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CLINIcAL TRIAL AGREEMENT

The Clinical Trial Agreament ("Agreement") is made
by and between:

Univerzitna nemocnica Bratislava, having a place
of business at Pazitkova 4, 821 01, Bratislava,
Slovak Republic, Organisation No: 31813861, Tax
Identification Mo, 2021700549, with its working place
at Nemocnica Staré Mesto Mickiewiczava 13, 81369
Bratislava, Slovenska republika (the “Institution”)

and

IQVIA RDS Slovakia, s.r.o. ("CRO"), having a
placeof business at Vajnorska 100/B, 83104
Bratislava, Slovak Republic, Organisafion No:
45942269, Filed In the Companies register of the
District Court Bratislava |, section: Sro, File no:
69023/B represented by: Aurelia Mojzesova, MD,
holder of procuration

Each a “Party” and together the "Parties”.

ZMLUVA O KLINICKOM SKUSANI

Toto zmluvu o klinickom ska3ani (dale] zmluva®)
uzatvarajl:

Univerzitna nemocnica Bratislava, so sidlom na
adrese PaZitkova 4, 821 01, Bratislava,
Slovenska republika , 1C0: 31813881, DIC:
2021700549, s pracoviskom na Nemocnica Staré

Mesto Mickiewiczova 13, 81369 Bratislava,
Slovenskd republika  (dalej .zdravotnicke
zariadenie™)

d

IQVIA RDS Slovakia, s.r.o. {dalej ,CRO"), so
sidlom na adrese WVajnorskda 100/B, 83104
Bratislava, Slovenska republika, ICO; 45942269,
Zapisana v Obchodnom registri Okresného sidu
Bratislava 1., oddiel: Sro, vl.&: 689023/B, v
zastlpeni: MUDr. Aurélia Mojzegova, prokurista

kazdy z nich dalej ako .zmluvna strana” a
spoloéne ako 2zmluvné strany”.

E[?r:ﬁf;! I6T-MC-AMBG Cislo protokolu: | I6T-MC-AMBG
AMufticentricks,
e e Multicenter randomizované, dvaiifo
Randomized, Doubfe-Blind, Zaslapane, e p"am?‘:'m
Paraflel-Arm, Placebo-Controlled , ﬁ"“" ”ﬁ;ggj.sg”ﬁ’;fu ot éi?
ok Maintenance Sludy of | Nazov ' it ool Sk
Protocol Title: i : : . | skimajice udriiavaciu liechu
Mirikizumab in  Palients wilthr | proiokolu: | rririki b slantov 8o
Moderately to Severely Active jﬁ:;;;:ma a;:ﬂgjﬂu” p
g:c:lmwf;,c?fdfg‘g.Th:ﬁEm 2 | zévainou aktivnou ulceroznou
R0 Sl | kolitidou LUCENT 2 (dafej fen
i | klinickeé skusanie®}
Protocol Date: | 13-March-2018 pD!iltllJ:Tulu' 13-marec-2018
G ; Eli Lifty and Company alebo jej
Sponsor: Egﬁ.?"g ng E:;;ﬁ?gf.ﬂf:,;mm Zadavatel lokdine poboéky (. Zaddvatel
kel P alebo spoloénost’ Lilly")
Country where
Site is . Krajina vedenia
Conducting Slovak Republic sldiania Slovenska republika
Study
Investigator: doc. MUDr. Ludovit Lukac, PhD | SkdSajci: g‘;‘é MUDr. Ludovft Lukdg,
Univerzitna nemocnica Bratislava - Univerzitna nemocnica
Location Memocnica Stare Mestoe | Bratislava, Nemnqnlca Staré
whers the Internd klinika LF UK a UNB Mlasts vadens Mesto, |. Interna klinika LF‘UF-PI
fudy will be Gastroenterologicka ambulancia e 'aUNB  Gastroenterologicka
z-n " dyu cled: Mickiewiczova 13 ’ | ambulancia, Mickiewiczova
' 813 69 Bratislava Slovak 13, 813 69 Bratislava,
Republic, which is a division/parl Slovenska republika, kloré js
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of the Institution oddalenim/siéastour
zdravotnickeho zariadenia
100 Calendar Days after Site
Initiation Visit (being the date by 100  kalendarnych dni od
Key which Site must enrol at least : zahajovace] navitevy centra
Erwoliment one (1) subject Kmﬁau}‘.rdgtum skiSania (ide o détum, do
Date: zaradovania: kterého cganlrum sklsania
musi zaradit najmene] jeden
i (1) subjekt
CEC Ethical committes CEK Eticks komisia
Presovského  samospravneho FPresovského samosprévneho
IEC kraja, Urad  Presovskeho | Nezavisla kraja, Urad Pregovského
samospravneho kraja, Namestie | etickd komisia | samosprévneho kraja,
Mieru 2, 080 01, Presov, Slovak MNamestle Mieru 2, 080 01,
L Republic Presov, Slovenské republika

The following additional definitions shall apply to this

Agreement:

AoP: shall mean Act No. 362/2011 Coll, on
Pharmaceuticals and Medical Devices and on
Changes and Supplementation of Certain Acts, as
amended;

Data privacy laws shall mean

Act No. 18/2018 Coll, on Personal Data Protection
Act (DPA), as amended:

as of 25 May 2018, the Regulation (EU) 2016/679
of the European Parliament and of the Councll of
27 April 2016 on the protection of natural persons
with regard to the processing of personal data and
on the free movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation — GDPR};

Protocol: shall mean protocol No. I6T-MC-AMBG
outlining the Study in Exhibit B to this Agreement
within the meaning of clause 29, par. 12 of AoP
and which forms Annex No. 2 to this Agreement;

Investigator: shall mean a person as per clause
29 par. 11 AoP, who s mentioned as the
Investigator in the Protocol, and who has
concluded with the Sponsor a specific agreement
concerning the Study,

Study drug: shall mean Mirikizumab;
Good Clinical Practice Guidelines: shall mean

the guidelines of Good Clinical Practice within the
meaning of clause 29, par. 3 of AoP:

V tejto zmluve platia nasledujice definicie:

ZoL znamenda zdkon &. 362/2011 Z.z. o liekoch a
zdravotnickych poméckach a o zmene a doplneni
niektorych zakonov, v plathom zneni:

predpisy na ochranu ddajov: znamenaji
zakon . 18/2018 Z.z. o ochrane osobnych tGdajov
{Z00U), v plathom zneni:

od 25. méja 2018, nariadenie Eurépskeho
parlamentu a Rady (EU) 2016/679 z 27. aprila
2016 o ochrane fyzickych ostb pri spracivani
osobnych ddajov a vofnom pohybe takychto
udajov, ktorym sa zruduje smernica 95/46 / ES
(vSeobecné nariadenie o ochrane osobnych Gdajov
- .GDPR");

Protokol znamené protokol & I6T-MC-AMAN kiory
vymedzuje Stidiu v zmysle ust. § 29, ods. 12 Zo,
a ktary tvori prilohu &. 2 tejio Zmluvy;

Skagajici znamena oscbu podia § 29 ods. 11
Zol., ktora je uvedend ako SkuSajici v Protokole,
a uzatvorila so Zadavatefom samostatnd dohodu
tykajlcu Stadie;

Studijny liek znamena Mirikizumab
Zasady spravnej klinicke] praxe znamenajl

zésady spravne| klinickej praxe v zmysle ust. § 20,
ods. 3 Zol;
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Approval: shall mean the statement of the Ethical
Review Board as per clause 33 of AoP and the
permit of the Slovak Institute for Drug Control as
per clause 35 of AoP;

Informed consent: shall mean the informed
consent as per clause 29, par. 13 et seq. of AoP
exclusively on the form approved by the Sponsor;

Investigator's Brochure: shall mean the manual
for the Investigator for the Study drug, which shall
be provided to the Investigator by Lilly, in
accordance with clause 44, letter a) of AoP;

Confidential information: shall mean the
information defined by clause Il of this Agreement;

Personal data: shall mean, with regards to the
Responsible persons, the personal data pursuant
to DPA, inter alia title, name, surname, address,
birth ID number, date of birth, and furthermore,
information en payment discipline, banking detalls,
operational and geographical data etc.;

Remuneration: shall mean the financial
remuneration to the Institution for performance of
the Study as outlined in clause VI of this
Agreement,

Budget: shall mean the method of calculating the
Remuneration defined in detail by Exhibit A to this
Agresment;

Subsequent costs: shall mean the subsequent
costs defined in clause 8.7.2 of this Agreement
(including sub clauses);

Responsible persons: shall mean the Investigator
within the meaning of this Agreement, his
colleagues and associates and his responsible
representatives, who participate in the Study:.

RECITALS:

WHEREAS, CRO is providing contract research
organization services to Sponsor under a separate
contract between CRO and Sponsor. CRO's
services inciude monitoring of the Siudy and
contracting with clinical research sites;

WHEREAS, CRO also has enfered into a agparate
Agresment with doc. MUDr. Ludovit Lukac, PhD
regarding the performance of services in
connection with the Study.

Schvalenie znamend stanovisko Etickej komisie
podia ust. § 33 Zol a povolenie Statneho dstavu
pre kantrolu liediv podia ust. § 35 Zol;

Informovany sidhlas znamena informovany suhlas
podla § 29 ods. 13 a nasl. ZolL vyhradne na
formuléri schvalenom zo strany Zadavatels;

Priruéka pre skusajaceho znamend prirucku pre
SkuZajuceho pre Studijny liek, ktori SkiSajlcemu
poskytne Lilly, v silade s § 44 pism. a) ZoL;

Déverné informacie znamenajl informacie

vymedzené v &lanku Il tejto Zmiuvy,

Osobné adaje znamenajd, s ohfadom na Osoby
realizujice Stadiu osobné, (daje podfa ZOOU,
okrem iného titul, meno, priezvisko, adresu, rodné
Bislo, datum narodenia, dalej informacie
o platobnej mordlke, bankovych spojeniach,
prevadzkové a lokalizatné Udaje, a pod.;

Odmena znamena finanénd odplatu  pre
Zdravotnicke zariadenie za vykonanie Stadie tak,
ako je vymedzena v &lanku VIII. tejto Zmiuvy;

Rozpo&et znamend spbsob vypoltu Odmeny,
ktory je podrobne vymedzeny v prilohe A tejto
Zmiluvy;

Dodatoéné naklady znamenajl dodatocné
néklady vymedzené v é&ldnku 8.7.2 tejlto Zmluvy
(vratane pododsekov);

Osoby  realizujice  Stadiu  znamenajl
SkaZajliceho, jeho kolegov a spolupracovnikov
ajeho oprévnenych zéstupcov, ktorl sa podielajd
na Stadi,

UVODNE VYHLASENIA:
NAKOLKO, Spoloénost CRO poskyiuje
zadavatelovi sluzby klinickej wyskumnej

organizacie podfa samostatnej zmiuvy medzi CRO
a zadavatelom. Medzi sluzby poskytované CRO
patri monitorovanie sk(3ania a uzatvaranie zmlav s
centrami skdsania,

CRO, taktiez uzatvorila samostatnd zmluvu s doc.
MUDr. Ludovit Lukéé, PhD v sivislosti s vykonom
sluFieb tykajlcich sa tejto klinicke] Stidie .
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I INTELLECTUAL PROPERTY
1.1. The Parties have agreed on the following:

1.1.1. if during the course of the Study or within
one year afler termination of this Agreement, the
Investigator conceives or reduces fo practise,
invents or creates a work or invention, protected by
copyrights, industry rights or other intellectual
property rights occurring as a result of the
performance of the Study or which would not be
conceived, reduced to praclise or created should
the Study be not conducted (including, without
limitation, new uses, processes, formulations,
therapeutic combinations or methods of freatment)
or involving the Study drug(s) or its simple
derivatives (e.g. but not limited to, antibody
fragments, analogs, salts, solvates, cenformers,
slerecisomers, racemic mixtures, amorphous
forms, crystal forms, crystal habits, metabolites,
‘prodrugs®  (forms), free acids, chelates,
complexes, synthetic intermediates, isotopic or
radio labelled equivalents or mixtures thereof)
(hereinafter referred to as “Object of IP"), the
Medical Facility shall be under the aobligation to
promptly notify Sponsor thereof:

1.1.2. the Medical Facilty undertakes not to
exercise any rights with regard to the Object of IP
against the Investigator or it shall secure that it will
not exercise any rights with regard to the Object of
IP against the Investigator. In case that the Medical
Facility, despite the above mentioned, acquires any
rights related to the Object of IP, the Medical
Facility undertakes, to the maximum extent allowed
by the applicable legal regulations, to transfer the
Object of IP to the Sponsor without undue delay
and to provide the Sponsor with all necessary

"cooperation, in particular for the registration of

changes in the relevant register, and if this is not
possible, the Medical Facility undertakes to grant to
the Sponsor an exclusive license to use each
Object of IP for an indefinite period of time,
whereas the Sponsor has the right to further grant
sublicenses to third parties. The Medical Facility
agrees that the remuneration for the actions under
this clause is included in the Remuneration. The
Medical Facllity undertakes to provide the Sponsor
with all necessary cooperation for acts under this
clause in a way that the Sponsor is able to exploit
all its rights to the Object of IP at its sole discretion:

l. DUSEVNE VLASTNICTVO
1.1, Zmluvné strany sa dohodli na nasledovnom:

1.1.1. ak v priebehu Stidie alebo v obdobi jedného
roka po ukondeni tejto Zmiuvy Skusajlci
sformuluje, alebo uplatnl vpraxi  skutodnost,
vyndjde alebo wytvorl akékolvek dielo alebo
vyndlez, kioré podlieha ochrane autorskych,
priemyselnych alebo inyeh préav  dugevného
viastnictva, ktoré si vysledkom uskutodfiovania
Stidie, alebo ktoré by neboli sformulovang,
uplainené alebo vylvorené, ak by sa StGdia
nauskutotnila, (vratane, nie viak vihradne, novych
sposobov uZivania, postupov, liekovych foriem,
terapeutickych kombinacii, alebo spésobov lietby),
alebo kiord zahffia Studiiny liek(y) v Stadii, alebo
jeho jednoduché derivaty (napriklad nie viak
vyhradne, protildtkové fragmenty, analdgy. soli,
solvaty, konformdcie, sterecizoméry, racemické
zmesi, amorfné formy, kryStalické  formy,
krystalicke Struktiry, metabolity, .prodrugs" (formy),
volné kyseliny, chelaty, komplexng zligeniny,
syntetické  medziprodukty, izotopické alebo
radiologicky znaGené ekvivalenty, alebo zmesi
uvedenych) (dale] len ,Predmet duSevného
viastnictva®), zavézuje sa Zdravotnicke zariadenie
o tejto skutoénosti okamZite informovatl
Zadavaltefa;

1.1.2. Zdravotnicke zariadenie sa zavdzuje, Ze
nebude uplatfiovat vo&i Skadajicemu Ziadne prava
v slvislosti s Predmetom duZevného viastnictva,
alebo Ze zabezpedi, Ze si voti SkiSajicemu
nebude uplatiovat Ziadne préava v savislosti s
Predmetom duSevného vlasinictva. V pripade, %e
Zdravotnicke zariadenie naprielk vysiie
uvedenému nadobudne akékolvek prava k
Predmetu dufevného viastnictva, zavdzuje sa
Zdravotnicke zarladenie do maximdlne] moznej
miery  pripusine] pravnymi  predpismi  bez
zbytotného odkladu previest Predmet dufevného
viastnictva na Zadévatela a poskytnit’
Zadavatefovi vEetku potrebni sG&innost, najma pri
zéplse zmien do prisluSného registra, a pokial toto
nebude moZné, Zdravotnicke =zariadenie sa
zavazuje udelit Zadévatelfovi vyhradni licenciu na
pouiivanie  kafdého  Predmetu  duevného
viastnictva, na neuréity &as, pritom Zadavatel ma
pravo dalej udelovat licencie tretim osobém.
Zdravotnicke zariadenie sthiasi s tym, Ze odplata
za Ukony podfa tohto bodu je zahmuta v Odmene.
Zdravotnicke zarladenie sa zavizuje poskytnit
Zadavatelovi wvietku potrebnd sO&innost pri
Ukonoch podla tohto bodu tak, aby Zadavatel
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1.1.3. the Medical Facility acknowledges and
agrees that:

« the Sponsor and the Investigator have
agreed that the Object of IP shall, to the
maximum extent allowed by the legal
regulations always be the property of the
Sponsor, and therefore the Investigator
shall be obliged to register the Object of IP
so that the investigator is the originator
and the Sponsor is the owner and
applicant, and if that is not possible, the
Investigator shall be obliged, to the extent
allowed by the legal regulations, the
Investigator shall be obligated to enter Into
an agreement with the Sponsor on the
transfer of the Object of IP onlo the
Sponsor without any undue delay, and to
provide the Sponsor with all necessary
cooperation for registration of relevant
changes in the relevant registry; and if this
is not possible, the Investigator
undertakes to grant to the Sponsor an
exclusive license to use each Object of IP
for an Indefinite period of time, whereas
the Sponsor has the right io further grant
sublicenses to third parties;

+ lhe Investigator undertakes to provide the
Sponsor with all necessary cooperation for
acls under this clause;

« the Investigator agrees that the Sponsor,
at its sole discretion, transfers any
intellectual property rights to the Object of
IP to a third party;

» the Investigator undertakes to provide the
Sponsor with all necessary cooperation to
enable the Sponsor, at its discretion, use
the intellectual property rights to the
Object of IF.

1.1.4. the Medical Faclility undertakes to ensure
that the provisions of the clause | of this Agreemenl
shall be reasonably applied and will be reasonably
followed also by all Responsible persons.

1.2, Notwithstanding the foregoing, scientific
conclusions and professional judgments regarding
the results of a Study in any publication submitted
by Investigator shall be determined solely by
Investigator and will adhere to the policies and
principles of the International Committee of Medical

mohol podlfa svojho uvaZenia vyuzivat vSelky
prava duSevného Vlastniclva Kk Predmetu
dusevného vlastnictva.

