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CLNICAL TRIAL AGREEMENT

The Clinical Trial Agreement (“Agreement”) is
made by and between:

Univerzitna nemocnica Bratislava, having a place
of business at Pazilkova 4, 821 01, Bratislava,
Slovak Republic, Organisation MNo: 31813861, Tax
ldentification No. 2021700549, with its working
place at Nemocnica Staré Mesto Mickiewiczova,
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, Organisation No:
45942269, Filed in the Companies register of the
District Court Bratislava |, section: Sro, File no:
69023/B represented by: Aurelia Mojzesova, holder
of procuration

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

ZMLUVA O KLINICKOM SKUSANI

Tato zmluvu o klinickom skuSani (dale] zmluva’)
uzatvarajl:

Univerzitna nemocnica Bratislava, so sidlom na
adrese PaZitkova 4, 821 01, Bratislava, Slovenska
republika , 1CO: 31813861, DIC: 2021700549,
s pracoviskom na MNemocnica Staré WMesto
Mickiewiczova 13, 81369 Bratislava, Slovenska
republika (c'alej ,zdravotnicke zariadenie™)

d

IQVIA RDS Slovakia, s.r.o. (dalgj .CRO"), so
sidlom na adrese Vajnorska 100/B, 83104
Bratislava, Slovenska republika, ICO: 45942269,
Zapisana v Obchodnom registri Okresného stdu
Bratislava |., oddiel: Sro, vl.&: 63023/B, v zastipeni:
MUDr. Aurélia MojzeSova, prokurista

kaZdy z nich dalej ako ,zmluvna strana" a spoloéne
ako .zmluvné strany”.

gl I6T-MC-AMAN Eislo protokolu: | /6T-MC-AMAN
, Multicentrické randomizovans,
|A Phase 3, Multicenter, dvojitc zaslepené, placebom
| Randomized, Double-Blind, kontrolované skisanie 3. fazy v
| Paralie, Placebo-Controlled stibeinych skupinach,
Induction Study of Mirikizumab Kidsii skUumajoce  indukénd  liedbu
Protocol Title: | /in  Convenlional-Failed  and T i mirikizumabom u pacientov 50
Biclogic-Falled  Patients  with P ’ sfredne zavaZnou aZ zavainou
Moderately to Severely Active aktivnou ulceréznou kolitidou, u
Ulcerative  Colitis  LUCENT kforych zlyhala konvencéna a
1(“Study” or “Clinical Trial") biologicka ferapia LUCENT 1
(dalef len klinické skliSanie)
] Datum
Protocol Date: | 73-March-2018 orotokolu: 1.3-marec-2078
: Eli Lifly and Company alebo fef
. Eli Lilly and Company or its locaf : . -
Sponsor: " . Zadavatel lokaine pobocky (,Zadévatel
affiliate ("Sponsor” or "Lilly") : alebo Lilly")
Country where
Siteis i Krajina vedenia .
Conducting Slovak Republic ST Slovenska republika
Study
Investigator: doc. MUDr. Ludovit Lukac, PhD | Skagajiei: doc. MUDr. Ludovit Lukag, PhD
Univerzitna nemocnica Univerzitna nemocnica
Location Bratislava Nemochica Stare Bratisiava, Memocnica Staré
where the Mesto |. Interna klinika LF UK a | Miesto vedenia | Mesto, |. Internd klinika LF UK
study will be UNB Gastroenterologickd | ska3ania: aUNB Gastroenterologicka
conducied: ambulancia Mickiewiczova 13 ambulancia, Mickiewiczova 13,
813 69 Bratislava  Slovak 813 69 Bratislava, Slovenské
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Republic, 'which Is a division/part

republika, ktoré

e
of the Institution oddelenim/sttastou :
zdravotnickeho zarladenia
100 Calendar Days after Sile
Initiation Visit (being the date by 100 kalenddrnych dni od
o which Site must enrol at least zahajovacej navitevy centra
Enrallinen one (1) subject Kriéovy datum | sk(Bania (ide odatum, do
Date: zaradovania: kiorého cenirum skd3ania musi
zaradit' najmene] jeden (1)
subjekt,
CEC ~ Ethical  committee CEK Eticka komis’a |
Presovskeho  samospravneho Presovského samospravneho
IEC kraja, Urad Presovskehio | Nezavisla kraja, Urad  Predovského
samospravneho krafa, Namestie | eticka komisia | samospravneho kraja,
Mieru 2, 080 01, Presov, Slovak Namestie Mieru 2, 080 01,
_| Repubiic Presov, Slovenska republika

The following additional definitions shall apply to
this Agreement;

AoP: shall mean Act Mo, 362/2011 Coll.,, on
Pharmaceuticals and Medical Devices and on
Changes and Supplementaiion of Cerlain Acls, 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 Council of 27
April 2016 on the protection of nafural persons with
regard to the processing of personal data and on the
free movement of such daia, and repealing Directive
95/46/EC (General Data Protection Regulation —
GDPR);

Protocol: shall mean protocol Mo. I6T-MC-AMAN
oullining the Study in Exhibit B fo 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 is 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 Clinlcal Practice Guidelines: shall mean the

V tejto zmluve platia nasledujice definicie:

ZoL znamena zakon &. 362/2011 Z.z. o liekoch a
zdravotnickych pombckach a o zmene a doplneni
niektorych zakonov, v platnom zneni;

predpisy na ochranu (dajov: znamenaji

zakon &. 18/2018 Z.z. o ochrane osobnych Gdajov
{ZOOW), v platnom zneni;

od 25. maja 2018, nariadenie Eurdpskeho
parlamentu a Rady (EU) 2016/679 z 27. aprila
2016 o ochrane fyzickych oséb pri spraclvani
oscbnych adajov a wvolnom pohybe takychto
Odajov, kltorym sa zrusuje smernica 95/46 / ES
(vieobecné nariadenie o ochrane osobnych
Gdajov - ,GDPR");

Protokol znamena protokol & 16T-MC-AMAN
ktory vymedzuje Stidiu v zmysle ust. § 29, ods, 12
Zol, a ktory tvorl prilohu €. 2 tejto Zmiuvy;

SkiaSajici znamena osobu podlia § 29 ods. 11
Zol, kiora je uvedena ako Skisajici v Protokole,
a uzatvorila so Zadavatelom samostatni dohodu
tykajicu Stadie;

Studijny liek znamena Mirikizumab

Zasady spravnej klinickej praxe znamenajd

IBT-MC-AMAN,_SK_Bipartite Inst_LOA_[site number2605]_ [P1 Lukac]_[28M11/2018)_FINAL

Paga 2 of 28

4 57



Bipartile Institution Contract — Interventional Study
QUS Lilly LoA Template - Slovakia

Global Varsion: 01 2018

Affiliate Version: April 2018

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

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 Confrol as per
clause 35 of AoP;

Informed consent: shall mean the informed consent
as per clause 28, par. 13 el 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, letler a) of AcP;

Confidential information: shall mean the
information defined by clause Ill of this Agreeament:

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 on payment discipline, banking details,
operational and geographical data etc.;

Remuneration: shall mean the financial
remuneration to the Institution for performance of the
Study as outlined in clause VIl 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
include monitoring of the Study and contracting with
clinical research sites; NOW THEREFORE, the
parties agree as follows:

WHEREAS, CRO zlso has entered into 3 separate
Agreement with doc. MUDr. Ludovit Lukac, PhD
regarding the performance of services in connection

zasady spravne] klinickej praxe v zmysle ust. § 29,
ods. 3 Zol a;

Schvidlenie znamena stanovisko Eticke] komisie
podia ust. § 33 ZoL a povolenie Statneho Ustavu
pre kontrolu liegiv podia ust. § 35 Zol;

Informovany sdhlas  znamend  informovany
slihlas podla § 29 ods. 13 a nasl. ZoL vwhradne na
formuléri schvdlenom zo strany Zadavatela;

Prirutka pre sk(sajdceho znamena prirucku pre
Skagajticeho pre Studijny liek, ktort SkiZajicemu
poskytne Lilly, v stlade s § 44 pism. a) Zol;

Ddverné informacie znamenajl informacie

vymedzena v élanku [l tejto Zmiuvy;

Osobné Odaje znamenajl, s chladom na Osoby
realizujice Stadiu osobné, Udaje podfa ZOOU,
okrem iného titul, meno, priezvisko, adresu, rodneé
Sislo, datum narodenia, dale] informéacie
o platobne] moralke, bankovych spojeniach,
prevadzkové a lokalizaéné Udaje, a pod,;

Odmena znamena finanénd odplalu  pre
Zdravotnicke zariadenie za vykonanie Stadie tak,
ako je vymedzena v clanku VII. tejto Zmiuvy;

Rozpocet znamena spdsob wipoétu Odmeny,
kiory je podrobne vymedzeny v prilche A tejto
Zmiuvy;

Dodatoéné naklady znamenajl dodatoéné
ndklady vymedzené v Elanku 8.7.2 tejto Zmiuvy
{vratane pododsekov);

Osoby realizujice  Stadiu  znamena|d
SkaZajoceho, jeho kolegov a spolupracovnikov
a jeho opravnenych zastupcov, kiorl sa podielajo
na Studii,

UVODNE VYHLASENIA:
MNAKOLKO, Spolo&nost CRO poskyluje
zadavatalovi sluZby klinicke] viskumne]

organizécie podlfa samostatnej zmluvy medzi CRO
a radavatelom. Medzi sluZby poskytované CRO
palri monitorovanie skiSania a uzatvaranie zmlGv
s centrami skiSania.

CRO, taktieZ uzatverila samostatnd zmluvu s doc.
MUDr. Ludovit Luka&, PhD v sdvislosti s vykonom
sluZieb tykajlcich sa tejto klinickej Stadie.
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with the Study.

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 after termination of this Agreement, the
Investigator conceives or reduces to practise, invents
or creates a work or invention, protected by
copyrights, Industry rights or other intellectual
property rights occuring as a result of the
performance of the Study or which would not be
concelved, reduced o praclise or created should the
Study be not conducted (including, without limitation,
new uses, processes, formulations, therapeutic
combinations or methods of treatment) or involving
the Study drug(s) or its simple derivatives (e.g. but
not limited to, antibody fragments, analogs, salts,
solvates, conformers, slerecisomers, racemic
mixtures, amorphous forms, crystal forms, crystal
habits, meltabolites, "prodrugs® (forms), free acids,
chelates, complexes, synthelic Intermediates,
isotopic or radio labelled equivalenis or mixtures
thereof) (hereinafter referred to as “Object of IP”),
the Medical Facility shall be under the obligation to
promptly notify Sponsor thereof;

1.1.2. the Medical Facility undertakes not to exercise
arly 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, fo
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 underiakes 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;

I. DUSEVNE VLASTNICTVO
1.1. Zmluvné strany sa dohodli na nasledovnom:

1.1.1. ak v priebehu Stidie alebo v obdobi jedného
roka po ukonéenl tejto Zmluvy SkaZajici
sformuluje, alebo wuplatni v praxi skutoénost,
wnéjde alebo wylvorl akékolvek dielo alebo
vyndlez, kloré podlieha ochrane autorskych,
priemyselnych alebo inych préav  dufevného
vlastniciva, ktoré si wysledkom uskutodfiovania
Stiidie, alebo ktoré by neboli sformulované,
uplatnené alebo wvytvoreng, ak by sa Studia
neuskutoénila, (vrétane, nie vEak wyhradne,
novych spdsobov uZivania, postupov, liekovych
foriem, terapeutickych kombinacii, alebo spisobov
lie&by), alebo kiora zahiia Studijny liek(y) v Stadii,
alebo jeho jednoduché derlvaty (napriklad nie v3ak
vyhradne, protilatkové fragmenty, analogy, soli,
solvaty, konformdcie, stereoizoméry, racemické

zmesi, amorfné formy, kry3talické  formy,
kryStalické  Struktiry, metabolity, ,prodrugs"
{formy), wvolné kyseliny, chelaty, komplexng

ZliZeniny, synietické medziprodukty, izotopické
alebo radiclogicky znacené ekvivalenty, alebo

zmesi  uvedenych) (dalej len _Predmet
dusevného viastnictva®), zavizuje sa
Zdravolnicke zariadenie ofejlo  skutoénosti

okaméite informoval Zadavatela;

1.1.2. Zdravotnicke zaradenie sa zavizuje, Ze
nebude uplathoval' vodl SkiZajicemu Zadne
préva v sGvislosti s Predmetom dusevného
viasinictva, alebo Ze zabezpell, #e =i vodi
Sk(Sajocemu nebude uplatfiovat Ziadne prava v
suvislosti s Predmetom duSevného vlastnictva. WV
pripade, Ze Zdravotnicke zariadenie napriek vysie
uvedenému nadobudne akékolvek préava k
Predmetu dusevného wvlastnictva, zavizuje sa
Zdravotnicke zariadenie do maximalnej moznej
miery pripustne] pravnyml predpismi bez
zhylotného odkladu previest Predmet duSevného
vlasinictva na Zadavatefa a poskytnat
Zadavalelovi vSetku polrebnd sGginnost, najma prl
zapise zmien do prislusného registra, a pokial toto
nebude mo¥né, Zdravolnicke zariadenie sa
zavézuje udelit Zadavatelovi vyhradnu licenciu na
poufivanie kaZidého Predmetu duSevného
vlasinictva, na neurdity ¢as, pricom Zadavatel ma
pravo dalej udelovat licencie fretim osobam.
Zdravotnicke zariadenie sOhlasi s tym, Ze odplata
za Ukony podla tohto bodu je zahrnutad v Odmene.
Zdravotnicke zariadenie sa zavdzuje poskyindt
Zadavatefovi v3etku potrebnd sGinnost  pri
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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 s0
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 |nvestigator shall be
obligated to enter into an agreement with
the Sponsor on the fransfer of the Object of
IP onto the Sponsor without any undue
delay, and to provide the Sponsor with all
necessary cooperation for registrafion 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 rght to further grant
sublicenses fo third parties;

the Invesligator undertakes to provide the
Sponsor with all necessary cooperation for
acts 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 IP.

1.1.4. the Medical Facility undertakes to ensure that
the provisions of the clause | of this Agreement shall

be reasonably applied and will

be reasonably

followed also by all Responsible persons.

1.2

Motwithstanding

the foregoing, scientific

conclusions and professional judgments regarding
the results of a Study in any publication submitted by

Investigator

shall be determined soclely by

Investigator and will adhere to the policies and

vy

Ukonoch podfa tohto bodu tak, aby Zadavatel
mohol podfa svojho uvéZenia wvyuZivat vietky
prava dufevného vlastniciva k  Predmelu
dusevného vlastnictva.

