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CLINICAL TRIAL AGREEMENT

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

Fakultha nemocnica s poliklinikou F.D.
Roosevelta, having a place of business at
Namestie L. Svobodu 1, 975 17 Banska Bystrica,
Slovak Republic, Organisation No: 00165549, Tax
Identification No. 2021095670 (the “Institution”)
represented by Ing. Miriam Lapunikova, MBA, the
managing director and Ing. lvana Sklenkova, the
financial director

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, MD
per procuram

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

ZMLUVA O KLINICKOM SKUSANI

Tuto zmluvu o klinickom skuSani (dalej ,zmluva”)
uzatvaraju:

Fakultna nemocnica s poliklinikou F.D.
Roosevelta, so sidlom na adrese Namestie L.
Svobodu 1, 975 17, Banska Bystrica, Slovenska
republika , 1CO: 00165549,DIC: 2021095670,
(dalej ,zdravotnicke zariadenie”), v zastupeni : Ing.
Miriam Lapunikova, MBA, generalna riaditelka
a Ing. lvana Sklenkova, ekonomicka riaditefka

a

IQVIA RDS Slovakia, s.r.o. (dalej ,CRO"), so
sidlom na adrese Vajnorska 100/B, 83104
Bratislava, Slovenska republika, ICO: 45942269,
Zapisana v Obchodnom registri Okresného sudu
Bratislava |., oddiel: Sro, vl.€: 69023/B, v zastupeni:
MUDr. Aurélia MojzeSova, prokurista

kazdy z nich dalej ako ,zmluvna strana” a spolo¢ne
ako ,zmluvné strany”.

Protocol

Cislo protokolu: | I I6T-MC-AMBG

Number: 16T-MC-AMBG
A Phase 3, Muilticenter,
Randomized, Double-Blind,
Parallel-Arm, Placebo-

Multicentrické, randomizované,
dvojito  zaslepené, placebom
kontrolované skusanie 3. fazy v
subeznych skupinach,

affiliate (“Sponsor” or “Lilly”)

... | Controlled Maintenance Study of | Nazov skumajuce udrZiavaciu liecbu

Protocol Title: . . ; . . P )
Mirikizumab in Patients with | protokolu: mirikizumabom u pacientov so
Moderately to Severely Active stredne zavaznou aZ zavaznou
Ulcerative Colitis(* LUCENT 2 aktivnou ulceroznou kolitidou
Study” or “Clinical Trial”) LUCENT 2 (dalej len ,,klinické

skusanie”)
Protocol Date: | 13-March-2018 Datum 13-marec-2018
protokolu:

. . Eli Lilly and Company alebo jej
Sponsor: Eli Lilly and Company or its local Zadavatel lokalne pobocky (,Zadavatel

alebo Lilly*)

Country where

is a division/part of the Institution

Site is . Slovak Republic Kre’uvlna_vedenla Slovenska republika
Conducting skusania
Study
Investigator: MUDr. Jozef Balaz Skusdajuci: MUDr. Jozef Balaz
. I Interna Klnka SZU — ll. Interna Kiinka =~ SZU - -
Location . . . Gastroenteroléga, Namestie L.
Gastroenteroléga Namestie L. ; . s
where the . | Miesto vedenia | Svobodu 1, 975 17 Banska
. Svobodu 1, 975 17 Banska I ) i .
study will be . . . skusania: Bystrica, ktora je
] BystricaSlovak Republic, which 4 R
conducted: oddelenim/sucastou

zdravotnickeho zariadenia
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100 Calendar Days after Site
Initiation Visit (being the date by 100 kalendarnych dni od
Ke which Site must enrol at least zahajovacej navstevy centra
y one (1) subject Kragovy datum skuSania (ide odatum, do
Enrollment . . ! IV ,
) zaradovania: ktorého centrum sku$ania musi
Date: I . A
zaradit najmenej jeden (1)
subjekt,
CEC Ethical committee CEK Eticka komisia
Presovského  samospravneho PreSovského  samospravneho
kraja, Urad Presovskeho | Nezavisla kraja, Urad PreSovského
IEC ; ; T . . . , )
samospravneho kraja, Namestie | eticka komisia | samospravneho kraja,
Mieru 2, 080 01, Presov, Slovak Namestie Mieru 2, 080 01,
Republic Predov, Slovenska republika

The following additional definitions shall apply to
this Agreement:

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

Data privacy laws shall mean

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

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

Regulation: shall mean the regulation of Ministry of
Health of the Slovak Republic No. 433/2011 Coll.,
dated 22 November 2011, which sets forth the
details of requirements regarding the site where a
Clinical Trial is conducted, of the essentials
regarding the application for approval thereof,
application for the statement regarding ethics of the
Clinical Trial and the essentials of this statement, as
amended;

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

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

V tejto zmluve platia nasledujuce definicie:

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

predpisy na ochranu udajov: znamenaju

zakon ¢&. 18/2018 Z.z. o ochrane osobnych udajov
(ZOOoU), v platnom zneni;

od 25. maja 2018, nariadenie Eurépskeho
parlamentu a Rady (EU) 2016/679 z 27. aprila
2016 o ochrane fyzickych osbdb pri spracuvani
osobnych udajov a volnom pohybe takychto
Udajov, ktorym sa zruSuje smernica 95/46 / ES
(vSeobecné nariadenie o ochrane osobnych
udajov — ,GDPR");

Vyhlaska znamena vyhlasku  Ministerstva
zdravotnictva Slovenskej republiky &. 433/2011
Z.z. z 22. novembra 2011, ktorou sa ustanovuju
podrobnosti o poziadavkach na pracovisko, na
ktorom sa vykonava klinické sku8anie, o
nalezitostiach ziadosti o jeho schvalenie, Ziadosti o
stanovisko k etike klinického skuSania a
nalezitostiach tohto stanoviska, v platnom zneni;

Protokol znamena protokol ¢. I16T-MC-AMBG
ktory vymedzuje Studiu v zmysle ust. § 29, ods. 12
Zol, a ktory tvori prilohu €. 2 tejto Zmluvy;

Skusajuci znamend osobu podla § 29 ods. 11
Zol, ktora je uvedena ako Skusajuci v Protokole,
a uzatvorila so Zadavateflom samostatnu dohodu
tykajucu Studie;
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Study drug: shall mean Mirikizumab;

Good Clinical Practice Guidelines: shall mean the
guidelines of Good Clinical Practice within the
meaning of clause 29, par. 3 of AoP and the
Regulation;

Approval: shall mean the statement of the Ethical
Review Board as per clause 33 of AoP and the
permit of the Slovak Institute for Drug Control as per
clause 35 of AoP;

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

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

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

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

Remuneration:  shall mean the financial
remuneration to the Institution Investigator for
performance of the Study;

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

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:

Studijny liek znamena Mirikizumab

Zasady spravnej klinickej praxe znamenaju
zasady spravnej klinickej praxe v zmysle ust. § 29,
ods. 3 ZolL a Vyhlasky;

Schvalenie znamena stanovisko Etickej komisie
podla ust. § 33 ZoL a povolenie Statneho Ustavu
pre kontrolu lie€iv podla ust. § 35 ZoL;

Informovany suhlas znamena informovany
suhlas podla § 29 ods. 13 a nasl. ZoL vyhradne na
formulari schvalenom zo strany Zadavatela;

Prirucka pre skusajuceho znamena prirucku pre
Skusajuceho pre Studijny liek, ktoru Skusajucemu
poskytne Lilly, v stlade s § 44 pism. a) ZoL,;

Doverné informacie znamenaju informacie

vymedzené v ¢lanku Il tejto Zmluvy;

Osobné udaje znamenaju, s ohfadom na Osoby
realizujice Studiu osobné, udaje podla ZOOU,
okrem iného titul, meno, priezvisko, adresu, rodné
Cislo, datum narodenia, dalej informacie
o platobnej moralke, bankovych spojeniach,
prevadzkové a lokalizacné udaje, a pod.;

Odmena znamena finanénu
zdravotnicke zariadenie a
vykonanie Studie;

odplatu  pre
SkuSajuceho za

Rozpocet znamena spdsob vypoctu Odmeny,
ktory je podrobne vymedzeny v prilohe €. 1 tejto
Zmluvy;

Dodatoéné naklady znamenaju dodatoéné
naklady vymedzené v ¢lanku 8.7.2 tejto Zmluvy
(vratane pododsekov);

Osoby realizujuce Studiu znamenaju
Skusajuceho, jeho kolegov a spolupracovnikov
a jeho opravnenych zastupcov, ktori sa podiefaju
na Studii.

UVODNE VYHLASENIA:

NAKOLKO, Spolo¢nost’ CRO poskytuje
zadavatelovi sluzby klinickej vyskumnej
organizacie podla samostatnej zmluvy medzi CRO
a zadavatelom. Medzi sluzby poskytované CRO
patri monitorovanie skuSania a uzatvaranie zmliv
s centrami skuSania.
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I. INTELLECTUAL PROPERTY
1.1. The Parties have agreed on the following:

1.1.1. if during the course of the Study or within one
year 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 occurring as a result of the
performance of the Study or which would not be
conceived, reduced to practise 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, stereoisomers, racemic
mixtures, amorphous forms, crystal forms, crystal
habits, metabolites, “prodrugs“ (forms), free acids,
chelates, complexes, synthetic intermediates,
isotopic or radio labelled equivalents or mixtures
thereof) (hereinafter referred to as “Object of IP”),
the Medical Facility shall be under the obligation to
promptly notify Sponsor thereof;

1.1.2. the Medical Facility undertakes not to exercise
any rights with regard to the Object of IP against the
Investigator or it shall secure that it will not exercise
any rights with regard to the Object of IP against the
Investigator. In case that the Medical Facility, despite
the above mentioned, acquires any rights related to
the Object of IP, the Medical Facility undertakes, to
the maximum extent allowed by the applicable legal
regulations, to transfer the Object of IP to the
Sponsor without undue delay and to provide the
Sponsor with all necessary cooperation, in particular
for the registration of changes in the relevant
register, and if this is not possible, the Medical
Facility undertakes to grant to the Sponsor an
exclusive license to use each Object of IP for an
indefinite period of time, whereas the Sponsor has
the right to further grant sublicenses to third parties.
The Medical Facility agrees that the remuneration for
the actions under this clause is included in the
Remuneration. The Medical Facility undertakes to
provide the Sponsor with all necessary cooperation
for acts under this clause in a way that the Sponsor
is able to exploit all its rights to the Object of IP at its
sole discretion;

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

1.1.1. ak v priebehu Studie alebo v obdobi jedného
roka po ukonCeni tejto Zmluvy SkuSajuci
sformuluje, alebo uplatni v praxi skutoCnost,
vynajde alebo vytvori akékolvek dielo alebo
vynalez, ktoré podlieha ochrane autorskych,
priemyselnych alebo inych prav duSevného
vlastnictva, ktoré su vysledkom uskutoChovania
Studie, alebo ktoré by neboli sformulované,
uplatnené alebo vytvorené, ak by sa Studia
neuskutocnila, (vratane, nie vSak vyhradne,
novych spbsobov uzivania, postupov, liekovych
foriem, terapeutickych kombinacii, alebo spésobov
lieSby), alebo ktora zahffia Studijny liek(y) v Studii,
alebo jeho jednoduché derivaty (napriklad nie vSak
vyhradne, protilatkové fragmenty, analégy, soli,
solvaty, konformécie, stereoizoméry, racemické

zmesi, amorfné formy, krystalické formy,
kryStalické  Struktury, metabolity, ,prodrugs®
(formy), volné Kkyseliny, chelaty, komplexné

zlu€eniny, syntetické medziprodukty, izotopické
alebo radiologicky znafené ekvivalenty, alebo

zmesi  uvedenych) (dalej len ,Predmet
dusevného vlastnictva®“), zavazuje sa
Zdravotnicke  zariadenie otejto  skutoCnosti

okamzite informovat Zadavatela;

1.1.2. Zdravotnicke zariadenie sa zavazuje, Ze
nebude uplatiiovat voc&i SkuSajucemu Ziadne
prava v suvislosti s Predmetom duSevného
vlastnictva, alebo Zze zabezpeli, Ze si vodi
Skusajucemu nebude uplathovat Ziadne prava v
suvislosti s Predmetom duSevného vlastnictva. V
pripade, ze Zdravotnicke zariadenie napriek vyssie
uvedenému nadobudne akékolvek prava k
Predmetu duSevného vlastnictva, zavazuje sa
Zdravotnicke zariadenie do maximalnej moznej
miery  pripustnej pravnymi predpismi bez
zbyto€ného odkladu previest Predmet dusevného
vlastnictva na Zadavatela a poskytnat
Zadavatelovi vSetku potrebnu sucinnost, najma pri
zapise zmien do prislusného registra, a pokial toto
nebude mozné, Zdravotnicke zariadenie sa
zavazuje udelit Zadavatelovi vyhradnu licenciu na
pouzivanie kazdého Predmetu duSevného
vlastnictva, na neurcity ¢as, priCcom Zadavatel ma
pravo dalej udelovat licencie tretim osobam.
Zdravotnicke zariadenie suhlasi s tym, Ze odplata
za Ukony podla tohto bodu je zahrnuta v Odmene.
Zdravotnicke zariadenie sa zavazuje poskytnut
Zadavatelovi v8etku potrebnd sucinnost  pri
Uukonoch podla tohto bodu tak, aby Zadavatef
mohol podla svojho uvaZenia vyuzivat vdetky
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1.1.3. the Medical Facility acknowledges and agrees
that:

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

o the Investigator undertakes to provide the
Sponsor with all necessary cooperation for
acts under this clause;

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

o 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.  Notwithstanding the foregoing, scientific
conclusions and professional judgments regarding
the results of a Study in any publication submitted by
Investigator shall be determined solely by
Investigator and will adhere to the policies and
principles of the International Committee of Medical
Journal Editors and other major medical journals and

prava duSevného vlastnictva k Predmetu
duSevného vlastnictva.