1.1.3. Zdravotnicke zarladenie berie na vedomie a
stuhlasi s tym, Ze:

» Zadavatel a SkdSajlci sa dohodli na tom,

e Predmet dufevného vlastnictva bude

do maximélnej moZnej miery pripustnej

pravnymi predpismi wZdy patrit
Zadéavatelovi, apreto sa  Skadajici
zavazuje zaregistrovat Predmet

duSevného viastnictva tak, Ze ako jeho
povodca bude uvedeny  konkrétny
Ski3ajici aako majitel a prihlasovatel
Zadavatel, a pokial toto nebude moZné,
potom sa SkiSajici zavdzuje v rozsahu
pripustnom  prévnymi predpismi bez
zbytoéného odkladu uzatvorit
so Zadavatelom zmiluvu o prevode
Predmetu duSevného viastnictva na
Zadavatela & poskylnit Zadavatelovi
vietku potrebnG  saéinnost  pri zapise
zmien do prisludného regisira; a pokial
toto  nebude moZné, SkiZajlci sa
zavazuje udelit Zadavatefovi wyhradnd
licenciu na pouZivanie kazdého Predmetu
duSevného vlastnictva, na neurdity &as,
pridom Zadavatel ma prave dialej udelovat
licencie tretim oscbam;

« Ski3ajici sa zavdzuje  poskytnat
Zadavatelovi vetku potrebn( sdginnost
pri Gkonoch pedla tohto bodu;

« SkiZajici sOhlasi s tym, aby Zadavatel
podia svojho viastného uvéZenia previedol
akékolvek prava duSevného vlastnictva k
Predmetu dufevného viastnictva na tretiu
osobu;

e SkiSajuci sa zavazuje  poskyinit
Zadavatelovl vEetiu potrebnd sadinnost k
tomu, aby mohol Zadavatel podia svojho

uvaZenia wyuZivat prdva duSevného
viastnictva k Predmetu duSevného
viastnictva.

1.1.4. Zdravotnicke zariadenie sa zavézuje
zabezpetit, Ze ustanovenia fohtc bodu | tejto
Zmluvy sa prmerane veztahujd a budd ich
Erlrnerana dodrZiavat aj vetky Osoby realizujice
tdiu.

1.2. Bez ohladu na uvedené budld vedecké zavery
a expertizy ohfadom vysledkov Stadie v akejkolvek
publikdcii, ktoré predioZl skuSajici, uréené
vyhradne skiZajicim a budG v sGlade s predpismi
a zasadami stanovenymi Medzinarodnym vyborom
vydavatelov lekarskych odbornych Easopisov
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Journal Editors and other major medical journals
and will not be subject to censor or unreasonable
contral or delay by Lilly.

Il. RIGHTS AND OBLIGATIONS OF THE
MEDICAL FACILITY

21. The Medical Facility agrees that the
Investigator shall persconally participate in and
supervise the process and performance of the
Study for which it is, under AoP, professionally
responsible and shall provide the Investigator,
during the conduct of the Study, all necessary
cooperation, including an obligation to train the
Responsible persons regarding the rights and
chligations arising under this Agreement and the
directives as per clause Il of this Agreement. The
Medical Facility agrees that it will not, and will
ensure that Investigator does not, use sub-sites or
satellite sites in the conduct of the Study unless
Lilly has given written approval for such use of the
sub-sites and satellite sites. If any portion of the
Study is performed by Investigator or a sub-
Investigator al a facility or hospital other than the
Medical Facility, the Medical Facility shall be
responsible for ensuring that any such site is aware
that it is involved in the Study and consents to such
participation.

2.2. The Medical Facility shall fulfill and ensure that
the Investigator fulfils:

2.2.1. all conditions set forth by the Protocol and/or
its amendments;

222 valid directives regarding Good Clinical
Practice Guidelines or other generally binding legal
regulations;

2.2 3. the conditions specified by the Approval;

2.2.4. gll other legal regulations that form a part of
generally binding legislation of the Slovak
Republic, especially the AcP (especially all
obligations stipulated by clause 29 et seq. and 44
of AoP), act No. 576/2004 Coll., the Medical Care
Act as amended.

2.3. The Medical Facility shall ensure that:

2.3.1. sub-investigators, the Responsible persons,
contractors and employees of the Medical Facility
participating in the Study, as well as any Sponsor-
approved sub-sites or satellite sites have been
acquainted with, understand and agree to comply
with the obligations set forth by this Agreement;

{(International Commitlee of Medical Journal
Editors) a dalSimi vyznamnymi lekérskymi Easopisy
a nebudd podiiehal’ cenzire alebo neprimerané
kontrole & odkladanie publikovanie zo strany
spolodnosti Lilly,

Il. PRAVA A POVINNOSTI ZDRAVOTNICKEHO
ZARIADENIA

2.1. Zdravolnicke zariadenie sohlas! s tym, Ze
SkiSajici sa osobne ziéasini a bude dehliadat’ na
priebeh a realizdciu Stadie, za ktord je podia Zol
odborne zodpovedny a poskytne Skusajlcemu pri
vykone Klinického ski%ania vdetku potrebnd
stéinnost, vratane povinnosti predkolit Osoby
realizujdce Stidiv, vzmysle prév  a povinnosti
vyplyvajicich ztejto Zmiuvy a pokynov v stlade
sél. Il tejto Zmiuvy. Zdravoinicke zariadenie
sthlasl stym, Ze potas uskutodfiovania Stidie
nebudd vyuZivat iné pracovisko alebo satelitné
pracovisko, pokial' Lilly neda svoj pisomny suhlas
na vyulitie inych pracovisk alebo satelitnych
pracovisk. Pekial budd  Ski3ajici alebo
spoluskdsajici uskutofhovat East Stadie vinom
zariadeni alebo nemocnici ako je Zdravotnicke
zariadenie, bude Zdravotnicke zariadenie
zodpovedné za to, aby toto pracovisko bolo
obozndmené s tym, Ze sa podiefa na Studil a dalo
svoj sthlas k G&asti.

2.2, Zdravoinicke =zariadenie bude dodrlaval a
zabezpet!, aby Skugajici dodrZiaval:

2.21. vietky podmienky stanovené v Protokole
a/alebo jeho dodatkoch:

2.2.2. platné pokyny o Zasadédch spravnej klinickej
praxe alebo iné vieobecne zévazné predpisy;

2.2.3. podmienky Specifikované v Schvaleni:

224. vietky dalie pravne predpisy, ktoré su
si¢astou  vSeobecne  zavéiznych  pravnych
predpisov SR, ato najmd Zol, (predovietkym
vietky povinnosti stanovené v § 29 a nasl. Zol),
zakon 576/2004 Z.z., o zdravotnej starostlivosti v
zneni neskordich predpisov.

2.3. Zdravotnicke zariadenie zabezpegi, aby:

2.3.1. spoluskd8ajici, Oscby realizujice Stadiu,
zmluvni parineri a zamestnanci Zdravotnickeho
zariadenia, kiory sa podielaji na realizécii Studie,
ako aj d&iastoéné alebo satelitné pracovisko
schvélené Zadavatefom, boli oboznameni s
povinnostami  stanovenymi v tejio  Zmluve,
porozumeli im a suhlasia s ich plnenim;
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2.3.2. aqualified physician or his associale with
a medical license is responsible for patient care
and other relevant aspects of this Study at the
Medical Facility.

2.4. The Medical Facility declares that:

241, it meets the conditions for performing clinical
research as per clause 29, par. 2 of AoP, and in
the case that the Medical Facility iz not an
approved facility in the meaning of clause 29, par.
2 of AoP, it shall provide Lilly with all required
cooperation to oblain such consent;

2.4.2. it does not pay any fees to another Medical
Facility for the referral of patients for the Study;

24.3. i acknowledges and agrees that the
Sponsor, its designated representative or domestic
or foreign regulatory agency may review the
Medical Faclliies” processes, inspect equipment
and Study records (including related medical
records for all patients in the Study), and those
procedures, equipment or Study records secured
by any contractor, agent or institution used by the
Medical Facility in conducting the Study. The
Medical Facility shall provide the Sponsor with
immediate nofice of any official, governmental or
regulatory review, audit or inspection of the
Medical Facility or processes related to the Study.
The Sponsor shall be given the opportunity to
provide assistance to the Medical Facility in
responding such review, audit or inspection. The
Iedical Facility is required to provide the Sponsor
with the resulits of such review, audit or inspection.
When data is reviewaed by an on-site scheduled
vislt of a Sponsor-designated representative, the
Medical Facility will ensure that Investigator has all
reasonably available data obtained through the
preceding day complete and ready for evaluation.

2.5. The Medical Facility shall be obliged:

2.5.1. to provide the Investigator with reasonable
conditions and all necessary cooperation for the
conduct of the Study;

2.5.2. to use the Study drugs only in accordance
with the Protocol, and not to use those for any
other purposes;

2.5.3. to follow the Sponsor's instructions regarding
handling the Study drugs,

232 v Zdravotnickom  zaradenl bol za
starostlivost o pacientov aza daldie prislusne
aspekty tejlo Stidie =zodpovedny kvalifikovany
lekar alebo jeho spolupracovnik s opravnenim
vykonaval' lekdrsku prax.

2.4. Zdravotnicke zariadenie prehlasuje, Ze:

2.4.1. spliia podmienky pre vykonavanie klinického
skidania podlfa § 29 ods. 2 Zol, av pripade, 2e
Zdravotnicke zariadenie nie Je schvalenym
pracoviskom podlfa § 29 ods. 2 Zol, zavazuje sa
poskytndt  Lilly wvBetku potrebnd sGéinnost na
ziskanie tohto schvalenis;

odmenu  inému
za odporudenie

24.2. neposkylne Ziadnu
zdravotnickemu  zariadeniu
pacientov pre uéely Studie;

2.4.3. berie na vedomie a sthlasi, e Zadavaiel,
jeho menovany =zastupca, alebo miestny £l
zahraniény organ Statneho dozoru miZe podrobit
kontrole postupy Zdravotnickeho zariadenia,
skontrolovat wvybavenie a zaznamy lykajlce sa
Studie (vrétane sivisiacich lekarskych zdznamav
vetkych pacientov v Stidii) adalej tie postupy,
vybavenie alebo zdznamy, ktoré si zabezpelené
akymkolvek zmluvnym partnerom, =zastupcom
alebo zariadenim, ktoré Zdravotnicke zariadenie
vyutiva pri realizacii Stadie. Zdravolnicke
zariadenie okamZite ozndmi a upozormi Zadédvatela
na akykolvek Gradny, viddny & dozorny prieskum,
audit, alebo inSpekeciu Zdravotnickeho zariadenia,
alebo postupov tykajucich sa Stidie. Zadavatel
bude mat moZnost poskytnit Zdravotnickemu
zariadeniu podporu pogas takehoto prieskumu,
auditu, alebo inSpekcie. Zdravoinicke zariadenie je
povinné poskytndt' Zadavatelovi vysledky takehoto
prieskumu, auditu & inSpekcie. Pokial budd Gdaje
padrobené planovanej kontrole na mieste zo strany
zastupcu Zadavatela, SkuSajici bude mat vaetky
primerane dostupné UGdaje Gplné a pripravené
k hodnoteniu, obdf?ané pofas predchadzajiceho
dfia.

2 5. Zdravotnicke zarladenie sa zavdzuje:
25.1. poskytnut  SkuZajicemu  primerané
podmienky avietku potrebnd  sdéinnost  pri
vykondvani Studie.

252, pouzivat Studijné lieky vyluéne podia
Protokolu a nepouZivat ich na Ziadne iné tucely;

2.5.3. postupovat podfa inStrukcii Zaddvatela,
tykajicich sa zaobchadzania so Studijnymi liekmi;
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254, to ensure that destruction Mirikizumahb
approved by Lilly in writing, or release of Study
drugs at the Medical Facility shall comply with all
relevant laws and regulations.

2.5.5. In the event that the Investigative party shall
collect any biological samples for independent
research from Study subjects, such samples will
only be collected prior to the administration of the
Study drug(s) or device(s). Additionally, the
Invesligative parly agree to obfain separate
informed consent documents, as well as distinct
ERB approval for such research, and to comply
with all applicable privacy laws related to such
samples,

2586. In the event that there is a lack of
compliance with the conditions of this Agreement,
the Sponsor shall be entitled to secure compliance
with these conditions and/or to terminate the
participation of the Medical Facility in the Study.
The Sponsor shall be enfitled to withdraw from this
Agreement ex nunc, effective as of the moment of
delivering a letter of withdrawal fo the Medical
Facility. In case of withdrawal from the Agreement
as per this clause, provisions of clause IX of this
Agreement shall be reasonably applied.

lll. CONFIDENTIAL INFORMATION, RETENTION
OF DOCUMENTS

3.1. The Medical Facility agrees and acknowledges
that all records regarding data collection during the
Study, including all source documentation, ID
codes of patients enrolied in the Study or any other
documents related to the Study, have to be
retained for fifteen (15) years after completion or
termination of the Clinical Trial (according to clause
42, par. 2 of AoP and 44, letter ) of AoP) or the
duration required by the EU directive, provided,
however, that in the unlikely event that ICH or FDA
record retention requirements, (i.e., two (2) years
after the date of marketing application approval by
FDA for the Study drug(s) indication investigated,
or if an application is not approved, two (2) years
after the FDA is notified by Lilly of discontinuation
of the IND} are longer than fifteen (15) years, Lilly
will notify Institution regarding any additional length
of time that records must be retained to meet such
requirements. The Investigator andfor Institution
agree to take the appropriate measures to prevent
premature destruction of essential documents.

2.54. zabezpetit, Ze destrukcia bola Mirikizumab
pisomne povolend spoloénostou Lilly, alebo
vydanie liekov v Stadii v Zdravotnickom zariadeni,
bude prebiehat v sliade so vZetkymi prislugnymi
zakonmi a predpismi.

2.5.5. Pokial bude sk(Sajica strana od subjektov
Stidie zhromaZdovat' akékolvek biologické vzorky
pre samostatny wyskum, budld také vzorky
zhromaZdované iba pred podanim skimaného
lieku (lieCiv) & prostriedku  (prostriedkov).
Skisajuca strana sa dale] zavizuje ziskat
samostatné informované sdhlasy v pisomne
podobe a konkrétny sthlas etickej komisie s
takymio vyskumom a dodrZiavat vo vztahu k
takymto vzorkém v3etky prévne predpisy na
ochranu oscbnych udajov.

2.58. Vpripade nedodrfania podmienck tejto
Zmiuvy bude Zadavatel opravneny zabezpedit
splnenie tychto poZiadaviek afalebo ukondit (cast
Zdravotnickeho zariadenia v Studii, Zaddvatel
bude oprawneny od ftejlto Zmluvy odstipit
s Udinkami ex nunc, ktoré nastand v okamihu
dorudenia pisomného ozndmenia o odstipeni
Zdravotnickemu zariadeniu. V pripade odsitipenia
od Zmiuvy podla tohto bodu sa primerane pouZijt
ustanovenia bodu IX tejto Zmluvy.

ll. DOVERNE INFORMACIE, UCHOVAVANIE
ZAZNAMOV

3.1. Zdravotnicke zariadenie shlasi a berie na
vedomie, Ze vSetky zaznamy o zbere Udajov potas

Stadie,  vrdtane  zdravotne]  dokumenticie,
identifikaénych koédov pacientov zaradenych do
Stadie, & akychkofvek Inych dokumentov

stvisiacich so Stidiou, musia byt uchovavané po
dobu pétnastich (15) rokov po skonéen/ alebo
preruseni Klinického sk(Sania (vsilade s § 42
ods. 2 Zol a 44, pism. j ZolL) alebo podia
poZiadaviek smemice EU, aviak stym, Ze
v nepravdepodobnom pripade, % by ICH alebo
FDA poZadovali lehotu pre uchovévanie zaznamaov
(1. dva (2) roky od datumu rozhodnutia FDA o
registracii hodnoteného liegiva (lieélv) pre skdmant
indikéciu, alebo pokial Ziadost o registraciu nebela
schvalend, dva (2) roky od okamziku, kedy
spoloénost Lilly informovala FDA o prerudeni IND)
viac ako pétnast (15) rokov, bude spolo&nost Lilly
informoval zdravotnicke zariadenie o akejkolvek
dedatoénej casove] lehole, podas kiore] musia byt
zaznamy uchovavané tak, aby boli tieto poZiadavky
spinené a zavzuje sa v tejto sivislosti poskytnat
Zadavatelovi  vSetku  polrebni  sdginnost.
Zdravotnicke zariadenie a skd&ajici stihlasia s tym,
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If there is a change of responsibility/ownership of
Study records (ex. Investigator retires or hospital
closes), Investigator and Institution must notify
Lilly.

3.2. The Medical Facilty undertakes to ensure
confidentiality and non-disclosure of all information
concerning the patients enrolled in the Study,
information provided by the Sponsor or by persons
designated by the Sponsor, or otherwise acquired
information in connection with the Study, unless
the disclosure as per this clause is required by the
applicable legal regulations or the Sponsor
approves such disclosure of information to the
extent allowed by the applicable legal regulations.

3.3. In the case that disclosure of Confidential
Information is demanded by any other person or
entity, the Medical Facility shall notify the Sponsor
thereof immediately, and shall not give access o
any confidential information without the Sponsor's
prior written consent. If a third party endeavours
to gain such access by claiming their legal right,
the Medical Facility shall reasonably cooperate
with the Sponsor in cases where the Sponsor
wishes to undertake legal steps to challenge such
aclaim or disclosure, provided that the Medical
Facilily shall not under any circumstances be
obliged to violate any laws, regulations and juridical
or administrative decision.

3.4, The Medical Facility undertakes to ensure that
the provisions of clause Il of this Agreement shall
be, to the same extent, fulfiled by all persons
participating in the Study, in particular the sub-
investigators, Responsible persons, employees of
the Medical Facility, contractors of the Medical
Facility and their agents.

3.5, The terms of this Agreement shall also be
treated as confidential and they may be disclosed
only to the extent required by the law or to the
extent necessary for acquiring approval for
conducting the Study at the Medical Facility.

3.8. The foregoing confidentiality and non-use
obligations shall not apply to information that:

3.6.1. is or |later becomes part of the public domain

#e urobi také opatrenia, aby zabranili predCasneg
destrukcil déleZitych zdznamov.,

Ak nastane zmena v zodpovednosti za zaznamy o
Stidii  alebo ich wvlastnictva (napr. odchod
skisajliceho do dbchodku alebo uzavretie
zdravotnickeho zariadenia), musi o tom ski$ajlci a
zdravotnicke zariadenie informavat Lilly.