1.1.3. Zdravotnicke zariadanie berie na vedomie a
sthlasi s tym, Ze:

« Zadavatel a SkiSajlci sa dohodli na tom,
Ze Predmet duSevného viasiniclva bude
do maximalnej moZnej miery pripustnej
pravnymi predpismi vEdy patrit
Zadavatelovi, apreto sa Skisajlci
zavazuje zaregistrovat Predmet
dufevného viastnictva tak, Ze ako jeho
pvodca bude uvedeny konkrétny
Skdsajici aako majitel a prinlasovatel
Zaddavatel, a pokial toto nebude moZné,
potom sa Skisajlci zavdzuje v rozsahu
pripuslnom  pravnymi predplsmi bez
zbytofného odkladu uzatvorit
so Zadavatelom Zmiuvy o prevode
Predmetu dusevného vlastniclva na
Zadavatela a poskyinit Zadavatelovi
vietku pofrebnd sOfinnost pri zépise
zmien do prisluéného registra; a pokial
tolo nebude moZné, Skddajici sa
zavazuje udelit’ Zadavatelovi vyhradni
licenciu na pouZivanle katdého Predmetu
duSevného vlastnictva, na neurdity éas,
pricom Zadavatel mé& pravo dalgj
udelovatl licencie tretim osobam;

» SkiSajici sa =zavAzuje  poskyinat
Zadavatelovi vietku potrebnd sOéinnost
pri dkonoch podia tohto bodu;

»  Skisgjoci sohiasi s tym, aby Zadavatel
podla  svojho  viastného  uvaZenia
previedol akékolvek prava duSevného
viastnictva k Predmetu duevného
vlastnictva na iretiu osobu;

» Skisajici sa  zavdzuje  poskytndf
Zadavatelovi vietku potrebnd siginnost k
tomu, aby mohol Zadavatel podla svojho
uvaZzenia wyuiZivat prava duSevného
vigstnictva k Predmeftu duSewvného
vlastnictva.

1.1.4. Zdravotnicke zariadenie sa =zavdzuje
zabezpedit, Ze ustanovenia tohto bodu | tejto
Zmluvy sa primerane vztahuji a budd ich
rimerane dodriiavat’ aj vieiky Osoby realizujice
tadiu,

1.2. Bez ohfadu na uvedené budd vedecké zavery
a expertizy ohladom vysledkov Stddie v akejkolvek
publikécli, kioré predlofi skdaSajdcl, urené
vyhradne ski&ajlcim a budl v sdlade s predpismi
a zasadami stanovenymi Medzindrodnym vyborom
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principles of the International Commitlee of Medical
Journal Editors and other major medical journals and
will not be subject to censor or unreasonable control
or delay by Lilly.

Il. RIGHTS AND OBLIGATIONS OF THE MEDICAL
FACILITY

2.1. The Medical Facilily agrees thal the Investigator
shall personally participale in and supervise the
process and performance of the Study for which it is,
under AcP, 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 cbligations arising under this
Agreement and the directives as per clause || of this
Agreement. The Medical Facllity 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 at 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
pariicipation,

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

2.2.1, all conditions set forth by the Protocol andlor
its amendments;

2.22. valid directives regarding Good Clinical
Practice Guidelines or other generally binding legal
requlations;

2.2.3. the conditions specified by the Approval;

2.24. all other legal regulations that form a part of
generally binding legislation of the Slovak Republic,
especially the AoP (especially all obligations
stipulated by clause 29 et seq. and 44 of AoP), act
Mo, 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,
confractors and employees of the Medical Facility
participating in the Study, as well as any Sponsor-
approved sub-zites or satellite sites have been
acquainted with, understand and agree to comply
with the obligations set forth by this Agreement;

vydavatelov  lekarskych  odbornych Casopisov
(International Committee of Medical Journal
Editors) a daldimi wyznamnymi lekarskymi

tasopisy a nebudd podliehat cenzlire alebo
neprimeraneé kontrole €l odkladanie publikovanie
zo strany spoloénosti Lilly.

Il. PRAVA A POVINNOSTI ZDRAVOTNICKEHO
ZARIADENIA

2.1. Zdravoinicke zariadenie sdhlasi s tym, Ze
Sk(&ajlcl sa osobne z(&astni a bude dohliadat na
priebeh a realizaciu Stadie, za ktord je podla Zol.
odborne zodpovedny a poskytne Skasajlicemu pri
vykone Klinického skiSania wvietku potrebni
sliéinnost, vratane povinnosti preSkolit Osoby
realizujice Stadiu, vzmysle prav a povinnost
vyplyvajicich z tejio Zmluvy a pokynov v silade
sél. [l tejto Zmluvy. Zdravotnicke zariadenie
siihlasi stym, Ze potas uskutodfiovania Stadie
nebudd vyuZival iné pracovisko alebo sateliing

. pracovisko, pokial Lilly neda svoj pisomny sihias

na wyuZitie Inych pracovisk alebo satelitnych
pracovisk. Pokial budd SkdSajici  alebo
spoluskiajici uskutodiiovat Zast Stadie vinom
zariadeni alebo nemocnici ako je Zdravotnicke
zariadenie, bude Zdravoinicke =zariadenie
zodpovedné za to, aby tolo pracovisko bolo
obozndmené s tym, Ze sa podiefa na Stidii a dalo
svoj shhlas k O&asli.

2.2. Zdravotnicke zariadenie bude dodrZiaval a
zabezpedi, aby Skasajlci dodrZiaval:

2.2.1. vietky podmienky stanoveng v Protokole
a/alebo jeho dodatkoch:

2.2.2. platné pokyny o Zasadach spravnej klinickej
praxe alebo iné véeobecne zavazné predpisy;

2.2.3. podmienky Specifikované v Schvaleni;

2.2.4. vietky daldie pravne predpisy, ktoré sa
stiéastou  vieobecne  zdvaznych  pravnych
predpisov SR, ato najmi ZoL, (predovietkym
vietky povinnosti stanovené v § 29 a nasl. Zol),
zakon S76/2004 Z.z., o zdravotnej starostlivosti v
zneni neskoriich predpisov.

2.3. Zdravotnicke zariadenie zabezpe#i, aby:

2.3.1. spolusku3ajici, Osoby realizujtce Studiu,
zmluvni partneri a zamesinanci Zdravotnickeho
zariadenia, ktory sa podielaji na realizécii Stadie,
ako aj dlastofné alebo salelilné pracovisko
schvélené Zadavatefom, boli oboznameni s
povinnostami stanovenymi v tiefto  Zmluve,
porozumeli im a sdhlasia s ich plnenim;
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2.3.2. aqualified physician or his associate 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:

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

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

2.4.3. it acknowledges and agrees that the Sponsor,
its designated representative or domestic or foreign
regulatory agency may review the Medical Facilities’
processes, inspect eguipment 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 notice 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
opporiunity to provide assistance to the Medical
Facllity in responding such review, audit or
inspection. The Medical Facility is required to provide
the Sponsor with the results of such review, audit or
inspection. When data is reviewed by an on-site
scheduled wvisit 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:

251, 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 Protocal, and not o use those for any other
Purposes;

v Zdravotnickom  zariadeni bol za
starostlivost o pacientov aza daldie prislusné
aspekty tejlo Stidie zodpovedny kvalifikovany
lekéar alebo jeho spolupracovnik s opravnenim
vykonavat lekdrsku prax.

2.3.2

2.4, Zdravotnicke zariadenie prehlasuje, Ze:

2.4.1. splita podmienky pre vykondvanie klinického
sk(3ania podla § 29 ods. 2 Zol, a v pripade, Ze
Zdravolnicke =zarladenie nie je schvalenym
pracoviskom podla § 29 ods. 2 Zol , zavazuje sa
poskyindt' Lilly vSetku potrebni sdéinnost na
ziskanie tohto schvaienia,

odmenu  inému
za cdporucenie

2.4.2. neposkytne Ziadnu
zdravotnickemu  zariadeniu
pacientov pre Géely Stadie;

2.4.3. berie na vedomie a suhlasi, Ze Zadavatef,
jeho menovany zastupca, alebo miestny &
zahraniény organ 3tatneho dozoru méZe podrobit
kontrole postupy Zdravolnickeho zariadenia,
skontrolovat' vybavenie a zéznamy tykajlice sa
Stadie (vratane savisiacich lekarskych zaznamov
vietkych pacientov v Stadil) a dalej tie postupy,
vybavenie alebo zdznamy, ktoré si zabezpelené
akymkolvek zmluvnym parinerom, zastupcom
alebo zariadenim, ktoré Zdravoinicke zariadenie
vyuiva pri realizdcii Studie. Zdravotnicke
zariadenie okamiite 0zZnami a upozorni
Zadavatela na akykolvek dradny, vladny &
dozorny prieskum, audit, alebo indpekciu
Zdravoinickeho  zariadenia, alebo postupov
tykajlcich sa Stidie. Zadévatel bude mat moZnost
poskytnit Zdraveinickemu zariadeniu podporu
poZas takéhoto prieskumu, auditu, slebo
indpekcle. Zdravolnicke zariadenie je povinng
poskytnit  Zadavatefovi  vysledky lakéhoto
prieskumu, audifu & ingpekcie. Pokial bud{ Gdaje
podrobené planovanej kontrole na mieste zo
strany zastupeu Zadévatela, SkaSajocl bude mat
vietky primerane dostupné Odaje dpiné a
pripravené  k hodnoteniu, obdffané potas
predchadzajiceho diia.

2.5. Zdravotnicke zariadenie sa zavazuje:

251, poskytndt  Sk(Sajicemu  primerané
podmienky awvietku potrebnld  sOginnost  pri
vykondvani Stadie.

2.52. pouZivat Studijné lieky vyluine podfia
Protokolu a nepouZivatl ich na Zladne iné GSely;
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2.5.3. fo follow the Sponsor's instructions regarding
handling the Study drugs;

254. 1o ensure that destruction WMirikizumab
approved by Lilly in wrifing, 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 Investigative
party agree to obtain 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.

2.5.8. In the event that there is a lack of compliance
with the conditions of this Agreement, the Sponsor
shall ba entitled to secure compliance with these
conditions andfor fo terminate the participation of the
Medical Facility in the Study. The Sponsor shall be
entitled to withdraw from this Agreement ex nunc,
effective as of the moment of delivering a letter of
withdrawal to 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 daia collection during the
Study, including all source documentation, 1D codes
of patients enrolled 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 j) of AoP) or the duration required
by the EU direclive, provided, however, that in the
unlikely event thal 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 invesligated, 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 fo meet such requirements. The Investigator
and/or Instifution agree to take the appropriate
measures {o prevent premature destruction of
essential documents.

2,5.3. postupovat’ podia inStrukcil Zadavatela,
tykajucich sa zaobchadzania so Studijnymi liskmi;

2.5.4. zabezpedit, e destrukcia Mirikizumab hola
pisomne povolend spolofnostou Lilly, alebo
vydanie liekov v Stadii v Zdravotnickom zariaden,
bude prebiehat’ v sllade so vietkymi prislunymi
zalkonmi a predpismi.

2.5.0. Pokial bude ski3ajlca strana od subjekiov
Stidie zhromazdovat akékolvek biologické vzorky
pre samostatny vyskum, budl také wzorky
zhromaZdované iba pred podanim skOmaného
lieku (lieCiv) & prostriedku  {prostriedkov).
SkOSajica strana sa dale] zavizuje =ziskat
samostatné informované slhlasy v pisomne
podebe a konkréiny sihlas eticke] komisie s
takymto vyskumom a dodriiavall vo wvzfahu k
takymto vzorkdam wvSetky prévne predpisy na
ochranu esobnych Odajov.

2.5.6. Vpripade nedodrZzania podmienok tejto
Zmluvy bude Zadavate! opravneny zabezpedit
spinenie tychlo poZiadaviek afalebo ukonéit Géast
Zdravotnickeho zaradenia v Stadii. Zaddvatel
bude opravneny od fejto Zmluvy odstapit
s uginkami ex nunc, ktoré nastand v okamihu
dorufenia pisomného oznamenia o odstipeni
Zdravotnickemu zariadeniu. V pripade odstapenia
od Zmluvy podla tohto bodu sa primerane pouZiji
ustanovenia bodu 1X tejto Zmiuvy.

ll. DOVERNE INFORMACIE, UCHOVAVANIE
ZAZNAMOV

3.1. Zdravotnicke zariadenie sihlasi a berie na
vedomie, Ze vietky zaznamy o zbere Gdajov poas
Stidie, wvratane =zdravotnej dokumentacie,
identifikaénych kodov pacientov zaradenych do
Stadie, & akychkolvek inych dokumentov
shvisiacich so Studiou, musia byt uchovévané po
dobu pétnastich (15) rokov po skonéeni alebo
prerudeni Klinického skdSania (v sllade s § 42
ods. 2 ZoL a 44. pism. j Zol) alebo podia
poZiadaviek smernice EU, aviak stym, Ze
v nepravdepodobnom pripade, 2e by ICH alebo
FDA poZadovali lehotu pre uchovavanie zaznamov
(. dva (2} roky od dalumu rozhodnutia FDA o
registracii  hodnotenédho lietiva (liediv) pre
skimand indikéciu, alebo pokial Zadost o
regisiraciu nebola schvalend, dva (2) roky od
okamziku, kedy spoloénost Lilly informovala FDA o
prerudeni IND) viac ako pétnast (15) rokov, bude
spoloénost  Lilly  informovat  zdravoinicke
zariadenie o akejkalvek dodatotnej éasove] lehote,
potas ktorej musia byt zéznamy uchovavané tak,
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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 WMedical Facility undertakes to ensure
confidentiality and non-disclosure of all information
concerning the patients enrolled in the Study,
infarmation provided by the Sponsar 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
enfity, the Medical Facility shall notify the Sponsor
thereof immadiately, and shall not give access to any
confidential information without the Sponsor's prior
written consent. If a third party endeavours o gain
such access by claiming their legal right, the Medical
Facllity shall reasonably cooperate with the Sponsor
in cases where the Sponsor wishes fo underiake
fegal steps to challenge such a claim or disclosure,
provided that the Medical Facility shall not under any
circumstances be obliged to viclale any laws,
regulations and juridical or administrative decision.

3.4. The Medical Facllity undertakes fo ensure that
the provisions of clause Il of this Agreement shall
be, fo 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
freated 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.

3.6. The foregoing confidentiality and non-use

aby boli tieto poZiadavky spinené a zavazuje sa v
tejfo  stvislosti poskyinit Zadavatefovi vSetku
potrebnii  sGéinnost. Zdravolnicke zariadenie
askigajdci sOhlasia stym, Ze urobl také
opatrenia, aby zabranill predéasnej de&lrukeii
dalezitjch zaznamov.

Ak nastane zmena v zodpovednosti za zdznamy o
&Gdii alebo ich wlastnictva (napr. odchod
sk(Zajuceho do dobchodku alebo uzavretie
zdravotnickeho zariadenia), musi o tom ska3ajlci
a zdravotnicke zariadenie informovat’ Lilly.

3,2. Zdravotnicke zarladenie sa zavdzuje
zabezpetit dovernost a nespristupnenie vietkych
informacii tykajlcich sa pacientov zaradenych do
Stadie, informécii  poskytnutych Zadavatefom
alebo nim urienymi osobami, alebo inak
ziskanych informéacii v stvislosti so Stadiou, ibaZe
spristupnenie informécii podfa tohto bodu je
poZadované wvieobecne zavdznymi pravnymi
predpismi, alebo k spristupneniu informacii podla
tohto bodu udeli Zdravotnickemu zariadeniu
sthlas Zaddvatel, v rozsahu povolenom
prislugnymi pravnymi predpismi.