1.1.3. Zdravotnicke zariadenie berie na vedomie a
suhlasi s tym, ze:

e Zadavatel a SkuSajuci sa dohodli na tom,

Z2e Predmet duSevného vlastnictva bude

do maximalnej mozZnej miery pripustnej

pravnymi predpismi vzdy patrit
Zadavatelovi, apreto sa SkuSajuci
zavazuje zaregistrovat Predmet

duSevného vlastnictva tak, Zze ako jeho
pévodca bude uvedeny konkrétny
SkuSajuci a ako maijitel a prihlasovatel
Zadavatel, a pokial toto nebude moznée,
potom sa SkuSajuci zavazuje v rozsahu
pripustnom pravnymi predpismi bez
zbyto¢ného odkladu uzatvorit
so Zadavatelom zmluvu o prevode
Predmetu duSevného vlastnictva na
Zadavatela a poskytnut Zadavatelovi
vSetku potrebnu sucinnost pri zapise
zmien do prisludného registra; a pokial
toto nebude mozné, SkiSajuci sa
zavazuje udelit Zadavatelovi vyhradnu
licenciu na pouzivanie kazdého Predmetu
duSevného vlastnictva, na neurcity cas,
pricom Zadavatel ma pravo dalej
udelovat licencie tretim osobam;

e SkuSajuci sa zavazuje  poskytnut
Zadavatelovi vSetku potrebnu suginnost
pri ukonoch podra tohto bodu;

e SkuSajuci suhlasi s tym, aby Zadavatefl
podla svojho vlastného uvazenia
previedol akékolvek prava duSevného
vlastnictva k Predmetu duSevného
vlastnictva na tretiu osobu;

e SkuSajuci sa  zavazuje  poskytnut
Zadavatelovi vSetku potrebnu sucinnost k
tomu, aby mohol Zadavatel podla svojho
uvazenia vyuzivat prava duSevného
vlastnictva k Predmetu duSevného
vlastnictva.

1.1.4. Zdravotnicke zariadenie sa zavazuje
zabezpecCit, Ze ustanovenia tohto bodu | tejto
Zmluvy sa primerane vztahuju a budu ich
primerane dodrziavat’ aj vSetky Osoby realizujuce
Stadiu.

1.2. Bez ohfadu na uvedené budu vedecké zavery
a expertizy ohfadom vysledkov Studie v akejkolvek
publikacii, ktoré predlozi skuSajuci, urCené
vyhradne skusajucim a budu v sulade s predpismi
a zasadami stanovenymi Medzinarodnym vyborom
vydavatelov lekarskych odbornych Casopisov
(International Committee of Medical Journal
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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 Facility agrees that the Investigator
shall personally participate in and supervise the
process and performance of the Study for which it is,
under AoP, professionally responsible and shall
provide the Investigator, during the conduct of the
Study, all necessary cooperation, including an
obligation to train the Responsible persons regarding
the rights and obligations arising under this
Agreement and the directives as per clause Il of this
Agreement. The Medical Facility agrees that it will
not, and will ensure that Investigator does not, use
sub-sites or satellite sites in the conduct of the Study
unless Lilly has given written approval for such use
of the sub-sites and satellite sites. If any portion of
the Study is performed by Investigator or a sub-
investigator 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
participation.

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

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

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

2.2.3. the conditions specified by the Approval;

2.2.4. 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
No. 576/2004 Coll., the Medical Care Act as
amended and the Regulation.

2.3. The Medical Facility shall ensure that:

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

2.3.2. aqualified physician or his associate with

Editors) a dalSimi vyznamnymi lekarskymi
Casopisy a nebudu podliehat cenzure alebo
neprimerané kontrole &i odkladanie publikovanie
zo strany spolo¢nosti Lilly.

Il. PRAVA A POVINNOSTI ZDRAVOTNICKEHO
ZARIADENIA

2.1. Zdravotnicke zariadenie suhlasi s tym, Ze
Skusajuci sa osobne zuc¢astni a bude dohliadat na
priebeh a realizaciu Studie, za ktoru je podla ZolL
odborne zodpovedny a poskytne SkuSajucemu pri
vykone Klinického skuSania vSetku potrebnu
sucinnost, vratane povinnosti preskolit Osoby
realizujice Studiu, v zmysle prav a povinnosti
vyplyvajucich ztejto Zmluvy a pokynov v sulade
sCl. Il tejto Zmluvy. Zdravotnicke zariadenie
suhlasi stym, Ze podas uskutodfiovania Studie
nebudu vyuzivat iné pracovisko alebo satelitné
pracovisko, pokial' Lilly neda svoj pisomny suhlas
na vyuzitie inych pracovisk alebo satelithych
pracovisk.  Pokial budu  SkuSajuci alebo
spoluskusajuci uskutodhiovat &ast Studie v inom
zariadeni alebo nemocnici ako je Zdravotnicke
zariadenie, bude  Zdravotnicke zariadenie
zodpovedné za to, aby toto pracovisko bolo
oboznédmené s tym, Ze sa podiela na Studii a dalo
svoj suhlas k ucasti.

2.2. Zdravotnicke zariadenie bude dodrziavat a
zabezpeci, aby Skusajuci dodrziaval:

2.2.1. vSetky podmienky stanovené v Protokole
alalebo jeho dodatkoch;

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

2.2.3. podmienky Specifikované v Schvaleni;

2.2.4. vSetky dalSie pravne predpisy, ktoré su
suCastou  vS8eobecne  zavaznych  pravnych
predpisov SR, ato najma ZolL, (predovSetkym
vSetky povinnosti stanovené v § 29 a nasl. ZolL),
zékon 576/2004 Z.z., o zdravotnej starostlivosti v
zneni neskorSich predpisov a Vyhlasku.

2.3. Zdravotnicke zariadenie zabezpeci, aby:

2.3.1. spoluskusajuci, Osoby realizujuce Studiu,
zmluvni partneri a zamestnanci Zdravotnickeho
zariadenia, ktory sa podielaju na realizacii Studie,
ako aj Ciasto¢né alebo satelitné pracovisko
schvalené Zadavatefom, boli oboznameni s
povinnostami stanovenymi v tejto Zmluve,
porozumeli im a suhlasia s ich plnenim;

2.3.2. v Zdravotnickom zariadeni bol za
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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 the
Regulation, and in the case that the Medical Facility
is not an approved facility in the meaning of clause
29, par. 2 of AoP and the Regulation, 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 equipment and Study records
(including related medical records for all patients in
the Study), and those procedures, equipment or
Study records secured by any contractor, agent or
institution used by the Medical Facility in conducting
the Study. The Medical Facility shall provide the
Sponsor with immediate 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
opportunity to provide assistance to the Medical
Facility 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 visit of a  Sponsor-designated
representative, the Medical Facility will ensure that
Investigator has all reasonably available data
obtained through the preceding day complete and
ready for evaluation.

2.5. The Medical Facility shall be obliged:

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

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

starostlivost o pacientov aza dalSie prislusné
aspekty tejto Studie zodpovedny kvalifikovany
lekar alebo jeho spolupracovnik s opravnenim
vykondavat' lekarsku prax.

2.4. Zdravotnicke zariadenie prehlasuje, ze:

2.4.1. spifia podmienky pre vykonavanie klinického
skuSania podla § 29 ods. 2 ZoL a podla Vyhlasky,
av pripade, ze Zdravotnicke zariadenie nie je
schvalenym pracoviskom podfa § 29 ods. 2 ZoL a
podla Vyhlasky, zavazuje sa poskytnut Lilly vSetku
potrebnu suginnost na ziskanie tohto schvalenia;

odmenu inému
odporucenie

2.4.2. neposkytne Ziadnu
zdravotnickemu  zariadeniu  za
pacientov pre Ucely Studie;

2.4.3. berie na vedomie a suhlasi, Ze Zadavatel,
jeho menovany zastupca, alebo miestny i
zahrani¢ny organ Statneho dozoru méze podrobit
kontrole postupy Zdravotnickeho zariadenia,
skontrolovat vybavenie a zaznamy tykajuce sa
Studie (vratane suvisiacich lekarskych zaznamov
vSetkych pacientov v Stadii) a dalej tie postupy,
vybavenie alebo zaznamy, ktoré su zabezpecené
akymkolvek zmluvnym partnerom, zastupcom
alebo zariadenim, ktoré Zdravotnicke zariadenie
vyuziva pri realizacii Studie. Zdravotnicke
zariadenie okamzite oznami a upozorni
Zadavatela na akykolvek dradny, vladny Cci
dozorny prieskum, audit, alebo inSpekciu
Zdravotnickeho zariadenia, alebo postupov
tykajucich sa Studie. Zadavatel bude mat moznost
poskytnut Zdravotnickemu zariadeniu podporu
poCas takéhoto prieskumu, auditu, alebo
inSpekcie. Zdravotnicke zariadenie je povinné
poskytnut  Zadavatelovi  vysledky takéhoto
prieskumu, auditu i inSpekcie. Pokial budu udaje
podrobené planovanej kontrole na mieste zo
strany zastupcu Zadavatela, SkuSajuci bude mat
v8etky primerane dostupné udaje uplné a
pripravené Kk hodnoteniu, obdfzané pocas
predchadzajuceho dha.

2.5. Zdravotnicke zariadenie sa zavazuje:

2.5.1. poskytnut
podmienky _a vsetku
vykonavani Studie.

SkuSajucemu  primerané
potrebnd  sucinnost’  pri

2.5.2. pouzivat Studijné lieky vyluéne podria
Protokolu a nepouzivat ich na Ziadne iné ucely;
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purposes;

2.5.3. to follow the Sponsor’s instructions regarding
handling the Study drugs;

254. to ensure that destruction Mirikizumab
approved by Lilly in writing, or release of Study drugs
at the Medical Facility shall comply with all relevant
laws and regulations.

2.5.5. in the event that the Investigative party shall
collect any biological samples for independent
research from Study subjects, such samples will only
be collected prior to the administration of the Study
drug(s) or device(s). Additionally, the 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.

2.5.6. In the event that there is a lack of compliance
with the conditions of this Agreement, the Sponsor
shall be entitled to secure compliance with these
conditions and/or to terminate the participation of the
Medical Facility in the Study. The Sponsor shall be
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 data collection during the
Study, including all source documentation, ID 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 directive, provided, however, that in the
unlikely event that ICH or FDA record retention
requirements, (i.e., two (2) years after the date of
marketing application approval by FDA for the Study
drug(s) indication investigated, or if an application is
not approved, two (2) years after the FDA is notified
by Lilly of discontinuation of the IND) are longer than
fifteen (15) years, Lilly will notify Institution regarding
any additional length of time that records must be
retained to meet such requirements. The Investigator
and/or Institution agree to take the appropriate
measures to prevent premature destruction of

2.5.3. postupovat podia instrukcii Zadavatela,
tykajucich sa zaobchadzania so Studijnymi liekmi;

2.5.4. zabezpedit, Zze destrukcia Mirikizumab bola
pisomne povolena spolo¢nostou Lilly, alebo
vydanie liekov v Studii v Zdravotnickom zariadeni,
bude prebiehat v sulade so vSetkymi prisluSnymi
zakonmi a predpismi.

2.5.5. Pokial bude sku$ajuca strana od subjektov
Studie zhromazdovat' akékolvek biologické vzorky
pre samostatny vyskum, budu také vzorky
zhromazdované iba pred podanim skumaného
lieku (lieCiv) ¢i prostriedku  (prostriedkov).
SkuSajuca strana sa dalej zavazuje ziskat
samostatné informované suhlasy v pisomnej
podobe a konkrétny suhlas etickej komisie s
takymto vyskumom a dodrziavat vo vztahu k
takymto vzorkam vSetky pravne predpisy na
ochranu osobnych udajov.

2.5.6. Vpripade nedodrzania podmienok tejto
Zmluvy bude Zadavatel opravneny zabezpedit
splnenie tychto pozZiadaviek a/alebo ukongit udast
Zdravotnickeho zariadenia v Studii. Zadavatel
bude opravneny od tejto Zmluvy odstupit
s u€inkami ex nunc, ktoré nastand v okamihu
doru€enia pisomného oznamenia o odstupeni
Zdravotnickemu zariadeniu. V pripade odstupenia
od Zmluvy podla tohto bodu sa primerane pouziju
ustanovenia bodu IX tejto Zmluvy.

. DOVERNE INFORMACIE, UCHOVAVANIE
ZAZNAMOV

3.1. Zdravotnicke zariadenie suhlasi a berie na
vedomie, Ze vSetky zaznamy o zbere Udajov pocCas
Studie, vratane  zdravotnej  dokumentacie,
identifikacnych kdédov pacientov zaradenych do
Studie, & akychkolvek inych dokumentov
suvisiacich so Studiou, musia byt uchovavané po
dobu patnastich (15) rokov po skoncéeni alebo
preruSeni Klinického skuSania (vsulade s § 42
ods. 2 ZoL a 44. pism. j ZoL) alebo podla
poZiadaviek smernice EU, av8ak stym, Ze
v nepravdepodobnom pripade, Ze by ICH alebo
FDA pozadovali lehotu pre uchovavanie zaznamov
(t. dva (2) roky od datumu rozhodnutia FDA o
registracii  hodnoteného lieCiva (lieCiv) pre
skumanu indikaciu, alebo pokial Ziadost o
registraciu nebola schvalena, dva (2) roky od
okamziku, kedy spolo¢nost Lilly informovala FDA o
preruseni IND) viac ako patnast (15) rokov, bude
spolo¢nost’ Lilly informovat’ zdravotnicke
zariadenie o akejkolvek dodatoCnej Easovej lehote,
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essential documents.

If there is a change of responsibility/ownership of
Study records (ex. Investigator retires or hospital
closes), Investigator and Institution must notify Lilly.

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

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

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

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

pocas ktorej musia byt zaznamy uchovavané tak,
aby boli tieto poziadavky splnené a zavazuje sa v
tejto suvislosti poskytnut Zadavatelovi vSetku
potrebni  suc€innost. Zdravotnicke zariadenie
a skuSajuci suhlasia stym, Ze urobi také
opatrenia, aby zabranili predCasnej destrukcii
délezitych zaznamov.

Ak nastane zmena v zodpovednosti za zaznamy o
stadii alebo ich vlastnictva (napr. odchod
skusajuceho do dochodku alebo uzavretie
zdravotnickeho zariadenia), musi o tom sku$ajuci
a zdravotnicke zariadenie informovat’ Lilly.

3.2. Zdravotnicke zariadenie sa zavazuje
zabezpecit dovernost a nespristupnenie vsetkych
informacii tykajucich sa pacientov zaradenych do
Studie, informacii poskytnutych Zadavatelom
alebo nim urCenymi osobami, alebo inak
ziskanych informacii v suvislosti so Studiou, ibaze
spristupnenie informacii podla tohto bodu je
poZadované v8eobecne zavaznymi pravnymi
predpismi, alebo k spristupneniu informacii podla
tohto bodu udeli Zdravotnickemu zariadeniu
suhlas Zadavatef, v rozsahu povolenom
prislusnymi pravnymi predpismi.

