is part of the Agreement. All payments made for
this study shall be made in accordance with the terms as set
forth below.

Strany suhlasia s tym, Ze tento platobny vymer - platobné
podmienky a rozpocet su sucastou zmluvy. Vsetky platby
vykonané pre tato S$tadiu sa uskutocnia v sulade s

podmienkami uvedenymi niZzSie.

Value Added Tax (VAT) — All agreed upon amounts are VAT
excluded. Payment for VAT will be made upon receipt of valid
(VAT) invoice. The payment will not be subject to
withholding tax. In the limit of applicable regulation it is the
responsibility of the Payee to declare this income and Covance
is not liable for any taxes due.

Dan z pridanej hodnoty (DPH) — vsetky dohodnuté sumy st
bez DPH. Platba DPH sa vykona po prijati platnej faktury
(s DPH). Z platby sa nebude odpocitavat zrazkova dan.
V ramci platného nariadenia je za vyhldsenie o prijme
platca Covance nenesie

zodpovedny a spolo¢nost’

zodpovednost’ za ziadne splatné dane.

Invoices shall be addressed to Covance Inc, 206 Carnegie
Center, Princeton, New Jersey 08540-6233, USA and
delivered to Covance Clinical & Periapproval Services
Limited — o.z., Karadzi¢ova 8/A, 821 08 Bratislava, Slovak
Republic

Faktiry sa adresuju Covance Inc, 206 Carnegie Center,
Princeton, New Jersey 08540-6233, USA a dorudia sa
Covance Clinical & Periapproval Services Limited — 0.z.,
Karadzicova 8/A, 821 08 Bratislava, Slovenska Republika

And shall include Sponsor name Galapagos NV and protocol
referenceGLPG1205-CL-220.

A budu obsahovat’ nazov zadavatel'a Galapagos NV a odkaz
na protokol GLPG1205-CL-220.

1. PATIENT ENROLLMENT

1. ZARADENIE PACIENTOV

Investigator is expected to enroll 8 patients. Written approval
from Sponsor/CRO is required prior to enrolling any
additional patients.

Ocakava sa, ze skusajuci zaradi 8 pacientov. Pred zaradenim
d’alsich
zadavatel'a/CRO (zmluvnej vyskumnej organizacie).

pacientov sa  vyzaduje pisomny  suhlas

Number of Patients / 8
Pocet pacientov:
Each EUR/ | Total for all Patients
L . Frequency/details / Kazdy EUR EUR / Celkom za
Description / Popis . . . .
Frekvencia/podrobnosti vSetkych pacientov
EUR
Per Patient Fee* / In accordance with Table 1/
! . , M 772.00 6,176.00
Poplatok za pacienta* V sulade s tabulkou 1
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]
Condl'tlonalr A:ssessments /] 1In a’ccordance V\flth Table 2/ 1.219.40 9.755.20
Podmienené vysetrenia V sulade s tabulkou 2
Scrfaen Iv:alrlureél. In aFcordance V\{Ith Table 3/ 113.80 910,40
Neuspesné skriningy V sulade s tabulkou 3
MAXIMUM STUDY COST / MAXIMALNE NAKLADY NA STUDIU 16,841.60

*The fees are inclusive of Hospital overhead fees, pharmacy costs and laboratory costs. /
*Poplatky zahrnaju reZijné poplatky nemocnice, naklady lekarne a laboratorne naklady.

Per Patient Fee

Poplatok za pacienta

2. SUBJECT VISIT PAYMENTS

2. PLATBY ZA NAVSTEVY UCASTNIKOV

Payment for Patient Visits set forth below shall be made
quaterly for confirmed, completed visits in accordance with
the Patient Visit Budget Schedule upon receipt of valid
invoice. Patient visit payments are inclusive of any applicable
overhead. [10]% of each payment specified in Patient Visit
Budget Schedule below shall be held until Final Payment.
Earned Payment shall be deducted from total Advance
payment until entire Advance payment earned. If Advance
payment monies unearned at study closure, Institution agree to
promptly refund to Sponsor/CRO any unearned monies.

Platba za navstevy pacienta uvedena nizSie bude vykonana
Stvrtro¢ne za potvrdené a dokoncené navstevy v stlade s
Planom rozpoctu pre navstevy pacienta po obdrzani platnej
faktary. Platby za navstevu pacienta zahtiaji vsetky prislusné
rezijné naklady. [10] % z kazdej platby uvedenej v nizSie
uvedenom Plane rozpoctu pre navstevy pacienta sa pozdrzi az
do zaverecnej platby. Narokova platba sa bude odpocitavat’ od
celkového preddavku az do doby, kedy bude odpracovany a
narokovany cely preddavok. Ak pri ukonceni $tadie nevznikli
inStiticia

narokové finanéné prostriedky, sa zavizuju

okamzite vratit’ zadavatel'ovi/CRO vSetky nevyuzité sumy.