3.3. Vpripade, Ze je spristupnenie Ddvemych
informécil poZadované akoukolvek inou fyzickou Ci
pravnickou osobou, Zdravotnicke zariadenie to
okamZite oznami Zadavatefovi alebo CRO
a nespristupni #iadnu dévernd informaciu bez
predchadzajiceho pisomného sihlasu
Zadavatela alebo CRO. Pokial tretia strana usiluje
o takélo spristupnenie nérokovanim si zakonného
prava, bude Zdravotnicke zariadenie primerane
spolupracovat so Zaddvatelom alebo CRO
v pripade, #e si Zadavatel, alebo CRO praje
podnikndt préavne kroky k napadnutiu takeéhoto
naroku, alebo spristupnenia, za predpokladu, Ze
Zdravolnicke zariadenie nebude v Ziadnom
pripade povinné porusit Ziadny zdkon, predpis &i
sidne alebo spravne rozhodnutie.

3.4. Zdravotnicke zariadenie sa zavdzuje
zabezpedit, Ze ustanovenia bodu (11 tejto Zmluvy
budd v rovnakom rozsahu dodrZiavat vietky osoby
podiefajice sa na Stidii, najmd spoluskigajici,
Osoby  realizujice  Stddiu,  zamestnanc
Zdravotnickehe zarfadenia, zmluvni pariner
Zdravotnickeho zariadenia a ich zastupcovia.

3.5. Podmienky tejto Zmluvy budl( taktieZ
povaZované za doverné a mézu byt spristupnené
iba wvrozsahu poZadovanom zdkonom alebo
vrozsahu pofrebnom pre ziskanie suhlasu
s uskutotnenim Stidie Zdravotnickom zariadent,

3.6, Vy3sie uvedené povinnosti na nespristupnenie
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obligations shall not apply to information that;

3.6.1. is or later becomes part of the public domain
other than through the breach of obligation or duty of
the Medical Facility;

36.2, was known to the Medical Facility prior to
disclosure by the Sponsor or its representative or a
third party respectively, without violation of the
obligaticn {o the Sponsor or 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
Investigators 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 Investigater shall have the right to
use the data for their own internal non-commercial
educational, research, quality assurance, andfor
patient 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 Ill. of this
Agreement, the Medical Facility furlher agrees fo the
following:

3.8.1. Enrolment of patients — any information
designated for the enrolment of patients in the Study
must comply with any relevan! laws, direclives 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;

a nepouZivanie ddajov sa nevzfahuji na
informéacie, ktoré:

3.6.1. 0, alebo sa neskor stand, verejne znamymi
inym spdsobom, neZ poruZenim povinnesti alebo
zavazku Zdravolnickeho zariadenia:

3.6.2. boli Zndme Zdravotnickemu zariadeniu uZ
predtym, neZ mu boli spristupnené Zaddvatelom
alebo zdstupcom Zadavatela, & dalfou trefou
stranou, bez poruSenia povinnosti na zachovanie
dbverného charakteru informdcii voti Zadavatelovi
alebo votl akejkolvek ftrete] strane, a ftilo

skutofnost je moZné preukdzat pisomnou
dokumentaciou; alebo
3.6.3. boli ziskané nezavislou &innostou

Zdravoinickehe zariadenia, ktoré nemalo pristup
k Dovernym informacidm poskytnutym zo strany
Zadavatela, a tito skutoénost je moiné preukéazat
pisomnou dokumentaciou.

3.7. Udaje.

Udaje =ziskané v rédmci Stidie, s vynimkou
zdravotnickych zdznamov o pacientoch, ktoré
nesdvisia s uskutofiovanim Stidie, nespracované
zdrojové Gdaje, pdvedné lekdrske zaznamy,
"Zdrojové dokumenty" a "Zdrojové Gdaje”, ako sl
definované v ICH smerniciach, dalsie osobné
zaznamy a oscbné poznamky skiajlceho, budd
vyhradnym  viastnictvom Zadavatela a budd
podliehat povinnostiam o uchovavani Dévernych
informéacil a povinnostiich nepouZitia, ako je
stanovené v tejto Zmiuve. Zdravotnicke zariadenie
alebo skiSajlci maji prave pouZivat tiefo Udaje
pre svoje vlastné interné nekomeréné vzdeldvacie
¢i vyskumné potreby, na ugely zabezpedenia
kvality alebo starostlivosti o pacientov.

3.8. Vsilade spodiadavkami na wuchovavanie
Dovernych informacii a na dovoleny rozsah ich
vyuZitia, ake je stanovend v Eldnku [l tejto Zmiuvy,

Zdravotnicke Zariadenie dalej sihlasi
5 nasledujicim:

3.8.1. Zarad'ovanie pacientov - akeékolvek
informacie, urfené k zaradeniu pacientov do
Stadie, musia byt vsllade s prislugnymi
zakonmi, vyhlaskami  a  ostalnymi  pravnymi
predpismi.

3.8.2, Informacie pre flag - Zadavatel musi
pisomne schvalit wvyhlasenia Zdravotnickeho
zariadenia uréené pre tlad, ktoré sa tykajo Stadie
alebo Studijnych liekov, a to predtym, ne? tieto
wyhlasenia zverejni:
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3.8.3. Inquiries from media or financial analysts —
during and after the Study the Medical Facility may
receive inquiries from reporters or financial analysts.
The Medical Facility agrees to confer with the
Sponsor's Research Physician or Medical Director at
Eli Lily Slovakia, sro., Panenska 6 81103
Bratislava, Slovak Republic (tel. 00421 2066 3111)
or Lilly's Corporate Communications Depariment in
the United States at (tel. 001 317 276 3402) to
discuss such inquires 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 ils name in Study publications
and communications, including Clinical Trial web
sites and Study newsletlers and the Sponsor may
disclose the Medical Facilitys name, business
contact information and the names of any sub-
investigators, the lype of services performed by the
Medical Facllity 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 securlty policies, standards
and/or procedures in place to protect ihe
confidentiality and integrity of confidential
information, as well as certain protected health
Information as that ferm is defined under local
privacy laws. Institution further represenis and
certifies that they have procedures and/or processes
for identifying threats and wulnerabilities to their
information system{s), and will train their personnel
accordingly. The Instilution agrees that all personal
data transferred to or stored on any mobile device,
including but not limited to smart phones, laptop
computers, compact discs, PDAs, thumb drives,
backup tapes, andfor zip drives, shall utilize
encryption.

3.8.3. Otazky médii afinanénych analytikov -
V priebehu Stadie a po jej skonéeni sa mézu na
Zdravoinicke zariadenie obratit s otdzkami média
alebo finanénl analyticl. Zdravotnicke zariadenie
sa lymio zavézuje prediym, neZ bude na takéto
otézky odpovedaf, tieto otdzky prediskutovat s
lekérom pre klinicky wyskum Zadéavatela, alebo
s riaditelom medicinskeho oddelenia Zadavatefa
Eli Lilly Slovakia, sr.c., Panenska 6, 81103
Bratislava, Slovenska republika (tel. 00421 2066
3111), alebo 8 oddelenim Corporate
Communications Department spoloCnosti  Lilly
v USA (tel. 001 317 276 3402).

384 PouZivanie mena - Zdravoinicke
zariadenie sa zavidzuje nepouZlvat nazov CRO
Zadavatela ani mend zamestnancov v Ziadnom
rekilamnom & predajnom propagaénom materiali,
ani v Ziadne| inej publikacii, bez predchadzajiceho
pisomného sOhlasu CRO afalebo Zadavatela.
Zdravoinicke zariadenie sihlasi, #e jeho nazov
bude pouZity v publikdclach, alebo wyhlaseniach
o Stadii, vratane internetovych strénok a bulletinov
o Stidii, a Zadavatel mdZe uvergjnil’ nazovimeno
Zdravoinickeho =zariadenia amend akychkolvek
spoluski&ajacich, ich kontakiné obchodné Udaje,
typ  slufieb  poskytovanych  Zdravoinickym
zariadenim afalebo akymkolvek spoluskasajocim
pre Zadavatela podla fejto Zmluvy, existenciu
a podmienky tejto Zmluvy a vyiku odmeny, ktord
Zadévatel zaplall za sluZby Zdravotnickeho
zariadenia alebo za sluzby akéhokolvek
spolusklsajaceho, za  G(Géelom  dodriania
prisludnych  zédkonov  apravnych predpisov.
Zdravoinicke zariadenie ponesie zodpovednost za
to, 2e  zabezped, aby  spoluskisajici
Zdravoinickeho zariadenia sOhlagili s tymito
podmienkami s uvergjiiovanim informacil.

3.9. Zabezpedenie informacii.

Zdravotnicke zariadenie vyhlasuje a potvrdzuje, e
ma zavedene a zdokumentované predpisy,
Standardy alebo postupy v oblasti zabezpedenia
informacil za GEelom ochrany dévernosti a integrity
dévernych informécii a wybranych chranenych
zdravoinych (dajov, ako je tento pojem definovany
podla miesinych pravnych predpisov na ochranu
osobnych (dajov. Zdravotnicke zariadenie dalej
vyhlasuje a potvrdzuje, Ze ma zavedené postupy
glebo procesy umoZiiujice odhalovania hrozieb a
slabych miest v jeho informagnom systéme
(systémoch) a Ze zodpovedajicim spdsobom
preSkoli  svojich  pracovnikov. Zdravotnicke
zariadenie suhlasi s tym, Ze vietky osobné (daje
zasielané alebo uloZené na akomkofvek mabilnom
zariadeni, najmé chytrych telefénach, laptopach,
kompakinych diskoch, zariadeniach PDA, flash
diskoch, zéloZnych paskach alebo zips disketach,
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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 is processing personal
data as governed by the Agreement. Institution shall
maintain written records of the processing of all
personal data and shall provide such written record
to Lilly promptly upon request and agrees that such
written record may be submitted by Lilly to any third
parly 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 Lily and Institution will each maintain a
comprehensive privacy and securify program
designed o ensure thal personal data will only be
processed in accordance with the ferms of this
Agresment, 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 fo manage requesis from data
subjects for access, amendment, transfer, blocking,
or deletion of personal data. Institution
acknowledges that in order to maintain the infegrity
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 to any data protection impact assessments
andlor prior consultations with Government
Authorities that may be required in respect of
processing carried out under the Agreement.

4.6 Security Incidents.

budi kédované.

IV. BEZPECNOST A OCHRANA OSOBNYCH
UpAJov

4.1. Pri spracovani osobnych Gdajov na (ely
pinenia povinnostl =z tejto  zmluvy stanovuje
spoloénost’ Lilly, ktord kond ako spravca Gdajov,
Ucely a prostriedky takého spracovania osobnych
Udajov. Zdravotnicke zarladenie spracovava
osobné adaje tak, ako je upravené ito zmluvou,
Zdravotnicke zariadenie vedie pisomné zaznamy o
spracovaniu vietkych osocbnych ddajov a na
poZiadanie tieto pisomné zdznamy bezodkladne
predioZi spoloénosti Lilly a sdhlasi s tym, Ze
spoloénost Lilly ich mbZe predloZit spraveovi
Udajov - tretej strane (ak je to relevantné) a
prislugnym Statnym a regulaénym organom.

4.2, Zdravoinicke =zariadenie spoloénosfi Lilly
bezodkladne oznami, pokial porusl podmienky
alebo povinnosti ustanovené v tomto &anku alebo
Ze sa o takomio porudeni dozvedia.

4.3. Spolotnost Lilly aj zdravotnicke zariadenie
budi realizovat komplexny program ochrany a
bezpeénostl oscbnych ddajov, ktory je nastaveny
tak, aby sa zabezpedilo, Ze osobné GOdaje budl
spracovavané wyhradne v silade s podmienkami
tejto zmluvy, vratane vymenovania poverenca pre
ochranu osobnych C(dajov, ako to vyzadu;ﬁ
prisludné pravne predpisy.

4.4, Spoloénost Lilly a zdravotnicke zariadenie
stihlasi s tym, Ze zdravoinicke zariadenie je 2 nich
najlepsie vybavené na to, aby vybavovalo #adosti
dotknutych osbb o pristup, opravu, odovzdanie,
zablokovanie alebo vymazanie osobnych Gdajov.
Zdravotnicke zariadenie berie na vedomie, 2e k
zachovaniu integrity vysledkov &lidie mdZe dojst k
obmedzeniu mozZnosti opravy, zablokovanie alebo
vymazanie osobnych (dajov v sllade s
prislusnymi pravnymi predpismi.

4.5. Posidenie wvplyvu na ochranu osobnych
udajov,

Zdravotnicke zariadenie bude spolupracovat so
spolotnostou Lilly a poskytne Jej sodinnost pri
akomkolvek posudzovani wvplyvu na ochranu
osobnych ddajov alebo pri predchadzajlcich
konzultacidch so Statnymi orgdanmi, kloré maZu byt
potrebné vo vzfahu k spracovaniv udajov podla
tejio 2miuvy.

4.8. Pripady porudenia bezpaénosti.
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46.1. Notification of Security Incidents. The
Institution agrees lo notify the Lilly within thirty-six
(36) hours of discovery of a security incident and will
cooperate with reasonable Lilly requesis for
information regarding such security incident as
necessary to enable Lilly to determine and comply
with Lilly's notification obligations under Applicable
Law.

4.6.2. Institution agrees to indemnify Lilly for all
losses resulting from any securily incident due to
negligence or willful misconduct by Institution, its
agents, ts affiliates, or any Processor retained by
Institution, including but not limited to legal damages,
government penalties, and/or mitigation expenses.

4.7. Site Personnel Data.

4.7.1 The contracling Parties expressly give consent
to the Sponsor or persons designated by the
Sponsor for collecting, to the maximum exient
allowed by the applicable legal regulations, Personal
data of the Study team or Site Staff (hereinafter in
this Article ag “Site FPersonnel Data” and/or "Personal
data") and the Parlies 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
fulfill Sponsor's business, marketing, scientific, and
other purposes, including;

#4.7.1.1. 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 conirol and Study management; and

4,7.1.4. disclosures of the Personal data to the
Ethical Review Boards, Ethics Commitless or
national or foreign regulatory authorities in
connection with their performance of review or
oversight responsibilities for the Study.

4.8. As part of Lilly's legitimate interest in improving
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

4.6.1. Oznamenie pripadov narugenia
bezpeénosti. Zdravotnicke zariadenie sa zavdzuje
informovat’ spolo¢nost Lilly do tridsiatich Siestich
(36) hodin od =zistenia pripadu naruSenia
bezpeénosti a vyhoviet odbvodnenym Ziadostiam
spolocnosti Lilly o poskytnutie informacii o takomto
pripadu naruenia bezpeénosti tak, ako to bude

" potrebné, aby spolo&nost Lilly mohla uréit, aké ma

podla prisiugnych pravnych predpisov
oznamaovace] povinnosti, a aby tieto povinnosti
mohla spinit.