3.3. Vpripade, Ze je spristupnenie Ddvernych
informacii pozadované akoukolvek inou fyzickou i
pravnickou osobou, Zdravotnicke zariadenie to
okamzite oznami Zadavatelovi alebo CRO
a nespristupni ziadnu doévernu informaciu bez
predchadzajuceho pisomného suhlasu
Zadavatela alebo CRO. Pokial tretia strana usiluje
o takéto spristupnenie narokovanim si zakonného
prava, bude Zdravotnicke zariadenie primerane
spolupracovat so Zadavatelom alebo CRO
v pripade, Ze si Zadavatel, alebo CRO praje
podniknut pravne kroky k napadnutiu takéhoto
naroku, alebo spristupnenia, za predpokladu, Ze
Zdravotnicke  zariadenie nebude v Ziadnom
pripade povinné porusit Ziadny zakon, predpis Ci
sudne alebo spravne rozhodnutie.

3.4. Zdravotnicke zariadenie sa zavazuje
zabezpetit, Ze ustanovenia bodu lll tejto Zmluvy
budu v rovnakom rozsahu dodrzZiavat v8etky osoby
podielajuce sa na Studii, najma spoluskusajuci,
Osoby realizujuce Studiu, zamestnanci
Zdravotnickeho zariadenia, zmluvni partneri
Zdravotnickeho zariadenia a ich zastupcovia.

3.5. Podmienky tejto Zmluvy budu taktiez
povazované za doverné a mézu byt spristupnené
iba vrozsahu poZadovanom zakonom alebo
vrozsahu potrebnom pre ziskanie suhlasu
s uskutoénenim Studie Zdravotnickom zariadeni.
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3.6. The foregoing confidentiality and non-use
obligations shall not apply to information that:

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

3.6.2. was known to the Medical Facility prior to
disclosure by the Sponsor or its representative or a
third party respectively, without violation of the
obligation to 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 which includes, but is not limited to all
documents generated by Institution and/or
Investigator as a direct result of their performance of
a Protocol that describe or record the methods,
conduct, or results of the Study as defined in ICH
GCP Guideline (E6), (“Lilly Data”) 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. Lilly Data may include all forms and
reports relating to the Study and the compilation of
data, results, records, and other information and
documents including case report forms in any format,
as well as copies of ECGs, photographs, videos,
films or other recorded images such as x-rays, MR,
CT, ultrasound, and other scans, final reports,
inventories and records relating to the disposition of
Study Drug supplies, that are collected or created
pursuant to the Protocol and which are required by
the Study. Exempt from this definition of Lilly Data
are any individual subject's medical records,
including but not limited to, x-rays, tissue samples,
laboratory records, and other primary data sources
(“Source Data”, Source Documents”, or “Medical
Records”) as defined in ICH GCP Guidelines (E6).
Also exempt from Lilly Data are Institution’s personal
notes, software, materials, or any other records
developed by Institution during the time of its
performance of the Study which is not an essential
part of the Study and which are not linked in any way
to the Study Drug, Device, Protocol, or any other
Confidential Information (collectively “Institution
Records”). Institution further agrees to execute any
documents or undertake any further actions if

3.6. VySSie uvedené povinnosti na nespristupnenie
a nepouzivanie Uudajov sa nevztahuji na
informacie, ktoré:

3.6.1. su, alebo sa neskor stanu, verejne znamymi
inym spésobom, neZ porusenim povinnosti alebo
zavazku Zdravotnickeho zariadenia;

3.6.2. boli zname Zdravotnickemu zariadeniu uz
predtym, nez mu boli spristupnené Zadavatelom
alebo zastupcom Zadavatela, &i dalSou tretou
stranou, bez porusenia povinnosti na zachovanie
doverného charakteru informacii voCi Zadavatelovi
alebo voli akejkolvek tretej strane, a tuto

skuto€nost je mozné preukdzat pisomnou
dokumentaciou; alebo
3.6.3. boli ziskané nezavislou c&innostou

Zdravotnickeho zariadenia, ktoré nemalo pristup
k Dévernym informaciam poskytnutym zo strany
Zadavatela, a tuto skuto¢nost je mozné preukazat
pisomnou dokumentaciou.

3.7. Udaje.

Udaje, ktoré okrem iného zahffiaju vSetky
dokumenty, ktoré vytvorilo zdravotnicke zariadenie
alebo skuSajuci v priamom désledku plnenia
protokolu a ktoré opisuju alebo zaznamenava ju
metody, spdsob vykonavania alebo vysledky
skuSania tak, ako je vymedzené v usmerneni pre
spravnu klinickd prax z medzinarodnej konferencie
o harmonizacii (International Conference on
Harmonisation Guideline for Good Clinical
Practice, ICH GCP) (E6) (dalej len ,udaje
spolognosti Lilly) , budd vyhradnym vlastnictvom
Zadavatela abudu podliehat povinnostiam
o uchovéavani Dévernych informacii a
povinnosti ich nepouZitia, ako je stanovené v tejto
Zmluve. Udaje spolo¢nosti Lilly mézu zahffiat
vSetky formulare a spravy tykajuce sa skuSania a
subor udajov, vysledkov, zaznamov a inych
informacii a dokumentov vratane pacientskych
zaznamovych harkov v lubovolnom formate, ako aj
képii elektrokardiogramov (EKG), fotografii, videi,
filmov alebo inych zaznamenanych snimok (napr.
rontgenovych snimok, snimok z magnetickej
rezonancie, pocitatovej tomografie  (CT),
ultrazvukového vySetrenia a inych snimok),
zavereCnych sprav, inventdrov a z&znamov
suvisiacich s pouzitim zasob skuSaného lieku,
ktoré sa zhromazduju alebo vytvaraju v sulade s
protokolom a ktoré su nevyhnutné na ucely
skuSania. Z tohto vymedzenia pojmu udajov
spoloCnosti Lilly su vynaté vSetky zdravotné
zaznamy jednotlivych ucastnikov, okrem iného aj
rontgenové snimky, vzorky tkaniva, laboratérne
zaznamy a iné primarne zdroje Udajov (dalej len
.zdrojové udaje“, ,zdrojové dokumenty“ alebo
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requested by Lilly to evidence transfer of title to such
Lilly Data and results. Institution and/or Investigator
shall have the right to use the Lilly Data for their own
internal non-commercial educational, research,
quality assurance, and/or patient care purposes. Eli
Lilly will not receive any personal information about
the trial subjects from which the identity of the trial
subjects could be determined. The data collected by
the sponsor will be anonymized

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 further agrees to the
following:

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

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

3.8.3. Inquiries from media or financial analysts —
during and after the Study the Medical Facility may
receive inquiries from reporters or financial analysts.
The Medical Facility agrees to confer with the
Sponsor’s Research Physician or Medical Director at
Eli Lilly Slovakia, s.r.o., Panenska 6, 81103
Bratislava, Slovak Republic (tel. 00421 2066 3111)
or Lilly’'s Corporate Communications Department in
the United States at (tel. 001 317 276 3402) to
discuss such inquires before responding to them;

,zdravotné zaznamy“) tak, ako je vymedzené v
usmerneniach ICH GCP (E6). Z udajov spolo¢nosti
Lilly su vydaté aj osobné poznamky
zdravotnickeho zariadenia, softvér, materialy a
v8etky ostatné zaznamy, ktoré vypracovalo
zdravotnicke zariadenie poCas vykonavania
skuSania a ktoré nie su nevyhnutnou sucastou
sku$ania a nie su ziadnym spdsobom spojené so
skusanym liekom, pomockou, protokolom ani inymi
doévernymi informaciami (suhrnne dalej len
,<Zaznamy zdravotnickeho zariadenia®).
Zdravotnicke zariadenie dalej suhlasi s tym, Ze na
poZiadanie spolo€nosti Lilly vypracuje v3etky
dokumenty a podnikne v8etky dalSie kroky
potrebné na preukazanie prevodu vlastnickeho
prava k tymto udajom spoloénosti Lilly a
vysledkom. Zdravotnicke zariadenie alebo
sku$ajuci maju pravo pouzivat udaje spolo¢nosti
Eli Lilly pre svoje vlastné interné nekomercné
vzdelavacie ¢i vyskumné potreby, na ucely
zabezpecenia kvality alebo starostlivosti
o pacientov. Spolo¢nost Eli Lilly nebude dostavat
Ziadne osobné udaje o subjektoch sku$ania, z
ktorych by bolo mozné urcit identitu subjektov
skugania. Udaje zbierané zadavatelom budu
anonymizovane

3.8. Vsulade s poziadavkami na uchovavanie
Dovernych informéacii a na dovoleny rozsah ich
vyuZitia, ako je stanovené v &lanku Il tejto Zmluvy,

Zdravotnicke zariadenie dalej suhlasi
s nasledujucim:

3.8.1. Zaradovanie pacientov - akékolvek
informacie, urCené k zaradeniu pacientov do
Studie, musia byt vsulade s prislunymi
zakonmi, vyhlaskami a  ostatnymi  pravnymi
predpismi.

3.8.2. Informacie pre tlaé - Zadavatel musi
pisomne schvalit vyhlasenia Zdravotnickeho
zariadenia uréené pre tlag, ktoré sa tykaju Studie
alebo Studijnych liekov, a to predtym, nez tieto
vyhlasenia zverejni;

3.8.3. Otazky médii afinanénych analytikov -
V priebehu Studie a po jej skonéeni sa mézu na
Zdravotnicke zariadenie obratit' s otazkami média
alebo finan¢ni analytici. Zdravotnicke zariadenie
sa tymto zavazuje predtym, nez bude na takéto
otazky odpovedat, tieto otazky prediskutovat s
lekarom pre klinicky vyskum Zadavatela, alebo
s riaditefom medicinskeho oddelenia Zadavatela
Eli Lilly Slovakia, s.r.o., Panenska 6, 81103
Bratislava, Slovenska republika (tel. 00421 2066
3111), alebo S oddelenim Corporate
Communications Department spoloc¢nosti Lilly
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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 and/or the Sponsor. The Medical Facility
agrees to the use of its name in Study publications
and communications, including Clinical Trial web
sites and Study newsletters and the Sponsor may
disclose the Medical Facility's name, business
contact information and the names of any sub-
investigators, the type of services performed by the
Medical Facility and/or any sub-investigator for the
Sponsor under this Agreement, the existence and
terms of this Agreement, and the amount of
compensation the Sponsor paid in exchange for the
Medical Facility’s services or the services of any sub-
investigator, in order to comply with applicable laws
and regulations. The Medical Facility shall be
responsible for ensuring that Medical Facility’s and/or
Investigator's sub-investigators have consented to
these same terms of disclosure.

3.9. Information Security.

Institution represents and certifies that they have
documented information security policies, standards
and/or procedures in place to protect the
confidentiality and integrity of confidential
information, as well as certain protected health
information as that term is defined under local
privacy laws. Institution further represents and
certifies that they have procedures and/or processes
for identifying threats and vulnerabilities to their
information system(s), and will train their personnel
accordingly. The Institution 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, and/or zip drives, shall utilize
encryption.

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

v USA (tel. 001 317 276 3402).

3.8.4. Pouzivanie mena - Zdravotnicke
zariadenie sa zavazuje nepouzivat nazov CRO
,Zadavatela ani mena zamestnancov v Zziadnom
reklamnom ¢i predajnom propaga¢nom materiali,
ani v Ziadnej inej publikacii, bez predchadzajuceho
pisomného suhlasu CRO a/alebo Zadavatela.
Zdravotnicke zariadenie suhlasi, Ze jeho nazov
bude pouzity v publikaciach, alebo vyhlaseniach
o Studii, vratane internetovych stranok a bulletinov
o Studii, a Zadavatel méze uverejnit nazov/meno
Zdravotnickeho zariadenia a mena akychkolvek
spoluskusajucich, ich kontaktné obchodné udaje,
typ  sluzieb  poskytovanych  Zdravotnickym
zariadenim a/alebo akymkolvek spoluskusajucim
pre Zadavatela podla tejto Zmluvy, existenciu
a podmienky tejto Zmluvy a vysku odmeny, ktoru
Zadavatel zaplatii za sluzby Zdravotnickeho
zariadenia alebo za sluzby akéhokolvek
spoluskusajuceho, za ucelom dodrzania
prislusnych  zadkonov a pravnych predpisov.
Zdravotnicke zariadenie ponesie zodpovednost za
to, Ze zabezpedi, aby spoluskusajuci
Zdravotnickeho zariadenia suhlasili s tymito
podmienkami s uverejfiovanim informacii.

3.9. Zabezpecenie informacii.

Zdravotnicke zariadenie vyhlasuje a potvrdzuje, ze
ma zavedené a zdokumentované predpisy,
Standardy alebo postupy v oblasti zabezpecenia
informacii za u¢elom ochrany dévernosti a integrity
dévernych informacii a vybranych chranenych
zdravotnych udajov, ako je tento pojem definovany
podla miestnych pravnych predpisov na ochranu
osobnych udajov. Zdravotnicke zariadenie dalej
vyhlasuje a potvrdzuje, Ze ma zavedené postupy
alebo procesy umoziujuce odhalovania hrozieb a
slabych miest v jeho informaénom systéme
(systémoch) a ze =zodpovedajucim spdsobom
preskoli  svojich  pracovnikov. Zdravotnicke
zariadenie suhlasi s tym, Ze vSetky osobné udaje
zasielané alebo uloZzené na akomkolvek mobilnom
zariadeni, najma chytrych telefénoch, laptopoch,
kompaktnych diskoch, zariadeniach PDA, flash
diskoch, zaloZznych paskach alebo zips disketach,
budu kédované.

IV. BEZPECNOST A OCHRANA OSOBNYCH
UDAJOV

4.1. Pri spracovani osobnych udajov na ucely
plnenia povinnostl z tejto zmluvy stanovuje
spolo¢nost’ Lilly, ktord kona ako prevadzkovatel
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processing of personal data, and acting as the Data
Controller. The Institution is processing personal
data as governed by the Agreement and is a data
processor. 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 party data controller
(where applicable) and to relevant government and
regulatory authorities

The Institution will not provide on request any
personal information regarding the trial subjects.
Only the data defined in section 3.7 will be provided.
The only personal data that Eli Lilly will be able to
process are the details of the staff of the research
center, which is referred to in section 4.7.

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

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

4.4 Lilly and Institution agree that, as between them,
Institution is best able to manage requests from data
subjects for access, amendment, transfer, blocking,
or deletion of personal data. Institution
acknowledges that in order to maintain the integrity
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
and/or prior consultations with Government
Authorities that may be required in respect of
processing carried out under the Agreement.