3.2. Zdravoinicke =zariadenle sa zavdzuje
zabezpetil ddvernost a nespristupnenie vetkych
informAcii tykajicich sa pacientov zaradenych do
Studie, informécii poskytnutych Zadavatefom alebo
nim urgenymi osobami, alebo nak ziskanych
informécii v stvislosti so  Stidiou, ibaZe
spristupnenie informacii podlfa tohto bodu je
poZadované v3ecbecne za&vAznymi pravnymi
predpismi, alebo k spristupneniu informécii podla
tohto bodu udeli Zdravotnickemu zariadeniu sdhlas
Zadavatel, v rozsahu povolenom prislusnymi
pravnymi predpismi.

3.3, Vpripade, #e je spristupnenie Ddvernych
informacii poZadované akoukelvek inou fyzickou &
prévnickou osobou, Zdravotnicke zariadenie to
okam#ite oznami Zaddvatelovi alebo CRO
anespristupni Zladnu ddvernd informaciu bez
predchadzajiceho pisomného shhlasu
Zadavatefa alebo CRO. Pokial iretia strana usiluje
o takéto spristupnenie narokovanim si zakonného
préava, bude Zdravotnicke =zariadenie primerane
spolupracovat so Zadavatelom alebo CRO
vpripade, Ze si Zadavatel, alebo CRO praje
podniknat  pravne kroky k napadnutiv takéhoto
naroku, alebo spristupnenia, za predpokladu, Ze
Zdravotnicke  zaradenie nebude v Zadnom
pripade povinné porudit Ziadny zékon, predpis &
slidne alebo spravne rozhodnutie.

3.4, Zdravolnicke zariadenie sa zavazuje
zabezpedil, 22 ustanovenia bodu Il tejto Zmluvy
budd v rovnakom rozsahu dodrziavat' vSetky osoby
podielajice sa na Stidii, najmé spoluskddajici,
Osoby  realizujlce  Stidiu,  zamestnanci
Zdravotnickeho  zariadenia, zmluvni  partneri
Zdravotnickeho zariadenia a ich zéstupcovia,

3.5. Podmienky tejto Zmluvy budd taklieZ
povaZované za divemné a mdZu byt spristupneng
iba wrozsshu poZadovanom zakonom alebo
vrozsahu potrebnom pre ziskanie sdhlasu
s uskutoénenim Stidie Zdravotnickom zariadeni.

3.6. Vy&&ie uvedené povinnosti na nespristupnenie
a nepouZivanie dGdajov sa nevztahujd na
informacie, ktoré:

3.6.1. s0, alebo sa neskdr stand, verajne znamymi
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other than through the breach of obligation or duty
of the Medical Facility;

3.6.2. was known to the Medical Facility prior to
disclosure by the Sponsor or its representative or a
third party respectively, without violation of the
cbligation to the Sponsor ar any other third party to
keep such information confidential, and this fact
can be proved by written documentation; or

3.6.3. is independently developed, as shown by
written documentation, by the Medical Facility who
have not had access to Confidential Information
provided by the Sponsor and this fact can be
proved by written documentation,

3.7. Data.

Data acquired during the Study, except for
patients” medical data which are unrelated to
conducting the Study, raw source data, original
medical records, "Source Documents®™ and *Source
Data” as defined in ICH guidelines, other personal
record and the Invesligators personal notes, shall
be the Sponsor's sole property and shall be subject
to obligations regarding maintaining Confidential
Information and the non-use thereof, as set forth in
this Agreement. Institution and/or Investigator shall
have the right to use the data for their own internal
non-commercial educational, research, quality
assurance, and/or pafient care purposes.

3.8. In accordance with the requirements for
keeping Confidential Information, and the permitted
extent of use thereof, as set forth in section IIl. of
this Agreement, the Medical Facility further agrees
to the following:

3.8.1. Enrolment of patients — any information
designated for the enrolment of patients in the
Study must comply with any relevant laws,
directives and other legal regulations;

3.8.2. Press releases — the Sponsor must
approve, in writing, press statements by the
Medical Facility regarding the Study or the Study
drug(s) before the statements are released,

3.8.3. Inquiries from media or financial analysts
— during and after the Study the Medical Facility
may receive inguiries from reporters or financizl
analysts. The Medical Facility agrees to confer with
the Sponsor's Research Physician or Medical

inym spdsobom, neZ poruSenim povinnosti alebo
zavazku Zdravotnickeho zariadenia;

3.6.2. boli zname Zdravotnickemu zariadeniu uz
predtym, nez mu boli spristupnené Zadavatelom
alebo zastupcom Zadavatela, & dalfou trefou
stranou, bez porudenia povinnosti na zachovanie
déverného charakteru informécii voéi Zadavatelovi
alebo wvo&i akejkolvek tretej sfrane, a tito
skutofnost je moZné preukdzal pisomnou
dokumentaciou; alebo

36.3. boli ziskané nezavislou  &nnostou
Zdravolnickeho zariadenia, ktoré nemalo pristup
k Dévernym informaciam poskytnutym zo strany
Zadavatela, a tito skutoénost je mozné preukazat
pisomnou dokumenticiou.

3.7. Udaje.

Udaje =ziskané v ramci BStadie, s vynimkou
zdravotnickych zéznamov o pacientoch, ktoré
nesivisia s uskuto&fiovanim Stidie, nespracované
zdrojové (daje, pévodné lekérske zaznamy,
"Zdrojové dokumenty” a "Zdrojové ldaje”, ako sl
definovang v ICH smerniciach, dal%ie osobné
zaznamy a osobné poznamky skiSajlceho, budd
vihradnym  vlastnictvom Zad&vatefa a buda
podliehat povinnostiam o uchovavani Dévernych
informacii a povinnostiich nepouZitia, ako je
stanovene v tejto Zmluve. Zdravotnicke zariadenie
alebo skiSajlci maji prave pouZivat tieto Gdaje
pre svoje vlastné interné nekomertné vazdeldvacie
€ vyskumné potreby, na Gdely zabezpedenia
kvality alebo starostlivosti o pacientov.

3.8. Vsllade spoZiadavkami na uchovavanie
Dévernych informécii a na dovoleny rozsah ich
vyuZitia, ako je stanovené v &dnku 1l tejto Zmluvy,

Zdravotnicke zariadenis dalgj stihlasi
s nasledujicim:

3.81. Zaradovanie pacientov - akékolvek
informacie, uréené k zaradeniu pacientov do
Studie, musia byt vsdlade s prisluinymi
zakonmi, vyhid3kami a  ostatnymi  prévnymi
predpismi.

3.8.2. Informacie pre tlaé - Zadavatel musi
pisomne schvalit vyhlasenia Zdravotnickeho
zarladenia uréené pre flag, kioré sa tykaj0 Stddie
alebo Studijnych liekov, a to prediym, ne# tieto
vyhlasenia zverejni:

3.8.3. Otazky médii afinanénych analytikov -
V priebehu élffl.]die apo jej skonfeni sa mdZu na
Zdravotnicke zariadenie obratil' s otazkami médid
alebo finanéni analyticl. Zdravotnicke zariadenie sa
tymto zavézuje prediym, neZ bude na takéto

IET-MC-AMBG_SK_Bipartite Inst_LOA_[site number;2605]_ [Pl last name:Lukac) 28/11/2018]_FINAL

Page 10 of 28



Bipartite Institution Contract — Interventional Study
QLS Lilly LoA Template - Slovakia

Global Varsion: 01 2018

Affiliate Version: April 2018

Director at Eli Lilly Slovakia, s.r.o., Fanenska B,
81103 Bratislava, Slovak Republic (tel. 00421 2066
3111) or Lilly's Corporate Communications
Department in the United States at (tel. 001 317
276 3402) to discuss such inguires before
responding to them;

3.8.4. Use of name — the Medical Facility will not
use the name of the CRO, Sponsor or their
employees in any advertising or sales promotional
material or in any publication without prior written
permission of CRO andfor the Sponsor. The
Medical Facility agrees to the use of its name in
Study publications and communications, including
Clinical Trial web sites and Study newsletters and
the Sponsor may disclose the Medical Facility's
name, business contact information and the names
of any sub-investigators, the type of services
performed by the Medical Facility and/or any sub-
investigator for the Sponsor under this Agreement,
the existence and terms of this Agreement, and the
amount of compensation the Sponsor paid in
exchange for the Medical Facility's services or the
services of any sub-investigator, in order to comply
with applicable laws and regulations. The Medical

Facility shall be responsible for ensuring that.

Medical Facility's and/or Investigator's sub-
investigators have consented to these same terms
of disclosure.

3.9, Information Security.

Institution represents and certifies that they have
documented information security policies,
standards and/or procedures in place to protect the
confidentiality and integrity of confidential
information, as well as certain prolected health
information as that term Is defined under local
privacy laws. Institution further represents and
certifies that they have procedures andlor
processes for identifying threats and vulnerabilities
to their information system(s), and will tfrain their
personnel accordingly. The Institution agrees that
all personal data transferred fo or stored on any
maobile device, including but not limited to smart
phones, laptop computers, compact discs, PDAs,
thumb drives, backup tapes, and/or zip drives, shall
utilize encryption.

otazky odpovedat, tieto ofdzky prediskutoval s
lekdrom pre klinicky vyskum Zadavatela, alebo
s riaditeformn medicinskeho oddelenia Zadavatela
Eli Lilly Slovakia, s.ro., Panenska 6, 81103
Bratislava, Slovenska republika (tel. 00421 20686
311, alebo 5 oddelenim Corporate
Communications Department spelofnosti  Lilly
v USA (tel. 001 317 276 3402).

3.8.4. PouZivanie mena — Zdravotnicke zariadenie
sa zavézuje nepouZivat ndzov CROZadavatera ani
mend zamestnancov Zadévatela v Ziadnom
reklamnom & predajnom propagaénom materiali,
ani v Ziadnej inej publikécll, bez predchadzajliceho
pisomného sidhlasu CRO afalebo Zadavatela.
Zdravotnicke zarladenie slhlasi, Ze jeho nazov
bude pouzity v publikaciach, alebo vyhiaseniach
o Stadii, vratane internetovych strénok a bulletinov
o Stidii, a Zadavatel mdZe uverejnit nazovimeno
Zdravotnickeho zariadenia amend akychkolvek
spoluskaSajicich, ich kontaktné obchodne (daje,
typ sluZieb poskylovanych  Zdravolnickym
zariadenim afalebo akymkolvek spoluski3ajacim
pre Zadavatela podla tejio Zmluvy, existenciu
a podmienky tejto Zmluvy a vySku odmeny, klord
Zadavatel =zaplatli =za sluZby Zdravotnickeho

zariadenia alebo za sluzby  akéhokolvek
spoluski3ajaceho, za Gfelom  dodriania
prislunych  zdkonov  apravnych  predpisov.

Zdravotnicke zariadenie ponesie zodpovednost za
to, Fa zabezpeti, aby  spoluskdgajici
Zdravotnickeho  zariadenia  sUhlasili s tymifo
podmienkami s uverejfiovanim informacil.

3.9. Zabezpedcenie informacii.

Zdravotnicke zariadenie vyhlasuje a potvrdzuje, Ze
mé zavedenéd a zdokumentované predpisy,
Standardy alebo postupy v coblasti zabezpecenia
informiacii za O&elom ochrany dévernosti a integrity
dévernych informécii a wybranych chranenych
zdravotnych Gdajov, ako je tento pojem definovany
podfa miestnych pravnych predpisov na ochranu
osobnych Gdajov. Zdravotnicke zariadenie dalgj
vyhlasuje a potvrdzuje, Ze ma zavedené posiupy
alebo procesy umoZiujice odhalovania hrozieb a
slabych miest v jeho informaénom systéme
(systémoch) & Ze =zodpovedajicim spdsobom
preikoli  svojich  pracovnikov. Zdravotnicke
zariadenie sdhlasi s tym, Ze v3etky osobné (daje
zasiglané alebo uloZené na akomkofvek mobilnom
zariadeni, najmd chytrych telefénoch, laptopoch,
kompakinych diskoch, zariadeniach PDA, flash
diskoch, zaloZnych paskach alebo zips disketach,
budd kddované.
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IV. DATA PRIVACY AND SECURITY

4.1. When processing personal data for purposes
of fulfilling an obligation under the Agreement, Lilly
is determining the purposes and means for the
processing of personal data, and acting as the
Data Controller. The Institution iz processing
personal data as governed by the Agreement.
Instifution shall maintain written records of the
processing of all personal data and shall provide
such written record to Lilly promptly upon request
and agress that such written record may be
submitted by Lilly to any third party data controller
(where applicable) and to relevant government and
regulatory authorities

4.2 Institution shall promptly notify Lilly in the event
Institution breaches the terms and/or obligations
contained in this Section or become aware of such
breach.

4.3 Lilly and Institution will each maintain a
comprehensive privacy and security program
designed to ensure that personal data will only be
processed in accordance with the terms of this
Agreement, including the appointment of a data
protection officer as required by Applicable Law.

4.4 Lilly and Institution agree that, as between
them, Institution is best able to manage requests
from dala subjects for access, amendment,
transfer, blocking, or deletion of personal data.
Institution acknowledges that in order to maintain
the integrily of Study results, the ability to amend,
block, or delete personal data may be limited, in
accordance with Applicable Law.

4.5 Data Protection Impact Assessment.

The Institution shall cooperate and assist Lilly with
respect o any data proteclion impact assessments
andfor prior consultations with Government
Authorities that may be required in respect of
processing carried out under the Agreement.

4.6 Security Incidents. :
4.6.1. Motification of Security Incidents. The
Institution agrees fo notify the Lilly within thirty-six
(36) hours of discovery of a security incident and
will cooperate with reasonable Lilly requests for
information regarding such security incident as

IV. BEZPECNOST A OCHRANA OSOBNYCH
UDAJOV

4.1. Pri spracovani osobnych (dajov na Ugely
pinenia povinnostl z tejto zmiuvy stanowvuje
spoloénost Lilly, ktora konéd ako sprévea Gdajov,
ugely a prostriedky takého spracovania osobnych
Udajov. Zdravotnicke zariadenie spracovava
osobné ddaje tak, ako je upravené tato zmluvou.
Zdravotnicke zariadenie vedie pisomné zaznamy o
spracovaniu vietkych osobnych ddajov a na
poZiadanie tieto pisomné zdznamy bezodkladne
predioZi spolonosti Lilly a sidhlasi s tym, Ze
spoloCnost Lilly ich mdZe predioZit spravcovi
Udajov - tretej strane (ak je fo relevantné) a
prislusnym Statnym a regulaénym organom.

4.2. Zdravotnicke zariadenie spolofnosti Lilly
bezodkladne oznami, pokial porudl podmienky
alebo povinnosti ustanovené v tomto &ldnku alebo
#e sa o takomto poruSeni dozvedia.

43. Spolognost Lilly aj zdravotnicke zariadenie
budl realizovat komplexny program echrany a
bezpecnosti osobnych (dajov, ktory je nastaveny
tak, aby sa zabezpedilo, Ze osobné Gdaje budl
spracovavane vyhradne v sllade s podmienkami
tejto zmluvy, vratane vymenovania poverenca pre
ochranu osobnych ddajov, ako to wyZadujd
prislusné pravne predpisy.

4.4, Spolotnost Lilly & zdravotnicke zariadenie
stihlasi s tym, Ze zdravotnicke zariadenie je z nich
najlepdie vybavené na to, aby vybavovalo Fadosti
dotknutych osdb o pristup, opravu, odovzdanie,
zablokovanie alebo vymazanie osobnych tdajov.
Zdravotnicke zariadenie berie na vedomie, Ze k
zachovaniu integrity vysledkov Stidie mézZe dojst k
obmedzeniu moZnosti opravy, zablokovanie alebo
vymazanie osobnych (dajov v sdlade s prisludnymi
pravnymi predpismi.

4.5. Posidenie wplyvu na ochranu osobnych
Gdajov.

Zdravotnicke zariadenie bude spolupracovat so
spoloénostou Lilly a poskytne jej sG&nnost pri
akomkolvek posudzovani wplywu na ochranu
osobnych (dajov alebo pri predchéadzajicich
konzultécidch so Stétnymi orgédnmi, ktoré méiu byt
potrebné vo veztahu k spracovaniu Gdajov podra
tefto 2mluvy.

4.6. Pripady poruSenia bezpeénosti.

4.6.1. Oznamenie pripadov naru$enia bezpeénosti.
Zdravotnicke =zariadenie sa zavdzuje informovat
spolognost Lilly do tridsiatich Siestich (36) hodin od
zistenia pripadu narugenia bezpeénosti a vyhoviet
oddvednenym Ziadostiam spolofnosti  Lilly o
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necessary to enable Lilly to determine and comply
with Lilly's notification obligations under Applicable
Law.

4.6.2. Inslitution agrees fo indemnify Lilly for all
losses resulting from any security incident due to
negligence or willful misconduct by Institution, its
agents, its affiliates, or any Processor relained by
Institution, Including but not limited to legal
damages, government penalties, and/or mitigation
exXpenses.

4.7. Site Personnel Data.

471 The contracting Parties expressly give
consent to the Sponsor or persons designated by
the Sponsor for collecting, to the maximum extent
allowed by the applicable legal regulations,
Personal data of the Study team or Site Staff
{hereinafter in this Article as “Site Personnel Data”
andfor “Personal data®) and the Parties
acknowledge that these persons may provide their
Personal data to Sponsor's business partners and
vendors working with the Sponsor on matters
related to the Study to fulfil Sponsor's business,
marketing, scientific, and other purposes, including:

47.1.1. compliance with applicable laws and
regulations regarding possible financial conflicts of
interest;

4.7.1.2. assessment of personnel qualifications to
conduct the Study;

4.7.1.3. quality control and Study management,
and

4.7.1.4. disclosures of the Personal data to the
Ethical Review Boards, Ethics Committees or
national or foreign regulatory authorities in
connection with their performance of review or
oversight responsibiliies for the Study.

4.8. As part of Lilly's legitimate interest in impraving
the conduct of its research studies, Site Personnel
data may also be aggregated with data from other
Sponsor's or person’'s designated by the Sponsor
sources and they may be evaluated for the
purpose of business decisions, Including decisions
involving future research activities.

Invesligator and/or site personnel whose Site

poskytnutie informacii o takomto pripadu naruSenia
bezpe&nosti tak., ako to bude potrebné, aby
spoloénost Lilly mohla wuréit, aké ma podfa
prislugnych pravnych predpisov  oznamovace]
povinnosti, a aby tieto povinnosti mohla spinit.