4,6.2, Zdravoinicke zariadenie sa zavdzuje, Ze
spoloénost  Lilly odSkodni za v3etky straty
vyplyvajiice z akéhokolvek pripadu naruSenia
bezpetnosti v dobsledku nedbalosti alebo
timyselného konania zdravotnickeho =zariadenia,
jeho zéstupcov, spriaznenych osdb &i akéhokolvek
spracovatela  angafovaného  zdravolnickym
zariadenim, &o zahfiia najmd zakonnd nahradu
gkody, sprawvne pokuty alebo wydavky na
Zmiernenie §kod.

4.7. Udaje o pracovnikoch riesitelského centra

4.7.1. Zmluvné strany vyslovne davaji svoj sGhlas
ktomu, aby Zadavatel alebo osoby, ktoré
Zadavate!' urdi, zhromaZdovali v maximéing]
moZnej miere povolene] pravnymi  predpismi
Osobné Udaje pracovnikov rieditelského centra
(dalej v tomto odstavel ako ,Udaje o pracovnikoch
rieSitelského cenira" alebo ako ,Osobné ddaje”}),
a Zmluvné strany berd na vedomie, Ze tieto osoby
mézu poskytovat ich Osobné Gdaje obchodnym
partnerom a dodédvatelom spolupracujicimi so
Zadavatefom v zéleZitostiach tykajtcich sa Stadie
ato pre spinenie obchodnych, marketingovych,
vedeckych a inych Géelov Zadavatela vratane:

4.7.1.1. dodriiavania plalnych zakonov a
predpisov tykajdcich sa meZnych finanénych
konfliktoch zaujmov;

4, 7.1.2. hodnotenia kvalifikacie pracovnikov pre
ely uskutodnenia Studie;

4, 7.1.3. kontroly kvality a riadenia Studie; a

4. 7.1.4. zverejnenia Osobnych Gdajov vyborom
eticke] kontroly, etickym komisiam alebo narodnym
¢ zabraniénym orgénom 3isineho dozoru,
v slvislosti s plnenim kontrelnych, & dozomych
povinnosti tychto organov v ramci Stadie.

4.8. Za Gtelom uspokojenia opravneného zaujmu
spolotnosti Lily na zlepSovanie vykondvanie
wyskurnnyeh Stadii méZu byl (daje pracovnikov
rieSilelského centra tieZ zhromaZdované s ddajmi
zinych zdrojov Zadavatela alebo osoby, kioré
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of business decisions, including decisions involving
future research activities.

Investigator and/or site personnel whose Site
Fersonnel Daia are processed for this specific
purpose may object to 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 facllities 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 to
be transferred to countries outside of the EU that do
not provide for adequate level of personal data
protection according to European Commission. Lilly
will process and store Site Personnel Data collected
for the purposes above as long as it is necessary, in
any case no longer than the time of duration of these
puUrposes.

i 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 ufilize 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, seltling 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 party may address the
Sponser or persons designated by the Sponsor with
enguiries 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 acling
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.

Zadavatel urél avyhodnocované pre Oely
obchodnych rozhodnuli, vratane rozhodnuti
tykajlcich sa budlceho vyskumu.

Skasajlci alebo pracovnici rieSitelského centra,
ktorych (daje s0 spracovdvané za tymto

Specifickym  Ofelom, mdiu proti takémuto
spracovaniu  uplainitt wol spoloénosti  Lilly
namiethky,

Zadavatel alebo osoby, ktoré Zadavalel urél, mbze
ukladat, alebo spracovavat Osobné Gdaje v USA,
alebo wvinych krajindch, ato v zarladeniach
Zadavalela alsbo osob, ktoré Zadavatel urf
alebo zariadeniach so Zadavatefom, spojenych, po
dobu existencie obchodnych polrieb, alebo
pravnych zavazkov, a to za predpokladu, Ze
spolognost Lilly v sulade s prdvnymi predpismi
zaisti adekvatnu  droveni ochrany ddajov
pracovnikov centra, kioré maji byt odovzdané do
krajin mimo EU, kioré podfa Eurdpskej komisle
neposkytujt adekvatnu drovenf ochrany oscbnych
(dajov. Spolotnost Lilly bude Gdaje pracovnikov
centra zhromaZdené na uvedené (Glely
spracovaval a uchovavat len po dobu nevyhnutne
nutnd, najdihdie potas trvania tychto téelov.

4.9. Zmluvné strany berd na vedomie a suhlasia s
tym, e Zadavatel alebo osoby, kioré Zadavatel
uréi, spracovava Oscbné Gdaje tak manualne, ako
aj automaticky, a & je opravneny ich
zhromaZdovat, spracovavat (v zmysle ZO0OU)
avyuZlvat, wvsllade spravnym poriadkom
Slovenske] republiky a toute Zmluvou, za déelom
vyplyvajlcim z prisludnych pravnych predpisov a
za Ufelom poskytovania sluZieb, predaja vyrobkov
atovary, wyl&tovania a prevadzania dkonoy -
spojenych s vy3Sie uvedenym, a to v rozsahu
nevyhnulnom k doslahnutiv vy&8ie uvedenych
Uéelov a po dobu nevyhnuitnd k napineniu
uvedenych clefov, najdihgie vEak po dobu
stanovend prisludnymi pravnymi predpismi, alebo
v sUlade s nimi. -

4.10. SkuSajuca strana sa mdZe obratit na
Zadavatela alebo osoby, kioré Zadavatel urdi,
s otazkami ohladne zhromazdovania &i vyuZivania
Osobnych (dajov Zadavatelom alebo osobami,
ktoré Zadavatel uréi.

V pripade, kedy Ski3ajlca strana v ramci Sinnost|
podfa fejto Zmiluvy spracovdva Oscbné ddaje,
osobné ddaje o tretich osobach a osobne ddaje,
ktoré ma odovzdal Zadavatelovi, zavézuje sa
Skdsajlica strana zabezpecit ziskanie

Infarmovaného sthlasu v sllade s prisluSnymi

pravnymi predpism.
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4.11. The Investigater shall have access to s
Personal data that the Sponsor or persons
designated by the Sponsor have collected, and It
may have corrections made to its Personal data, if
Inaccurate.

Under certain circumstances, Investigator, and
Institution personnel have a right to require restriction
of processing of their Site Personnel Data and
erasure thereof, and also a right to Site Personnal
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 Insiilution agrees to obtain the
permission/iulfill 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.

413, 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 respectively, shall no
longer process Personal data acquired after the
consent has been withdrawn and Personal data
acquired prior to that, but unprocessed to that date.

4.14, Investigator and Institution may contact Lilly
with Ingquiries 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 ifs 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

4.11. SkiSajici bude maf pristup k svojim
Osobnym ddajom, ktoré Zadavatel alebo oscoby,
ktoré Zadavatel urdil, zhromazdil a mdZe nechaf
opravit svoje Osobné ddaje, ak si v nich
neprasnosli.

Za urtitych okolnost! maju skagajicl a pracovnici
zZdravoinickeho zariadenia préavo poZadovaf
obmedzenia spracovania tychio svojich Odajov a
ich vymazanie, a maji tie pravo na prencsnost
tychto svojich Odajov. StaZnost protl spracovaniu
Udajov pracovnikov centra spolotnostou Lilly
mbZe byt podana na Urade pre ochranu oscbnych
Udajov Slovenskej republiky.

4.12. Spolotnost Lilly podpisom tejto zmiluvy
zdravoinicke zariadenie poveruje — a zdravotnicke
zariadenie sdhlasi -, Ze od pracovnikov
rieSitelského centra bud z(ska suUhlas &0
zhromaZdovanim, prenosom a pouZitim ich Udajov
spoloénosiou Lilly na Géely opisané v tejio éasti
alebo je o uvedenom naleZite upovedomi, a to v
stilade s platnymi predpismi,

4.13 SkiSajici je opravneny kedykolvek odvolat
svoj sihlas so spracovanim Osobnyjch Udajov, a to
wyslovnym a uréitym prejavom vble (napr. formou
doporudeného listu). Po odvolani sdhlasu
Fadavatel, alebo tretia osoba nebude dalej
spracovavat Osobné Gdaje ziskané po odvolani
sthlasu so spracovanim a Osobné (daje, kioré
boli ziskané pred odvolanim sOhlasu, ale neboli
doposial spracované,

4.14. SkiZajicl alebo pracovnici zdravoinickeho
zariadenia sa mbZu obratit na spoloénost’ Lilly s
otdzkami ohladom zhromaZdovania & vyuZivanie
ich Udajov spoloénostou Lilly. Spoloénost Lilly sa
zavizuje, 2e bude dodriiaval vietky prislugné
zakony apravne predpisy ohfadne pouZivania
Osobnych Gdajov.

4,15, Skusajlci prehlasuje, Ze si je vedomy a bol
poudeny o svojich pravach tykajicich sa ochrany
Osobnych Gdajov, najmd o dobrovolnosti
poskytnutia Osobnych Odajov, vyplyvajlcich zo
vieobecne zavBznych préavnych predpisov,
predovietkym ZOOU.

Zdravoinicke zariadenie si je vedomé svojich
povinnosti, ktoré vyplyvajl z préavoych predpisov v
oblasli ochrany osobnych GOdajov, a zavdzuje sa
tiato predpisy dodrZiavat.

4.16. Zaddvatel alebo osoby, ktoré Zadavatel uréi,
vedie aktudlnu evidenciu Osdb realizujicich Stadiu
obsahujicu Osobné Gdaje. Zadavatel alebo osoby,
kioré Zadavatel urél, chrani Oscbne daje v
maximalne] moZnej miere, kiord zodpoveds
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extent reflecting the requirements of the applicable
legal regulations.

V. PUBLICATIONS

5.1 The Medical Facility shall be allowed to publish
and present the Study resulis upon mesting the
following conditions:

511 the Sponsor shall obtain acopy of any
proposed publication or presentation for review and
comments thidy (30) days prior to the aciual
publication. The period of thirty (30) days shall
commence upon the delivery of the proposed
publicafions or presentations to Eli Lily and
Company, to the address of Lily Corporate Center,
Indianapolis, Indiana, USA;

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

5.1.3 in the event that the Sponsor has nolified the
Medical Facility in wrifing that the Sponsor
reascnably believes that prior to such publication or
presentation it must take action to protect its
intellectual property interests, such as the filing of a
palent application claiming an invention or a
trademark registration application, the Medical
Facility 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 ils
intellectual property interests. The Sponsor may
grant a shorter review period in writing.

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

V1. DEBARMENT CERTIFICATION &
ANTICORRUPTION

6.1 The Medical Facility undertakes that it will not
use or involve any person or entity in connection with

poZiadavkam prisludnych pravnych predpisov.

V. PUBLIKACIE
5.1. Zdravotnicke =zariadenie ma moZnost
zvergjfiovat’ a prezentovat' wvysledky Studie pri
splneni nasledujlcich podmienok:

51.1. Zadavatel obdrzi kopiu akejkolvek
navrhovane] publikdcle alebo  prezentacie
na posUdenie avyjadrenie sa do ftridsiatich (30)
dnl pred ich samotnym 2zvergjnenim. Lehota
tridsiatich (30) dni zaéina doruéenim
navrhovanych publikacii & prezentaci] spoloénosti
Eli Lilly and Company, na adresu Lilly Corporate
Center, Indianapolis, Indiana, USA,;

5.1.2. Po uplynutl tejto lehoty tridsiatich (30) dni je
moiné pristopit’ k prezentacii alebo k publikovaniu;

5.1.3. Ak Zadavatel Zdravetnickemu =zariadeniu
medzitym pisomne oznamil, Fe je rozumne
presvedéeny, Ze pred takym zverejnenim alebo
prezentaciou je niteny urobit potrebné opatrenia
na ochranu svojich zaujmov v oblasti dudevného
viastnictva, ako napriklad podanie patentove)
prihlasky, ktorou si uplatiuje narck na vynalez,
glebo podanie Ziadostl oregistraciu ochrannej
znamky, zavazuje sa Zdravotnicke zariadenie bud
(1) pozdrzat prezentdciu, alebo publikaciu
o daldich Sestdesiat (60) dni, alebo doviedy, kym
nebudld podniknuté wySSie uvedeneé opalrenia,
podla toho, &o nastane skor, alebo (2) pokial
nebude  Zdravolnicke  zariadenie  ochoiné
zvergjnenie pozdriat, zavizuje sa z publikacie &i
prezentécie odstranit’ tie informacie, Kkioré
Zadavatel wurdl, aokioryjch bude rozumne
presvedeny, #e by mohli poskedit' jeho zaujmy
voblasti ochrany jeho dufevného vlasiniciva,
Zadavatel maZe pisomne stanovit' na preskimanie
avyjadrenie aj kraiSie Casové obdobie.

52 Zdravotnicke zariadenie sa
napomahat Zadévatelovi v ziskanf
svojich publikacii, ktoré vzigli zo Studie.

zavizuje
vytlackov

VI, OSVEDCENIE O SPOSOBILOSTI A
PROTIKORUPCNE VYHLASENIE

6.1 Zdravotnicke zariadenie sa zavazuje, Ze
nebude v sivislosti s realizdciou Stadie wyuZivat,
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conducting the Study that has been debarred by any
regulatory authority from participating In clinical
research.

6.2 In the event that any person involved in this
Study has been debarred, or shall become subjected
lo a debarring process during this Study, the Medical
Facility shall inform the Sponsor thereof immediataly
in writing.

6.3 In camrying out its responsibiliies 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 conducts acfivities
under this Agreement. Additionally, The Medical
Facility has been acquainted with, understands and
agrees o comply with the U.S. 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 indirecily to any government official for the
purpose of obtaining or retaining business or any
improper advantage. For purposes of this section,
"government official’ means any official, officer,
representative, or employee of, including any doctor
employed by, any non-U.S. government department,
agency or instrumentality {including any government-
owned or controlled commercial enterprise), or any
official of a public international organization or
political party or candidate for political office.
Additionally, if the Medical Facllity, Investigator or
any of the Medical Facility's owners, directors,
employees, agents, and consulianis are governmeant
officlals, the Medical Facility agrees that CRO's
payment of it in connection with this Agreement is
not intended to influence any decision that any
individual may make in their capacily as a
government official. The Medical Facility further
represents that neither it, Investigator nor any of the
Medical Facility's owners, direclors, employees,
agents, or consultants 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: (ii) inducing such government official
to do or omit to do any act in violation of the lawful
duty of such official; (iii) securing any improper
advantage; or (iv) inducing such government official
to use his Iinfluence with the government or
instrumentality thereof to affect or influence any act
or decision of the government or such instrumentality
with respect to any activities undertaken relating to
this Agreement. Additionally, the Medical Facility will
make reasonable efforts o comply with requests for
information, including answering questionnaires and
narrowly tailored audit inquiries, to enable Sponsor to

alebo spolupracovat’ so Ziadnou takou fyzickou,
ani pravnickou osobou, kiord bola wvylicena
zUéasti na klinickem skdSani  niekiorym
regulaénym organom.