4.6 Security Incidents.

4.6.1. Notification of Security Incidents. The

Udajov, ucely a prostriedky takého spracovania
osobnych  udajov. Zdravotnicke zariadenie
spracovava osobné udaje tak, ako je upravené
tuto zmluvou a vystupuje ako sprostredkovatel
osobnych udajov. Zdravotnicke zariadenie vedie
pisomné zaznamy o spracovaniu vSetkych
osobnych udajov a na poziadanie tieto pisomné
zaznamy bezodkladne predlozi spolo¢nosti Lilly a
suhlasi s tym, Ze spolo¢nost Lilly ich méze
predlozit spravcovi udajov - tretej strane (ak je to
relevantné) a prislusnym S&tatnym a regulaénym
organom.

Zdravotnicke zariadenie nepredlozi na poziadanie
Ziadne osobné udaje o subjektoch skuSania. Budu
sa predkladat len Udaje definované v ¢asti 3.7.
Jediné osobné Uudaje , ktoré bude méct
prevadzkovatel spolo¢nost’ Eli Lilly spracovavat su
udaje o pracovnikoch rieSitelského centra , o
ktorych sa piSe od Casti 4.7.

4.2. Zdravotnicke zariadenie spoloCnosti Lilly
bezodkladne oznami, pokial porusi podmienky
alebo povinnosti ustanovené v tomto ¢lanku alebo
Ze sa o takomto poruseni dozvedia.

4.3. Spolognost' Lilly aj zdravotnicke zariadenie
budu realizovat komplexny program ochrany a
bezpec€nosti osobnych udajov, ktory je nastaveny
tak, aby sa zabezpecilo, Ze osobné udaje budu
spracovavané vyhradne v sulade s podmienkami
tejto zmluvy, vratane vymenovania poverenca pre
ochranu osobnych uddajov, ako to vyZaduju
prislusné pravne predpisy.

4.4. Spolo€nost’ Lilly a zdravotnicke zariadenie
suhlasi s tym, Ze zdravotnicke zariadenie je z nich
najlepsie vybavené na to, aby vybavovalo Ziadosti
dotknutych oséb o pristup, opravu, odovzdanie,
zablokovanie alebo vymazanie osobnych udajov.
Zdravotnicke zariadenie berie na vedomie, Ze k
zachovaniu integrity vysledkov Studie méze déjst k
obmedzeniu moznosti opravy, zablokovanie alebo
vymazanie osobnych udajov v sulade s
prislusnymi pravnymi predpismi.

4.5. Posudenie vplyvu na ochranu osobnych
udajov.

Zdravotnicke zariadenie bude spolupracovat so
spolo¢nostou Lilly a poskytne jej sucinnost’ pri
akomkolvek posudzovani vplyvu na ochranu
osobnych udajov alebo pri predchadzajucich
konzultaciach so statnymi organmi, ktoré mézu byt
potrebné vo vztahu k spracovaniu udajov podla
tejto zmluvy.

4.6. Pripady porusenia bezpec€nosti.

46.1. Oznamenie pripadov narusenia
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Institution agrees to notify the Lilly within thirty-six
(36) hours of discovery of a security incident and will
cooperate with reasonable Lilly requests for
information regarding such security incident as
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 security incident due to
negligence or willful misconduct by Institution, its
agents, its 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 contracting Parties expressly give consent
to the Sponsor or persons designated by the
Sponsor for collecting, to the maximum extent
allowed by the applicable legal regulations, Personal
data of the Study team or Site Staff (hereinafter in
this Article as “Site Personnel Data” and/or “Personal
data”) and the Parties acknowledge that these
persons may provide their Personal data to
Sponsor’s business partners and vendors working
with the Sponsor on matters related to the Study to
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 control and Study management; and

4.7.1.4. disclosures of the Personal data to the
Ethical Review Boards, Ethics Committees or
national or foreign regulatory authorities in
connection with their performance of review or
oversight 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
of business decisions, including decisions involving

bezpelnosti. Zdravotnicke zariadenie sa zavazuje
informovat spolo¢nost’ Lilly do tridsiatich Siestich
(36) hodin od zistenia pripadu naruSenia
bezpecnosti a vyhoviet odévodnenym Ziadostiam
spoloc¢nosti Lilly o poskytnutie informacii o takomto
pripadu naruSenia bezpecnosti tak, ako to bude
potrebné, aby spolo¢nost Lilly mohla ur€it, aké ma
podfla prislusnych pravnych predpisov
oznamovacej povinnosti, a aby tieto povinnosti
mohla splnit.

4.6.2. Zdravotnicke zariadenie sa zavazuje, Ze
spolo¢nost  Lilly odSkodni za v3etky straty
vyplyvajuce z akéhokofvek pripadu narudenia
bezpeCnosti v désledku nedbalosti alebo
umyselného konania zdravotnickeho zariadenia,
jeho zastupcov, spriaznenych osob €i akéhokolvek
spracovatela angazovaného zdravotnickym
zariadenim, €o zahffia najma zakonnu nahradu
Skody, spravne pokuty alebo vydavky na
zmiernenie 5kod.

4.7. Udaje o pracovnikoch riesitelského centra

4.7.1. Zmluvné strany vyslovne davaju svoj suhlas
ktomu, aby Zadavatel alebo osoby, ktoré
Zadavatel ur€i, zhromazZdovali v maximalnej
moznej miere povolenej pravnymi predpismi
Osobné udaje pracovnikov rieSitelského centra
(dalej v tomto odstavci ako ,Udaje o pracovnikoch
rieSitelského centra“ alebo ako ,Osobné udaje®)),
a Zmluvné strany beru na vedomie, Ze tieto osoby
moézu poskytovat ich Osobné udaje obchodnym
partnerom a dodavateflom spolupracujucimi so
Zadavatelom v zélezZitostiach tykajucich sa Studie
ato pre splnenie obchodnych, marketingovych,
vedeckych a inych u€elov Zadavatela vratane:

4.71.1. dodrziavania platnych zakonov a
predpisov tykajucich sa moznych finanénych
konfliktoch zaujmov;

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

4.7.1.3. kontroly kvality a riadenia Studie; a

4. 7.1.4. zverejnenia Osobnych udajov vyborom
etickej kontroly, etickym komisiam alebo narodnym
¢i  zahranicnym organom S&tatneho dozoru,
v suvislosti s plnenim kontrolnych, & dozornych
povinnosti tychto organov v ramci Studie.

4.8. Za ucelom uspokojenia opravneného zaujmu
spoloCnosti Lilly na zlepSovanie vykonavanie
vyskumnych Studii mézu byt udaje pracovnikov
rieSitelského centra tiez zhromazdované s udajmi
zinych zdrojov Zadavatela alebo osoby, ktoré
Zadavatel ur€i avyhodnocované pre ucely
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future research activities.

Both

Investigator and/or site personnel whose Site
Personnel Data are processed for this specific
purpose may object to such processing by contacting
Lilly at privacy@lilly.com.

The Sponsor or persons designated by the Sponsor
may store or further develop Personal data in the
U.S. or other countries, at the Sponsor’s or persons’
designated by the Sponsor facilities or facilities
related with the Sponsor, as long as a business need
or legal obligation exists, provided that Lilly, in
accordance with legal regulations, ensures adequate
level of protection of Site Personal Data which is 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
purposes.

4.9. The Parties acknowledge and agree that the
Sponsor or persons designated by the Sponsor shall
process the Personal data manually as well as
automatically, and they shall be entitled to collect,
process (in the sense of DPA) and utilize those in
compliance with Slovak Republic’'s laws and this
Agreement for the purpose apparent from the
relevant laws, and for the purpose of providing
services, sale of products and goods, settling 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 Institution may address the Sponsor or
persons designated by the Sponsor with enquiries
with regard to collection or use of the Personal data
by the Sponsor or persons designated by the
Sponsor.

obchodnych  rozhodnuti, vratane rozhodnuti

tykajucich sa buduceho vyskumu.

Skusajuci alebo pracovnici rieSitelského centra,
ktorych udaje su spracovavané za tymto
Specifickym uCelom, mézu proti takémuto
spracovaniu uplatnit vo€i spolo¢nosti Lilly namietky
na privacy@lilly.com

Zadavatel alebo osoby, ktoré Zadavatel uréi, méze
ukladat, alebo spracovavat Osobné udaje v USA,
alebo vinych krajinach, ato v zariadeniach
Zadavatela alebo o0s0b, ktoré Zadavatel urdi,
alebo zariadeniach so Zadavatefom, spojenych, po
dobu existencie obchodnych potrieb, alebo
pravnych zavazkov, a to za predpokladu, Ze
spoloCnost’ Lilly v sulade s pravnymi predpismi
zaisti adekvatnu uroven  ochrany udajov
pracovnikov centra, ktoré maju byt odovzdané do
krajin mimo EU, ktoré podla Eurépskej komisie
neposkytuju adekvatnu drover ochrany osobnych
udajov. Spolo&nost’ Lilly bude udaje pracovnikov
centra zhromazdené na uvedené Ucely
spracovavat a uchovavat len po dobu nevyhnutne
nutnu, najdlhSie pocas trvania tychto ucelov.

4.9. Zmluvné strany beru na vedomie a suhlasia s
tym, Zze Zadavatel alebo osoby, ktoré Zadavatefl
urc¢i, spracovava Osobné udaje tak manualne, ako
aj automaticky, a Ze je opravneny ich
zhromazdovat, spracovavat (v zmysle ZOOU)
avyuzivat, vsulade spravnym poriadkom
Slovenskej republiky a touto Zmluvou, za ucelom
vyplyvajucim z prisluSnych pravnych predpisov a
za ucelom poskytovania sluzieb, predaja vyrobkov
atovaru, vyuctovania a prevadzania ukonov
spojenych s vysSie uvedenym, a to v rozsahu
nevyhnutnom Kk dosiahnutiu vysSie uvedenych
uCelov a po dobu nevyhnutnu k naplneniu
uvedenych ciefov, najdlhSie vSak po dobu
stanovenu prislusnymi pravnymi predpismi, alebo
v sulade s nimi.

4.10. Zdravotnicke zariadenie sa mézZe obratit na
Zadavatela alebo osoby, ktoré Zadavatel urdci,
s otazkami ohladne zhromazdovania ¢i vyuzivania
Osobnych udajov Zadavatelom alebo osobami,
ktoré Zadavatel urci.
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4.11. The Investigator shall have access to its
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 Personnel
Data portability. The complaint against Site
Personnel Data processing by Lilly may be lodged
with the Slovak Office for Personal Data Protection.

4.12. By signing this Agreement, Lilly delegates to
Institution, and Institution agrees to obtain the
permission/fulfill 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.

By signing this agreement, Lilly delegates the
Institution with the inclusion of only such staff at the
Institution, who will give written consent to the
processing, collection and transfer of their personal
data.

4.13. The Investigator is entitled to withdraw its
consent with Personal data processing at any time,
by express and specific act (e.g. by recorded delivery
letter). Once the consent has been withdrawn, the
Sponsor, or athird person 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 inquiries regarding Lilly’'s collection or use of
Site Personnel Data. Lilly agrees to comply with all
applicable laws and regulations regarding Lilly’s use

of Site Personnel Data. By signing this
agreement, Lilly delegates the Institution
with the inclusion of only such staff at the
Institution, who will give written consent to
the processing, collection and transfer of
their personal data.

4.15. The Investigator declares that he is aware of
and has been acquainted with its rights regarding the
protection of its Personal data, in particular
voluntariness of the provision of Personal data,

4.11. SkuSajuci bude mat pristup k svojim
Osobnym udajom, ktoré Zadavatel alebo osoby,
ktoré Zadavatel ur€il, zhromazdil a méze nechat
opravit svoje Osobné udaje, ak su vnich
nepresnosti.

Za urcitych okolnosti maju skusSajuci a pracovnici
zdravotnickeho zariadenia pravo poZadovat
obmedzenia spracovania tychto svojich udajov a
ich vymazanie, a maju tiez pravo na prenosnost
tychto svojich udajov. Staznost proti spracovaniu
Udajov pracovnikov centra spolo&nostou Lilly
moze byt podana na Urade pre ochranu osobnych
udajov Slovenskej republiky.

4.12. Spolo¢nost Lilly podpisom tejto zmluvy
zdravotnicke zariadenie poveruje — a zdravotnicke
zariadenie suhlasi -, Ze od pracovnikov
rieSitelského centra bud ziska suhlas so
zhromazdovanim, prenosom a pouzitim ich udajov
spoloCnostou Lilly na ucely opisané v tejto Casti
alebo je o uvedenom nalezite upovedomi, a to v
sulade s platnymi predpismi.

Spolo¢nost’ Lilly podpisom tejto zmluvy poveruje
zdravotnicke zariadenie zaradenim do
rieSitelského centra len takych pracovnikov, ktori
daju  pisomny suhlas so spracuvanim
zhromazdovanim a prenosom svojich osobnych
udajov.

4.13 Skusajuci je opravneny kedykolvek odvolat
svoj suhlas so spracovanim Osobnych udajov, a to
vyslovnym a urcitym prejavom véle (napr. formou
doporuceného listu). Po odvolani suhlasu
Zadavatel, alebo tretia osoba nebude dalej
spracovavat Osobné udaje ziskané po odvolani
suhlasu so spracovanim a Osobné udaje, ktoré
boli ziskané pred odvolanim suhlasu, ale neboli
doposial spracované.

4.14. Skusajuci alebo pracovnici zdravotnickeho
zariadenia sa mdzu obratit na spolocnost Lilly s
otazkami ohladom zhromazdovania €i vyuzivanie
ich udajov spoloénostou Lilly. Spolo€nost Lilly sa
zavazuje, Ze bude dodrZiavat vSetky prisludné
zadkony a pravne predpisy ohladne pouzivania
Osobnych udajov. Podpisanim tejto zmluvy, Lilli
opraviuje Zdravotnicke zariadenie k ucasti na
Studii iba takych jeho zamestnancov, ktori suhlasia
so spracovanim, zhromazdovanim a prenosom
svojich osobnych udajov.

4.15. Skusajuci prehlasuje, Ze si je vedomy a bol
pouceny o svojich pravach tykajucich sa ochrany
Osobnych  udajov, najmd o dobrovoflnosti
poskytnutia Osobnych Gdajov, vyplyvajacich zo
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based on generally binding legal regulations,
especially the DPA.

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

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

V. PUBLICATIONS

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

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

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

5.1.3 in the event that the Sponsor has notified the
Medical Facility in writing that the Sponsor
reasonably believes that prior to such publication or
presentation it must take action to protect its
intellectual property interests, such as the filing of a
patent 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 unwiling to delay the publication or
presentation, it will remove from the publication or
presentation the information which the Sponsor has
specified it reasonably believes would jeopardize its
intellectual property interests. The Sponsor may
grant a shorter review period in writing.

vSeobecne  zavaznych
predovietkym ZOOU.
Zdravotnicke zariadenie si je vedomé svojich
povinnosti, ktoré vyplyvaju z pravnych predpisov v
oblasti ochrany osobnych udajov, a zavazuje sa
tieto predpisy dodrziavat.

pravnych  predpisov,

4.16. Zadavatel alebo osoby, ktoré Zadavatel urci,
vedie aktualnu evidenciu Os6b realizujucich Studiu
obsahujucu Osobné udaje. Zadavatel alebo osoby,
ktoré Zadavatel urc¢i, chrani Osobné udaje v
maximalnej moznej miere, ktora zodpovedd
poziadavkam prislusnych pravnych predpisov.