46.2 Zdravotnicke zariadenie sa zavazuje, Ze
spolofnost Lilly odSkodni za v3etky straty
vyplyvajice z akéhokolvek pripadu naruSenia
bezpetnosti v  dbsledku nedbalosti alebo
Omyselného konania zdravotnickeho zariadenia,
jeho zastupcov, spriaznenych osob & akéhokolvek
spracovatela  angaZovaného  zdravolnickym
zariadenim, Go zahffia najmé zékonnl nahradu
gkody, sprévne pokuty alebo vydavky na
zmiemenie Skad.

4.7. Udaje o pracovnikoch rieSitelského cenira

4.7.1. Zmluvné strany vyslovne davaju svoj stuhlas
ktomu, aby Zadavatel alebo osoby, klore
Zadévatel uréi, zhromazdovali v maximainej
moZnej misre povolens] pravnymi predpismi
Osobné (daje pracovnikev rieditelského centra
{dalej v tomio odstavei ako ,Udaje o pracovnikoch
riesitelského centra® alebo ako ,Osobné (daje”)),
a Zmiuvné strany berd na vedomie, #e tieto osoby
moZu poskylovat ich Osobné Udaje obchodnym
parinerom a dodévatefom spolupracujicimi so
Zadévatefom v zéleZitostiach tykajicich sa Studie
ato pre splnenie obchodnych, marketingovych,
vedeckych a inyeh Géelov Zaddvatela vratane:

4.7.1.1. dodrZiavania platnych zakonov a predpisov
tykajicich sa moZnych finanénych konfliktoch
zaujmov;

4. 7.1.2. hodnotenia kvalifikacie pracovnikov pre
GEely uskuto€nenia Studie;

4. 7.1.3. kontraly kvality a riadenia Stddie; a

4, 7.1.4. zverejnenia Osobnych Gdajov vyborom
eticke] kontroly, etickym komisiam alebo narodnym
& zahraniénym organom Statneho dozoru,
v slvislostl s plnenim kontrolnych, & dozornych
povinnosti tychto orgénov v rémci Stidle.

4.8. Za Gfelom uspokojenia opravnengho zaujmu
spolonosti Lilly na zlepSovanie vykonavanie
viskumnych Stadii méZu byt ddaje pracovnikov
riesitelského centra tieZ zhromaZdované s Gdajmi
zinych zdrojov Zaddvatefa alebo osoby, kioré
Zadavatel uri avyhodnocované pre Ugely
obchodnych  rozhodnuti, vratane rozhodnuti
tykajlcich sa budiceho vyskumu.

SkoBajici alebo pracovnici riesitefskeho cenfra,
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Personnel Data are processed for this specific
purpose may object fo such processing by
contacting Lilly as specified below.

The Sponsor or persons designated by the
Sponsor may store or further develop Personal
data in the U.S. or other countries, at the Sponsor's
or persons’ designated by the Sponsor facilities or
facilities related with the Sponsor, as long as
a business need or legal obligation exists, provided
that Lilly, in accordance with legal regulations,
ensures adequate level of protection of Site
Personal Data which is lo be transferred to
countries outside of the EU that do not provide for
adequale level of personal data protection
according to European Commission. Lilly will
process and store Site Personnel Data collecled
for the purposes above as long as It is necessary,
in any case no longer than the time of duration of
these purposes.

4.9, The Parties acknowledge and agree that the
Sponsor or persons designated by the Sponsor
shall process the Personal data manually as well
as automatically, and they shall be entitled to
collect, process (in the sense of DPA) and utilize
those in compliance with Slovak Republic's laws
and this Agreement for the purpose apparent from
the relevant laws, and for the purpose of providing
services, sale of products and goods, selting and
performing acts connected with the above, and all
that to the extent necessary for achieving the
above stated purposes and for the period
necessary to fulfil the said objectives, but no longer
than the periods set forth by the relevant laws, or in
accordance therewith.

4.10. The Investigating parly may address the
Sponsor or persons designated by the Sponsor
with enquiries with regard to collection or use of the
Personal data by the Sponsor or persons
designated by the Sponsor.

In case that the Investigating party, when acting
under this Agreement, processes Personal data,
personal data of third persons and personal data
that shall be handed over to the Sponsor, the
Investigating party undertakes to ensure obtaining
of informed consent in compliance with the
applicable legal regulations,

411, The Investigator zhall have access to ils
Fersonal data that the Sponsor or persons
designated by the Sponsor have collected, and it
may have corrections made to its Personal data, if
inaccurate.

ktorych lOdaje s spracovavané za tymto
Specifickym  Géelom, mézu proti  takémuto
spracovaniu  uplatnit vo& spolo&nosti  Lilly
namietky.

Zadavatel alebo osoby, ktoré Zadavate! urél, méze
ukladat, alebo spracovavat Osobné idaje v USA,
alebo vinych krajindch, alo v zariadeniach
Zadavatela alebo osob, ktoré Zadévatel urdi, alebo
zariadeniach so Zadavatelom, spojenych, po dobu
existencie obchodnych potrieb, alebo pravnych
zavazkov, a fo za predpokladu, Ze spoloénost Lilly
v sllade s pravnymi predpismi zaisti adekvainu
uroverl ochrany Udajov pracovnikov centra, ktoré
maji byt odovzdané do krajin mimo EU, kioré
podla Eurdpskej komisie neposkytuji adekvétnu
uroveri ochrany osobnych Gdajov. Spoloénost' Lilly
bude (daje pracovnikov centra zhromaZdené na
uvedené (éely spracovaval a uchovaval len po
dobu nevyhnutne nutnd, najdihdie podas trvania
tychio Géelov.

4.9. Zmluvné strany berd na vedomie a sihlasia s
tym, Ze Zadavatel alebo oscby, kioré Zaddvats|
urél, spracovdva Osobné ddaje tak manudlne, ako
aj automaticky, a Ze je oprdwvneny ich
zhromazdovat, spracovavat (v zmysle ZOOU)
avyuiival, vsUlade sprévnym  poriadkom
Slovenskej republiky a touto Zmiuvou, za G&elom
vyplyvajucim z prislusnych prévnych predpisov a
za UEelom poskytovania sluZieb, predaja vyrobkov
atovaru, wvyadlovanla a prevddzania dkonov
spojenych s vySdie uvedenym, a to v rozsahu
nevyhnutnom k dosiahnutiu  vy3%ie uvedenych
Gtelov a po dobu newhnutni k naplneniu
uvedenych cielov, najdihdie viak po dobu
stanovend prisludnymi pravnymi predpismi, alebo
v slilade s nimi.

4.10. SkiSajica strana sa moZe obratit na
Zadavatela alebo osoby, kioré Zadavatel urdi,
s otazkami ohladne zhromaZdovania &i vyuZivania
Oscbnych Gdajov Zadavatelom alebo osobami,
ktoré Zadavate| urél,

V pripade, kedy SkuSajica strana v ramci &innosti
podla tejto Zmluvy spracovdva Osobné udaje,
osobné Gdaje o tretich osobach a osobné daje,
kloré ma odovzdat Zadavatelovi, zavizuje sa
Skoajica strana zabezpedit Ziskanie
informovaneho suhlasu v sllade s prislusnymi
pravnymi predpismi.

4.11. SkdSajici bude mat' pristup  k svojim
Osobnym (dajom, kioré Zadévatel alebo osoby,
kioré Zadavatel urdil, zhromaZdil a méZe nechat
opravit svoje Osobné C(daje, ak s0 v nich
nepresnosti.
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Under certain circumstances, Investigator, and
Institution personnel have a right to reguire
restriction of processing of their Site Personnel
Data and erasure thereof, and also a right to Site
Personnel Data portability. The complaint against
Site Personnel Data processing by Lilly may be
lodged with the Slovak Office for Personal Data
Protection.

4.12. By signing this Agreement, Lilly delegates to
Institution, and Instifution agrees to obiain the
permissionfulfill  notice  requirements,  per
applicable privacy laws, of their personnel for Lilly's
collection, transfer and use of the Site Personnel
Data for the purposes described in this section.

4.13. The Investigator is entitled to withdraw its
consent with Personal data processing at any time,
by express and specific act (e.g. by recorded
delivery letter). Once the consent has been
withdrawn, the Sponsor, or athird person
respeclively, shall no longer process Personal data
acquired after the consent has baen withdrawn and
Personal data acquired prior to that, but
unprocessed fo that date.

4.14, Investigator and Institution may contact Lilly
with inquiries regarding Lilly's collection or use of
Site Personnel Data. Lilly agrees to comply with all
applicable laws and regulations regarding Lilly's
use of Site Personnel Data.

4.15. The Investigator declares that he is aware of
and has been acquainted with its rights regarding
the protection of its Personal data, in particular
voluntariness of the provision of Personal data,
based on generally binding legal regulations,
especially the DPA.

The Medical Facility is aware of its obligations that
follow from the legal regulations in the area of
personal data protection and undertakes to comply
with these regulations.

4.16. The Sponsor or persons designated by the
Sponsor maintain  up-to-date database of
Responsible persons containing Personal data.
The Sponsor or persons designated by the
Sponsor shall protect the Personal data to the
maximum  possible extent reflecting the
requirements of the applicable legal regulations.

Za uréitych okolnosti majd ski3ajici a pracovnici
zdravolnickeho zariadenia pravo poZadovat
obmedzenia spracovania tychto svojich Gdajov a
ich vymazanie, a maju tieZ prédvo na prenosnost
tychto svojich Gdajov. StaZnost proti spracovaniu
idajov pracovnikov centra spolognostou Lilly mdZe
byt podana na Urade pre ochranu osobnych
udajov Slovenskej republiky.

4.12. Spoloénost Lilly podpisom tejto zmluvy
zdravotnicke zariadenie poveruje — a zdravotnicke
zariadenie soOhlasi - 2& od pracovnikov
rieditelského  centra bud ziska sdhlas s0
zhroma#dovanim, prenosom a pouZitim ich Gdajov
spoloénostou Lilly na Gtely oplsané v tejto Casti
alebo je o uvedenom ndleZite upovedomi, a fo v
stilade s platnymi predpismi.

4.13 SkaZajoci je opravneny kedykolfvek odvolat
svoj stihlas so spracovanim Osobnych Udajov, & o
vyslovnym a uréitym prejavom vble (napr. formou
doporuéendho  listu), Po odvolani  sdhlasu
Zadavatel, alebo fretis osoba nebude dalgj
spracovavat Osobné (daje ziskané po odvolani
sthlasu so spracovanim a Osobné (daje, kioré boli
ziskané pred odvolanim slhlasu, ale neboli
doposlial spracovans.

4.14. SkiZajici alebo pracovnici zdravotnickeho
zariadenia sa mdiy obratit na spoloénost’ Lilly s
otdzkami ohladom zhromaZzdovania & vyuZivanie
ich Gdajov spoloénostou Lilly. Spolofnost’ Lilly sa
zavdzuje, #e bude dodriiavat vSetky prislusné
zdkony a pravne predpisy ohfadne pouZivania
Osobnych ddajov.

4,15, SkiiZajici prehlasuje, Ze si je vedomy a bol
paudeny o svojich pravach tykajlcich sa ochrany
Oscbnych Gdajov, najméd o dobrovaelnesti
poskytnutia Osobnych Gdajov, vyplyvajicich zo
vieobsecne zavdznych pravnych  predpisov,
predovietkym ZOOU,

Zdravotnicke zariadenie si je vedomé svojich
pavinnosti, ktoré vyplyvajl z pravnych predpisov v
oblasti ochrany oscbnych Gdajov, a zavdzuje sa
fieto predpisy dodrziavaf.

4.16. Zadavatel alebo osoby, ktoré Zadavatel uréf,
vedie aktudlnu evidenciu Osdb realizujicich Stadiu
obsahujicu Osobné Gdaje. Zaddvatel alebo osoby,
kioré Zaddévatel uréi, chrani Osobné udaje v
maximéine] moZnej miere, kiord =zodpoveda
poZiadavkam prisludnych pravnych predpisov.
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V. PUBLICATIONS

5.1 The Medical Facllity shall be allowed to publish
and present the Study results upon meeting the
following conditions:

5.1.1 the Sponsor shall obtain acopy of any
proposed publication or presentation for review and
comments thirty (30) days prior fo the actual
publication. The period of thirty (30) days shall
commence upon the delivery of the proposed
publications or presentations to Ell Lily and
Company, to the address of Lilly Corporate Center,
Indianapolis, Indiana, USA;

5.1.2 at the expiry of this thirty (30) day period it
shall be possible to procsed with the presentation
or publication; however

5.1.3 in the event that the Sponsor has notified the
Medical Facility in writing that the Sponsor
reasonably believes that prior to such publication
or presentation | must take action to protect its
intellectual properly interests, such as the filing of a
patent application claiming an invenfion or a
trademark registration application, the Medical
Facllity shall be obliged to either (1) delay such
publication or presentation for an additional sixty
(60) days or until the foregoing action(s) have been
taken, whichever shall first occur; or (2) if the
Medical Facility is unwilling to delay the publication
or presentation, it will remove from the publication
or presentation the information which the Sponsor
has specified it reasonably believes would
jeopardize its intellectual property interests. The
Sponsor may grant a shorter review period in
writing.

5.2 The Medical Facility shall be under the
obligation to assist the Sponsor in obtaining
reprints of its publication{s) resulting from the
Study. .

Vi. DEBARMENT CERTIFICATION &
ANTICORRUPTION

6.1 The Medical Facllity undertakes that it will not
use or involve any person or entity in connection
with conducting the Study that has been-debarred
by any regulatory authority from participating in
clinical research.

6.2 In the event that any person invelved in this
Study has been debarred, or shall become

V. PUBLIKACIE

5.1. Zdravotnicke zariadenle m& moZnost
zverejfioval’ a prezentoval' vysledky Stidie pri
splneni nasledujicich podmienck:

5.1.1.  Zadavatel! obdrZi képiu akejkolvek
navrhovane] publikacie alebo  prezenticie
na postdenie a vyjadrenie sa do tridsiatich (30) dni
pred ich samotnym zverejnenim. Lehota tridsiatich
(30) dni zatina dorugenim navrhovanych publikacii
€i prezentacii spolo¢nosti Eli Lilly and Company, na
adresu Lilly Corporate Center, Indianapolis,
Indiana, USA;

5.1.2. Po uplynull tejto lehoty tridsiatich (30) dni je
moZné pristlpit k prezentédcii alebo k publikovaniu:
aviak

5.1.3. Ak Zadavate! Zdravotnickemu zariadeniu
medzitym pisomne oznamil, e je rozumne
presvedéeny, Ze pred takym =zverejnenim alebo
prezentaciou je niteny urobif potrebné opatrenia
na ochranu svojich z&ujmov v oblasti duSevného
vlasinictva, ako napriklad podanie patentovej
prilasky, kiorou si uplatfiuje nérok na wyndlez,
alebo podanie Ziadosti o registraciu ochrannej
znamky, zavazuje sa Zdravotnicke zariadenie bud
(1) pozdrial prezentaciu, alebo publikéciu
o dalsich Sestdesiat (60) dni, alebo dovtedy, kym
nebud( podniknuté vyssie uvedend opatrenia,
podla toho, fo nastane skér, alebo (2) pokial
nebude  Zdravolnicke  zariadenie ochotng
zverejnenie pozdrZal, zavazuje sa z publikdcie &
prezentdcie  odstrdnit’  tie  informacie, kiord
Zadavatel wuréi, aoktorych bude rozumne
presvedieny, Ze by mohli poskodit jeho zaujmy
voblasti ochrany jeho dudevného  viastnictva.
Zadavatel méZe pisomne stanovit' na preskimanis
a vyjadrenie aj kratSie éasové obdobie,

5.2 Zdravolricke zariadenie sa
napomahat Zadavatelovi v ziskani
svofich publikécil, ktoré vzidli zo Stidie,

Zavazuje
vytlatkow

VI. OSVEDCENIE O SPOSOBILOSTI A
PROTIKORUPCNE VYHLASENIE

6.1 Zdravoinicke =zarladenie sa zavazuje, Ze
nebude v sdvislosti s realizéciou Stidie vyuzZivat,
alebo spolupracovat so Ziadnou takou fyzickou, ani
pravnickou osobou, ktora bola vylddena z Géastina
klinickom skidSani niektorym regulaénym orgdnom.

6.2, V pripade, Ze akékolvek osoba podielajica sa
na tejfo Stidii bude wyliéena alebo sa stane
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subjected to a debarring process during this Study,
the Medical Facility shall inform the Sponsor
thereof immediately in writing.

6.3 In carrying out ils responsibilities under this
Agreement, The Medical Facility agrees to comply
with all applicable anti-bribery legal regulations in
the countries where the Medical Facility has the
principal place of business and where it conducis
activities under this Agreement. Additionally, The
Medical Facility has been acquainted with,
understands and agrees to comply with the U.5.
Foreign Corrupt Practices Act, as revised
(hereinafter referred to as °“FCPA"), which
generally prohibits the offer, promise, payment or
giving of anything of value either directly or
indirectly to any government official for the purpose
of obtaining or retaining business or any improper
advaniage. For purposes of this section,
“government official” means any official, officer,
representative, or employee of, including any
doctor employed by, any non-U.S5. government
department, agency or instrumentality (including
any government-owned or confrolled commercial
enterprise), or any official of a public international
organization or political party or candidate for
political office. Additionally, if the Medical Facility.
investigator or any of the Medical Facility's owners,
directors, employeas, agents, and consultants are
government officials, the Medical Facility agrees
that CRO's payment of it in conneclion with this
Agreement Is not intended to influence any
decision that any individual may make in their
capacity as a government official. The Medical
Facilly further represents that neither i,
Investigator nor any of the Medical Facility's
owners, directors, employees, agents, or
consultanis will directly or indirectly offer to pay,
promise to pay or give anything of value to any
government official for purposes of (i) influencing
any act or decision of such government official in
his official capacity; (i) inducing such government
official to do or amit to do any act in violation of the
lawful duty of such official; (iil) securing any
improper advantage; or (iv) inducing such
government official to use his influence with the
government or instrumentality thereof to affect or
influence any act or decision of the government or
such instrumentality with respect to any acfivities
undertaken relating to this Agreement. Additionally,
the Medical Facility will make reasonable efforts to
comply with reguests for information, including
answering questionnaires and narrowly tailored
audit inguiries, to enable Sponsor to ensure
compliance with applicable anti-bribery laws The
Medical Facility agrees that CRO's payment to it in
connection with the services to be provided under
this Agreement is not intended to influence any

subjektom konania o wyld€en! v priebehu tejto
Siidie, Zdravotnicke zarladenie otom okamZite
plsomne informuje Zadavatela.