B.2. V pripade, Ze akakolvek osoba podiefajlica sa
na tejto Stidii bude vyliéend alebo sa stane
subjektom konania o wvyldgeni v priebehu lejto
Stadie, Zdravoinicke zariadenie otom okamZite
plsomne informuje Zadavatela.

6.3 Zdravotnicke zariadenie pri pineni svojich
povinnosti vyplyvajlcich z tejto Zmluvy shlasi s
tym, 2e bude dodrfiavatl vietky plainé
protikorupéné pravne predpisy v Stdtoch, v kiorych
ma Zdravoinicke zarladenie svoje hlavné miesto
padnikania a v ktorych vykondva &innost slvisiacu
s touto Zmiuvou. Zdravolnicke =zarladenle e
ocboznamené, a sdhlas! s tym, #e bude dodrZiaval
zakon USA o zahraniénych korupénych prakiikach
{Foreign Corrupt Practices Act, dalg] len ,FCPA®),
v znenl zmien a doplneni, klory vEeobecne
zakazuje priamo i nepriamo ponlkaf, sfubovat,
platit' alebo davat’ éokolvek cenného akymkolvek
Statnym Oradnikom za (éelom ziskania alebo
zachovania zékaziek alebo neopréavnenych vyhaod.
Pre (éely tejflo Casti znamenad pojem "Statny
dradnik" akéhokolvek dradnika, funkcionéra,
zastupcu alebo zamesinanca, vratane lekarov,
ktori sl =zamestnancami ministerstiev, Gradov
alebo indtitdell (vratane Statom vlastnenych alebo
kontrolovanych obchodnych spolonosti) mimo
UsaA, alebo akéhokolvek dradnika verejnej
medzinarodnej organizécie ¢l politické strany alebo
kandidata na poliicky drad. V pripadoch, ked je
Zdravolnicke zariadenie, SkiZsjici alebo sl
majitelia, riaditelia, zamesthanci, zastupcovia a
konzultanti Zdravotnickeho zariadenia Statnymi
Uradnikmi, Zdravolnicke zariadenie sdhlasi 5 tym,
Ze platby, kioré od CROdostane v sivislosti s
touto Zmluvou, nemaji za ciel ovplywnit Ziadne
rozhodnutie, ktoré by nejakd osoba maohla prijat z
pozicie Slatneho dradnika v jeho prospech.
Zdravotnicke zariadenie dalej prehlasuje, Ze
Zdravoin/cke zariadenie, SkGSajlci ani zZiaden z
majitelov, riaditeflov, zamestnancovy, =zastupcov
alebo konzultantov Zdravotnickeho zariadenia
nebude priamo & nepriamo  pondkat platby,
sluboval platby ani davat cokolvek cenného
Ziadnemu Statnemu Gradnikovi s ciefom i}
ovplyvnit' €in  alebo rozhodnutia prisluSného
Elalneho Uradnika v jehe dradne] pravomoci; if)
prindtit  3tatneho dradnika, aby konal alebo

nekonal v rozpore so Ssvojimi  zakonnymi
povinnostami, iii) zabezpadit akikolvek
neopréavnen( wvyhodu; Iv) prindtif Statneho

tradnika, aby vyuZil svoj vplyv vo viade alebo
ingtitdcii a ovplyvnil rokovania alebo rozhodnutia
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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
decision it may make regarding the prescription of
Sponsor's medicines or to otherwise influence any
pending or future Sponsor or CRO business. The
Parties 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 Facility
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 submiited to regulatory
authorities.

Vil. CROILilly SUPPORT

7.1 CRO shall be obliged to furnish the Medical
Facility with Remuneration according to the terms of
the payment schedule and Budget, altached herelo
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 nof 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
attendance of the Investigator (the Investigator in
person) or other Responsible persons at the start up

viady alebo intitlicie v stvislosti s Einnostou
vykondvanou v ramci tejito Zmluvy. Zdravotnicke
zariadenie prejavi primeranit snahu o splnenie
nformadnych poZiadaviek, vratane odpovedi na
dotazniky a presne formulované otazky auditu, s
ciefom umoZnit Zadavatelovi dedrZat plainé
protikorupéné pravne predpisy. Zdravotnicke
zariadenie sOhlasi s tym, Ze platba, ktord
Zdravoinicke zariadenie ziska od CROv sivislosti
s0 sluZbami poskylovanymi podfa tejlo Zmiluvy, nie
je uréend na ovplyvnenie pripadného rozhodnutia,
ktoré by Zdravotnicke zaradenie mohlo prijat,
pokial ide o predpisovanie liekov Zadavatela, &
ovplyvnenie stéasnych alebo budicich zakaziek
Zadavatela alebo CRO. Zmluvné strany suhlasia,
Ze pre Gely tejto Zmluvy  dodrania
protikorupénych pravnych predpisov Slovenskej
republiky zabezpedia rovnako dodrZanie FCPA.

Zdravotnicke zariadenie dalej zabezpeli, aby
kaZzdy skoOSajici a ktorykolvek spoluskiSajici
v Zdravoinickom  zariadenif, na akomkolvek
pracovisku afalebo satelithom pracovisku poskytli
Zadavatelovi prislugné finanéné informacie pre
G&ely dodriania vSetkych prisluinych zdkonov
a predpisov a vnUtornych predpisov Zadavatefa.
Zdravotnicke zariadenie sUhlasi a zabezpeéi, aby
kaZdy SklZajlci a spolusk(Sajici sdhlasili s tym,

Ze zakony, predpisy avnltorné predpisy
Zadavatela mdZu vyZadoval to, aby boli
pradloZend vybranég finanéné informacie
regulaénym organom.

VIl. PODPORA Lilly/CRO

7.1.CRO, bude povinné poskytnit Zdravotnickemu
zarladeniu Odmenu podlfa ustanoveni platobnych
podmienok a rozpoéiu, prilofenom ako priloha A, @

7.2,V okamihu, kedy bud( dOdaje Zdravotnickeho
zariadenia skontrolované pri planovane] naviteve
zastupcom Zadavatela, zavizuje sa Zdravotnicke
zariadenie mat na mieste pripravenéd, dostupng
a kompletné wvBetky ddaje, =ziskané aZ do
predogieho diia. Pokial budi akékolvek (daje
chybat anebudl dodatoéne Zdravotnickym
zariadenim poskytnuté do desiatich (10} dni po
naviteve zdslupcu Zadavatela, si CRO vyhradzuje
pravo odmietnut platby za tieto chybajlice (daje.

7.3. Zdravolnicke zariadenie berie na vedomie a
sthlasi, #e v pripade, %e Zadavatel bude
vyZadovat' pritomnost’ Skisajiceho (Skdfajiceho
osobne) alebo Oséb realizujicich Stadiu na
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meeling for the Study or other meeting important to
provide information regarding the Study or Study
drug, the Sponsor, CRO, or Sponsor’s representative
shall reimburse the Investigator's or Responsible
persons' necessary expenses associated with the
travel and accommaodation costs  (including
allowance) 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 undertakes to 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 to 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 Protocol and costs
connected with the laboratory testing stated
in the Protocol,

» freatment of any health complications and
permanent health effects caused to the
participant as a consequence 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 fo 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 to the
participant.

The insurance policy cerlificate is included in Annex
Mo. 3 to this Agreement.

7.7.2. The Parties acknowledge that the Sponsor
shall be obliged to reimburse the Medical Facility for
the following expenses (hereinafter referred to as the
"Additional costs");

77.2.1. all reasonable and usual costs connected
with diagnosis of an undesired event related to

tivodnej informaéne] schidzke k Stadii, alebo na
inom  stretnut, doleZitom pre poskyinutie
informécil, ktoré sa tykaju Stidie, alebo Studijného
lieku, uhradl Zadavatel, CRO alebo zastupca
Zadévatela  SkiZajocemu  alebo  Osobam
realizujicim Stddiu nevyhnuing finanéng vydavky
spojeng s nakladmi na cestovanie a ubytovanie
(vratane stravného), potrebnymi k zabezpedeniu
Géasti SklSajiceho alebo Osdéb  realizujlcich
Stidiu  na  tychto  stretnutiach, po ich
predchadzajlicom schvaleni Zadavatelom.
Zdravoinicke zariadenie sa zavizuje poskytndt v
tejto slvislosti Zadévatel, Skasajlicemu a Osobdm
realizujicim Stidiu vietku potrebni sG&innost.
Zadavatel/CRO/zastupca Zadavatela poskylne
tito finanént nahradu v priebehu tridsiatich (30)
dni od prijatia dokumentécie o tychto vydavkoch
prijaielnej pre Zadavatela/zastupcu Zadavatela za
predpokladu, Ze Zadavatel/CRO/zastupca
Zadavatela tito dokumentaciu obdrdi do
Zestdesiatich (60) dni odo diia, kedy boli wydavky
uskutonené.

7.4. Uhrady v pripade ujmy G&astnikov Studie

7.4.1. Zadavatel sa zavdzuje uhradit wv3etky
naklady spojené s:

# klinickym skiZanim vratane ndkladov na

Sklsany liek uvedeny v Proickole a

nakladov spojenych s laboratérymi
vySetreniami uvedenymi v Protokele,
s |lleCbou  zdravotnych  komplikacii a

pripadnych trvalych nasledkov na zdravi

vzniknutych  G&astnikovi v doésledku
Klinického skisania,

« uzalvorenim zmluvy o poisteni
zodpovednosti Zadavatefa =za Skodu
spdsobend Uastnikovi Klinického

skifania, ak by v sivislosti s Klinlckym
ski3anim doslo k poSkodeniu =zdravia
alebo dmrtiu Uéasinika,

» uzalvorenim zmluvy o poisteni
zodpovednosti  poskytovatela zdravolnej
starostlivosti za Skodu, ktora moZe byt
spdsobena Ocastnikovi.

Potvrdenie o podmienkach poistenia je uvedena
ako Priloha &. 3 tejto Zmiuvy.

7.7.2. Zmluvné strany berd na vedomie fakt, Za
Zaddvatel sa zavdzuje uhradit Zdravoinickemu
zaradeniu nasledujice naklady (dale] len
,Dodato&né naklady"):

7.7.21. Vietky rozumne wvynaloZené a obvyklé
naklady sdvisiace s diagnézou neZiaduce] udalosti

I6T-MC-AMAN_SK_Bipartite Inst_LOA_[site number:2605]_ [PI Lukac]_[28/11/2018]_FINAL

Page 19 of 28

/A



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

Global Version: 01 2018

Affillate Varsion: Apeil 2018

aStudy drug and procedures contained in the
Protocol, incurred to the Medical Facility;

77.2.2. all reasonable and usual costs spent on the
patient’s treatment, if the Sponsor afier consulting
the Medical Facility has decided that the undesirable
event is connected with dosage of a Study drug or
procedure In accordance with the Protocol.

7.7.3. Relmbursement of Subsequent expenses,
however, shall only be provided if:

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

7.7.3.2. the adverse eventlcomplication cannot be
afiributed to negligence or misuse by the Medical
Facility,

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

7.7.3.4. the Study drug has been administered in
accordance with the Protocol and the procedures
prescribed by the Protocol were carrled out in
compliance with the Protocol, provided that
deviations from the Protocol and recommendations
resulting from an imminent threat to the health or
safely of a Subject that do not cause the injury to the
Subject will not disqualify Institution from
reimbursement under this provision.

7.7.4. 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 fto this Subject Injury
Reimbursement provision, Institution agree that Lilly
shall have no obligation with respect to such
freatment or compensation.

7.8. The Sponsor will provide the Investigator with
the Study drug(s). The Medica! Facility shall ensure
that a pharmacist, as a Medical Facilily'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 conducling the Study
in the Medical Facilily according to applicable legal
regulations. The Medical Facility shall guarantee and
be liable for the proper performance of all

tykajiice sa  Studijného  lieku
obsiahnutych v Protokole,
Zdravotnickemu zariadeniu;

a postupov
vzniknuté

7.7.2.2. Vietky rozumne vynaloZené a obvyklé
néklady vynaiofené na lietbu pacienta, pokial
Zadavatel po konzultdacii so Zdravolnickym
zariadenim nerozhodne, Ze nefiaduca udalost
stivisela spodanim Studiiného lisku, alebo
s postupom podla Protokolu.

7.7.3. Uhrada Dodatodnych nakladov viak
prebehne len za predpokladu, Ze:

7.7.3.1. Tieto naklady nebudd kryté Ziadnym inym
zdravotngm  alebo  nemocniénym  polstenim
subjektov, ani inym viddnym  programom
zahmiujicim toto poistné kytis,

7.7.3.2. Nediaduca udalostikomplikdcia nie je
priéitatelnd  zanedbaniu  alsbo nespravnemu
zachadzaniu zo strany Zdravotnickeho zariadenia,

7.7.3.3. NeZladuca udalost/komplikacia nie je
zapritinena Ziadnym inym sprievodnym
ochorenim, ¢ uZ dané ochorenie bolo prediym
diagnostikovang, alebo nie,

7.7.3.4. Studijny liek bol pedany podlfa Protokolu
a postupy predpisang Protokolom boli
uskutoénené vsllade s Protokolom s tym, Ze
odchylky od protokolu a odporiéania s ohlfadom
na bezprostredné ohrozenle zdravia alebo
bezpeénosti subjektu, ktoré nespdscbia subjekiu
ujmu, nebudld zdravotnickemu zariadeniu branit’ v
2lskan( dhrady podla tohto ustanovenia.

7.7.4. Ak Je vo formulari informovaného sihlasu
pra pacienta v ramcl tejio 3tidie uvedend, Ze
pacientovi bude poskytnuté nejaké o3etrenie alebo
kompenzécie nad ramec toho, ¢o sa spolotnost
Lilly zaviazala uhradit podfa tohto ustanovenia o
nahrade ujmy spésobene] subjektu, sthlasl
zdravotnicke zariadenie s tym, 2e spoloénost Lilly
nebude maf Ziadnu povinnost' vo vztahu k takemu
ofetrenie alebo kompenzacii.

7.8. Zadavatel poskylne SkoSajicemu Skddany
liek (lieky}. Zdravoinicke zariadenie zabezpedi,
aby jednou zOséb realizujocich Stadiu  bol
lekérnik, kitory bude ake  =zamesinanec
Zdravotnickeho  zariadenia  zodpovedny  za
prevzatie, riadne uskladnenie  a pripadné
vyddvanie  Skdsaného  lieku pre  (ely
uskuto€nenia Stidie v Zdravotnickom zariadeni
vsllade s prislugnymi  pravnymi  predpismi.
Zdravotnicke  zariadenie  zabezpedi abude
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abovementioned activities by the pharmacist.

fjuring the clinical trial, no compulsory hospitalization
will be required.

VIIl. LIMITATIONS OF PATIENT ENT;H‘I' OR
ENROLLMENT AND STUDY TERMINATION

8.1. At any timse, the Sponsor or CRO reserves the
right fo limit access or enrolment of further pafients 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 whalsoever, lo
terminate the Medical Facility's participation in the
Study, or the participation of the Investigator in the
Study or any patient's participation in the Study, or
the Study itself.