V. PUBLIKACIE

5.1. Zdravotnicke zariadenie ma _moznost
zverejnovat a prezentovat vysledky Stuadie pri
splneni nasledujucich podmienok:

5.1.1. Zadavatel obdrzi koépiu akejkolvek
navrhovanej  publikdcie  alebo  prezentacie
na posudenie a vyjadrenie sa do tridsiatich (30)
dni pred ich samotnym zverejnenim. Lehota
tridsiatich (30) dni zaCina dorucenim
navrhovanych publikacii i prezentacii spolo¢nosti
Eli Lilly and Company, na adresu Lilly Corporate
Center, Indianapolis, Indiana, USA,;

5.1.2. Po uplynuti tejto lehoty tridsiatich (30) dni je
mozné pristupit k prezentacii alebo k publikovaniu;
avsak

5.1.3. Ak Zadavatel Zdravotnickemu zariadeniu
medzitym pisomne oznamil, Ze je rozumne
presvedCeny, Ze pred takym zverejnenim alebo
prezentaciou je nuteny urobit potrebné opatrenia
na ochranu svojich zaujmov v oblasti duSevného
vlastnictva, ako napriklad podanie patentovej
prinlasky, ktorou si uplatfiuje narok na vynalez,
alebo podanie Ziadosti o registraciu ochrannej
znamky, zavazuje sa Zdravotnicke zariadenie bud
(1) pozdrzat prezentaciu, alebo publikéciu
o dalSich Sestdesiat (60) dni, alebo dovtedy, kym
nebudu podniknuté vy3Sie uvedené opatrenia,
podfa toho, €o nastane skoér, alebo (2) pokiaf
nebude  Zdravotnicke  zariadenie = ochotné
zverejnenie pozdrzat, zavazuje sa z publikacie Ci
prezentacie odstranit tie informacie, ktoré
Zadavatel ur€i, aoktorych bude rozumne
presved¢eny, Zze by mohli poskodit jeho zaujmy
v oblasti ochrany jeho duSevného vlastnictva.
Zadavatel mdze pisomne stanovit na preskiumanie
a vyjadrenie aj kratSie Casové obdobie.
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5.2 The Medical Facility shall be under the obligation
to assist the Sponsor in obtaining reprints of its
publication(s) resulting from the Study.

VI. DEBARMENT CERTIFICATION &
ANTICORRUPTION

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

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

6.3 In carrying out its responsibilities under this
Agreement, The Medical Facility agrees to comply
with all applicable anti-bribery legal regulations in the
countries where the Medical Facility has the principal
place of business and where it conducts activities
under this Agreement. Additionally, The Medical
Facility has been acquainted with, understands and
agrees to 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 indirectly 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 Facility, Investigator or
any of the Medical Facility's owners, directors,
employees, agents, and consultants are government
officials, 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 capacity as a
government official. The Medical Facility further
represents that neither it, Investigator nor any of the
Medical Facility’'s owners, directors, 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

5.2 Zdravotnicke zariadenie sa
napomahat Zadavatefovi v ziskani
svojich publikécii, ktoré vzisli zo Studie.

zavazuje
vytlackov

VI. OSVEDCENIE O SPOSOBILOSTI A
PROTIKORUPCNE VYHLASENIE

6.1 Zdravotnicke =zariadenie sa zavazuje, Ze
nebude v suvislosti s realizaciou Stadie vyuZivat,
alebo spolupracovat so Ziadnou takou fyzickou,
ani pravnickou osobou, ktora bola vylu¢ena
zuasti na  klinickom skuSani  niektorym
regulaCnym organom.

6.2. V pripade, Ze akakolvek osoba podielajuca sa
na tejto Studii bude vyli¢end alebo sa stane
subjektom konania o vyluceni v priebehu tejto
Studie, Zdravotnicke zariadenie otom okamzite
pisomne informuje Zadavatela.

6.3 Zdravotnicke zariadenie pri plneni svojich
povinnosti vyplyvajucich z tejto Zmluvy suhlasi s
tym, Ze bude dodrziavat vSetky platné
protikorup&né pravne predpisy v Statoch, v ktorych
ma Zdravotnicke zariadenie svoje hlavné miesto
podnikania a v ktorych vykonava ¢innost suvisiacu
s touto Zmluvou. Zdravotnicke zariadenie je
oboznamené, a suhlasi s tym, Ze bude dodrziavat
zakon USA o zahrani¢nych korupcnych praktikach
(Foreign Corrupt Practices Act, dalej len ,FCPA"),
v zneni zmien a doplneni, ktory vSeobecne
zakazuje priamo i nepriamo ponukat, sfubovat,
platit alebo davat Cokolvek cenného akymkolvek
Statnym Jdradnikom za u€elom ziskania alebo
zachovania zakaziek alebo neopravnenych vyhod.
Pre ucely tejto Casti znamena pojem "Statny
uradnik" akéhokolvek uradnika, funkcionara,
zastupcu alebo zamestnanca, vratane lekarov,
ktori su zamestnancami ministerstiev, uradov
alebo institacii (vratane Statom vlastnenych alebo
kontrolovanych obchodnych spolo€nosti) mimo
USA, alebo akéhokolvek uradnika verejnej
medzinarodnej organizacie ¢i politické strany alebo
kandidata na politicky urad. V pripadoch, ked je
Zdravotnicke zariadenie, SkuSajuci alebo su
majitelia, riaditelia, zamestnanci, zastupcovia a
konzultanti Zdravotnickeho zariadenia Statnymi
uradnikmi, Zdravotnicke zariadenie suhlasi s tym,
ze platby, ktoré od CROdostane v suvislosti s
touto Zmluvou, nemaju za ciel ovplyvnit Ziadne
rozhodnutie, ktoré by nejaka osoba mohla prijat z
pozicie Statneho uradnika v jeho prospech.
Zdravotnicke zariadenie dalej prehlasuje, Zze
Zdravotnicke zariadenie, SkuSajuci ani Ziaden z
majitelov, riaditeflov, zamestnancov, zastupcov
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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 influence with the government or
instrumentality thereof to affect or influence any act
or decision of the government or such instrumentality
with respect to any activities undertaken relating to
this Agreement. Additionally, the Medical Facility will
make reasonable efforts to comply with requests for
information, including answering questionnaires and
narrowly tailored audit inquiries, to enable Sponsor to
ensure compliance with applicable anti-bribery laws
The Medical Facility agrees that CRO’s payment to it
in connection with the services to be provided under
this Agreement is not intended to influence any
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 submitted to regulatory
authorities.

VIl. CRO/Lilly SUPPORT

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

7.2. The moment that the Medical Facility’s data
have been verified during planned visit by the
Sponsor’s representative, the Medical Facility shall

alebo konzultantov Zdravotnickeho zariadenia
nebude priamo ¢&i nepriamo ponukat platby,
slubovat platby ani davat c¢okolvek cenného
Ziadnemu Statnemu Udradnikovi s ciefom i)
ovplyvnit &in alebo rozhodnutia prislusného
Statneho Uradnika v jeho Uradnej pravomoci; ii)
prinatit  Statneho uradnika, aby konal alebo

nekonal v rozpore so svojimi zakonnymi
povinnostami, iii)) zabezpecit’ akukolvek
neopravnenu vyhodu; iv) prinatit Statneho

uradnika, aby vyuZil svoj vplyv vo vlade alebo
indtitucii a ovplyvnil rokovania alebo rozhodnutia
vlady alebo inStitucie v suvislosti s ¢&innostou
vykondavanou v ramci tejto Zmluvy. Zdravotnicke
zariadenie prejavi primerany snahu o splnenie
informacnych poziadaviek, vratane odpovedi na
dotazniky a presne formulované otazky auditu, s
ciefom umoznit Zadavatelovi dodrzat platné
protikorupéné pravne predpisy. Zdravotnicke
zariadenie suhlasi s tym, Ze platba, ktoru
Zdravotnicke zariadenie ziska od CROVv suvislosti
so sluzbami poskytovanymi podla tejto Zmluvy, nie
je uréena na ovplyvnenie pripadného rozhodnutia,
ktoré by Zdravotnicke zariadenie mohlo prijat,
pokial ide o predpisovanie liekov Zadavatela, Ci
ovplyvnenie su€asnych alebo buducich zakaziek
Zadavatela alebo CRO. Zmluvné strany suhlasia,
ze pre uCely tejto Zmluvy dodrzania
protikorupénych pravnych predpisov Slovenskej
republiky zabezpecia rovnako dodrzanie FCPA.

Zdravotnicke zariadenie dalej zabezpeci, aby
kazdy skuSajuci a ktorykolvek spolusku$ajuci
v Zdravotnickom  zariadeni, na akomkolvek
pracovisku a/alebo satelithom pracovisku poskytli
Zadavatelovi prislusné finanéné informacie pre
UCely dodrzania vsetkych prisluSnych zakonov
a predpisov a vnutornych predpisov Zadavatela.
Zdravotnicke zariadenie suhlasi a zabezpeci, aby
kazdy SkusSajuci a spoluskuSajuci suhlasili s tym,

Ze zakony, predpisy avnutorné predpisy
Zadavatela mobézu vyzadovat to, aby boli
predlozené vybrané financné informacie

regulaCnym organom.

VIil. PODPORA Lilly/CRO

7.1.CRO, bude povinné poskytnut Zdravotnickemu
zariadeniu Odmenu podfla ustanoveni platobnych
podmienok a rozpoctu, prilozenom ako priloha A. :

7.2. V okamihu, kedy budu udaje Zdravotnickeho
zariadenia skontrolované pri planovanej navsteve
zastupcom Zadavatela, zavazuje sa Zdravotnicke
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be obliged to have available at the site all available
and complete data acquired up until the previous
day. If there are any data missing and have not been
subsequently provided by the Medical Facility within
ten (10) days following the visit by the Sponsor's
representative, the CRO reserves the right to refuse
payments for such missing data.

7.3. The Medical Facility acknowledges and agreed
that in the case that the Sponsor has requested the
attendance of the Investigator (the Investigator in
person) or other Responsible persons at the start up
meeting 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 accommodation 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:

e 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,

e treatment of any health complications and
permanent health effects caused to the
participant as a consequence of the Clinical
Trial, if relevant,

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

e the conclusion of an agreement on liability
insurance of the healthcare provider for the
damage that may be caused to the

zariadenie mat na mieste pripravené, dostupné
a kompletné vSetky udaje, ziskané az do
predoSlého dria. Pokial budu akékolvek udaje
chybat anebudli dodato€ne Zdravotnickym
zariadenim poskytnuté do desiatich (10) dni po
navsteve zastupcu Zadavatela, si CRO vyhradzuje
pravo odmietnut platby za tieto chybajuce udaje.

7.3. Zdravotnicke zariadenie berie na vedomie a
suhlasi, ze v pripade, Ze Zadavatel bude
vyzadovat' pritomnost Sku$ajuceho (SkuSajuceho
osobne) alebo Os6b realizujucich Stadiu na
avodnej informacénej schodzke k Stadii, alebo na
inom  stretnuti, dblezitom pre poskytnutie
informacii, ktoré sa tykaju Studie, alebo Studijného
lieku, uhradi Zadavatel, CRO alebo zastupca
Zadavatela Skusajucemu alebo  Osobam
realizujcim Stadiu nevyhnutné finanéné vydavky
spojené s nakladmi na cestovanie a ubytovanie
(vratane stravného), potrebnymi k zabezpeceniu
UCasti SkuSajuceho alebo Osbéb realizujucich
Stadiu  na tychto  stretnutiach, po ich
predchadzajucom schvaleni Zadavatelom.
Zdravotnicke zariadenie sa zavazuje poskytnut v
tejto suvislosti Zadavatel, Skusajucemu a Osobdm
realizujcim Studiu vSetku potrebnli suginnost.
Zadavatel/CRO/zastupca Zadavatefa poskytne
tato finanénu nahradu v priebehu tridsiatich (30)
dni od prijatia dokumentacie o tychto vydavkoch
prijatelnej pre Zadavatela/zastupcu Zadavatela za
predpokladu, ze Zadavatel/CRO/zastupca
Zadavatela tuto dokumentaciu obdrzi do
Sestdesiatich (60) dni odo diia, kedy boli vydavky
uskuto€nené.

7.4. Uhrady v pripade ujmy uéastnikov Studie

7.4.1. Zadavatel sa =zavazuje uhradit vSetky
naklady spojené s:

e Kklinickym sku$anim vratane nakladov na
Skusany liek uvedeny v Protokole a
nakladov spojenych s laboratérnymi
vySetreniami uvedenymi v Protokole,

e lieCbou zdravotnych  komplik4cii a
pripadnych trvalych nasledkov na zdravi

vzniknutych  dCastnikovi v désledku
Klinického skusania,

e uzatvorenim zmluvy o] poisteni
zodpovednosti Zadavatela za Skodu
spbsobenu ucastnikovi Klinického

skuSania, ak by v suvislosti s Klinickym
skuSanim doSlo k poskodeniu zdravia
alebo umrtiu ucastnika,

e uzatvorenim zmluvy o] poisteni
zodpovednosti poskytovatela zdravotnej
starostlivosti za Skodu, ktora mdéze byt
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participant.

The insurance policy certificate is included in Annex
No. 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
a Study 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 after 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. Reimbursement 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 event/complication cannot be
attributed to negligence or misuse by the Medical
Facility;

7.7.3.3. the adverse event/complication has not been
caused by any other concurrent illness, whether the
given illness 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 carried out in
compliance with the Protocol, provided that
deviations from the Protocol and recommendations
resulting from an imminent threat to the health or
safety of a Subject that do not cause the injury to the
Subject will not disqualify 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 to this Subject Injury
Reimbursement provision, Institution agree that Lilly
shall have no obligation with respect to such
treatment or compensation.

spdsobena ucastnikovi.

Potvrdenie o podmienkach poistenia je uvedené
ako Priloha €. 3 tejto Zmluvy.