6.3 Zdravoinicke zariadenie pri plneni swojich
povinnosti vyplyvajicich z tejto Zmluvy sdhlasi s
tym, 2Ze bude dodriiavat vietky plaine
protikorupéné pravne predpisy v Stétoch, v ktorych
mé Zdravoinicke zariadenie svoje hlavné miesto
podnikania a v ktorych vykonava Sinnost’ stvisiacu
s touto Zmluvou. Zdravotnicke zariadenle je
oboznamené, a siuhlasi s tym, Ze bude dodriiavat
zakon USA o zahraniénych korupénych praktikédch
(Foreign Corrupt Practices Act, dalej len ,FCPA"),
v zneni zmien a doplneni, ktory vSeobecne
zakazuje priamo | nepriamo peontkat, slubovat,
platif alebo dévat fokofvek cenného akymkolvek
Statnym Oradnikom za Uéelom ziskania alebo
zachovania zdkaziek alebo neopravnenych vyhod.
Pre Gcéely tejto casti znamend pojem “Stalny
tradnik” akéhokolvek dradnika, funkciondra,
zastupcu alebo zamestnanca, vratane lekarov,
ktori 80 zamestnancami ministerstiev, Gradov alebo
indtiticii  (vrdtane &tétomn  viastnenych alebo
kontrolovanych obchodnych spoloénostl) mimo
USA., alebo akéhokolvek dradnika wverejnej
medzinarodnej organizacie &i politické strany alebo
kandidata na politicky Orad. V pripadoch, ked je
Zdravotnicke zariadenie, Skoi3ajici alebo su
majitelia, riaditelia, zamesinanci, zastupcovia a
konzultanti Zdravotnickeho zariadenia Statnymi
tradnlkmi, Zdravotnicke zariadenie sdhlasi s tym,
Ze platby, ktoré od CRO dostane v sivislosti s
touto Zmluvou, nemajl za ciel ovplyvnit Ziadne
rozhodnutie, kitoré by nejaka osoba mohla prijat z
pozicie &tatneho Oradnika v jeho prospech.
Zdravotnicke zariadenie dalej prehlasuje, Ze
Zdravotnicke zariadenie, SkiOZajici ani Ziaden z
majitefov, raditelov, zamestnancov, zastupcov
alebo konzultantov Zdravotnickeho zariadenia
nebude priamo & nepriamo ponikat platby,
sfubovat platby ani daval cokolvek cenného
Zadnemu &té&tnemu dradnikovi s clefom i) ovplyvnit
éin alebo rozhodnutia prisludného  Staineho
tiradnika v jeho dradne] pravomoci; ii) prindtit
Etatneho Gradnika, aby konal alebo nekonal v
rozpore so svojimi zakonnymi povinnostami, iii)
zabezpedit akikolvek necpravnent wvyhodu; iv)
prindtit téatneho dradnika, aby vyuZil svoj vplyv vo
vliade alebo in&titdcii a ovplyvnil rokovania alebo
rozhodnutia viady alebo InStiticie v stvislosti s
ginnostou vykondvanou v ramel tejio Zmluvy,
Zdravotnicke zariadenie prejavi primerant snahu o
spinenie  informaénych poZiadaviek, vratane
odpovedi na dotazniky a presne formulovane
otazky auditu, s ciefom umoZnit Zadavatelovi
dodrZat platné protikerupéng pravne predpisy.
Zdravotnicke zariadenie sthlasi s tym, Ze platba,
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decision it may make regarding the prescription of
Sponsor's medicines or to otherwise influence any
pending or future Sponsor or CRO business. The
Partles agree that for the purposes of this
Agreement, compliance with anti-bribery statutes of
the Slovak Republic will ensure compliance with
the FCPA. .

The Medical Facility shall also ensure that the
Investigator and each sub-investigator in the
Medical Facility, any sub-site and/or satellite site
provides the Sponsor with the appropriate financial
information for compliance with all applicable laws
and regulations and Sponsor's policy, and the
Medical Facllity understands and shall ensure that
the Investigator and each sub-investigator
understands that laws, regulations and Sponsor's
policy may require certain financial information to
be submitted to regulatory authorities.

Vil. CROILilly SUPPORT

7.1. CRO shali be obliged to furnish the Medical
Facility with Rernuneration according to the terms
of the payment schedule and Budget, attached
hereto as Exhibit A.

7.2. The moment that the Medical Facility's data
have been verified during planned visit by the
Sponsor’s representative, the Medical Facility shall
be obliged to have available at the site all available
and complete data acquired up until the previous
day. If there are any data missing and have not
been subsequently provided by the Medical Facility
within ten (10) days following the visit by the
Sponsor’s representative, the CRO reserves the
right to refuse payments for such missing data.

7.3. The Medical Facility acknowledges and agreed
that in the case that the Sponsor has requested the
atlendance of the Investigalor (the Investigator in
person) or other Responsible persons at the start
up meeting for the Study or other mesting
Important to provide information regarding the
Study or Study drug, the Sponsor, CRO, or
Sponsor's representative shall relmburse the
Investigator's or Responsible persons' necessary
expenses associsted with the travel and
accommodation costs  (including  allowance)

kltord Zdravoinicke =zariadenie ziska od CROQv
slvislosti so sluzbami poskytovanymi podla tejto
Zmiuvy, nie je uréend na ovplyvnenie pripadného
rozhodnutia, kitoré by Zdravoinicke zariadenie
mohlo prifat, pokial ide o predpisovanie liekov
Zadavatela, & ovplyvnenie siEasnych alebo
budicich zikaziek Zadavatela alebo CRO.
Zmluvné strany sdhlasia, Ze pre cely tejto Zmiuvy
dodrZania protikorupénych prévnych predpisov
Slovenskej republiky zabezpefia rovnako
dodrZanie FCPA.

Zdravotnicke zariadenie dalej zabezpedi, aby
kazdy skaSajici a klorykolvek spoluskisSajici
v Zdravoilnickom  zarfadeni, na  akomkolvek
pracovisku alalebo satelitnom pracovisku poskytli
Zadavatelovi prisluSné finanéné informacie pre
Gtely dodrZania v3etkych prislunych zakonov
a predpisov a vnilornych predpisov Zadavatefa.
Zdravotnicke zarladenie suhlasi a zabezped(, aby
kaZdy Skisajlci a spoluskasajici sthlasili s tym,

Z2e zdkony, predpisy awvnltorné predpisy
Zadavatela mbZu vyZadovat to, aby boli
predioZena vybrané finanéné informacie
regulaénym organom.

VIl. PODPORA Lilly
7.1, CRO, bude povinné poskytnit
Zdravotnickemu  zariadeniv  Odmenu  podfa

ustanoven! platobnych podmienck a rozpotiu,
priloZenom ako priloha A.

7.2, V okamihu, kedy budi Odaje Zdravotnickeho
zariadenia skonfrolované pri planovans] néviteve
zastupcom Zadavatela, zavizuje sa Zdravoticke
zariadenie mat na mieste pripravené, dostupné
akompleiné vietky OGdaje, ziskané aZ do
predosiého diia. Pokial budui akékolvek udaje
chybal anebudd dodatoSne Zdravotnickym
zariadenim poskytnuté do desiatich (10) dnl po
naviteve zastupcu Zadévatela, si CRO vyhradzuje
prave odmietnut’ platby za tieto chybajice Gdaje.

7.3, Zdravotnicke zariadenie berie na vedomie a
sihlasi, Ze v pripade, 2e Zadavate/ bude
vyzadovat pritomnost Skdsajlceho (SkidSajiceho
osobne) alebo Osdb realizujocich Stidiu na
Gvodnej informaénej schadzke k Stadii, alebo na
inom  strefnutl, ddleZitom pre poskytnutie
informécii, ktoré sa tykaja Stadie, alebo Studijného
lieku, uhradi Zaddvatef, CRO alebo zastupca
Zadavatefa _ SkOSajicemu  alebo  Osobdm
realizujicim Stddiu nevyhnutné finan&né vydavky
spojené s nakladmi na cestovanie a ubytovanie
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necessary for ensuring the Investigator's or
Responsible persons’ presence in such meetings
that have been approved in advance by the
Sponsor. The Medical Facility underiakes fo
provide Sponsor, Investigator and Responsible
persons with all necessary assistance. The
Sponsor/CRO/Sponsor's  representative  will
provide this financial compensation within thirty
{30) days of receipt of detailed documentation of
such expenses acceptable for the
Sponsor/Sponsor’s representative, provided that
the Sponsor/CRO/Sponsor's representative has
received such documentation within sixty (60) days
of the day when such expenses were incurred.

7.4. Reimbursement in the case of harm
fo Study participants

7.4.1. The Sponsor undertakes to pay any and all
costs related to:

s the Clinical Trial, including the costs of the
Study drug stated in the Profocol and costs
connected with the |aboratory testing
stated in the Protocol,

» treatment of any health complications and
permanent health effecls caused to the
participant as a conseguence of the
Clinical Trial, if relevant,

» the conclusion of an agreement on liability
insurance of the Sponsor for the damage
caused to the participant in the Clinical
Trial, if damage to health or death was
caused to the participant in connection with
the Clinical Trial,

» the conclusion of an agreement on liability
insurance of the healthcare provider for the
damage that may be caused fo the
participant.

The insurance policy certificate is included in
Annex No. 3 to this Agreement.

74.2, The Partles acknowledge that the Sponsor
shall be obliged to reimburse the Medical Facility
for the following expenses (hereinafter referred to
as the “Additional costs™):

7.4.2.1. all reasonable and usual costs connected
with diagnosis of an undesired event related to
a Study drug and procedures contained in the
Protocol, incurred to the Medical Facility;

7.4.2.2. all reasonable and usual costs spent on
the patient's treatment, if the Sponsor after
consulting the Medical Facility has decided that the

(vratane stravného), potrebnymi k zabezpeteniu
(tasti Ski3ajiceho alebo Oséb realizujlcich
Stidiu  na tychto  stretnutiach, po ich
predchadzajicom schvaleni Zadavatelom,
Zdravotnicke zariadenie sa zavézuje poskytndt v
tejto stvislosti Zadavatel, Skasajicemu a Osobam
realizujcim  Stddiu vBetku potrebnd stginnost.
Zadavatel/CRO/zastupca Zadavatela poskytne tdio
finanénl nahradu v priebehu tridsiatich (30) dni od
prijatia  dokumentacie otychto  wvydavkoch
prijatelnej pre Zadavatela/zdstupcu Zaddvatela za
predpokladu, Ze Zadavatel/CRO/zastupca
Zadavatela tito dokumenfaciu obdrii  do
testdesiatich (80) dni odo dfia, kedy boli vydavky
uskuioénené.

7.4. Uhrady v pripade ujmy G&astnikov Stadie

7.4.1. Zaddvatel sa =zavazuje uhradit wvEetky
naklady spojené s:

» klinickym skaSanim wvratane nakladov na

Skagany liek uvedeny v Protokole a

ndkladov spojenych s labaralérnymi
vySetreniami uvedenymi v Protokole,
+ lietbou  zdravotnych  kemplikacii a

pripadnych trvalych nasledkov na zdravi

vzniknutych  G&astnikovi v  ddsledku
Klinického skisania,

« uzatvorenim zmluvy o poisteni
zodpovednostl Zaddvatela za Skodu
sphsobentd Uastnlkovi Klinlckého

skisania, ak by v slvislosti s Klinickym
skiSanim dodlo k poSkodeniu zdravia
alebo umrtiu G&astnika,

» uzatvorenim 2miuvy o poisteni
zodpovednost  poskytovatefa zdravolne
starostlivosti za &kodu, ktora mdZe byt
sposobena Géasinikovi.

Potvrdenie o podmienkach poistenia je uvedeng
ako Priloha €. 3 lejto Zmluvy.

7.4.2. Zmluvné strany berl na vedomie fakt, Ze
Zadavatel sa zavdzuje uhradit Zdravotnickemu
zariadeniu nasledujlce ndklady (dalej len
.Dodatoéné naklady”):

7.4.21.VEetky rozumne vynaloZené a obvyklé
néklady slvisiace s diagndzou neZiaducej udalosti
tykajice sa  Studijného  lieku  a postupov
obsiahnutych v Protokole, vzniknuté
Zdravatnickemu zariadeniu;

7.4.2.2. Vietky rozumne vynaloZené a obvyklé
néklady vynaloZené na lietbu pacienta, pokial
Zadavate! po konzultdcii so Zdravotnickym
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undesirable event is connected with dosage of
a Study drug or procedure in accordance with the
Protocol.

7.4.3. Reimbursement of Subsequent expenses,
er, shail onl rovid =

7.4.3.1. such costs are not covered by any other
medical or hospital insurance of the subjects, or
other governmental scheme covering such
insurance cover,

7.4.3.2. the adverse event/complication cannot be
atiributed to negligence or misuse by the Medical
Facility;

7.43.3. the adverse event/complication has not
been caused by any other concurrent lliness,
whether the given iliness had previously diagnosed
or not,

7.4.3.4. the Study drug has been administered in
accordance with the Profocol and the procedures
prescried by the Protocol were carried out in
compliance with the Protocol, provided that
deviations from the Protocol and recommendations
resulting from an imminent threat to the health or
safety of a Subject that do not cause the injury to
the Subject will not disqualify I[nstitution from
reimbursement under this provision.

7.4.4. To the extent that the informed consent form
provided to a subject in this Study states that the
subject shall be provided with any treatment or
compensation beyond what Lilly has agreed to
reimburse pursuant to this Subject Injury
Reimbursement provision, Instilution agree that
Lilly shall have no obligation with respect to such
treatment or compensation,

7.5. The Sponsoer will provide the Investigator with
the Study drug(s). The Medical Facility shall ensure
that a pharmacist, as a Medical Facility's
employee, will be among the Responsible persons
and the pharmacist will be responsible for the
receipt, proper storage and, as the case may be,
dispensing of Study drug for the purpose of
conducting the Study in the Medical Facility
according to applicable legal regulations. The
Medical Facility shall guarantee and be liable for
the proper performance of all abovementioned
activities by the pharmacist.

During the dlinical fral, no
hospitalization will be required

compuisory

zariadenim nerozhodne, %e neZiaduca udalost

slvisela spodanim Studijného lieku, alebo

s postupom podfa Protokolu.

7.43. Uhrada Dodatoénych nakladov véak
behn a okl e

7.4.3.1. Tieto ndklady nebudd kryté Ziadnym inym
zdravotnym  alebo  nemocniénym  poistenim
subjektov, ani inym wviddnym  programom
zahmujlicim toto poistné krytie,

7.4.32 NeZiaduca udalost/komplikdcia nie je
pricitatelna  zanedbaniu alebo nespravnemu
zachadzaniu zo strany Zdravotnickeho zariadenia,

7.4.3.3. NeZiaduca udalost/komplikacia nie je
zapri¢inena Ziadnym inym sprievodnym ochorenim,
& uz dané ochorenie bolo  prediym
diagnostikované, alebo nie,

7.4.3.4. 8tudijny liek bol podany podla Protokolu
a posiupy predpisané Prolokolom boli uskutoénené
vsllade s Protokolom s tym, Ze odchylky od
protokolu  a odporifania s ohladom na
bezprostredné chrozenie  zdravia  alebo
bezpeinosti subjektu, kioré nesposobia subjektu
ujmu, nebudd zdravoinickemu zariadeniv branit v
ziskani thrady podla tohto ustanovenia.

7.4.4. Ak je vo formuldri informovaného sihlasu
pre pacienta v ramci tejio Stddie uvedens, Ze
pacientovi bude poskytnuté nejaké oetrenie alebo
kompenzacie nad ramec toho, &0 sa spolodnost
Lily zaviazala uhradit podla tohto ustanovenia o
ndhrade ujmy spdsobene] subjektu, suhlas
zdravotnicke zariadenie s tym, Ze spolo€nost Lilly
nebude mat' Ziadnu povinnost vo velahu k takému
odelrenie alebo kempenzacii,

7.5. Zadavatel poskylne SkiGSajlicemu SkaZany
liek {lieky). Zdravotnicke zariadenie zabezpeé!, aby
jednou z Os8b realizujlcich Stidiu bol lekarnik,
kiory bude ako zamestnanec Zdravotnickeho
zariadenia zodpovedny =za prevzatie, riadne
uskladnenie a pripadné vydavanie SkdZaného
lieku  pre  GBely  uskutofnenia  Studie
v Zdravotnickem zariadeni v siiade s prislugnymi
pravnymi  predpismi. Zdravolnicke zariadenie
zabezpeé! abude zodpovednd =za riadne
uskuto€nenie vietkych vySSie uvedenych Einnosti
tymto lekarmnikom.

Podas kiinického skaSania nebude nutna povinna
hospitalizacia.
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Vil. LIMITATIONS OF PATIENT ENTRY OR
ENROLLMENT AND STUDY TERMINATION

8.1. At any time, the Sponsor or CRO reserves the
right to limit access or enrelment of further patients
in the Study. This situation may occur in cases of
competition enrolment of patients for the reason
that another investigator has enrolled a sufficient
number of patients required for achieving the
requirements of the Study.

The Sponsor and CRO also reserves the right, at
any given time and for any reason whatsoever, to
terminate the Medical Facility's participation in the
Study, or the participation of the Investigater in the
Study or any patient's participation In the Study, or
the Study itself.,

The Sponsor andior CRO further reserves the right

to terminate this Agreement at any time and for any
reason. In such a case, the Agreeament shall be
terminated on the fifth (5™) day after the delivery of
a written termination notice by the Sponsor to the
Medical Facility.

8.2. The Medical Facility may terminate iis
participation in the Study by a written withdrawal
notice with the termination period of thirty (30) days
from the day of delivery of the withdrawal notice to
the Sponsor if:

8.2.1. Lilly andfor CRO has been in breach of a
fundamental provision of this Agresment, and it
has failed fo remedy such breach within ninety (20}
days of receipt of the Medical Facility's written
announcement of such failure;

8.2.2. the competent regulatory authority, or the
Eihical Review Board have withdrawn their permit
and consent for conducting the Study.