The Sponsor and/or CRO further reserves the right
to terminate this Agreement at any time and for any
reason. In such a case, the Agreement shall be
terminated on the fifth (5™) day after the delivery of a
written termination notice by the Sponsor to the
Medical Facllity.

8.2. The Medical Facilty may terminale its
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;

8.21. Lilly andfor CRO has been in breach of a
fundamental provision of this Agreement, and it has
failed to remedy such breach within ninety (90) days
of receipt of the Medical Facility's written
announcement of such failure;

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

83. In the case that the Medical Facility's
participation in the Study has been terminated or the
Parties have terminated this Agreement or have
withdrawn from this Agreement or this Agreement

zodpovedné za riadne uskutoZnenie vSetkych
vysdie uvedenych cinnostl tymio lekarnikom.

Pocas klinického skiSania nebude nutna povinna
hospitalizacia,

Vill. OBMEDZENIE VSTUPU ALEEBO
ZARADENIA PACIENTOV DO STUDIE
A UKONCENIE STUDIE

8.1. Zadavatel alebo CRO si vyhradzuje pravo
kedykolvek obmedzit vstup alebo zaradenie
daldich paclentov do Slidie. Této situdcia mizZe
nastat' v pripade konkurenéneho naboru pacientov
z dévodu, Ze iny skisajici lekar zaradil dostatodny
pocet pacientov, ktory bol potrebny na spinenie
potrieb Stadie.

Zadavate] a CRO si tiez wyhradzuje pravo
kedykolvek a z akéhokolvek dévodu ukondit Gcast
Zdravotnickeho zariadenia v Stadii, alebo 0&ast
ktoréhokolvek pacienta v Stadii, pripadne Stddiu
samotnd.

Zadavalel' alalebo CRO si tieZ vyhradzuje pravo
kedykolvek a z akéhokolvek dbvedu ukondit tito
Zmiuvu. V tomto pripade bude Zmluva ukonéend
platym (5.) dfiom ode dia doruCenia pisomnej
wypovede zo strany Zadavatefa Zdravolnickemu
zariadeniu,

8.2. Zdravotnicke zariadenie mdZe svoju Gcast na
Stodil ukoné&it pisomnym odstipenim od tejto
Zmiuvy, s vypovednou lehotou tridsat’ (30) dnf odo
diia doruéenia oznamenia o odstipen! od Zmiuvy
Zadavatelovi, ak:

821, doslo kporudeniu podstatnych ustanoveni
teito zmluvy zo strany spoloénostou  Lilly
aleboCRO, pricom toto poruSenie CRO
necdstranilc do devatdesiatich (80) dni po
dorufeni pisomného oznamenia =zo strany
Zdravotnickeho zariadenia o takomto porugeni;

8.2.2, prisluény organ &tdtneho dozoru, orgén
dozoru Spojenych Statov americkych alebo Eficka

komisia odoberi opravnenie a shhlas
k uskutoneniu Stadie.
83 V opripade, 2e fast Zdravoinickeho

zariadenia na Studii bola ukonéend, alebo Ze
Zmiuvné strany, vypovedall tito Zmluvy, alebo
odstipili od tejto Zmluvy, alebo fe tato Zmiluva
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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, entries, information, documentation
and other materials, that the Medical Facility
obiained in connection with the performance of the
Study, to the maximum extent permitted by the
applicable legal regulations.

84. In the case of terminaling 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 Prolocol and which are
stated in the Budget. If the paymenis exceed the
amount attributable 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 Study, and
after the Medical Facility has submitted the completa
report on the results of the adverse event andfor
reaction investigation to the Sponsor, the Sponsor
agrees that he shall indemnify to the Medical Facility
damages, costs and expenses arisen from
accusalions and legal actions (including reasonable
attorneys’ fees) resulting from an injury to a patienls
seeking damages caused to them direclly by any
substance administered in accordance with the
Frotocol, or by procedures required under the
Protocol, including any costs and expenses
connected with handling such lawsuits and defending
in such legal actions, provided, however, that:

9.1.1. 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
Protocol;

8.1.2. the Sponsor has been nofified 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;

bola inak ukontena , alebo #e Stadia samotna
bola ukonCena, Zdravolnicke zariadenie sa
zavazuje, Ze vrati vietky Studijné lieky
Zadavatelovi, uchova ich, alebo ich znigl v sllade
s pokynmi Zadavatela a v sOlade so vietkymi
platnymi pravnymi predpismi, a Ze bezodplatne a
bez zbytofného odkladu poskytne Zadavatelovi
vEetky data, Gdaje, informacie, dokumenticiu a iné
materialy, ktoré Zdravoinicke zariadenie ziskalo v
sivislosti s vykonom Stidie, v maximalnom
moZnom  rozsahu  pripustnom  prisludnymi
pravnymi predpismi.

8.4, V pripade ukongenia Studie bude zaplatena
Odmena za akikolvek éinnost vykonan( do dia
ukonéenia Stidie. Tato Odmena bude cbmedzena
na primerang a nenavratitelné naklady
Zdravotnickeho zariadenia, veniknuté v sivislost
so Stadiou, ktoré vyplyvajl z Protokolu a ktoré boli
uvedené v Rozpodéte. Pokial platby presiahnu
Ciastku, ktora Zdravotnickemu zariadeniu prislicha
Za pracu vykonand podlfa Protokolu, Zdravotnicke
zariadenie sOhlasi s tym, Ze preplatok vrati Lilly
alalebo zastupcovi Lilly.

IX. ZODPOVEDNOST ZA SKODU,
ODSKODNENIE A POISTENIE

9.1. V stvislosti s vykonavanim StGdie a po tom,
€o Zdravotnicke zariadenie predloZi Gpind spréavu
vysledkov presefrenia neZiaducej udalosti a/alebo
uéinku Zadavatefovi, Zadédvatel sdhlasi s tym, Ze
nahradi Zdravotnickemu  zariadeniu  Skodu,
naklady a wydavky vyplyvajoce z obvineni a Zaldb
(vratane primeranych poplatkov za pravnych
zastupcov),  ktoré  wyplyvajl  z podkodenia
paclentov, ktorl sl narokujd nahradu Ekéd, ktora im
bola priamo spdsobena latkou poddvanou podia
Prolokolu, alebo postupom vyZadovanym podia
Protokolu, vratane nakladov a vydavkov spojenyich
s vybavovanim takychto Zaldb ana obhajobu
v takychto konaniach, aviak za predpokiadu. Ze:

9.1.1. Zdravotnicke zariadenie dodriiavalo
ariadilo sa wvSetkymi prisiugnymi  pravnymi
predpismi (najma kladného stanoviske zo strany
Etickej komisie), poZiadavkami stanovemymi v
Protokole a vietkymi cdpordaniami poskytnutymi
zo strany Zadavaiela ohfadne podavania
a pouZivania akychkolvek liekov a inych postupov
uvedenych v Protokole,

9.1.2. Zadavatel bol upovedomeny o akejkolvek
takejto Zalobe alebo konanf;

9.1.3. Zdravoinicke  zariadenie bude plne
spolupracoval’  pri wySelrovani  a obhajobe
u akejkolvek takejto Zaloby alebo procesu;
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9.1.4. the Sponsor shall reserve its right to lead
defences in alegal dispute in any manner deemed
appropriate, and which does not damage the Medical
Facllity's Interesls, including the right to commission
a legal advisor of ils own choice;

8.1.5. the Sponsor shall have its exclusive right to
settle 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 to pay damages
shall not apply to any damage originating in viclation
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 Protocol 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
immediate safety hazard to the Study parlicipanis
are not considered viclations of the Protocol or
failures to adhere to the terms of the Protocol
pursuant to this provision.

Lilly warrants that t 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
Institufion for any lost profits, lost opportunities, or

9.1.4, Zadavatel si wvyhradzuje prévo viest
cbhajobu  pri  sGdnom spore  akymkofvek
spbsobom, kiory povaZuje za vhodny a ktory
nepofkodzuje zaujmy Zdravotnickeho zariadenia,
vratane préva vybrat si prdvneho zastupcu pedla
vlastného vyberu;

8.1.5. Zadavatel bude mat vyhradné pravo spor
urovnat, aviak Zadavatel neuzna chybu v mene
Zdravotnickeho zariadenia, okrem pripadu, kedy
mu k tomu Zdravotnicke zariadenie vopred udeli
pisomny sihlas. Povinnost Zadavatela nahradit
Bkodu sa nebude wvzfahoval na Fiadne Skody,
ktoré  vaznikli zddvodu poruienia, alebo
zanedbania povinnosti Zdravolnickeho zariadenia,
pricom sa dohodlo, 2e podla tejto Zmluvy sa
postup vsllade s Protokolom nepovazuje za
porusenie alebo zanedbanie povinnosti.

Spolotnost Lilly tymto sdhiasi s tym, Ze akékolvek
odchylky alebo nedodrZania podmienck protokolu,
ktoré budd vzajomne pisomne odsdhlasené
vietkymi sfranami Stidie (vratane eticke] komisie),
alebo akékolvek odchylky od protokolu, kloré sd
nevyhnutné na odsirdnenie bezprosiredného
bezpeénosiného rizika hroziaceho Géastnikom v
St0dii, nie st povaZované za porudenie protokolu
alebo nedodrZania podmienck protokolu podlia
tohto ustanovenia.

Spolognost Lilly zarutuje, Ze ma uzatvorend
poistnd  zmluvu alebo poistny program Gi
samopoistenie v dostatujice wvySke tak, aby
pokryla zavazky od3kodnenia stanovene] vysky.
Spoloénost Lilly na pisomnd Ziadost predlogi
zdravotnickemu  zariadeniu doklad o svejom
poisteni alebo v pripade samopoistenia svoju
posledna finanént zavierku overend auditorom.

VYHRADA CRO
CRO tymto wvyslovne odmieta akdkolvek
zodpovednost v  slvislosti so  skdSanym

produktom, vratane zodpovednosii za vznesené
niroky na nahradu Skody, klord wvznikne na
zaklade zdravotného problému  spdsobeného
alebo Gdajne spisobendého akymkolvek postupem
skifania spojenym s fakymio produkiom, okrem
rozsahu, v ktorom by takdto zodpovednost bola
oddvodnens zanedbanim, dmyselnym
pochybenim alebo porufenim tejto zmluvy =zo
strany CRO. Platnost fohto élénku Vyhrada CRO”
pretrva vypovedanie alebo vyprianie tejto zmiuvy.

MASLEDNE SKODY
CRO ani zaddwvatel nerufia zdravotnickemu
zariadeniu za Ziadny usly zisk, stratu prilezitosti
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other conseguential damages, nor shall Institution be
responsible to CRO ar Sponsor for any lost profits,
lost opportunities, or other consequential damages.

Mothing herein is intended to exclude or [imit any
liability of any party for death or personal injury
caused by the negligence of such party.
This .Consequential Damages” shall survive
termination or expiration of this Agreement.

X. SURVIVORSHIP CLAUSE

10.1. The obligations set forlh by clauses 1., Il
through YI., and also X, XIV. and XV. of this
Agreement shall remain valid even after completion,
termination of or withdrawal from this Agreement.

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

XI. ASSIGNMENT

Institution shall not assign, transfer or otherwise
delegate any of its obligatiens under this Agreement
without CRO's prior written consent in each instance.
Institlution and [nvestigator acknowledge that CRO
will have the right to assign this Agreament to Lilly at
any time upon written notification.

XIl. AMENDMENTS

This Agreement may be amended by an instrument
in writing signed by the parties to this Agreement,
pursuant to 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 and/or Instilution 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 amendmenis.

ani  iné nasledné $kody, ani =zdravotnicke
zariadenie nerul CRO a zadavatefovi za Ziadny
usly zisk, stratu prileZitosti ani iné nasledné Skody.
Mi& z toho, ¢o je uvedeng v tejto zmluve, nema za
ciel wvylGéit alebo obmedzit zodpovednost
ktorgjkolvek zmluvne] strany za smrt alebo
poskodenie zdravia spdsobené nedbalostou tejto
zmluvnej strany.

Platnost fohto &lanku  Nasledné Ekody” pretrva
vypovedanie alebo vyprianie tejto zmluvy.

X. KLAUZULA O PRETRVANI NIEKTORYCH
USTANOVENI

10.1. Povinnosti vyplyvajlce z Elankov L., lll. aZ V.
adalgj X, XIV. aXV. iejio Zmluvy =zostani
v platnosti aj po napineni, ukonéeni, vypovedani
alebo odstlpeni od tejto Zmiuvy.

Zdravolnicke zariadenie bud( spolonost Lilly
bezodkladne informovat’ v pripade, Ze skiZajic|
alebo zdravotnicke zariadenie porudi ktorsjkolvek
z podmienok alebo povinnosti stanovenych v tejto
zmluve alebo Ze sa o takomto poruSeni dozvedia.

XI. POSTUPENIE

Zdravotnicke zarladenie nesmie postdpit, previest
ani inak delegovat Ziadnu zo svojich povinnosti z
tejto zmluvy bez predchadzajiceho pisomného
sthlasu CRO v kaZdom jednotlivem pripade,
Zdravotnicke zariadenie a skiSajlci berd na
vedomie, 22 CRO bude mat prdvo tito zmluwu

postipit  spoloénosti  Lilly, kedykoivek od
pisomného oznamenia.
Xll. DODATKY

Tdto zmluvu je moZné menit pisomnymi dodatkami
podpisanymi  stranami tejlc zmluvy, podia
podmienok harmonogramu platieb alebo inym
spbsobom dohodnutym stranami. Vyholovenie
dodatkov moZe byt potrebné alebo o neho mbze
byt poZiadang z divoedu dokumentovanie zmien
alebo lprav protokolu, rozpoltu SEtidie alebo
informacii o  zdravotnickom  zariadeni &
skUsajicim. Zdravotnicke =zariadenia vynaloZi
maximalne dsilie, aby pripadné dodatky k tejio
zmluve v dobrej viere a wvias skontrolovalo a
pripadne umoznilo ich skory podpis.
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XIll. INDEPENDENT CONTRACTOR

13.1. The Medical Facility and CRO wili be acting as
independent contractors and not as an agent, pariner
of the other Party or Lilly.

13.2. The Medical Facility and CRO will have no
authority to make agreements with third parties that
are binding on the other party.

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

13.4 Third Party Beneficiary
The Parties agree that Sponsor 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
except for the Sponsor, there are no third-party
beneficiaries with any rights to enforce any of the
provisions of this Agreement.

XIV. FINAL PROVISIONS

14.1. This Agreement represenis the enfire
agreement between the contracting Parties and
supersedes all prior agreemants between the Parties
regarding the scope of this Agreement and is
concluded unfl ........... The Principal Investigator is
has announced the completion of the clinical study at
the Department of Clinical Studies at UNB Bratislava,
Pazitkova 4, 821 01 Bratislava.