7.7.2. Zmluvné strany berd na vedomie fakt, ze
Zadavatel sa zavazuje uhradit Zdravotnickemu
zariadeniu nasledujuce naklady (dalej len
,Dodatoéné naklady”):

7.7.2.1. VSetky rozumne vynaloZzené a obvyklé
naklady suvisiace s diagnézou neZiaducej udalosti
tykajuce sa  Studijného lieku a postupov
obsiahnutych v Protokole, vzniknuté
Zdravotnickemu zariadeniu;

7.7.2.2. V3etky rozumne vynaloZzené a obvyklé
naklady vynalozené na lieCbu pacienta, pokial

Zadavatel po konzultacii so Zdravotnickym
zariadenim rozhodne, Ze neziaduca udalost
suvisela s podanim Studijného lieku, alebo

s postupom podla Protokolu.

7.7.3. Uhrada Dodatognych
prebehne len za predpokladu, ze:

nakladov vSak

7.7.3.1. Tieto ndklady nebudu kryté Ziadnym inym
zdravotnym  alebo  nemocni¢nym  poistenim
subjektov, ani inym vladnym programom
zahrAujucim toto poistné krytie,

7.7.3.2. Neziaduca udalost/komplikacia nie je
pricitatelna zanedbaniu alebo nespravnemu
zachadzaniu zo strany Zdravotnickeho zariadenia,

7.7.3.3. Neziaduca udalost/komplikacia nie je
zapri€inena Ziadnym inym sprievodnym
ochorenim, & uz dané ochorenie bolo predtym
diagnostikované, alebo nie,

7.7.3.4. Studijny liek bol podany podla Protokolu
a postupy predpisané Protokolom boli
uskutoCnené v sulade s Protokolom s tym, Ze
odchylky od protokolu a odporu€ania s ohladom
na bezprostredné ohrozenie zdravia alebo
bezpelnosti subjektu, ktoré nespbsobia subjektu
ujmu, nebudd zdravotnickemu zariadeniu branit’ v
ziskani uhrady podfa tohto ustanovenia.

7.7.4. Ak je vo formulari informovaného suhlasu
pre pacienta v ramci tejto Studie uvedené, Ze
pacientovi bude poskytnuté nejaké oSetrenie alebo
kompenzacie nad ramec toho, ¢o sa spoloénost
Lilly zaviazala uhradit podla tohto ustanovenia o
nahrade ujmy spbsobenej subjektu, suhlasi
zdravotnicke zariadenie s tym, Ze spolo€nost’ Lilly
nebude mat Ziadnu povinnost vo vztahu k takému
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7.8. The Sponsor will provide the Investigator with
the Study drug(s). The Medical Facility shall ensure
that a pharmacist, as a Medical Facility's employee,
will be among the Responsible persons and the
pharmacist will be responsible for the receipt, proper
storage and, as the case may be, dispensing of
Study drug for the purpose of conducting the Study
in the Medical Facility according to applicable legal
regulations. The Medical Facility shall guarantee and
be liable for the proper performance of all
abovementioned activities by the pharmacist.

VIIl. LIMITATIONS OF PATIENT ENTRY OR
ENROLLMENT AND STUDY TERMINATION

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

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

8.2. The Medical Facilty may terminate 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:

8.2.1. Lilly and/or 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.

oSetrenie alebo kompenzacii.

7.8. Zadavatel poskytne Skudajucemu SkuSany
liek (lieky). Zdravotnicke zariadenie zabezpedi,
aby jednou zOséb realizujucich Studiu bol
lekarnik, ktory bude ako zamestnanec
Zdravotnickeho  zariadenia  zodpovedny za
prevzatie, riadne uskladnenie a pripadné
vydavanie Skusaného lieku pre ucely
uskutoénenia Studie v Zdravotnickom zariadeni
vsulade s prislusnymi  pravnymi  predpismi.
Zdravotnicke  zariadenie  zabezpeli a bude
zodpovedné za riadne uskutoCnenie vSetkych
vy&Sie uvedenych €innosti tymto lekarnikom.

VIil. OBMEDZENIE VSTUPU ALEBO
ZARADENIA PACIENTOV DO STUDIE
A UKONCENIE STUDIE

8.1. Zadavatel alebo CRO si vyhradzuje pravo
kedykolvek obmedzit vstup alebo zaradenie
dal$ich pacientov do Studie. Tato situacia moze
nastat’ v pripade konkurenéného naboru pacientov
z dévodu, Ze iny skuSajuci lekar zaradil dostatocny
pocet pacientov, ktory bol potrebny na splnenie
potrieb Studie.

Zadavatel a CRO si tiez vyhradzuje pravo
kedykolvek a z akéhokolvek dévodu ukoncit ucast
Zdravotnickeho zariadenia v Studii, alebo G&ast
ktoréhokolvek pacienta v Studii, pripadne Studiu
samotnu.

Zadavatel a/alebo CRO si tiez vyhradzuje pravo
kedykolvek a z akéhokolvek dévodu ukongit tuto
Zmluvu. V tomto pripade bude Zmluva ukon&ena
piatym (5.) diiom odo dfa doru€enia pisomnej
vypovede zo strany Zadavatela Zdravotnickemu
zariadeniu.

8.2. Zdravotnicke zariadenie méze svoju ucast na
Studii  ukongit pisomnym odstupenim od tejto
Zmluvy, s vypovednou lehotou tridsat (30) dni odo
dna doru€enia oznamenia o odstupeni od Zmluvy
Zadavatelovi, ak:

8.2.1. doslo k poruseniu podstatnych ustanoveni
tejfto zmluvy zo strany spoloénostou Lilly
aleboCRO, pricom toto porusenie CRO
neodstranilo do devatdesiatich (90) dni po
doru¢eni pisomného oznamenia zo strany
Zdravotnickeho zariadenia o takomto poruseni;

8.2.2. prislusny organ Statneho dozoru, organ
dozoru Spojenych Statov americkych alebo Eticka
komisia odoberu opravnenie a suhlas
k uskuto&neniu Studie.
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8.3. 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
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
obtained in connection with the performance of the
Study, to the maximum extent permitted by the
applicable legal regulations.

8.4. In the case of terminating the Study,
Remuneration for any performed activities until the
day of termination will be paid. This Remuneration
will be limited to adequate and irreversible costs of
the Medical Facility accrued in connection with the
Study, which arise from the Protocol and which are
stated in the Budget. If the payments exceed the
amount 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 complete
report on the results of the adverse event and/or
reaction investigation to the Sponsor, the Sponsor
agrees that he shall indemnify to the Medical Facility
damages, costs and expenses arisen from
accusations and legal actions (including reasonable
attorneys™ fees) resulting from an injury to a patients
seeking damages caused to them directly by any
substance administered in accordance with the
Protocol, 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;

9.1.2. the Sponsor has been notified of any such

83. V pripade, ze uCast Zdravotnickeho
zariadenia na Studii bola ukon&ena, alebo Ze
Zmluvné strany, vypovedali tito Zmluvy, alebo
odstupili od tejto Zmluvy, alebo Ze tato Zmluva
bola inak ukonéena , alebo Ze Studia samotna
bola ukon€ena, Zdravotnicke zariadenie sa
zavazuje, e vrati vSetky Studijné lieky
Zadavatelovi, uchova ich, alebo ich znici v sulade
s pokynmi Zadavatela a v sulade so vSetkymi
platnymi pravnymi predpismi, a Ze bezodplatne a
bez zbyto€ného odkladu poskytne Zadavatelovi
vSetky data, udaje, informacie, dokumentaciu a iné
materialy, ktoré Zdravotnicke zariadenie ziskalo v
suvislosti s vykonom Studie, v maximalnom
moznom rozsahu pripustnom prislusnymi
pravnymi predpismi.

8.4. V pripade ukon&enia Studie bude zaplatena
Odmena za akukolvek &innost vykonanu do dna
ukondenia Studie. Tato Odmena bude obmedzena
na primerané a nenavratitelné naklady
Zdravotnickeho zariadenia, vzniknuté v suvislosti
so Studiou, ktoré vyplyvaju z Protokolu a ktoré boli
uvedené v Rozpocte. Pokial platby presiahnu
Ciastku, ktora Zdravotnickemu zariadeniu prislicha
za pracu vykonanu podfla Protokolu, Zdravotnicke
zariadenie suhlasi s tym, Ze preplatok vrati Lilly
alalebo zastupcovi Lilly.

IX. ZODPOVEDNOST ZA SKODU,
ODSKODNENIE A POISTENIE

9.1. V suvislosti s vykonavanim Studie a po tom,
C¢o Zdravotnicke zariadenie predloZi Uplnu spravu
vysledkov preSetrenia neZiaducej udalosti a/alebo
UCinku Zadavatelovi, Zadavatel suhlasi s tym, Ze
nahradi  Zdravotnickemu zariadeniu  $kodu,
naklady a vydavky vyplyvajuce z obvineni a zaléb
(vratane primeranych poplatkov za pravnych
zastupcov), ktoré  vyplyvaju z poSkodenia
pacientov, ktori si narokuju nahradu $kéd, ktora im
bola priamo spdsobena latkou podavanou podla
Protokolu, alebo postupom vyZzadovanym podfa
Protokolu, vratane ndkladov a vydavkov spojenych
s vybavovanim takychto Zaléb ana obhajobu
v takychto konaniach, avSak za predpokladu, Ze:

9.1.1. Zdravotnicke zariadenie dodrziavalo
ariadilo sa v8etkymi prisluSnymi pravnymi
predpismi (najma kladného stanoviska zo strany
Etickej komisie), poziadavkami stanovenymi v
Protokole a vSetkymi odporu€aniami poskytnutymi
zo strany Zadavatela ohladne podavania
a pouzivania akychkolvek liekov a inych postupov
uvedenych v Protokole;

9.1.2. Zadavatel bol upovedomeny o akejkolvek
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legal action or process;

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

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

9.1.5. 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 violation
or neglecting of the obligations of the Medical
Facility; it is agreed that under this Agreement, a
procedure in accordance with the Protocol shall not
be understood as violation or neglect of obligation.

Lilly hereby agrees that any deviations from or
failures to adhere to the terms of the 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 participants
are not considered violations of the Protocol or
failures to adhere to the terms of the Protocol
pursuant to this provision.

Lilly warrants that it maintains a policy 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.

takejto Zalobe alebo konani;

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

9.1.4. Zadavatel si vyhradzuje pravo viest
obhajobu pri sudnom spore akymkolvek
spbésobom, ktory povazuje za vhodny a ktory
neposSkodzuje zaujmy Zdravotnickeho zariadenia,
vratane prava vybrat' si pravneho zastupcu podla
vlastného vyberu;

9.1.5. Zadavatel bude mat vyhradné pravo spor
urovnat, av8ak Zadavatel neuzna chybu v mene
Zdravotnickeho zariadenia, okrem pripadu, kedy
mu k tomu Zdravotnicke zariadenie vopred udeli
pisomny suhlas. Povinnost Zadavatela nahradit
Skodu sa nebude vztahovat na Ziadne Skody,
ktoré  vznikli zdévodu poruSenia, alebo
zanedbania povinnosti Zdravotnickeho zariadenia,
pricom sa dohodlo, Ze podfa tejto Zmluvy sa
postup v sulade s Protokolom nepovazuje za
poruSenie alebo zanedbanie povinnosti.

Spolognost Lilly tymto suhlasi s tym, Ze akékolvek
odchylky alebo nedodrzania podmienok protokolu,
ktoré budu vzajomne pisomne odsuhlasené
vSetkymi stranami Studie (vratane etickej komisie),
alebo akékolvek odchylky od protokolu, ktoré su
nevyhnutné na odstranenie bezprostredného
bezpe€nostného rizika hroziaceho ucCastnikom v
Studii, nie su povazované za porusenie protokolu
alebo nedodrzania podmienok protokolu podla
tohto ustanovenia.

Spolo€nost Lilly zaru€uje, Ze ma uzatvorenu
poistnid zmluvu alebo poistny program i
samopoistenie v dostaCujuce vySke tak, aby
pokryla zavazky odSkodnenia stanovenej vysky.
Spolo¢nost Lilly na pisomnu ziadost predlozi
zdravotnickemu zariadeniu doklad o svojom
poisteni alebo v pripade samopoistenia svoju
poslednu finanénu zavierku overenu auditorom.

VYHRADA CRO
CRO tymto wvyslovne odmieta akukolvek
zodpovednost v suvislosti  so  skuSanym

produktom, vratane zodpovednosti za vznesené
naroky na ndhradu 8kody, ktord vznikne na
zaklade zdravotného problému spdsobeného
alebo udajne spdsobeného akymkolvek postupom
skuSania spojenym s takymto produktom, okrem
rozsahu, v ktorom by takato zodpovednost bola
odévodnena zanedbanim, umyselnym
pochybenim alebo porusenim tejto zmluvy zo
strany CRO. Platnost tohto &lanku ,Vyhrada CRO*
pretrva vypovedanie alebo vyprSanie tejto zmluvy.
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CONSEQUENTIAL DAMAGES

Neither CRO nor Sponsor shall be responsible to the
Institution for any lost profits, lost opportunities, or
other consequential damages, nor shall Institution be
responsible to CRO or Sponsor for any lost profits,
lost opportunities, or other consequential damages.

Nothing herein is intended to exclude or limit 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 forth by clauses I., Il
through VI., and also Xl., XIV. and XV. of this
Agreement shall remain valid even after completion,
termination of or withdrawal from this Agreement.

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

XI. ASSIGNMENT

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

Xill. 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 Institution or Investigator information.
Institution shall use their best efforts to review any
amendments to this Agreement in good faith and in a

NASLEDNE SKODY

CRO ani zadavatel neruCia zdravotnickemu
zariadeniu za Ziadny uSly zisk, stratu prileZitosti
ani iné nasledné Skody, ani zdravotnicke
zariadenie neru¢i CRO a zadavatelovi za ziadny
usly zisk, stratu prilezitosti ani iné nasledné Skody.
Ni¢ z toho, €o je uvedené v tejto zmluve, nema za
ciel wvylu¢it alebo obmedzit zodpovednost
ktorejkolvek zmluvnej strany za smrt alebo
posSkodenie zdravia spOsobené nedbalostou tejto
zmluvnej strany.

Platnost' tohto ¢lanku ,Nasledné Skody“ pretrva
vypovedanie alebo vyprsanie tejto zmluvy.

X. KLAUZULA O PRETRVAN,i NIEKTORYCH
USTANOVENI

10.1. Povinnosti vyplyvajuce z &lankov L., Ill. az VI.
adalej XI., XIV. aXV. tejto Zmluvy zostanu
v platnosti aj po naplneni, ukon&eni, vypovedani
alebo odstupeni od tejto Zmluvy.

Zdravotnicke zariadenie budu spoloCnost Lilly
bezodkladne informovat v pripade, Ze skuSajuci
alebo zdravotnicke zariadenie porusi ktorejkolvek
z podmienok alebo povinnosti stanovenych v tejto
zmluve alebo Ze sa o takomto poruseni dozvedia.