Table 1/ Tabul’ka 1: Milestones / MiPniky

Visit Description / Payment
Popis navstevy [EUR/
Platba EUR
Screening / Skrining Day -28 to -1 / Den -28 az -1 134.00
Treatment Period / Visit 2 Day 1/ Navsteva 2 De 1 118.00
Liecebné obdobie Visit 3 Week 2 / Navsteva 3 Tyzden 2 40.00
Visit 4 Week 4 / Navsteva 4 Tyzden 4 40.00
Visit 5 Week 8 / Navsteva 5 Tyzden 8 35.00
Visit 6 Week 12 / Navsteva 6 Tyzden 12 47.00
Visit 7 Week 16 / Navsteva 7 Tyzden 16 35.00
Visit 8 Week 20 / Navsteva 8 Tyzden 20 46.00
Visit 9 week 26 / Navsteva 9 Tyzden 26 111.00
End of Treatment / Koniec liecby EOT /EOT 116.00
Follow-Up Visit 10/EOS Week 30 / Navsteva v ramci sledovania 10/EOS Tyzden
30 50.00
Maximum Per Patient Fee / Maximalna vySka poplatku za pacienta 772.00
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3. CONDITIONAL ASSESSMENTS

3. PODMIENENE VYSETRENIA

Payment shall be made with receipt of valid invoice and any
additional required supporting documentation. Payments will
be made quarterly. Institution shall have thirty (30) business
days from the date of conditional / invoiced procedure
performed to submit related invoices to Covance. All
payments for conditional / invoiced procedures are subject to
Covance/Sponsor verification and approval. No additional
cost for conditional / invoiced procedures shall be paid without
prior written approval from Sponsor/Covance.

Platba sa uskuto¢ni po prijati platnej faktiry a akejkol'vek
dodato¢nej pozadovanej podpornej dokumentacie. Platby sa
budl vykonavat’ Stvrtrocne. Institucia bude mat tridsat’ (30)
od
podmienecného/fakturovaného

dni datumu vykonania

predlozenie

pracovnych
postupu na
stvisiacich faktur spolo¢nosti Covance. Vsetky platby za
podmienené/fakturované postupy podlichaji overeniu a
Ziadne

dodato¢né naklady na podmienecné/fakturované postupy

schvaleniu  spolo¢nosti  Covance/zadavatelovi.
nebudu zaplatené bez predchadzajuceho pisomného suhlasu

zadavatel'a/spolocnosti Covance.

Table 2 / TabulPka ¢. 2:

Cost Per Total Cost
Procedure | per Patient
Conditional Procedures / EUR/ EUR/
Podmienené postupy Detail / Podrobnosti Naklady na Celkové
postup naklady na
EUR pacienta
EUR
Unscheduled Visit, up to / Maximalne 13 na pacienta
Neplanovana navsteva, az do / 93.80 1,219.40
Maximalne 13 na pacienta
TOTAL MAXIl\,/[}JM P,ER SUBJECT *** | CELKOVE 1.219.40
MAXIMUM NA UCASTNIKA***

4. SCREEN FAILURE PAYMENT

4. PLATBA ZA NEUSPESNY SKRINING

Payment shall be made 113.80 EUR at a ratio of [1] Screen
Failure(s) per every [1] patients randomized in accordance
with the table below. No additional Screen Failure payment
shall be made without prior written approval from
Sponsor/CRO. Payment shall be made upon receipt and
approval of invoice.

Platba sa uskutoéni 113.80 EUR v pomere [1] netspesny(-€)
skrining(-y) na kazdych [1] pacientov randomizovanych v
sulade s nizSie uvedenou tabulkou. Bez predchadzajuceho
pisomného suhlasu zadavatel'a/CRO sa nebudi vykonané
ziadne dalSie platby za neuspeSny skrining. Platba bude
vykonand po prijati a schvaleni faktary.

IF A SCREEN FAILURE REIMBURSED ON A
PROCEDURE LEVEL:

AK SA NEUSPESNY SKRINING NAHRADZA NA
UROVNI POSTUPU:
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The Principal Investigator will employ reasonable procedures
and processes to ensure that only subjects that reasonably
could be expected to be randomized are entered into the
screening process. All procedures performed up to screening
failure date shall be paid.