83 In the case that the Medical Facilily's
participation in the Study has been terminated or
the Parties have terminated this Agreement or
have withdrawn from this Agreement or this
Agreement has been otherwise terminated or the
Study itself has been terminated, the Medical
Facility agrees that it will return Study drugs to the
Sponsor, retain them or dispose of them in
accordance with the Sponsor's Instructions and as
per any valid laws and that, without undue delay,
will provide the Sponsor with any and all data,

vill. OBMEDZENIE VSTUPU ALEBO
ZARADENIA PACIENTOV DO STUDIE
A UKONCGENIE STUDIE

8.1, Zadavatel alebo CRO si vyhradzuje pravo
kedykofvek obmedzit wvstup alebo =zaradenie
dalsich pacientov do Stadie. Tato situdcia moze
nastal' v pripade konkurenéného naboru pacientov
z dovodu, Fe iny skisajici lekar zaradil dostatoény
potet pacientov, ktory bol potrebny na spinenie
potrieb Studie.

Zadavatel a CRO si tieZ wvyhradzuje pravo
kedykolvek a z akéhokolvek dévodu ukonéit (éast
Zdravotnickeho zariadenia v Studii, alebo tG&ast
ktoréhokelvek pacienta v Stadii, pripadne Stadiu
samotni.

Zadavatel afalebo CRO si tiez vyhradzuje prévo
kedykolvek a z akéhokolvek dévodu ukondit tito
Zmiuvu. V tomto pripade bude Zmiuva ukonena
piatym (5.) dfiom odo diia dorufenia pisomnej
vipovede zo sirany Zadavatela Zdravotnickemu
zariadeniu.

8.2, Zdravotnicke zariadenie moZe svoju Géast na
Stadii ukoné&it pisomnym odstupenim od tejto
Zmluvy, s vypovednou lehotou tridsal’ (30} dni odo
diia dorudenia oznamenia o odstipeni od Zmluvy
Zadavatelovi, ak:

82.1. doslo kporudeniu podstatnych ustanoveni
tejto zmluvy zo strany spolofnosti Lilly afalebo
CRO, pritom toto poruenie CRO neodstranilo do
devitdesiatich (90) dni po doruéeni plsomného
oznamenia zo strany Zdravolnickeho =zariadenia
o takomto porudeni;

8.2.2, prisludny organ $Statneho dozoru, organ
dozoru Spojenych Statov americkych alebo Eticka
kamisia odoberd opravnenis aslhlas
k uskutoBneniu Stddie.

8.3. V pripade, Ze (East Zdravolnickeho zariadenia
na Stadii bola ukonéena, alebo Ze Zmluvné strany,
vypovedali tito Zmluvy, alebo odstipili od tejto
Zmluvy, alebo Ze tato Zmiuva bola inak ukongena ,
aleho #e Stidia samolnd bola ukonZend,
Zdravoinicke zariadenie sa zavazuje, Ze wrali
vietky Studijné lieky Zadavatelovi, uchové ich,
alebo ich zniél v silade s pokynmi Zadavatefa a v
sllade so vietkymi platnymi prévnymi predpismi, a
%o bezodplatne a bez zbytofného odkladu
poskytne Zadavatefovi vSetky data, CGdaje,
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entries, information, documentation and other
materials, that the Medical Facility obtained In
connection with the performance of the Study, to
the maximum extent permitted by the applicable
legal regulations.

84. In the case of terminating the Study,
Remuneration for any performed activities until the
day of termination will be paid. This Remuneration
will be limited to adeguate and irreversible costs of
the Medical Facility accrued in connection with the
Study, which arise from the Protocol and which are
stated in the Budget. If the payments exceed the
amount aftributable to the Medical Facility for the
work performed under the Protocol, the Medical
Facility agrees that it returns the excess payment
to the Lilly and/or Lilly's representative.

IX. LIABILITY FOR DAMAGES,
INDEMNIFICATION AND INSURANCE

9.1. In connection with performing the Stludy, and
after the Medical Facility has submiitted the
complete report on the results of the adverse event
andf/or reaction investigation to the Sponsor, the
Sponsor agrees that he shall indemnify to the
Medical Facility damages, costs and expenses
arisen from accusations and legal actions
(including reasonable attorneys’ fees) resulting
from an injury to a patients seeking damages
caused to them direclly by any substance
administered in accordance with the Protocol, or by
procedures required under the Protocal, including
any costs and expenses connecled with handling
such lawsuits and defending in such legal actions,

provided, however, that:

8.1.1.the Medical Facility has observed and
adhered to all relevant laws (especially affirmative
statement by the Ethical Review Board),
requirements set forth by the Protocol and all
recommendations provided by the Sponsor
regarding administration and use of any drugs or
devices and other procedures listed in the Profocol:

9.1.2. the Sponsor has been notified of any such
legal action or process;

9.1.3. the Medical Facility shall fully cooperate
during investigation and defences in any such legal
action or process;

9.1.4. the Sponsor shall reserve its right to lead
defences in a legal dispute in any manner deemed
appropriate, and which does not damage the
Medical Facility's interests, including the right to
commission a legal advisor of its own choice:

informacie, dokumentaciu a iné materialy, kforé
Zdravotnicke zariadenie ziskale v s(vislosti s
vykonom Stidie, v maximalnom moZnom rozsahu
pripustnom prisluSnymi pravnymi predpismi.

8.4, V pripade ukon&enia Stadie bude zaplatena
Odmena za akdkolvek &innost vykonand do diia
ukonéenia Stadie. T4to Odmena bude obmedzens
na primerané a nenavratitelné naklady
Zdravotnickeho zariadenia, vezniknuté v sivislosti
so Stidiou, ktoré vyplyvajl z Protokolu a ktoré bali
uvedené. v Rozpolte. Pokial platby presiahnu
Ciastku, ktora Zdravotnickemu zariadeniu prislticha
za pracu vykonan( podlfa Protokolu, Zdravotnicke
zariadenie sOhlasi s tym, Ze preplatok vrati Lilly
alalebo zastupcovi Lilly,

IX. ZODPOVEDNOST ZA SKODU,
ODSKODNENIE A POISTENIE

9.1. V stivislosti s vykondvanim Stidie a po tom, &o
Zdravotnicke zariadenie predloZi Gpind spravu
vysledkov predefrenia neZiaduce] udalostt a/alebo
Géinku Zadévatefovi, Zadavatel sihlasi s tym, Ze
nahradi Zdravotnickemu zariadeniu Skodu, ndklady
a vydavky vyplyvajuce z obvineni a Zaldb (vratane
primeranych poplatkov za préavnych zéstupcov),
ktoré vyplyvajl z poSkodenia pacientov, ktorl si
ndrokuji nahradu #kod, ktord im bola priamo
spbeobena latkou podavanou podla Protokolu,
alebo postupom vyZadovanym podlfa Prolokolu,
vratane  nakladov  avydavkov  spojenych
s vybavovanim takychto Zaléh ana obhajobu

v takychto konaniach, aviak za predpokladu, Fe:

9.1.1. Zdravotnicke zariadenie dodrziavale a riadilo
sa vielkymi prisludnymi pravnymi predpismi
(najmad kladného stanoviska zo strany Etickej
komisie), poZiadavkami stanovenymi v Protokole a
vietkymi odporiZaniami poskylnutymi zo strany
Zaddvatela ohladne podavania a pouZivania
akychkolvek liekov a inych postupov uvedenych
v Protokole;

9.1.2. Zadavatel bol upovedomeny o akejkolvek
takejio Zalobe alebo konani;

9.1.3. Zdravotnicke  zariadenie  bude plne
spolupracoval  pri  vySetrovani  a obhajobe
u akejkolvek takejto Zaloby alebo procesu;

9.1.4. Zaddvatel sl wyhradzuje pravo viest
obhajobu  pri  sldnom spore  akymkolvek
spbsobom, ktory povaZuje za vhodny a kiory
neposkodzuje zaujmy Zdravotnickeho zariadenia,
vralane prava vybrat si prdvneho zéstupcu podia
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9.1.5. the Sponsor shall have its exclusive right o
seftle the dispute, however the Sponsor shall not
admit fault on the Medical Facility's behalf, unless
the Medical Facility has granted prior written
consent thereto. The Sponsor's obligation lo pay
damages shall not apply to any damage originaling
in violation or neglecting of the obligations of the
Medical Facility; it is agreed that under this
Agreement, a procedure in accordance with the
Protocol shall not be understood as violation or
neglect of obligation.

Lilly hereby agrees that any deviations from or
failures to adhere to the terms of the Protocal that
are mutually agreed upon in writing by all parties to
the Study {including the ERB) or any deviations
from the Protocol that are necessary to eliminate
an immediale safety hazard to the Study
participanis are not considered viclations of the
Protocol or failures to adhere to the terms of the
Protocol pursuant to this provision.

Lilly warranis that it maintains a pelicy or program
of insurance or self-insurance at levels sufficient to
support the obligations of indemnification provided
above. Upon written request, Lilly will provide
evidence of its insurance, or if self-insured, its most
recent audited financial statement to Institution.

CRO DISCLAIMER

CRO expressly disclaims any liability in connection
with the Investigational Product, including any
liability for any claim arising out of a condition
caused by or allegedly caused by any Study
procedures. associated with such product except to
the extent that such liability is caused by the
negligence, willful misconduct or breach of this
Agreement by CRO.

This"CRO Disclaimer® shall survive termination or
expiration of this Agreement.

CONSEQUENTIAL DAMAGES

Meither CRO nor Sponsor shall be responsible to
the Institution for any lost profits, lost opportunities,
or other consequential damages, nor shall
Institution be responsible to CRO or Sponsor for
any lost profits, lost opportunities, or other
conseguential damages,

Mothing herein is intended to exclude or limit any
liability of any party for death or personal injury

vlasiného vyberu,

9.1.5. Zadavatel bude mat vyhradné préavo spor
urovnat, aviak Zadavatel neuzna chybu v mene
Zdravotnickeho zariadenia, okrem pripadu, kedy
mu k tomu Zdravotnicke zarladenie vopred udeli
pisomny suhlas. Povinnost Zadavatela nahradit
&kodu sa nebude vzahovat na Ziadne Skody, ktore
vznikli z dbévodu porudenia, alebo zanedbania
povinnostl Zdravotnickeho zariadenia, prifom sa
dohedlo, 2e podra tejto Zmluvy sa postup v sllade
s Protokolom nepovaZuje za poruSenie alebo
zanedbanie povinnosti.

Spoloénost’ Lilly tymio sthlasl s tim, #e akékolvek
odchylky alebo nedodrzania podmienok protokolu,
ktoré budd vzajomne plsomne odslhlaseng
vEetkymi stranami Stadie (vratane etickej komisie),
alebo akékolvek odchylky od protokolu, kloré si
nevyhnutné na odsirdnenie bezprostredného
bezpectnostného rizika hroziaceho Géastnikom v
Etudii, nie s povaZované za porugenie protokolu
alebo nedodrZania podmienck protokolu podlia
tohto ustanovenia.

SpoloEnost Lilly zarutuje, Ze ma uzatvorenu
poistnii  zmiuvu alebc poistny program i
samopoistenie v dostadujice vySke tak, aby
pokryla zavézky odSkodnenia stanovenej vysky.
Spolotnost Lilly na pisomnd Ziadost prediodf
zdravotnickemu  zariadeniu doklad o svojom
poisteni alebo v pripade samopoistenia svoju
posledni finanéna zavierku overena auditorom.

VYHRADA CRO
CRO fymto wvyslovne odmieta akdkolvek
zodpovednost v sdvislosti  so  skdSanym

produktom, vratane zodpovednosti za vznesené
naroky na nahradu 3kody, ktora vznikne na
zéklade zdravoiného problému spdsobeného alebo
Gdajne spdsobeného akymkofvek postupom
skiifania spojenym s fakymto produkiom, okrem
rozsahu, v ktorom by takato zodpovednost bola
odbvodnena zanedbanim, umyselnym pochybenim
alebo porudenim tejto zmluvy zo strany CRO.
Platnost’ tohto E&lanku . Vyhrada CRO" pretrva
vypovedanie alebo vyprianie tejto zmluvy.

NASLEDNE SKODY

CRO ani zadavatel nerudia zdravotnickemu
zariadeniu za Fadny uily zisk, stratu prileZitosti ani
ingé nasledné Bkody, anl zdravotnicke zariadenie
neruéi CRO a zadavatefovi za Ziadny usly zisk,
stratu prilezitostl ani iné nasledné Skody.

Mi& z toho, So je uvedené v tejto zmluve, nema za
ciel wyliéit alebo obmedzit zodpovednost
ktorejkolvek zmluvne] strany za smrt alebo
pofkodenie zdravia spdsobené nedbalostou tejto
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caused by the negligence of such party,
This .Consequential Damages™ shall
termination or expiration of this Agreement.

survive

X. SURVIVORSHIP CLAUSE

10.1. The obligations sel forth by clauses 1., Il
through V1., and alse Xl., XIV. and XV, of this
Agreement shall remain wvalid even after
completion, termination of or withdrawal from this
Agresment,

Institution shall promptly notify Lilly in the event
Investigator andfor Institution breach any of the
terms and/or obligations contained in  this
Agreement or become aware of such breach.

Xl. ASSIGNMENT

Institution shall not assign, fransfer or otherwise
delegate any of its obligations under this
Agreement without CRO's prior wrillen consent in
each instance. Institution and Investigator
acknowledge that CRO will have the right to assign
this Agreement to Lilly at any time upon written
notification.

Xll. AMENDMENTS

This Agreement may be amended by an instrument
in writing signed by the parties to this Agreement,
pursuant {o the terms of Payment Schedule or as
otherwise agreed by the parties. Amendments may
be required or requested in order to document
changes or modifications to the Protocol, the Study
Budget andfor Institution or Investigator
information. Institution shall use their best efforts to
review any amendments to this Agreement in good
faith and in a timely manner and, If applicable, to
facilitate the timely execution of said amendments.

XIll. INDEPENDENT CONTRACTOR
13.1. The Medical Facility and CRO will be acting

as independent contraclors and nol as an agent,
partner of the other Party or Lilly,

13.2. The Medical Facility and CRO will have no

zmluvnej strany.
Platnost tohto &lanku Nasledné Skody" pretrva
vypovedanie alebo vyprianie tejio zmiuvy.

X. KLAUZULA O PRETRVANI NIEKTORYCH
USTANOVENI

10.1. Povinnosti vyplyvajice z &ldnkov 1., I, aZ V.
adalej X1, XIV. aXV. tejto Zmiuvy zostanil
v platnosti aj po naplneni, ukonZeni, vypovedan!
alebo odstlipeni od tejto Zmiuvy.

Zdravoinicke zarladenie bud( spolotnost Lilly
bezodkladne informovat v pripade, Ze skiZajdci
alebo zdravotnicke zariadenie porudi ktorejkolvek z
podmienok alebo povinnosti slanovenych v tejlo
zmluve alebo Ze sa o takomito porueni dozvedia.

X. POSTUPENIE

Zdravotnicke zariadenie nesmie postGpit, previest
ani inak delegoval' Ziadnu zo svojich povinnosti z
tejto zmiuvy bez predchadzajiceho pisomného
sihlasu spoloénosti Lilly v kaZdom jednotlivom
pripade.

XIl. DODATKY

Tito zmiuvu je moZné menit plsomnymi dodatkami
podpisanymi  stranami tejlto  zmluvy, podia
pedmienok harmonogramu platieb alebo inym
sposobom dohednutym stranami. Vyhotovenie
dodatkov méZe byl potrebné alebo o neho moze
byt poZiadané z divodu dokumentovanie zmien
alebo Oprav protokelu, rozpoétu Stidie alebo
informacifi o  zdravolnickom  zariadeni &
skiSajicim. Zdravotnicke =zariadenia vynaloZi
maximalne Gsilie, aby pripadné dodatky k tejto
Zmluve v dobre] viere a wvEas skontrolovalo a
pripadne umoZnilo ich skory podpis,

X, NEZAVISLY ZMLUVNY PARTNER

13.1. Zdravoinicke zariadenie, SkiSajici a Lily
budi jednat’ ako nezéavisli zmluvni partneri, nie ako
zastupcovia, parineri alebo ako =zamestnanci
ostatnych Zmluvnych stran.

13.2. Zdravotnicke zariadenie a8 CRO nebudd mat'
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authority to make agreements with third parties that
are binding on the other party.

13.3. By signing this Agreement, the Medical
Facllity represents and warrants that it has the
authority and ability to or wil otherwise
contractually bind any individual or entity who
performs  services for the Medical Facility in
connection with the Study hereunder fo the terms
and condifions of this Agreement.

13.4 Third Party Beneficiary

The Parties agree that Spoensor shall have the right
to enforce any of the provisions of this Agreement
as a third-party beneficiary.

Each Party to this Agreement acknowledges that
axcept for the Sponsor, there are no third-party
beneficiarias with any rights to enforce any of the
pravisions of this Agreement.

XIV. FINAL PROVISIONS

14.1. This Agreement represents the entira
agreement between the confracling Parties and
supersedes all prior agreements between the
PFarties regarding the scope of this Agreement, and
is concluded until ........... The Principal Investigator
is obliged to has announced the completicn of the
clinical study at the Department of Clinical Studies
at UMB Bratislava, Pazitkova 4, 821 01 Bratislava.

14.2. No Parly shall be entitled to assign this
Agreement, in its entirety or partially, without the
other Party’s prior written consent.

14.3. The Agreement may be terminatad, altered or
extended only upon mutual agreement of the
Parties by means of written amendment signed by
contracting Parties unless agreed in the Agreement
otherwise.

14.4. The Parties have agreed that the legal
relations and matters originating in this Agreement
shall be governed by the general legal regulations
of the Slovak Republic.

14.5, The Agreement shall become valid on the
day of signature by both Parties and effeclive as of
the day following its publication in the Ceantral
Contract Register.

14.6. This Agreement has been ftranslated into a
bilingual format in both English and Slovak. In the
event of inconsistency or discrepancy belween the
English language version and the Slovak language

Fiadnu pravomoc uzatvarat s tretimi stranami
zmluvy, ktoré by boli zAvizné pre druh( stranu,

13.3. Podpisom tejto Zmluvy Zdravotnicke
rariadenie prehlasuje azaruduje, Ze ma
opréavnenie aspdsobilost’ sa zmluvne zaviazat
alebo inak zmluvne zaviafe akdkolvek fyzickd
osobu alebo subjekt, ktory poskyluje sluZby pre
Zdravotnicke zariadenie vs(vislosti so Stidiou
podla tejto Zmluvy a za podmienok stanovenych
touto Zmliuvou.