XI. POSTUPENIE

Zdravotnicke zariadenie nesmie postupit, previest
ani inak delegovat Ziadnu zo svojich povinnosti z
tejto zmluvy bez predchadzajuceho pisomného
suhlasu CRO v kazdom jednotlivom pripade.
Zdravotnicke zariadenie a skuSajuci beru na
vedomie, ze CRO bude mat pravo tato zmluvu
postupit  spoloCnosti  Lilly, kedykofvek od
pisomného oznamenia.

Xll. DODATKY

Tato zmluvu je moZné menit pisomnymi dodatkami
podpisanymi stranami tejto zmluvy, podla
podmienok harmonogramu platieb alebo inym
spésobom dohodnutym stranami. Vyhotovenie
dodatkov méze byt potrebné alebo o neho méze
byt poziadané z dbévodu dokumentovanie zmien
alebo uprav protokolu, rozpoc&tu Studie alebo
informacii o  zdravotnickom  zariadeni &i
skuSajucim. Zdravotnicke zariadenia vynaloZi

I6T-MC-AMBG_SK_Bipartite Inst_LOA_[site number:2600]_ [Pl last name: Balaz]_28/11/2018]_FINAL

Page 25 of 29



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

Global Version: 01 2018

Affiliate Version: April 2018

timely manner and, if applicable, to facilitate the
timely execution of said amendments.

XIlll. INDEPENDENT CONTRACTOR

13.1. The Medical Facility and CRO will be acting as
independent contractors and not as an agent, partner
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 represents the entire
agreement between the contracting Parties and
supersedes all prior agreements between the Parties
regarding the scope of this Agreement.

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

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

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

maximalne usilie, aby pripadné dodatky k tejto
zmluve v dobrej viere a v€as skontrolovalo a
pripadne umoznilo ich skory podpis.

XIll. NEZAVISLY ZMLUVNY PARTNER

13.1. Zdravotnicke zariadenie a CRO budu jednat
ako nezavisli zmluvni partneri, a nie ako
zastupcovia alebo partneri druhej Zmluvnej strany
alebo spoloc¢nosti Lilly.

13.2. Zdravotnicke zariadenie a CROnebudd mat
Ziadnu pravomoc uzatvarat s tretimi stranami
zmluvy, ktoré by boli zavazné pre druhu stranu.

13.3. Podpisom tejto Zmluvy Zdravotnicke
zariadenie  prehlasuje azaruCuje, Z2e ma
opravnenie a spoOsobilost sa zmluvne zaviazat
alebo inak zmluvne zaviaze akukolvek fyzicku
osobu alebo subjekt, ktory poskytuje sluzby pre
Zdravotnicke zariadenie v sUvislosti so Studiou
podla tejto Zmluvy a za podmienok stanovenych
touto Zmluvou.

13.4 Opravnena tretia strana

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

Kazda zo zmluvnych stran tejto zmluvy potvrdzuje,
ze okrem zadavatela nie su Ziadne iné opravnené
tretie strany, ktoré by mali prdvo vymahat
ktorékolvek z ustanoveni tejto zmluvy.

XIV. ZAVERECNE USTANOVENIA

14.1. Téato Zmluva predstavuje Uplnd dohodu
medzi Zmluvnymi stranami a nahradza akékolvek
predoslé dohody medzi tymito stranami tykajuce
sa predmetu tejto Zmluvy.

14.2. Ziadna zo Zmluvnych strdn neméze postupit
tuto Zmluvu v celku alebo CdiastoCne bez
predchadzajuceho pisomného suhlasu druhej
Zmluvnej strany.

14.3. Tato Zmluva méze byt ukonéena, zmenena
alebo predizena iba po vzajomnej dohode
Zmluvnych stran, vo forme pisomného dodatku
podpisaného 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
vSeobecne  zavaznymi  pravnymi  predpismi
Slovenskej republiky.
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14.5. The Agreement shall become valid on the day
of signature by both Parties and become effective on
the following day of publication of the Agreement in
the Central Register of Contracts of the Slovak
Republic.

14.6. This Agreement has been translated into a
bilingual format in both English and Slovak. In the
event of inconsistency or discrepancy between the
English language version 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 to
clause 8.7.1. (issued 01/09/2016);

14.8.4. Exhibit D: Ethical Review Board Statement
(issued 04/09/2018); and RA/SUKL
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:

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

o 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;

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

14.5. Zmluva nadobuda platnost driom podpisu
oboma Zmluvnymi stranami a uc€innost dfiom
nasledujucim po dni jej zverejnenia v Centralnom
registri zmluv SR.

14.6. Tato zmluva bola prelozena do
dvojjazyéného formatu v angli¢tine a v slovencine.
V pripade nezrovnalosti alebo rozporu medzi
anglickou a slovenskou jazykovou verziou bude
slovenska verzia riadiaca. Tato Zmluva bola
vyhotovend v dvoch képiach. Kazda Zmluvna
strana obdrzi jednu képiu.

14.7. Zmluvné strany potvrdzuju, Zze Zmluva
nebola uzavreta za nevyhodnych podmienok, Ze si
ju pred podpisom precitali, suhlasia s hou ana
znak suhlasu s jej znenim pripajaju svoje podpisy.

14.8. Neoddelitelnou suc¢ast'ou tejto Zmluvy su
nasledujuce prilohy:

14.8.1. Priloha A: Rozpocet;
14.8.2. Priloha €. 2: Protokol;

14.8.3. Priloha ¢&. 3: Potvrdenie o uzavreti
poistenia podla bodu 8.7.1. (vydany 01/09/2016);

14.8.4. Priloha ¢&. 4: Stanovisko Etickej komisie
(vydané  04/09/2018);  a stanovisko/schvalenie
SUKL (vydané 13/08/2018)

14.9. Oznamenia podla tejto Zmluvy budu
vykonané jednym z nasledujucich spésobov, a
povazuju za dorucené:

e pokial budu doruc¢ené osobne, v den
dorucenia;

e pokial  budu doru¢ené  expresnou
kuriérnou sluzbou, v den dorucenia;

e pokial budu doruCené doporucenou
poStou s doruCenkou, v den, ktory je
uvedeny na doru€enke ako deri doru€enia;

e pokial budi dorucené faxom, v den, v
ktorom prijimacie faxové zariadenia
potvrdi prijatie oznamenia.
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IQVIA RDS Slovakia, s.r.o.

Signature / Podpis:

Name / Meno:

Position / Pozicia:

Place, date / Miesto, datum:

Medical Facility / Zdravotnicke zariadenie

Signature / Podpis::

Name / Meno:

Position / Pozicia:

Place, date / Miesto, datum:

Signature / Podpis::

Name / Meno:

Position / Pozicia:

Place, date / Miesto, datum:
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Bipartite Institution Contract — Interventional Study
OUS Lilly LoA Template - Slovakia

Global Version: 01 2018

Affiliate Version: April 2018

Exhibit No. X — Lilly Policies regarding
Authorship of Publications

Lilly complies with the authorship standards of the
International Committee of Medical Journal Editors’
“Uniform Requirements for Manuscripts Submitted to
Medical Journals”. The Uniform Requirements state
that all persons designated as authors should qualify
for authorship, and all those who qualify should have
participated sufficiently in the work to take public
responsibility for appropriate portions of the content.
One or more authors should take responsibility for
the integrity of the work as a whole, from inception to
published article. Authorship credit should be based
on (1) substantial contributions to conception and
design, or acquisition of data, 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 traditional scientific model in
which authors do not receive specific financial
remuneration for fulfilling authorship responsibilities,
Lilly does not pay for intellectual contribution or time
spent authoring either in the form of fee for service or
an honorarium. Lilly reimburses authors for
reasonable out-of-pocket expenses related to
preparation or presentation of a scientific 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.

Priloha ¢. X — Zasady spoloc¢nosti Lilly
tykajuce sa autorstva publikacii

Spolo¢nost  Lilly dodrzuje autorské Standardy
vyplyvajuce z ,Jednotnych poZziadaviek na rukopisy
predkladané do lekarskych odbornych ¢&asopisov*
(Uniform Requirements for Manuscripts Submitted to
Medical  Journals), ktoré boli vypracované
Medzinarodnym vyborom vydavatelov lekarskych
odbornych Casopisov (International Committee of
Medical Journal Editors). Jednotné poziadavky
stanovuju, Ze vSetky osoby oznalené za autorov
musia mat opravnenie k autorstvu a vSetci, ktori maju
opravnenie, musia mat dostato¢ny podiel na praci,
aby mohli prijat’ verejni zodpovednost za prislusné
Casti obsahu. Jeden alebo viac autorov musi prijat
zodpovednost za integritu prace ako celku, od
pociatku prace az po publikovany ¢lanok. Autorsky
kredit musi byt zalozeny na (1) vyznamnom prinose
ku koncepcii a usporiadaniu alebo ziskavaniu dat
alebo analyze a interpretacii dat, (2) vypracovani
konceptu ¢&lanku alebo kritickom zrevidovani jeho
dolezitého intelektudlneho obsahu a (3) konenom
schvaleni verzie uréenej k publikacii. Autori musia
spifiat podmienky 1, 2 a 3.

V sulade s tradiénym vedeckym modelom, v ktorom
autori nedostavaju Specificki finanénd odmenu za
plnenie autorskych povinnosti, neplati spolo¢nost
Lilly za intelektualny prispevok alebo za €as straveny
autorskou ¢&innostou ani formou odmeny za sluzbu
alebo honorarom. Spolo¢nost’ Lilly hradi autorom
primerané naklady suvisiace s pripravou alebo
prezentaciou vedeckej publikacie, pokial bola
realizovana na zaklade poziadavku spolo¢nosti Lilly.
Akakolvek finanéna podpora poskytnuta
spolo¢nostou Lilly za vedecké publikacie a
prezentacie akémukolfvek odbornému c&asopisu Ci
kongresu je zverejnena v plnom rozsahu.
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EXHIBIT A

A. Payee

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

PRILOHA A

A. Prijemca platieb

Zmluvné strany potvrdzuju, Ze nizsie menovany
prijemca platieb je riadnym prijemcom platieb podl'a
tejto zmluvy a ze platby podrla tejto zmluvy sa buda
poukazovat’ len nasledujucemu prijemcovi platieb (d’alej
,prijemca platieb*) na nizsie uvedent adresu:

Payee Name Fakultnd nemocnica s poliklinikou F.D. Roosevelta
Meno/nazov prijemcu

platieb

Payee Address Namestie L. Svobodu 1, 975 17 Banska Bystrica, Slovak
Adresa prijemcu Republic

Bank Name Statna pokladnica Bratislava

Nazov banky

Bank Account
Cislo uc¢tu

IBAN : SK3581800000007000278282

SWIFT Code SPSRSKBA
VAT/GST/Tax ID Number | na
DIC/IC DPH

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

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

The parties acknowledge that the designated Payee is
authorized to receive all of the payments for the services
performed under this Agreement. If the Investigator or
staff is not the Payee, then the Payee's obligation to
reimburse the Investigator or staff will be determined by
a separate agreement between Investigator or staff and
Payee, which may involve different payment amounts
and different payment intervals than the payments made
by CRO to the Payee.

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

V pripade zmeny adresy prijemcu platieb je prijemca
platieb povinny informovat’ o tom CRO pisomne.
Zmluvné strany sa dohodli, Ze v pripade zmeny adresy,
ktora nezahffia zmenu prijemcu platieb, daovych
identifika¢nych ¢isel alebo zmenu v oslobodeni od dane,
sa nevyzaduje podpisanie pisomnych dodatkov tejto
zmluvy.

Proti akymkol'vek platobnym nezrovnalostiam, ktoré sa
vyskytnu v priebehu sktiania, m6zu skusajtci a
zdravotnicke zariadenie namietat’ do tridsiatich (30) dni
od prijatia poslednej platby.

Zmluvné strany potvrdzuji, Ze menovany prijemca
platieb je opravneny prijimat’ vietky platby za sluzby
vykonané podla tejto zmluvy. Ak skusajici alebo
personal nie je prijemcom platieb, potom pripadna
platobna povinnost’ prijemcu platieb voci skuSajucemu
alebo personalu bude stanovend v samostatnej zmluve
medzi skii§ajucim alebo personalom a prijemcom
platieb, ktora mdze obsahovat’ iné splatné sumy a iné
platobné intervaly, nez st definované pre platby
poukazované zo strany CRO prijemcovi platieb.

Skusajuci alebo personal akceptuji, Ze ak skusajtci nie
je prijemcom platieb, CRO mu nebude poukazovat’
ziadne platby ani v pripade, Ze prijemca platieb si nesplni
svoje platobné povinnosti voci skuisajiicemu alebo
personalu.
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Investigator and Institution represent and warrant that
payments under the terms of this Agree.

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

B. Payment Schedule

(1)

Procedure Costs: In connection with the
Study, Institution will be paid in
accordance with the terms set forth in this
Exhibit A. Investigator and Institution
agree that Institution is responsible for
payment to the Investigator and that CRO
shall have no direct liability to
Investigator for such payments. For those
amounts designated for patient services,
Institution will receive payment only for
data received based on the completed
visit per subject performed in accordance
with agreed upon terms and fees outlined
in the Budget. Such compensation will be
made at monthly intervals and is limited
to payment for patients enrolled in 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 for the additional patients.
CRO will reimburse Payee half a yearly,
on a completed visit per subject basis in
accordance with the attached budget.
Ninety percent (90%) of each payment
due including any Screening Failure that
may be payable under the terms of this
Agreement will be made based upon prior
6 months enrollment data confirmed by
subject Case Report Forms (“CRFs”)
received from Institution supporting
subject visitation. The balance of monies
earned, up to ten percent (10%), will be
pro-rated upon verification of actual
subject visits, and will be paid by CRO to
the Payee upon final acceptance by Lilly
of all CRFs pages, all data clarifications
issued, the receipt and approval of any
outstanding regulatory documents as
required by CRO and/or Lilly, the return

Skusajuci a zdravotnicke zariadenie vyhlasuju a
zarucuju, ze platby podl'a podmienok tejto zmluvy
neporusia ziadne pripadné interné predpisy ani zmluvy s
tretou stranou, s ktorou su prepojeni.