Hlavny skuSajici pouzije primerané procesy a postupy na
zabezpecenie toho, aby do skriningu vstupili len ucastnici, o
ktorych sa da realne predpokladat, Zze budu randomizovani.
Vyplatia sa vsetky postupy vykonané az do datumu
neuspesného skriningu.

Table 3 / TabulPka ¢. 3:

Visit Description / Popis navste Payment EUR/
181 1ptl 1 V! 'V

P P y Platba EUR
Screen Failure / Neuspesny skrining 113.80
TOTAL SCREEN FAIL COST PER SITE / CELKOVE NAKLADY 910.40
NA NEUSPESNE SKRININGY NA PRACOVISKO '

5. EQUIPMENT

5. VYBAVENIE

When equipment is to be provided, appropriate language for
use, maintenance and return shall be drafted and inserted as
appropriate.

Ak sa vybavenie poskytne, podl'a potreby sa navrhnu a vlozia
prislusné dolozky o pouzivani, udrzbe a vrateni vybavenia.

6. STUDY START-UP MEETING AND OTHER
MEETING REIMBURSEMENT

6. UHRADA ZA UVODNE STRETNUTIE A INE
STRETNUTIA

If requested by Sponsor and/or CRO, Investigator or Study
staff attendance at a Study startup meeting or other meeting
relating to the Study or Study Drug, CRO shall reimburse
Investigator or Study staff for reasonable and necessary travel
and lodging expenses incurred to attend such meeting(s). CRO
shall make such reimbursements within thirty (30) days of
receiving acceptable detailed documentation of such expenses,
provided that CRO receives such documentation within sixty
(60) days of the date that the expenses were incurred.

Ak zadavatel a/alebo CRO poziada skusSajuceho alebo
personal stidie o G¢ast’ na tvodnom stretnuti alebo na inom
stretnuti, ktoré sa tyka sa klinickej §tadie ¢i skusaného lieku,
CRO uhradi
primerané a potrebné vydavky na cestovné a ubytovanie, ktoré

skasajucemu alebo Studijnému personalu
vzniknil v suvislosti suCastou na takomto stretnuti
(stretnutiach). CRO vykona takéto thrady do tridsiatich (30)
dni od ziskania prijatelnej podrobnej dokumentécie o tychto
vydajoch za predpokladu, ze CRO tato dokumentaciu ziska do
Sest'desiatich (60) dni odo dna, kedy vydavky vznikli.

7. PAYEE

7. PRIJEMCA PLATBY

The Institution certifies that the designated payee is the proper
payee for this Agreement. The parties agree that payments
under this Agreement shall be made by bank transfer in
accordance with payee bank transfer information detailed
below.

Institacia potvrdzuje, ze uvedeny prijemca platieb je riadnym
prijemcom platieb podla tejto zmluvy. Zmluvné strany sa
dohodli, Ze platby podla tejto zmluvy sa budi vykonavat
prostrednictvom bankového prevodu v sulade s informaciami
0 bankovom prevode uvedenymi d’alej.
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Payee Account Holder
Name /
Meno

majitela uctu

prijemcu platby

[This field is mandatory / Toto pole je povinné]

Payee Address /
Adresa prijemcu platby

Payee Tax ID Number /
Danové identifikacné

¢islo prijemcu platby

Bank Name /
Nazov banky

Bank Account Number /
Cislo bankového Gctu

Bank Address /
Adresa banky

IBAN/
IBAN

Bank Swift Code/ ABA
Routing # /

SWIFT kod banky/¢.
smerovania ABA

8. KONECNA PLATBA

8. KONECNA PLATBA

At the earlier of; Study Completion or termination of this
Agreement, if payments made to Institution exceed the earned
amount, Institution shall, upon receipt of written notice,
promptly return the overpayment.

Ku dnu dokoncenia stidie alebo ukoncenia tejto zmluvy,
podl’a toho, ¢o nastane skor, ak platby uskutocnené institucii
prekrocia narokovu sumu, institiicia maju po prijati pisomného
oznamenia ihned’ vratit’ preplatok.

Institution shall have sixty (60) business days from the date of
the close out visit to submit final invoices. Institution shall
have thirty (30) business days from receipt of final payment to
dispute payment discrepancies.

Institacia bude mat’ Sest'desiat (60) pracovnych dni od datumu

zavereCnej navstevy, aby predlozila kone¢né faktury.
Institucia bude mat tridsat’ (30) pracovnych dni od prijatia
konecnej platby, aby vzniesla namietky voci nezrovnalostiam

v platbach.

[THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT BLANK / ZVYSOK TEJTO
STRANKY JE ZAMERNE PONECHANY PRAZDNY]
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