13.4 Opravnend tretia strana

Zmluvné strany sa dohodli, #& zadavatel ma pravo
na vymahanie podmienok tejto zmluvy ako
opravnend tretia sirana.

Kaida zo zmluvnych stran tejto zmluvy potvrdzuje,
Ze okrem zadavatela nie sd Ziadne iné opravnené
retie strany, kioré by mali prdvo vymahat
klorékolvek z ustanoveni tejlo zmluvy.mienck
stanovenych touto Zmluvou

X1V, ZAVERECNE USTANOVENIA

14.1. Této Zmluva predstavuje dGplnd  dohodu
medzi Zmluvnymi siranami a nahradza akékolvek
predo3lé dohody medzl tymito stranami tykajlce sa
predmetu tejto Zmluvy, a uzalvara sa na dobu do
........... Hlavny skaZajici je povinny oznamit
ukonéenie klinickej Stidie na referat klinickych
Eidii v UNB Bratislava, PaZitkova 4, 821 01
Bratislava

142, Ziadna zo Zmluvnych stran nembie postipit
uto Zmluvu v celku alebo &lastoéne bez
predchadzajioceho pisomného  sohlasu  druhej
Zmluvnej strany.

14.3. Tato Zmluva moZe byt ukondend, zmensnd
alebo predifend iba po vzajomnej dohode
Zmluvnych stran, vo forme pisomného dodatku
podpisanghe Zmluvnymi stranami, pokial nie je
v tejto Zmluve stanoveneé inak.

14.4. Zmluvné strany sa dohodli, 2e pravne vziahy
a pomery vzniknuté ztejto Zmluvy sa riadia
vieobecne  zaviznymi  praviymi  predpismi
Slovenskej republiky.

14.5. Zmluva nadoblda platnost dfiom podpisu
oboch zmluvnych strdn a Udinnost  diiom
nasledujicim po je] zverejneni v Centralnom
registrl zmidy

146, Této zmluva bola preloZena do
dvojjazyEného formétu v angliétine a v slovenéine.
V pripade nezrovnalostl alebo rozporu medz
anglickou a slovenskou jazykovou verziou bude
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version of this Agreement, the Slovak language
version shall prevail. The Agreement has been
made in two copies. Each Party shall obtain one

copy.

14.7. The Parties confirm that the Agreement has
not been entered into wnder wnfavourable
conditions, they have read it prior to signing It, they
agree to it and to confirm the above, they have
attached their signatures.

14.8. The following appendices form an
inseparable part to this Agreement:

14.8.1. Exhibit A: Budget;
14.8.2. Exhibit B: Protocol;

14.8.3. Exhibit C: Insurance cerlificate pursuant to
clause 8.7.1. (issued 30/05/2018);

14.8.4, Exhibit D: Ethical Review Board Statement
{issued 04/09/2018); and RA/SUKL
statement/approval (issued 13/08/2018)

14.9. Motices under this Agreement shall be made
in one of the following ways, and shall be deemed
deliverad:

+ [f delivered in person, on the day of the
delivery;

+ |f delivered by express courier service, on
the day of the delivery;

» if delivered by certified mail with retumn
receipl, on the day that is stated as the
delivery date on the return receipt;

« if delivered by fax, on the day when the
receiving fax machine confirms the receipt
of the notice.

slovenska wverzia riadiaca. Tate Zmluva bola
vyholovena v dvoch képidch. Ka®da Zmluvng
strana obdrE jednu kopiu.

14.7. Zmluvné strany potvrdzujl, 2e Zmluva nebola
uzavreta za nevyhodnych podmienok, Ze si ju pred
podpisom precitall, sdhlasia sfiou ana znak
s(hlasu s jej znenim pripajaji svoje podpisy.

14.8. Neoddelite'nou siéast'ou tejto Zmluvy si
nasledujice prilohy:

14.8.1. Priloha &. 1: Rozpodet;
14.8.2. Priloha B: Protokal;

14.8.3. Priloha €. 3: Potvrdenie o uzavreti poistenia
pedla bodu 8.7.1. (vydany 30/05/2018);

14.8.4. Priloha & 4: Stanovisko Etickej komisie
vydané  04/09/2018); a stanovisko/schvélenle
UKL {vydané 13/08/2018)

14.9. Oznamenia podia tejto Zmiluvy budd
vykonané jednym z nasledujlcich spisobov, a
povaZujl za dorudené:
* pokial budld dorufené osobne, v den
dorudenia; ’
» pokial budd doruéené expresnou kuriérnou
sluZbou, v defi dorutenia:
# pokial bud( dorugené doporuéenou poétou
s dorutenkou, v def, ktory je uvedeny na
doruéenke ako de doruéenia;
« poKial budd dorufené faxom, v defi, v
ktorom prijimacie faxové zariadenia potvrdi
prijatie oznamenia.
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IQVIA RDS Slovakia, s.r.o.

£

Signature / Podpis: -

Name [ Menao: Aurelia Mojzesova, MD.

Head of Clinical Dpns

/c? 0, 7 Zup it

Position / Pozicia:

Place, date / Miesto, datum:

Medical Facility / Zdravotnicke zariadenie

. I ninarsitad nomocnica Bratislava
Lrdls Vandriakova, MPH
Signature [/ Podpis:: = rizditeika UNE

Mame [ Meno:
Pasition / Pozicia:

Flace, date / Miesto. datum: %5’_ ;ﬂ 20{7

ACKNOWLEDGED AND UNDERSTOOD BY THE INVESTIGATOR:
Skasajuci svojim podpisom potvrdzuje, Ze si zmluvu preéital a porozumel jej:

MName/Meno;

Signature/Padpis: A

Date/Datum: 4(? :P ?")/} ﬁ
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Exhibit No. X — Lilly Policies regarding
Authorship of Publications

Lilly compliss with the authorship standards of the
Internalional Committee of Medical Journal Editors’
“Uniform Requirements for Manuscripls Submitted to
Medical Journals”. The Uniform Requirements state
that all persons designated as authors should qualify
for autharship, and all those who qualify should have
paricipated sufficiently in the work to take public
responsibility for appropriate portions of the content.
One or more authors should take responsibility for
the integrity of the work as a whole, from inceplion to
published ariicle. Authorship eredit should be based
on (1) substantial contributions to conceptlon and
design, or acquisiion of data, or analysis and
interpretation of data; (2) drafling the article or
revising it critically for important intellectual content:
and (3) final approval of the version to be published.
Authors should meest conditions 1, 2 and 3.

Conslstent with the traditional sclentific model in
which authors do not receive specific financial
remuneration for fulfiling authorship responsibilities,
Lilly does not pay for intellectual contribution or time
spent authoring either in the form of fee for service or
an honorarium. Lilly reimburses authors for
reasonable out-of-pocket expenses related fto
preparation or presentation of a scienfific publication
if done at Lilly's request. All financial support from
Lilly for scientific publications and presentations is
fully disclosed to any journal or congress.

v 3o el

"
A vk

Priloha &. X - Zasady spoloénosti Lilly
tykajlice sa autorstva publikacii

Spolonost Lilly dodriuje aulorské Standardy
vyplyvajice z ,Jednoinjch poZiadaviek na rukopisy
prediladané do lekarskych odbomych Gasopisov”
{Uniform Requiremants for Manuscripts Submitted to
Medical Joumals), ktoré |boli vypracované
Medzindrodnym wyborom vydavatelov lekdrskych
odbornych Easopisov (Intemational Committee of
Medical Joumal Editors). Jednotné poZiadavky
stanowuji, Ze viethy osoby oznateng za aulorov
musia mat oprévnenie k autorstvu a vetel, kiorl maji
opravnenie, musia maf dostatodny podiel na praci,
aby mohli prijal’ verejnl zodpovednost za prislusné
casli cbsahu. Jeden alebo viae aulorov musi prijat
zodpovednost za Integritu price ako celky, od
pociatku prace aZ po publikovany élanok, Autorsky
kredit musi byt zaloZeny na (1) vyznamnom prinose
ku koncepcil a usporiadaniu alebo ziskavaniu dat
alebo analyze a interpreticii dat, (2) vypracovani
konceptu &anku alebo kritickom zrevidovani jeho
dalefitého intelekivdineho obsahu a (3) koneénom
schvélenl verzie urienej k publikaci, Autod musia
splfial podmienky 1, 2 a 3.

W sllade s tradicnym vedeckym modelom, v kiorom
autori nedostavaji Specifickd finanénd odmenu za
plnenie autorskych povinnostl, neplatl spoloénost
Lilly za intelektudlny prispevek alebo za éas strdveny
autorskou @innostou anl formou odmeny za slufbu
alebo honorarom. Spoloénost’ Lilly hradl autorom
primerang naklady sivisiace s pripravou alebo
prezentaciou wedecke] publikicie, pokial bola
realizovana na zaklade pofiadavku spolodnostl Lilly.
Akdkolvek + finanéna podpora poskytnuta
spolofnostou  Lilly za wedecké publikicie a
prezentacie akémukolvek odbornému Easoplsu &
kongrasu je zverejnend v plnom rozsahu,
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EXHIBIT A

A Payee

The parties agree that the payee designated
below is the proper payee for this Agreement,
and that payments under this Agreement will
be made only to the following payee (the
“Payee”) at the address listed below:

PRILOHA A

A. Prijemca platieb

Zmluvné strany potvrdzujq, Ze niZsSie
menovany prijemca platieb je riadnym
prijemcom platieb podl'a tejto zmluvy a Ze
platby podTla tejto zmluvy sa budd
poukazovat' len nasledujlicemu prijemcovi
platieb (dalej ,,prijemca platieb™) na niZsie
uvedent adresu:

Payee Name

Meno/ndzov prijemcu Univerzitna nemocnica Bratislava

platieb -

Payee Address : . F
Adresa prijemeu Pazitkova 4, 821 01, Bratislava, Slovak Republic
Bank Name | s .

Hiaoov hanky Statna pokladnica

Bank Account

Cislo A&t SK58 8180 0000 0070 0027 9808

SWIFT Code SPSRSKBA

VAT/GST/Tax ID

Number DIC: 2021700549

DIC/IC DPH

In case of changes in the Payee's address,
Payee is obliged to inform CRO in writing.
The parties agree that in case of changes in
address which do not involve a change of
Payee, tax numbers, or tax-exempt status, no
further amendments are required.

Investigator and Institution will have thirty
(30) days from the receipt of final payment to
dispute any payment discrepancies during the
course of the Study.

The parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under
this Agreement. If the Investigator or staff is
not the Payee, then the Payee's obligation to

V pripade zmeny adresy prijemcu platieb je
prijemea platieb povinny informovat’ o tom
CRO pisomne. Zmluvné strany sa dohodli, Ze
v pripade zmeny adresy, ktord nezahffia
zmenu prijemcu platieb, dafiovych
identifikagnych &isel alebo zmenu v
oslobodent od dane, sa nevyZaduje podpisanie
pisomnych dodatkov tejto zmluvy.

Proti akymkol'vek platobnym
nezrovnalostiam, ktoré sa vyskytna v priebehu
skigania, mézu skiidajici a zdravotnicke
zariadenie namietat’ do tridsiatich (30) dni od
prijatia poslednej platby.

Zmluvné strany potvrdzuji, Ze menovany
prijemca platieb je opravneny prijimat vietky
platby za sluZby vykonané podla tejto
zmiuvy. Ak skii$ajici alebo personal nie je
prijemcom platieb, potom pripadna platobna
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reimburse the Investigator or staff will be
determined by a separate agreement between
Investigator or staff and Payee, which may
involve different payment amounts and
different payment intervals than the payments
made by CRO to the Payee.

Investigator or staff acknowledges that if
Investigator is not the Payee, CRO will not pay
Investigator even if the Payee fails to
reimburse [nvestigator or staff,

Investigator and Institution represent and
warrant that payments under the terms of this
Agree,

ment will not violate any policy or agreement
they may have with a third party with which
they are affiliated.

B. Payment Schedule

(1) Procedure Costs: In connection
with the Study, Institution will be
paid in accordance with the terms
set forth in this Exhibit A.
Investigator and Institution agree
that Institution is responsible for
payment to the Investigator and
that CRO shall have no direct
liability to Investigator for such
payments. For those amounts
designated “for patient services,
Institution will receive payment
only for data received based on
the completed visit per subject
performed in accordance with
agreed upon terms and fees
outlined in the Budget. Such
compensation will be made at
monthly intervals and is limited to
payment for patients enrolled in

povinnost prijemeu platieb voéi skisajicemu
alebo persondlu bude stanovena v samostatnej
zmluve medzi skisajicim alebo persondlom a
prijemcom platieb, ktord méZe obsahovat iné
splatné sumy a iné platobné intervaly, neZ si
definované pre platby poukazované zo strany
CRO prijemcovi platieb.

Ski&ajici alebo persondl akeeptujh, Ze ak
skiuSajici nie je prijemcom platieb, CRO mu
nebude poukazovat’ Ziadne platby ani v
pripade, Z¢ prijemca platieb si nesplni svoje
platobné povinnosti voii skafajicemu alebo
persondlu,

SkiiSajiici a zdravotnicke zariadenie vyhlasuji
a zarucuji, Ze platby podl'a podmienok tejto
zmluvy neporusia Ziadne pripadné interné
predpisy ani zmluvy s tref'ou stranou, s ktorou
s prepojeni.

B.  Rozpis piatieb

(1) Naklady na postupy: V sivislosti
s0 skifanim sa zdravotniclkemu

zariadeniu budd uhrédzat platby
podla podmienok uvedenych v
tejto Prilobhe A. Ski¥ajici a
zdravotnicke zariadenie akeeptuji,
7e za uhrady ski3ajucemu
zodpoveda zdravotnicke zariadenie
a ze CRO nem4 vodi skifajicemu
za tieto Uhrady Ziadnu priamu
zodpovednost., V pripade stim
uréenych na thradu sluZieb
poskytovanych pacientom,
zdravotnicke zariadenie dostane
Uhradu len za prijaté udaje,
vychidzajice z poétu
absolvovanych navstev na jeden
subjekt, vykonanych v stlade s
dohodnutymi podmienkami a
platbami uvedenymi v rozpoéte.
Této odmena sa bude uhrédzat’ raz
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the Study during the enrollment
period, wunless CRO gives
Investigator or Institution written
approval to enroll additional
patients or extend the enrollment
period. In the event that such
approval is granted, Institution
will be paid in accordance with
the fees set forth in the Budget for
the additional patients. CRO will
reimburse Payee half a yearly, on
a completed visit per subject basis
in accordance with the attached
budget. Ninety percent (90%) of
each payment due including any
Screening Failure that may be
payable under the terms of this
Agreement will be made based
upon prior 6 months enrollment
data confirmed by subject Case
Report Forms (“CRFs™) received
from  Institution  supporting
subject visitation. The balance of
monies earned, up to ten percent
(10%), will be pro-rated upon
verification of actual subject
visits, and will be paid by CRO to
the Payee upon final acceptance
by Lilly of all CRFs pages, all data
clarifications issued, the receipt
and approval of any outstanding
regulatory documents as required
by CRO and/or Lilly, the retum of
all unused supplies to CRO, and
upon satisfaction of all other
applicable conditions set forth in
the Agreement.

mesaéne a bude obmedzené na
platbu za pacientov, zaradenych do
skugania potas zarad'ovacieho
obdobia, pokial' CRO neda
skigajicemu alebo
zdravotnickemu zariadeniu
pisomné schvélenie na zaradenie
dal¥ich pacientov alebo prediZenie
zarad'ovacicho obdobia. V
pripade, Ze sa takéto schvilenie
udeli, zdravotnicke zariadenie
dostane za d'al8ich pacientov
thradu v stlade s platbami
uvedenymi v rozpocte. CRO bude
prijemcovi platieb poukazovat
tihrady raz polroéne na zdklade
poétu absolvovanych névitev na
jeden subjekt v silade s
pripojenym rozpoctom.
Deviit'desiat percent (90 %) kazdej
splatnej sumy vratane platieb za
neaspeiné vstupné vySetrenia,
ktoré mo#u byt splatné podla
podmienok tejfo zmhuvy, sa
poukdZe na zdklade ddajov o
zarad'ovani za predchadzajicich 6
mesiacov, potvrdenych
pacientskymi zdznamovymi
hérkami (CRF) prijatymi od
zdravotnickeho zariadenia, ktoré
dokladaji ndvitevnost subjektov.
Zostatok splatnych finanénych
prostriedkov az do vysky desat’
percent (10 %) sa uhradi
pomernym spbsobom po overeni
skutoénej navitevnosti subjektov a
CRO ho vyplati prijemcovi platieb
po koneénom prevzati vietkych
stranok CRF a vietkych vydanych
vysvetliviek k udajom
spolodnost'ou Lilly, po prevzati a
schvileni vietkych chybajicich
dokumentov pre kontrolné Grady
poZadovanych CRO alebo
spoloénostou Lilly, vrateni
vietkych nepouZitych materidloy

-
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(2) Payment  Eligibility: To be

eligible for payment, the
procedures must be performed in
full compliance with the Protocol
and this Agreement, and the data
submitted must be complete and
correct. For data to be complete
and comrect, each patient must
have signed an IRB-approved
consent document, and all
procedures designated in the
Protocol must be carried out on a
“best efforts™ basis; omissions
must be satisfactorily explained. It
is expected that for all items
required under the Protocol for
which CRO has agreed to provide
compensation, CRO will be the
sole source of compensation.
Investigator and Institution will
not seek payment from any third-
party payor, whether public or
private, for any costs covered by
payments made by CRO under
this Agreement. If any payments
exceed the amount owed for work
performed under the Protocol,
Institution agrees to return the
excess balance to CRO. To the
extent Investigator  andfor
Institution agree to provide
reimbursement to Study patients
(e.g., in the informed consent
document) in excess of or in
addition to what is set forth in the
Budget, Investigator and/or
Institution are responsible for
making such payments and
neither CRO nor Lilly are liable
for such payments. Matters in

(2

CRO a po splneni d'al§ich
podmienok uvedenych v zmluve.