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

14.3. The Agreement may be terminated, altered or
exiended 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 validon the day

Xill, NEZAVISLY ZMLUVNY PARTNER

13.1. Zdravotnicke zariadenie a CRO buda jednat
ako nezdvisll zmluvni partneri, a nie ako
zastupcovia alebo parineri druhej Zmluvnej strany
alebo spoloénosti Lilly.

13.2. Zdravotnicke zariadenie a CROnebudd mat
Fiadnu pravomoc uzatvdrat s tretimi - stranami
zmiuvy, ktoré by boli zdvizné pre druhl stranu.

13.3. Podpisom tejto Zmluvy Zdravotnicke
zariadenie prehlasuje azaruduje, Ze ma
oprédvnenie aspbsobilest sa zmluvne zaviazat
alebo inak zmluvne =zaviaZe akikolvek fyzickd
osocbu alebo subjekt, ktory poskyluje sluZby pre
Zdravoinicke zariadenie v sivislosti so Stidiou
podia tejto Zmiuvy a za podmienok stanovenych
touto Zmluvou.

13.4 Opravnena tretla strana

Zmluvné strany sa dohodli, Ze zadavatel ma pravo
na wvymahanie podmienok tejlo zmluvy ako
opravnena tretia strana.

Kazdé zo zmluvnych stran tejto zmluvy potvrdzuje,
#e okrem zadavatela nie s Zladne iné opravnené
tretie strany, ktoré by mali prave wvymahat
ktorékolvek z ustanoveni tejto zmluvy.

XIV. ZAVERECNE USTANOVENIA

14.1. Tato Zmluva predstavuje Gpind dohodu
medzi Zmiuvnymi stranami a nahradza akékolvek
predoslé dohody medzi tymito stranami tykajlce
sa predmetu tejto Zmluvy a uzatvara sa na dobu
do cieeean Hiayvny skiZajici oznamiukonienie
Klinickej $t(die na referat klinickych Stidii v UNB
Bratislava, PaZitkova 4, 821 01 Bratislava.

14.2. Ziadna zo Zmluvnych stran neméze postipit
tuto Zmluvu v celku alebo c&iastoine bez
predchadzajliceho  pisomného  sihlasu  druhej
Zmluvnej strany.

14.3. Tato Zmluva mézZe byt ukongend, zmenené
alebo predizend [ba po vzédjomne] dohode
Zmiuvnych strdn, vo forme pisomného dodatku
podpisanéhe Zmluvnymi stranami, pokial nie je
v tejto Zmluve stanovené inak.

14.4. Zmluvné strany sa dohodli, Ze pravne vztahy
apomery vzniknuté ztejto Zmluvy sa riadia
vieobecne zévaznymi pravnymi  predpismi
Slovenskej republiky.

14.5. Zmluva nadobiOda platnost dfom podpisu
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of signature by both Parties
and effective as of the day following its publication in
the Central Contract Register,

14.6. This Agreement has been translated inlo a
bilingual format in both English and Slovak. In the
event of inconsistency or discrepancy between the
English language wversion and the Slovak language
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 under unfavourable 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 certificate pursuant fo
clause 8.7.1. (Issued 01/09/2016);

14.8.4. Exhibit D: Ethical Review Board Statement
(issued 04/02/2018); and RASUKL
statement/approval (issued 13/08/2018)

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

« if delivered in person, on the day of the
delivery;

« if delivered by express courier service, on
the day of the delivery; :

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

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

oboch  zmluvnych  strdn 3 G&innostdiiom
nasledujicim po jej zverejnen! wv Centralnom
registri zmiiv.

146. Tato zmluva bhola preloZena do
dvojjazyéného formatu v angliétine a v slovenéine.
V pripade nezrovnalosti alebo rozporu medzi
anglickou a slovenskou jazykovou wverziou bude
slovenska verzia riadiaca. Tato Zmluva bela
vyhotovena v dvoch képldch. KaZda Zmluvng
strana obdrzi jednu kdpiu,

14.7. Zmiluvngé strany potvrdzuji, Ze Zmiuva
nebela uzavreta za nevyhodnych podmienok, Ze si
ju pred podpisom preéitali, sohlasia s fiov ana
znak sthlasu s jej znenim pripdjajl svoje podpisy.

14.8. Neoddelitel'nou siéast'ou tejto Zmluvy s
nasledujlce prilohy:

14.8.1. Priloha A: Rozpoéet;
14.8.2. Priloha &. 2: Protokol;

14.8.3. Priloha & 3 Polvrdenle o uzavret|
poistenia podfa bodu 8.7.1. (vydany 01/09/2016);

14.8.4. Priloha €. 4: 3tanovisko Eficke] komisie
(vydané  04/09/2018); a stanovisko/schvilenie
SUKL (vydané 13/08/2018)

14.9. Oznamenia podla tejffo Zmluvy budd
vykonané jednym 2z nasledujlicich spdsocbov, a
povaZujd za dorutend:

» pokial budd doruéené oscbne, v defi
doruéenia;

« pokial budd doruéené  expresnou
kuriérmou sluZbou, v den dorudenia;

« pokial budd dorudené doporuenou
postou s doruCenkou, v defi, ktory je
uvedeny na dorudéenke ako den dorutenia;

« pokial budd dorufené faxom, v defi, v
kiorom  prijimacie faxové zariadenia
potvrd! prijatie oznamenia.
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1QVIA RDS Slovakia, s.r.o.

Signature / Podpis: -
F z’ =
Aurelia Mojzesova, MD.
Head of Clinical Opns.

MName [ Meno:

Position / Pozicia:

Place, date / Miesto, datum: ﬁ AL /{) ’fg\‘.//l_/ ﬂ/} Aﬁ (-9‘

Medical Facility / Zdravotnicke zariadenie

' S ##nd nemecnica Bratislava
Signature / Podpis:: _ Ren’tu Vandriakova, MPH

riaditelka UNB
MName [ Meno:

Position / Pozicla:

Place. date / Miesto, délum: ff" -,;f 7 4

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

Mame/Meno:

Signature/Podpis:

Date/Datum: /} T - q\ 8 Mﬁ_}
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Exhibit No. X ~ Lilly Policies regarding
Authorship of Publications

Priloha &, X — Zasady spoloénosti Lilly
tykajlce sa autorstva publikacii

oev0T ol e

Lilly complies with the authorship standards of the «~ *

International Commiltee of Medical Journal Editars'
"Uniform Requirements for Manuscripls Submitted to
Medical Joumals®. The Uniform Requirements state
that all persons designated as authors should gualify
for authorship, and all those who gualify should have
pariicipated sufficiently in the work to take public
responsibillly 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 article. Authorship eredit should ba based
on (1) subslantial contributions to conception and
design, or acquisiion of dala, or analysis and
interpretation of data; (2) drafting the article or
revising it critically for important intellectual content;
and (3) final approval of the version to be published.
Authors should meet conditions 1, 2 and 3.

Consistent with the tradifional scientific model n
which authors do nol recelve specific financial
remuneration for fulfilling authorship responsibilities,
Lilly does not pay for intellectual contribution or time
spant authoring either in the form of fee for sarvice or
an  honorarium. Lilly reimburses authors for
reasonable out-of-pocket expenses related to
preparation or presentation of a sclentific 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,

Spoloénost  Lilly dodrZuje autorské  Etandardy
vyplivajice z Jadnotnjch poFiadaviek na rukopisy
predkladang do lekarskych odbornych Easoplsov'
{Uniform Requirements for Manuscripts Submitted to
Medical Joumals), ktoré boli vypracovang
Medzindrodngm viborom vydavalelfov lekdrskych
odbornych Casopisov (International Commiltee of
Medical Joumal Editors). Jednolné poZladavky
slanovujd, Ze vietky osoby oznafené za autorov
musia maf opravnenle k autorstvu a vetci, ktorl maju
opravnenle, musia mal dostatofny podiel na préaci,
aby mohli prijat’ verajni zodpovednost za prislugng
casti obsahu. Jeden alebo viac autorov musi prijat
zodpovednost za integritu prace ake celku, od
podiaitku prace aZ po publikovany &anck. Autorsky
kredit musi byt zaloZeny na (1) viznamnom prinose
ku koncepcil & usporadaniu alebo ziskavaniu dat
glebo analyze a interpretacii dat, (2) vypracovani
konceptu El&nku alebo kritickom zrevidovan! jeho
déle2itéhe inlelektudlneho obsahu a (3) konednom
schvaleni varzie uréene] k publikdcii. Autor musia
splfiat podmienky 1, 2 a 3.

V silade s tradiénym vedeckym modelom, v kiorom
autor nedostavajl Specifickd finanénd odmenu za
pinenie autorskiich povinnosti, neplati spoloénost
Lilly za intelekiudiny prispevok alebo za éas straveny
autorskou &innostou ani formou odmeny za slubu
alebo honorérom. Spoloénost Lilly hradi autorom
primerang naklady sdvislace s pripravou alebo
prezentaciou vedaecke] publikécie, pokial bola
reallzovana na zdklade pofiadavku spolognosti Lilly.
Akakolvek finanénd podpora poskyinuta
spolofnostou  Lilly za wvedecké publikdcie a
prezentacie akémukolvek odbormnému Easopisu &
kongresu Je zverejnend v plnom rozsahu.
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S 4

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 potvrdzuja, Ze niZiie
menovany prijemca platieb je riadnym
prijemcom platieb podla tejto zmluvy a ze
platby podl'a tejto zmluvy sa budi
poukazovat’ len nasledujicemu prijemeovi
platieb (d'alej ,,prijemca platieb®) na niziie
uvedeni adresu:

Payee Name

Meno/nazov prijemcu Univerzitna nemocnica Bratislava
platieb . N
Payee Address PaZitkova 4, 821 01, Bratislava, Slovak Republic
Adresa prijemen

Bank Name = :

Nézov banky statna pokladnica

Bank Account ;2,1 T sK58 8180 0000 0070 0027 9808
Cislo Giétu

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.

o b d v TR TN
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

V pripade zmeny adresy prijemcu platieb je
prijemeca platieb povinny informovat o tom
CRO pisomne. Zmluvné strany sa dohodli, ze
v pripade zmeny adresy, ktord nezahihia zmenu
prijemcu platieb, dafiovych identifikanych
tisel alebo zmenu v oslobodeni od dane, sa
nevyZaduje podpisanie pisomnych dodatkov
tegjto zmluvy.

Proti akymkol'vek platobnym
nezrovnalostiam, ktoré sa vyskytnt v priebehu
skiifania, mobzu ski(Sajici a zdravotnicke
zariadenie namiectat’ do tridsiatich (30) dni od
prijatia poslednej platby.

Zmluvné strany potvrdzujd, Ze menovany
prijemca platicb je opravneny prijimat’ vietky
platby za sluzby vykonané podla tejto zmluvy.
Ak skidSajiici alebo personal nie je prijemcom
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the Payee, then the Payee's obligation to
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 Pavee fails to
reimburse Investigator or staff,

Investigator and Institution represent and
warrant that payments under the terms of this
Agreement will not violate any policy or
agreement they may have with a third party
with which they are affiliated.

B. Payment Sched
(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 the
Study during the enrollment period, unless
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

platieb, potom pripadnd platobnd povinnost
prijemcu platieb voéi skdSajicemu alebo
persondlu bude stanovend v samostaine;
zmluve medzi skiSajicim alebo persondlom a
prijemcom platieb, ktord mé%e obsahovat iné
splatné sumy a iné platobné intervaly, ne? su
definované pre platby poukazované zo strany
CRO prijemcovi platieb.

SkiaSajici alebo persondl akceptuja, e ak
skiSajiici nie je prijemcom platieb, CRO mu
nebude poukazovat Ziadne platby ani v
pripade, Ze prijemca platichb si nesplni svoje
platobné povinnosti vofi skiajicemu alebo
personilu.

Skaajiici a zdravotnicke zariadenie vyhlasuji
a zaruéuji, Ze platby podl'a podmienok tejto
zmluvy neporuia Ziadne pripadné interné
predpisy ani zmluvy s tret'ou stranou, s ktorou
sl prepojeni.

B. Rozpis platieb
(1)  Néklady na poswpy: V sivislosti so

skiSanim sa zdravoinickemu zariadeniu budi
uhradzat’ platby podl'a podmienok uvedenych
v tejto Prilohe A. Skifajici a zdravotnicke
zariadenie  akceptuj, % =za (hrady
skiajlicemu zodpoved4 zdravotnicke
zariadenie a ze CRO nemd voéi skidajicemu
za tieto Uhrady Ziadnu priamu zodpovednost'.
V pripade sGm urfenych na Ghradu sluZieb
poskytovanych  pacientom, zdravotnicke
zariadenie dostane thradu len za prijaté tdaje,
vychadzajice z poftu absolvovanych navitev
na jeden subjeki, vykonanych v sulade s
dohodnutymi  podmienkami a platbami
uvedenymi v rozpoéte. Tito odmena sa bude
uhridzat' raz mesafne a bude obmedzens na
platbu za pacientov, zaradenych do ski%ania
potas zarad'ovacieho obdobia, pokiall CRO
nedd skifajicemu alebo zdravoinickemu
zariadeniu pisomné schvilenie na zaradenie
daliich  pacientov  alebo  prediZenie
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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 month
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 return of all unused supplies
to CRO, and upon satisfaction of all other
applicable conditions set forth in the
Agreement.

(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 correct, 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; cmissions
must be satisfactorily explained. If 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

zaradovaciecho obdobia. V pripade, Ze sa
takéto  schvélenie wudeli, zdravotnicke
zariadenie dostane za d'alfich pacientov
thradu v silade s platbami uvedenymi v
rozpotte. CRO bude prijemcovi platieb
poukazovaf dhrady polrodne na zéklade pottu
absolvovanych ndvitev na jeden subjekt v
silade s pripojenym rozpodtom. Deviitdesiat
percent (90 %) kaZdej splatngj sumy vritane
platieb za nelspedné vstupné vySetrenia, ktoré
mé#u byt splatné podla podmienok tejto
zmluvy, sa poukd¥e na zdklade Gdajov o
zaradovani za predchddzajici mesiace,
potvrdenych  pacientskymi  zdznamovymi
héarkami (CRF) prijatymi od zdravotnickeho
zariadenia, ktoré dokladaji ndvitevnost’
subjektov. Zostatok splatnych finanénych
prostriedkov aZ do vyiky desat percent (10 %)
sa uhradi pomemym spdsobom po overeni
skutoénej névitevnosti subjekiov a CRO ho
vyplati prijemcovi platieb po konetnom
prevzati vietkych stranok CRF a vietkych
vydanych vysvetliviek k tidajom spoloénostiou
Lilly, po prevzati a schvéleni vietkych
chibajiicich dokumentov pre kontrolné trady
poZadovanych CRO alebo spoloénostou Lilly,
vriteni vietkich nepouZitych materidlov CRO
a po splneni d'alich podmienok uvedenych v
zmluve.