Nérok na dhradu: Aby vznikol
narok na Ghradu, musia sa
postupy vykonat plne v silade s
protokolom a touto zmluvou a
odoslané ddaje musia byt Gplné a
sprivne. Aby boli tidaje Gplné a
spravne, musi kazdy pacient
podpisat’ dokument sihlasu
schvileny nezdvislou etickou
komisiou, a vietky postupy
uréené protokolom sa musia
vykonaf s vynaloZenim
maximalneho Gsilia, pricom
opomenutia sa musia uspokojivo
vysvetlit'. Ofakédva sa, Ze v
pripade vietkych poloZiek
pozadovanych podl'a protokolu,
za ktoré sa CRO zaviazala
poskytnit’ odmenu, bude jedinym
zdrojom odmeriovania CRO.
Skasajici a zdravotnicke
zariadenie nebudi Ziadaf Ghradu
od akéhokol'vek treticho plateu (&
uz verejného, alebo stikromného)
za akékol'vek naklady pokryté
platbami poukizanymi CRO
podla tejto zmluvy, Ak viska
platieb prekroéi sumu dlZnd za
préacu vykonani podla protokolu,
zdravotnicke zariadenie sa
zaviizuje vratit' prevysujici
zostatok CRO. V rozsahu, v
ktorom sa skdSajuci alebo
zdravotnicke zariadenie zaviizuji
poskytnit dhradu pacientom
skiiania (napr. v dokumente
informovaného stihlasu) nad
ramec alebo navySe k sume, ktord
je uvedend v rozpoéte,
zodpovedaji za vyplatenie
takychto \ihrad skiSajici alebo
zdravotnicke zariadenie a CRO
ani spolocénost’ Lilly za ne
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dispute shall be payable upon
mutual resolution of such dispute.

Any expense or cost incurred by Investigator
and/or Institution in performing this
Agreement that is not specifically designated
as reimbursable by CRO or Lilly under the
Agreement (including the attached Budget and
Payment Schedule) is Investigator and
Institution’s sole responsibility.

(3) Meetings and Training: In
.addition, if CRO requests the
attendance of Investigator and/or
Institution’s personnel to attend a
Study startup meeting or other
meeting necessary 1o provide
information regarding the Study,
or Study drug(s) or device(s),
CRO shall provide reimbursement
for reasonahle and necessary
travel and lodging expenses
(including meals and snacks) that
are  incurred to  attend such
meeting(s) provided that
attendance at such meeting(s) has
been approved in advance by
CRO. 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.

(4) Screening Failure (SF) Payments:

CRO will pay Institution for screen failures
that occur in accordance with the Protocol in
the amount designated on the Budget. The
number of screen failures listed on the Budget
is an estimate. CRO will pay for all screen

nezodpovedaji. Sporné zalezitosti

budi splatné po vzajomnom

vyriedeni dancho sporu.
Za akékol'vek vydavky alebo nidklady, ktoré
vznikni skiiajlicernu alebo zdravotnickemu
zariadeniu pri plneni tejto zmluvy a ktoré nie
st vyslovne uvedené ako uhradzané CRO
alebo spoloénostoun Lilly podl'a tejio zmluvy
(vritane pripojeného Rozpodétu a rozpisu
platieb), zodpovedaji vyhradne skiSajici a
zdravoinicke zariadenie.

(3) Stretnutia a kolenia: Okrem toho,
ak bude CRO vyzadovat' Gcast’
skii$ajiiceho alebo personalu
zdravotnickeho zariadenia na
otvéracom stretnuti slcifania
alebo inom stretnuti potrebnom na
poskytnutie informécii tykajlicich
sa skifania, skifanych lickov
alebo zdravotnickych pomdécok,
CRO vhradi primerané a potrebné
vydavky na cestovanie a
ubytovanie (vratane stravovania a
ob&erstvenia), ktoré vzniknd v
shvislosti s udastou na takychto
stretnutiach za predpokladu, Ze
CRO fdast’ na tychio stretnutiach
vopred schvélila. CRO poukaze
tieto 1ihrady do tridsiatich (30) dni
od prevzatia primeranej podrobnej
dokumentacie k takymto
vydavkom za predpokladu, Ze
CRO prevezme tato
dokumentaciu do Sest'desiatich
(60 dni od vzniku takychto
vidavkov,

“
(NVV)
Nedspeiné vstupné vySetrenia, ktoré sa
uskutoénia v stilade s protokolom, uhradi
CRO zdravotnickemu zariadeniu sumou,
uvedenou v rozpolte. Podet nelispesnych
vstupnych vySetreni uvedeny v rozpodte je

Uhrady za netspeiné vstupné vyselrenia

CYA18990 SVE_en_Lilly AMBG_Exhibit A, Payment Terms_(Slovakia)_FINAL_7May2018_Translated an 02-Oct-2018-1



failures provided that such screen failures are
performed in accordance with the Protocol.
CRO shall monitor Institution screening
procedures throughout the Study and provide
training or re-training as needed, to

promote proper screening.

odhadovany, CRO uhradi vietky netispeiné
vstupné vydetrenia za predpokladu, Ze sa
vykonaji v stlade s protokolom. CRO bude
pocas celcho ska3ania sledovat’ postupy
vstupnych vySetreni vykondvanych v
zdravotnickom zariadeni a v pripade potreby
poskytne zadkolenie alebo preskolenie, aby
podporila spravne postupy vstupnych

SF@  |Total # of SFs | €52.70 NVVnal. |Celkovypodet | € 52.70 ‘
Visit 1  |estimated at néviteve NVV ‘
(include [V1:1 (N1; zahitia |odbhadovanych |
s OH) prevéadzkov jpre N1: 1 |
¢ naklady) ] )
vySetreni.
(5) Discontinued or Early Uhrady v pripade vyradenia alebo
Termination Payments; predéasného vystipenia: Uhrady za subjekty,

Reimbursement for discontinued
or early termination subjects will
be prorated based on the number
of confirmed completed visits.

(6) Original _ Invoices:  Original
Invoices pertaining to this Study
for the following items must be
submitted to CRO for
reimbursement at the following
address;

IQVIA RDS Slovakia, s. r. 0.
Vajnorska 100/B,
831 04 Bratislava, Slovak Republic

Please note that invoices will not be
processed unless they reference the Sponsor
name, Protocol number and Investigator.
After receipt and verification,
reimbursement for invoices will be included
with the next regularly scheduled payment
for subject activity

Institutional Review Boards (“IRBs™) or
Independent Ethics Committees (“IECs™)

ktore boli zo skiania vyradené alebo z neho
predéasne vystipili, sa vyplatia pomemym
sposobom podla poétu potvrdenych
absolvovanych navitev.

Originaly faktir: Originaly faktir stvisiacich
so skiifanim za nasledujice polozky sa musia
zaslat' CRO na Ghradu na nasledujiicu adresu:

IQVIA RDS Slovakia, s. r. o.
Vajnorskd 100/B,
831 04 Bratislava, Slovak Republic

Upozorfiujeme, #e faktiry nebudd
spracované, ak nebudi obsahovat’ nizov
zadavatela, ¢islo  protokolu, nazov
zdravotnickeho  zariadenia a  meno
skusajuceho, Po prevzati a overeni bude
ihrada faktir zahrnutd do najbliZej
planovanej pravidelnej platby za aktivitu
subjektov skiSania.

Poplatky nezavislym etickfm komisiam
(NEK)
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Payments

IRB/IEC costs will be reimbursed on a pass-
through basis upon receipt of invoice and are
not included

in the attached Budget. Any subsequent re-
submissions or renewals, upon approval by
CRO and Lilly, will be reimbursed upon
receipt of appropriate documentation.

Record Storage Fee

A record Storage Fee payment of 500 EURQS
will be made upon receipt of invoice and are
not included in the attached Budget In
accordance with Protocol requirements,
Institution shall maintain all Study records in
a safe and secure location to allow easy and
timely retrieval, when needed.

Invoiced Procedures

CRO will provide reimbursement for the items
named below that are deemed to be not
standard of care and that are required by the
Protocol. Payments for such named items will
be made payable to the Payee upon review and
approval by CRO and Lilly of a detailed
invoice, including subject number/unigue
identifier and date of procedure/service.
Increases to invoiceable expenses shall only
be paid upon advance, written approval from
CRO. Budgeted line ifem amounts represent
the maximum payable amounts unless such
advance, wriften approval is obtained.
Requests for payment for services provided by
a third party will require submission, by
Institution, of that third party’s invoice which
will serve as the basis for payment to
Institution. Institution understands and agrees
that CRO cannot reimburse Institution for any
named item for which any third-party payor
has made payment in whole or in part. All

amounts listed are inclusive of overhead.

Néklady sfivisiace s Sinnost'ou NEK sa buda
uhridzat’ priebeZne po prevzati faktury a nie s
zahrnuté

v pripojenom rozpotte. Vietky nasledujice
podania alebo prediZenia platnosti sa po
schvileni CRO a spolotnostou Lilly budd
uhrddzat’ po prevzati prisluinej dokumenticie.

Platba za uchovavanie zdznamov

Platba za uchovéavanie zdznamov vo vyske 500
EUR sa vykond po prijati fakhiry a nie je
zahrnutd do priloZeného rozpottu. V silade s
poriadavkami protokolu bude zdravotnicke
zariadenie uchovéavat vietky zdznamy skiania
na bezpetnom a zabezpefenom mieste tak, aby
ich bolo moiné jednoducho a vEas vyhladat' v
pripade potreby.

Fakturované postupy

CRO poskytne thradu za nizSic uvedené
polozky, ktoré sa nepovaZuji za shlast
§tandardnej zdravoingj starostlivosti a su
pofadované protokolom. Platby =za tieto
uvedené poloZky budd prijemcovi platieb
gplatné potom, ako CRO a spoloénost’ Lilly
posidia a schvalia podrobni faktiru
uvadzajicu Cislo/jednoznaény  identifikétor
subjektu a ditum postupu/sluzby. Zvyicnia
fakturovatelnych vydavkov sa uhradia len po
predchddzajicom pisomnom schvaleni CRO.
Sumy uvedené v riadkovich poloZkach
rozpoétu predstavuji maximdlne splatné sumy,
pokial' sa mneziska takéto predchadzajice
pisomné schvilenie. PoZiadavky na platby za
sluZby poskytnuté tref'ou stranou vyZaduj, aby
zdravotnicke zariadenie zaslalo faktiru od
takejto tretej strany, ktord bude sluZit' ako
podklad pre platbu zdravotnickemu zariadeniu.
Zdravotnicke zariadenie beric na vedomie a
sihlasi, #¢ CRO nemdze zdravomickemu
zariadeniu  ubradit Ziadnu 2z uvedenych
poloZiek, ktor Gplne alebo &iastoéne uhradila
tretia strana ako platca. Vietky uvedené sumy
zahffiajl previdzkove niklady.
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Endoscopy if performed in accordance with the protocol;
includes Flexible Sigmoidoscopy with Biopsy procedure,
Moderate sedation, Mayo ES, Submission of tissue samples
to Central Lab, Submission of video images to Central
Reader, all biopsy-related items and services and OH.

/

Endoskopia, ak sa vykond v stilade s protokolom; zahffia
flexibilnd sigmoidoskopiu s biopsiou, miernu sedéaciu,
endoskopické skore podl'a kliniky Mayo (Mayo ES),
odoslanie vzoriek tkaniva do centrilneho laboratéria,
odoslanie videozdznamov centrilnemu posudzovatelovi,
vietky poloZky a sluZby stvisiace s biopsiou a prevadzkové
niklady.

€ 280.60

Endoscopy if performed in accordance with the protocol;
includes Colonoscopy with Biopsy procedure, Moderate
sedation, Mayo ES, Submission of tissue samples to Central
Lab, Submission of video images to Central Reader, all
biopsy-related items and services and OH.

/

Endoskopia, ak sa vykond v sulade s protokolom; zahiiia
kolonoskopiu s biopsion, miernu sedéciu, Mayo ES,
odoslanie vzoriek tkaniva do centrdlneho laboratéria,
odoslanie videozdznamov centrilnemu posudzovatel'ovi,
vietky polozky a sluzby shvisiace s biopsion a prevadzkové
naklady.

€354.80

Local pathology review of additional biopsy samples if
performed at investigator's discretion and in accordance with
the protocol; includes OH./

Miestne patologické vySetrenie d'alSich vzoriek z biopsie, ak
sa vykond podl'a uviZenia skii¥ajiceho a v stlade s
protokolom; zahfia prevadzkové naklady.

€162

Additional stool testing (local lab) if performed at
investigator's discretion and in accordance with the protocol;
price includes Examination for ova and parasites and OH./

€32
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D/

Dodatoéné vysetrenie stolice (miestne laboratorium), ak sa
vykondva podl'a uvdZenia vySetrujiiceho a podl'a protokelu;
cena zahffia vySetrenie ova a parazitov a OH.

Reimbursement of locally-sourced Oral 5-ASAs (for
example, mesalamine) if determined to not be otherwise
billable to a third-party payer. Reimbursement of actual
expenses based on third-party receipts up to the budgeted
limited; price is per month and excludes OH./

Uhrada perordlnych 5-ASA  (napriklad mesalaminu)
ziskavanych z miestnych zdrojov, ak sa zisti, Ze ich nie je
mozné inak G&tovat tretej strane ako platcovi, Uhrada
skutoénych ndkladov na zdklade Géteniek od tretej strany do
limitu uvedeného v rozpodte; cena je za jeden mesiac za
jedného pecienta a nezahfiia prevadzkové naklady.

€288

Reimbursement of locally-sourced Immunomodulators (for
example, azathioprine) if determined to not be otherwise
billable to a third-party payer. Reimbursement of actual
expenses based on third-party receipts up to the budgeted
limited; price is per month per subject and excludes OH./

Uhrada  imunomodulétorov  (napriklad  azatioprinu)
ziskavanych z miestnych zdrojov, ak sa zisti, Ze ich nie je
mo#né inak fétovat tretej strane ako platcovi. Uhrada
skutoénych nakladov na zaklade Géteniek od tretej strany do
limitu uvedeného v rozpofte; cena je za jeden mesiac za
jedného pacienta a nezahfia prevadzkové ndklady

€106

Repeat/additional procedures occurring at V1 if performed
in accordance with the protocol; price is per visit and
includes 12-lead ECG, QIDS-SR16 and OH.

/

Dalsie/opakované postupy uskutoénené na N1, ak sa
vykonaju v siillade s protokolom; cena je za jednu navitevu a
zahffia 12-zvodové EKG, skore struéného zoznamu na
samohodnotenie depresivnej symptomatologie (QIDS-SR16)
a prevadzkové naklady.

€8.10

V801 in patients not proceeding to study I6T-MC-AMAP;
payment includes OH./

€29.30
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V801 u pacientov, ktori nepregli k $tidiu I6T-MC-AMAP;
platba zahfiia OH./

V802 in patients not proceeding to study 16T-MC-AMAP; € 32.30
payment includes OH./

V802 u pacientov, ktori nepredli k $tadiu 16T-MC-AMAP;

platba zahffia OH./
8/
C. Per Visit Budget C. Rozpodet na jednotlivé ndvitevy
Visit Visit Payment (including overhead)
/ /
Naviteva Uhrada za navitevu (vritane
prevadzkovych nakladov)
Visit 1
/
1. néviteva 773
Visit 2
/
2. ndviteva 64.5
Visit 3
/
3. naviteva 61.3
Visit 4
/
4. navsteva 69.4
Visit 5
! 61.3

QYA18550_SVE_en_Lilly AMBG_Exhibit A, Payment Terms_[Slovakia)_FINAL_TMay2018_Translated on 02-Oct-2018-1



5. naviteva
Visit 6
!

6. néviteva 61.3

Visit 7
!
7. néviteva 72.4

WVisit 8
!
B. naviteva 6l3

Visit 9
f

9. naviteva 61.3
Visit 10
f

10, ndviteva 6l.3
Visit 11
!

11. ndviteva 69.4

Total Cost Per Completed Patient €
(including overhead) 720.8

/

Celkové niklady na jedného
pacienta, ktory skisanie dokonti
(zahfiiaji prevadzkové naklady)

“Early Termination Visit (including overhead) €69.40
/

Naviteva pri predéasnom ukonéeni (zahifia prevadzkové |

néklady) |

V801 (including overhead) | €32.20
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/
N801 (zahffia prevadzkové niklady)

V802 (including overhead) €35.0
i

NBO2 (zahfiia previdzkové ndklady) i
Additional procedures occurring at Unscheduled Visits if €49.30

performed in accordance with the protocol and entered into the
CRF (V997); price is per visit and includes Review of
concomitant medications, Review of AEs, Vital signs (T, BP,
and PR), Evaluate for EIMs, Research time and effort and OH.
/
Dalsie postupy uskutoénené na neplanovanych ndvitevich, ak
sa vykonaji v silade s protokolom a zaznamenaji do
pacientskeho zaznamového harka (CRF; V997); cena je za
jednu névitevu a zahfiia kontrolu sibefne uZivanych liekov,
neziaducich udalosti, Zivotnych funkeii (teplota, krvny tlak a
pulz), hodnotenie extraintestindlnych prejavov, fas a dsilie
vynaloZené na skiifanie a prevadzkové niklady. §

All government taxes are the sole responsibility.
prijemeca platieb
of the Payee

Za vietky dane zodpovedd vyhradne

Pharmacy for this study shall be:
Nemocniénd lekfrei Nemocnica Staré

Lekarnou pre ucely tohto skGfania bude:
Nemocniénd lekdrefi WNemocnica Staré

Mesto Mickiewiczova 13 Bratislava, 813
69, Pavilén D, Slovak Republic

The procedure-level spreadsheet
corresponding to the above Payment Term
C, Per Visit Budget, is included on the
following page for illustrative purposes
only. In the event of a conflict between the
spreadsheet and the amounts indicated in
Payment Termm C, Payment Term C
amounts shall control.

[Remainder of this page is intentionally
left blank.]

Mesto Mickiewiczova 13 Bratislava, 13 69,
Pavilém D, Slovenské republika

Tabulka postupov zodpovedajica vysSie
uvedenej platobnej podmienke C, Rozpodet
na jednotlivé navitevy, je na nasledujlicej
gtrane uvedena len na ilustrané Gdely. V
pripade rozporu medzi touto tabulkou a

sumami  uvedenymi v platobnej
podmienke C st rozhodujiice sumy uvedené
v platobnej podmienke C.

[ZvyEok tejto strany je tmyselne
ponechany prazdny.]
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