(2)  Nérok nathradu: Aby vznikol ndrok na
ihradu, musia sa postupy vykonat' plne v
silade s protokolom a touto zmluvou a
odoslané (idaje musia byt Gplné a spravne. Aby
boli tidaje Gplné a sprévne, musi kaZdy pacient
podpisat  dokument sOhlasu  schvéleny
nezévislou etickou komisiou, a vietky postupy
uréené protokolom sa musia vykonat s
vynaloZenim maximélneho Wsilia, " priCom
opomenutia sa musia uspokojivo vysvetlit.
Qcakdva sa, Ze v pripade vietkych poloZiek
poZadovanych podla protokeolu, za ktoré sa
CRO zaviazala poskytnof odmenu, bude
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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
and/or  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 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 to
provide information regarding the Study, or
Study drug(s) or device(s), CRO shall provide
reimbursement for reasonable 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,

jedinym  zdrojom  odmefiovania CRO.
SkdSajiici a zdravoinicke zariadenie nebudi
Ziadat' Ghradu od akéhokol'vek treticho platcu
(€i uZ vercjného, alebo sdkromného) za
akckolvek  ndklady  pokryté  platbami
poukazanymi CRO podla tejto zmluvy. Ak
vySka platieb prekrodi sumu dlini za précu
vykonani podFa protokolu, zdravotnicke
zariadenie sa zaviizuje wvratif prevySujici
zostatok CRO. V rozsahu, v ktorom sa
skiSajici alebo zdravotnicke zariadenie
zaviizujd  poskytnaf dhradu  pacientom
skiSania (napr. v dokumente informovaného
stihlasu) nad rimec alebo navy#e k sume, ktord
je uvedend v rozpofte, zodpovedaji za
vyplatenie fakychto dhrad skifajici alebo
zdravotnicke zariadenie a CRO ani spolo&nost’
Lilly za ne nezodpovedaji. Sporné zdleZitosti
budd splatné po vzéjomnom vyrieSeni daného
sporu.

Za akekolvek vydavky alebo nédklady, ktoré
vznikni skufajlicemu alebo zdravotnickemu
zariadeniu pri plneni tejto zmluvy a ktoré nie
st vyslovne uvedené ako uhrddzané CRO
alebo spolotnostou Lilly podla tejto zmluvy
(vratane pripojeného Rozpotu a rozpisu
platieb), zodpovedaji vyhradne skiajici a
zdravotnicke zariadenie.

(3)  Stretnutia a gkolenia: Okrem toho, ak
bude CRO vyZadovat Gast’ skiiajiiceho alebo
personalu  zdravotnickeho zariadenia na
otviracom stretnuti skG¥ania alebo inom
stretnuti potrebnom na poskytnutie informécii
tykajacich sa skisania, skifanych liekov alebo
zdravotnickych  poméeok, CRO  uhradi
primerané a potrebné vydavky na cestovanie a
ubytovanie  (vritane stravovania  a
obderstvenia), ktoré vznikni v stvislosti s
Gfastou na takychto stretnutiach za
predpokladu, Ze CRO fdfast na tychto
stretnutiach vopred schvilila. CRO poukaze
tieto uhrady do tridsiatich (30) dni od prevzatia
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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
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.

primeranej podrobnej dokumenticie k takymto
viydavkom za predpokladu, Ze CRO prevezme
fiito dokumentdciu do Sestdesiatich (60) dni od

vzniku takychto vydavkov.
(4) Uhrady za nelispeiné vstupné
vySetrenia (NVV):

Netispeiné vstupné vydeirenia, kioré sa
uskutoénia v stilade s protokolom, uhradi CRO
zdravotnickemu zariadeniu sumou, uvedenou
v rozpolte. Pofet nedspednych vstupnjch
vydetreni uvedeny v rozpoéte je odhadovany.
CRO wuhradi vi¥etky netlspeiné vstupné
vydetrenia za predpokladu, Ze sa vykonajd v
stilade s protokelom. CRO bude podas celého
sk(ifania  sledovat postupy  vstupnych
vySetreni vykondvanych v zdravotnickom
zariadeni a v pripade potreby poskyine
zalkolenie alebo prefkolenie, aby podporila
sprivne postupy vstupnych vyZetreni.

A

SF @ Visit 0 |Total # of SFs | €93.30
(includes OH) |estimated at
V0 1
SF (@ Visit 1 |Total # of SFs | € 83.50
(includes estimated at
 OH)* Vi: 1

NVV na0.
naviteve
(NO; zahfiia
prevadzkov
é naklady)

Celkovy pocet
NVVY

odhadovanych
pre NO: 1

€93.30

NVWVnal.

Celkovy pocet

€ 33.50

*Visits completed prior to screen failing (i.e.,
Visit 0) shall be paid in fitll, according to the
Budget table below.

(3) Discontinued or Early Termination
Payments: Reimbursement for discontinued or
early termination subjects will be prorated
based on the number of confirmed completed
visits.

NVV

odhadovanych
pre N1: 1

naviteve

(N1; zahffia
prevadzkov
é naklady)*

* Névitevy absolvované predtym, neZ sa
vstupné vySetrenia vyhodnotia ako neGspeiné
(t.j. 0. naviteva), sa majl uhradif v plnej v¥ike
podl'a rozpottovej tabulky uvedenej niZsie.

(5)  Uhady v _pripade vyradenia alebo
predfasného vystipenia: Uhrady za subjekty,
ktoré boli zo skii%ania vyradené alebo z necho
predéasne vystapili, sa vyplatia pomernym
spbsobom  podfa  poétu  potvrdenych
absolvovanych navitev.
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(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

Boards
Ethics

O Institutional Review
(“IRBs") or  Independent
Committees (“IECs™) Payments
IRB/TEC costs will be reimbursed on a pass-
through basis upon receipt of invoice and are
not included

in the attached Budget. Any subseguent 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 EUROS
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

(6) Origindly _ faktdr: Origindly faktir
suvisiacich so skudanim za nasledujiice
poloZky sa musia zaslat CRO na dhradu na
nasledujicu adresu:

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

Upozoriiujeme, Ze faktiry nebudd
spracované, ak nebudid obsahovat® ndzov
zaddvatePa, &islo  protokelu, nizov
zdravotnickeho  zariadenia a  meno
skisajiceho. Po prevzati a overeni bude
uhrada faktir zahrnutd do najbli¥Sej
plinovanej pravidelnej platby za aktivitu
subjektov skasania.

a Poplatky
komisiam (NEK)

nezavislym  etickym

Niéklady stvisiace s ¢innost'ou NEK sa budi
ubrédzat’ priebeZne po prevzati faktiry a nie st
zahrnuté ’

v pripojenom rozpoéte. Vietky nasledujiice
podania alebo prediZenia platosti sa po
schvileni CRO a spoloénost'ou Lilly budd
uhrddzat’ po prevzati prisluinej dokumenticie.

Platba za uchovivanie zdznamov

Platba za uchovivanie zdznamov vo v{Eke 500
EUR sa vykond po prijati faktiry a nie je
zahmutd do priloZeného rozpoétu. V silade s
poZiadavkami protokolu bude zdravotnicke
zariadenie  uchovdvat vietky zdznamy
skilania na bezpefnom a zabezpefenom
mieste tak, aby ich bolo moZné jednoducho a
vias vyhl'adaf’ v pripade potreby

Fakturované postupy
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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/unique
identifier and date of procedure/service.
Increases to invoiceable expenses shall only be
paid upon advance, written approval from
CRO. Budgeted line itemn amounts represent
the maximum payable amounts unless such
advance, writlen 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 agrecs
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.

CRO poskytne dhradu za niZfie uvedené
polozky, kioré sa nepovazuji za sifast
standardne] zdravoingj starostlivosti a su
poZadované protokolom. Platby za ticto
uvedené polozky budd prijemcovi platieb
splatné potom, ako CRO a spoloénost Lilly
posidia a schvilia podrobni fakbiru
uvddzajicu &islofjednoznatny identifikdtor
subjektu a datum postupw/sluzby. Zv{Senia
fakturovateI'nych vydavkov sa uhradia len po
predchadzajicom pisomnom schvaleni CRO.
Sumy uvedené v riadkovych poloZkich
rozpottu predstavujii. maximalne splatné
sumy, pokial’ sa neziska takéto predchadzajice
pisomné schvalenie. PoZiadavky na platby za
sluzby poskytnuté tref'ou stranou vyZaduja,
aby zdravotnicke zariadenie zaslalo faktiru od
takejto tretej strany, ktord bude slaZit' ako
podklad pre  platbu  zdravotnickemu
zariadenin. Zdravotnicke zariadenie berie na
vedomic a sthlasi, Ze CRO nemdZe
zdravotnickemu zariadeniu vhradit Ziadnu z
uvedenych poloZiek, ktori dplne alebo
¢iastoéne uhradila tretia strana ako platca.
Vietky uvedené sumy zahfilajii prevadzkové
niklady.

/

nildady.

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 vykoné v stilade s protokolom; zahffia
flexibilmi sigmoidoskopiu s biopsiou, miemu sedaciu,
endoskopické skore podla kliniky Mayo (Mayo ES),
odoslanie vzoriek tkaniva do centrdlneho laboratoria,
odoslanie videozdznamov centrdlnemu posudzovatelovi,
vietky poloZky a sluZby sivisiace § biopsiou a prevadzkové

€ 280.60
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Endoscopy if performed in accordance with the protocol; € 354,80
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 siilade s protokolom; zahfiia
kolonoskopiu s biopsiou, miernu seddciu, Mayo ES,
odoslanie vzoriek tkaniva do centrilneho laboratdnia,
odoslanie videozdznamov centrdlnemu posudzovatel'ovi,
vietky poloZky a sluzby shvisiace s biopsiou a previdzkové
nalklady.

Reimbursement of locally-sourced Immunomodulators (for €106
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 imunomoduldtorov (napriklad azatioprinu)
ziskavanych z miestnych zdrojov, ak sa zisti, ¥e ich nie je
moZné inak Gétovat tretej strane ako platcovi. Uhrada
skutolnych ndkladov na zéklade (¢tenick od tretej strany do
limitu uvedeného v rozpodte; cena je za jeden mesiac za
jedného pacienta a nezahfiia prevadzkové niklady

Reimbursement of locally-sourced Oral 5-ASAs (for € 288
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 peroralnych 3-ASA (napriklad mesalaminu)
ziskavanych z miestnych zdrojov, ak sa zisti, Ze ich nie je
moZné inak udtovaf tretej strane ako platcovi. Uhrada
skutotnych nikladov na zéklade G&teniek od tretej strany do
limitu uvedeného v rozpodéte; cena je za jeden mesiac za
jedného pecienta a nezahifia previdzkové ndklady.

V801 in patients not proceeding to study [6T-MC-AMBG: €29.30
payment includes OH/

V801 u pacientov, ktori nepresli k Stidiu I6T-MC-AMBG;
platba zahfiia OH.

UXAL9081_SVK_en_Lilly AMAN_Exhibit A, Payment Terms_{Slovakia)_FINAL_7Iul2018 Translated on 02-Oct-2018-1
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V802 in patients not proceeding to study I6T-MC-AMBG, €32.30
payment includes OH/

V802 u pacientov, ktori nepresli k Stidiu I6T-MC-AMBG;
platba zahffia OH.

C. Per Visit Budget C. Rozpodet na jednotlivé ndvitevy

Visit Payment (including overhead)
/

Uhrada za ndvitevu (vritane
prevadzkovych ndkladov)

Visit
/
Niviteva

Visit 0
f 169.2

(. naviteva

Visit 1
/ 202.2
1. naviteva

Visit 2

/ 40.35

2. naviteva

Visit 3
/ 184.35
3. néviteva
Visit 4

/ 156.15
4. naviteva

Visit 5

/ 93
5. navileva

Total Cost Per Completed Patient 845.25
(including overhead) €

UNALOD9L SVIK_en_Lilly AMAN_Exhibit A, Payment Terms_(Slovakia)_FINAL_7Jul2018_Translated on 02-0ct-2018-1
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/

Celkové niklady na jedného
pacienta, ktory skafanie dokondi
(zahiiiaji previadzkové naklady)

Early Termination Visit (including overhead) €93
!

Naviteva pri predéasnom ukondeni (zahfiia prevadzkové
niklady)

V801 (including overhead) €43.95
/

NB80I (zahffia prevadzkové naklady) |
V802 (including overhead) €32.30
/

NBO02 (zahffia prevadzkové naklady)
Unscheduled Visits if performed in accordance with the €48.45
protocol and entered into the CRF (V997); price is per visit
and includes Concomitant medication, Review AEs, Vital
signs, Evaluate for EIMs, Urine pregnancy test (local lab),
Blood draw, Specimen processing for central labs
(Hematology, Chemistry, PK sample, ADA assessment),
eCOA Device Coordination (Patient diary), Research time

and effort and OH.

/

Neplanované navitevy, ak sa vykonajti v silade s protokolom
a zaznamenajd do pacientskeho zdznamového harka (CRF;
V997); cena je za jednu névitevu a zahffia kontrolu stbeZne
uZivanych liekov, neZiaducich udalosti a Zivotnych funkeii,
hodnotenie extraintestinilnych prejavov, tehotensky test z
modu (v miestnom laborat6riu), odber krvi, spracovanie
vzoriek na centrdlne laboratérne vySetrenia (hematolégia,
klinicki biochémia, vzorka na PK, hodnotenic ADA),
koordinaciu  elektronického zariadenia na hodnotenie
klinickych vysledkov (eCOA; dennik pacienta), éas a Wsilie
vynaloZené na skiSanic a previdzkové ndklady.

All government taxes are the sole Za vietky dane zodpovedd vyhradue
responsibility of the Payee. prijemca platieb.

Pharmacy for this study shall be: Nemocniénd Lekdriiou pre tGfely tohto skiania bude:
lekdrei Nemocnica Staré Mesto Nemocniéné lekareii Nemocnica Staré Mesto
Mickiewiczova 13 Bratislava, 813 69, Pavilén Mickiewiczova 13 Bratislava, 813 69, Pavilon
D, Slovak Republic D, Slovenské republika

UXAIS031_SVE_en_Lilly AMAN_Exhibit A, Pavment Terms _(Slovakia)_FINAL_7Iul2018_Translated on 02-0ct-2018-1
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i

The procedure-level spreadsheet
corresponding to the above Payment Term C,

Tabulka postupov =zodpovedajica vysSie
uvedenej platobnej podmienke C, Rozpodet na

Per Visit Budget, is included on the following jednotlivé navitevy, je na nasledujice) strane

page for illustrative purposes only. In the event
of a conflict between the spreadsheet and the
amounts indicated in Payment Term C,
Payment Term C amounts shall control.

[Remainder of this page is intentionally left
blank.]

uvedend len na ilustraéné Gcely. V pripade
rozporu medzi touto tabulkou a sumami
uvedenymi v platobnej podmienke C sh
rozhodujice sumy uvedené v platobngj
podmienke C.

[Zvysok tejto strany je imyselne ponechany
prazdny.]

UXA19091_SVE_en_Lilly AMAN_Exhibit A, Payment Terms_(Slovakia)_FINAL_7Jul2018_Translated on 02-Oct-2018-1
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