B. Rozpis platieb

(1) Naklady na postupy: V suvislosti so
skusanim sa zdravotnickemu zariadeniu
budt uhradzat platby podl'a podmienok
uvedenych v tejto Prilohe A. Skisajuci a
zdravotnicke zariadenie akceptuju, Ze za
uhrady skasajucemu zodpoveda
zdravotnicke zariadenie a ze CRO nema
voci skSajucemu za tieto uhrady ziadnu
priamu zodpovednost’. V pripade sim
uré¢enych na uhradu sluZieb poskytovanych
pacientom, zdravotnicke zariadenie dostane
uhradu len za prijaté udaje, vychadzajuce z
poctu absolvovanych navstev na jeden
subjekt, vykonanych v stilade s
dohodnutymi podmienkami a platbami
uvedenymi v rozpocte. Tato odmena sa
bude uhradzat’ raz mesacne a bude
obmedzena na platbu za pacientov,
zaradenych do skiSania pocas
zarad'ovacieho obdobia, pokial CRO neda
skusajucemu alebo zdravotnickemu
zariadeniu pisomné schvalenie na
zaradenie d’alSich pacientov alebo
prediZenie zaradovacieho obdobia. V
pripade, Ze sa takéto schvélenie udeli,
zdravotnicke zariadenie dostane za d’alsich
pacientov tthradu v stilade s platbami
uvedenymi v rozpocte. CRO bude
prijemcovi platieb poukazovat’ tthrady raz
polro¢ne na zéklade poctu absolvovanych
navstev na jeden subjekt v sulade s
pripojenym rozpoctom. Devit'desiat
percent (90 %) kazdej splatnej sumy
vratane platieb za neuspesné vstupné
vysetrenia, ktoré moézu byt splatné podl'a
podmienok tejto zmluvy, sa poukaze na
zaklade udajov o zarad’'ovani za
predchadzajucich 6 mesiacov, potvrdenych
pacientskymi zdznamovymi harkami
(CRF) prijatymi od zdravotnickeho
zariadenia, ktoré dokladaju névsStevnost’
subjektov. Zostatok splatnych finanénych
prostriedkov az do vysky desat’ percent (10
%) sa uhradi pomernym spésobom po
overeni skutocnej navstevnosti subjektov a
CRO ho vyplati prijemcovi platieb po
kone¢nom prevzati vietkych stranok CRF a
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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; omissions must be satisfactorily
explained. It is expected that for all items
required under the Protocol for which
CRO  has agreed to  provide
compensation, CRO will be the sole
source of compensation. Investigator and
Institution will not seek payment from
any third-party payor, whether public or
private, for any costs covered by
payments made by CRO wunder 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

vSetkych vydanych vysvetliviek k idajom
spolo¢nostou Lilly, po prevzati a schvaleni
vsetkych chybajicich dokumentov pre
kontrolné urady pozadovanych CRO alebo
spolo¢nostou Lilly, vrateni vSetkych
nepouzitych materidlov CRO a po splneni
dalsich podmienok uvedenych v zmluve.

(2) Narok na thradu: Aby vznikol narok na
uhradu, musia sa postupy vykonat’ plne v
sulade s protokolom a touto zmluvou a
odoslané udaje musia byt uplné a spravne.
Aby boli udaje uplné a spravne, musi
kazdy pacient podpisat’ dokument stihlasu
schvaleny nezavislou etickou komisiou, a
vsetky postupy urcené protokolom sa
musia vykonat’ s vynalozenim
maximalneho usilia, pricom opomenutia
sa musia uspokojivo vysvetlit. Ocakava
sa, ze v pripade vSetkych poloziek
pozadovanych podl'a protokolu, za ktoré
sa CRO zaviazala poskytnat’ odmenu,
bude jedinym zdrojom odmenovania
CRO. Skusajuici a zdravotnicke zariadenie
nebudu ziadat’ thradu od akéhokol'vek
tretieho platcu (¢i uz verejného, alebo
sukromného) za akékol'vek naklady
pokryté platbami poukdzanymi CRO
podra tejto zmluvy. Ak vyska platieb
prekro¢i sumu dlznt za pracu vykonanu
podla protokolu, zdravotnicke zariadenie
sa zavazuje vratit' prevySujuci zostatok
CRO. V rozsahu, v ktorom sa skuSajuci
alebo zdravotnicke zariadenie zavazuji
poskytnut’ uhradu pacientom skusania
(napr. v dokumente informovaného
suhlasu) nad ramec alebo navyse k sume,
ktora je uvedena v rozpocéte, zodpovedaji
za vyplatenie takychto tthrad skusajuci
alebo zdravotnicke zariadenie a CRO ani
spolo¢nost’ Lilly za ne nezodpovedaju.
Sporné zalezitosti budi splatné po
vzéjomnom vyrieSeni dané¢ho sporu.

Za akékol'vek vydavky alebo naklady, ktoré vzniknti
skusajucemu alebo zdravotnickemu zariadeniu pri plneni
tejto zmluvy a ktoré nie st vyslovne uvedené ako
uhradzané CRO alebo spolo¢nost'ou Lilly podl'a tejto
zmluvy (vratane pripojeného Rozpoctu a rozpisu
platieb), zodpovedaji vyhradne skusajici a zdravotnicke
zariadenie.

(3) Stretnutia a Skolenia: Okrem toho, ak
bude CRO vyZadovat ucast’ skisajuceho
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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,
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.

alebo personalu zdravotnickeho
zariadenia na otvaracom stretnuti ski§ania
alebo inom stretnuti potrebnom na
poskytnutie informacii tykajtcich sa
skusania, skuSanych liekov alebo
zdravotnickych pomécok, CRO uhradi
primerané a potrebné vydavky na
cestovanie a ubytovanie (vratane
stravovania a obCerstvenia), ktoré vznikni
v suvislosti s i¢astou na takychto
stretnutiach za predpokladu, ze CRO
ucast’ na tychto stretnutiach vopred
schvalila. CRO poukaze tieto thrady do
tridsiatich (30) dni od prevzatia
primeranej podrobnej dokumentacie k
takymto vydavkom za predpokladu, zZe
CRO prevezme tiito dokumentaciu do
Sest'desiatich (60) dni od vzniku takychto
vydavkov.

4) Uhrady za netspe$né vstupné vysetrenia (NVV):
Neuspesné vstupné vySetrenia, ktoré sa uskutocnia v
sulade s protokolom, uhradi CRO zdravotnickemu
zariadeniu sumou, uvedenou v rozpocte. Pocet
neuspesnych vstupnych vysetreni uvedeny v rozpocte je
odhadovany. CRO uhradi vSetky netspesné vstupné
vySetrenia za predpokladu, ze sa vykonaju v sulade s
protokolom. CRO bude pocas celého skisania sledovat’
postupy vstupnych vySetreni vykonavanych v
zdravotnickom zariadeni a v pripade potreby poskytne
zaSkolenie alebo preskolenie, aby

podporila spravne postupy vstupnych vysetreni.

SF @ Visit |Total # of SFs € 158.10
1 estimated at

(includes [V1:1

OH)

(5) Discontinued or Early Termination
Payments: Reimbursement for

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

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

NVV na 1. Celkovy pocet € 158.10
ndvsteve NVV

(N1; zahfna |odhadovanych

prevadzkové |pre N1:1

naklady)

Uhrady v pripade vyradenia alebo predéasného
vystapenia: Uhrady za subjekty, ktoré boli zo skii§ania
vyradené alebo z neho predcasne vystupili, sa vyplatia
pomernym spdsobom podl'a poctu potvrdenych
absolvovanych navstev.

Originaly faktar: Origindly faktar suvisiacich so
sktSanim za nasledujiice polozky sa musia zaslat CRO
na uhradu na nasledujucu adresu:
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IQVIA RDS Slovakia, s. r. o.
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

o Institutional Review Boards (“IRBs”) or
Independent Ethics Committees (“IECs”)
Payments

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

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

. Record Storage Fee

A record Storage Fee payment of 500 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

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 item amounts
represent the maximum payable amounts unless such
advance, written approval is obtained. Requests for
payment for services provided by a third party will
require submission, by Institution, of that third party’s
invoice which will serve as the basis for payment to
Institution. Institution understands and agrees that CRO
cannot reimburse Institution for any named item for
which any third-party payor has made payment in whole

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

Upozoriiujeme, Ze faktiiry nebudi spracované, ak
nebudu obsahovat’ nazov zadavatela, ¢islo protokolu,
nazov zdravotnickeho zariadenia a meno
skisajuceho. Po prevzati a overeni bude uhrada
faktur zahrnuta do najbliZSej planovanej pravidelnej
platby za aktivitu subjektov ski§ania.

e Poplatky nezavislym
(NEK)

etickym komisidm

Néklady stvisiace s ¢innostou NEK sa budu uhradzat
priebezne po prevzati faktiry a nie st zahrnuté

v pripojenom rozpoéte. VSetky nasledujuce podania
alebo prediZenia platnosti sa po schvaleni CRO a
spolo¢nost'ou Lilly budt uhradzat’ po prevzati prislusnej
dokumentécie.

. Platba za uchovavanie zaznamov

Platba za uchovavanie zaznamov vo vyske 500 EUR sa
vykona po prijati faktary a nie je zahrnutd do
prilozeného rozpoétu. V sulade s poziadavkami
protokolu bude zdravotnicke zariadenie uchovavat
vsetky zdznamy skuSania na bezpecnom a zabezpecenom
mieste tak, aby ich bolo mozné jednoducho a vcas
vyhladat v pripade potreby.

. Fakturované postupy

CRO poskytne uhradu za nizSie uvedené polozky, ktoré
sa nepovazuji za suUCast Standardnej zdravotnej
starostlivosti a st pozadované protokolom. Platby za
tieto uvedené polozky budu prijemcovi platieb splatné
potom, ako CRO a spolo¢nost’ Lilly posudia a schvalia

podrobnu  faktaru  uvadzajucu  Cislo/jednoznacny
identifikator subjektu a datum postupu/sluzby. Zvysenia
fakturovatelnych vydavkov sa uhradia len po

predchadzajuicom pisomnom schvaleni CRO. Sumy
uvedené v riadkovych polozkach rozpoctu predstavuju
maximalne splatné sumy, pokial sa neziska takéto
predchadzajuce pisomné schvalenie. Poziadavky na
platby za sluzby poskytnuté tretou stranou vyzaduju, aby
zdravotnicke zariadenie zaslalo faktiru od takejto tretej
strany, ktord bude sluzit ako podklad pre platbu
zdravotnickemu zariadeniu. Zdravotnicke zariadenie
berie na vedomie a suhlasi, Zze CRO nemodze
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or in part. All amounts listed are inclusive of overhead. ~ zdravotnickemu zariadeniu uhradit’ Ziadnu z uvedenych
poloziek, ktori tuplne alebo ¢iasto¢ne uhradila tretia
strana ako platca. VSetky uvedené sumy zahffhiaju
prevadzkové naklady.

Endoscopy if performed in accordance with the protocol; includes € 420.90
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 vykona v stilade s protokolom; zahrfia flexibilni
sigmoidoskopiu s biopsiou, miernu sedéciu, endoskopické skore podla
kliniky Mayo (Mayo ES), odoslanie vzoriek tkaniva do centralneho
laboratoria, odoslanie videozaznamov centralnemu posudzovatelovi,
vsetky polozky a sluzby stivisiace s biopsiou a prevadzkové naklady.

Endoscopy if performed in accordance with the protocol; includes €532.20
Colonoscopy with Biopsy procedure, Moderate sedation, Mayo ES,
Submission of tissue samples to Central Lab, Submission of video
images to Central Reader, all biopsy-related items and services and OH.

/

Endoskopia, ak sa vykond v sulade s protokolom; zahffia kolonoskopiu s
biopsiou, miernu sedaciu, Mayo ES, odoslanie vzoriek tkaniva do
centralneho laboratoria, odoslanie videozaznamov centralnemu
posudzovatel'ovi, vSetky polozky a sluzby suvisiace s biopsiou a
prevadzkové naklady.

Reimbursement of locally-sourced Oral 5-ASAs (for example, €288
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 perordalnych 5-ASA (napriklad mesalaminu) ziskavanych z
miestnych zdrojov, ak sa zisti, Ze ich nie je mozné inak uctovat tretej
strane ako platcovi. Uhrada skutocnych nékladov na zdklade victeniek od
tretej strany do limitu uvedeného v rozpocte, cena je za jeden mesiac za
Jedného pecienta a nezahria prevadzkové naklady.

Reimbursement of locally-sourced Immunomodulators (for example, € 106
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 imunomodulatorov (napriklad azatioprinu) ziskavanych z
miestnych zdrojov, ak sa zisti, Ze ich nie je mozné inak étovat’ tretej
strane ako platcovi. Uhrada skuto&nych nakladov na zéklade Géteniek od
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tretej strany do limitu uvedeného v rozpocte; cena je za jeden mesiac za
jedného pacienta a nezahffia prevadzkové naklady

Repeat/additional procedures occurring at V1 if performed in accordance €24.30
with the protocol; price is per visit and includes 12-lead ECG, QIDS-
SR16 and OH.

/

Dalsie/opakované postupy uskutocnené na N1, ak sa vykonajii v silade s
protokolom, cena je za jednu navstevu a zahrna 12-zvodové EKG, skore
strucného zoznamu na samohodnotenie depresivnej symptomatologie
(QIDS-SR16) a prevadzkové naklady.

V801 in patients not proceeding to study [6T-MC-AMAP; payment €87.90
includes OH./

V801 u pacientov, ktori nepresli k studiu 16T-MC-AMAP; platba zah¥na
OH./

V802 in patients not proceeding to study [6T-MC-AMAP; payment €96.90
includes OH./

V802 u pacientov, ktori nepresli k Studiu 16T-MC-AMAP; platba zahria

OH./
8/
C. Per Visit Budget C. Rozpocet na jednotlivé navstevy
Visit Payment
(including
Visit overhead)
/ /
Navsteva Uhrada za
ndvstevu
(vratane
prevadzkovych
nakladov)
Visit 1
/
1. navsteva €231.9
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Visit 2
/
2. navsteva € 193.5

Visit 3
/
3. navsteva € 183.9

Visit 4
/
4. navsteva € 208.2

Visit 5
/
5. navsteva € 183.9

Visit 6
/
6. navsteva € 183.9

Visit 7
/
7. navsteva € 217.2

Visit 8
/
8. navsteva € 183.9

Visit 9
/
9. navsteva € 183.9

Visit 10
/
10. navsteva € 183.9

Visit 11
/
11. navsteva € 208.2

Total Cost Per Completed Patient (including overhead) €2162.40
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/

(zahrriaju prevadzkové naklady)

Celkové ndaklady na jedného pacienta, ktory skuSanie dokonci

Early Termination Visit (including overhead)
/

Navsteva pri predcasnom ukonceni (zahria prevdadzkové ndklady)

€208.20

V801 (including overhead)
/
NS80I (zahrna prevadzkové naklady)

€96.60

V802 (including overhead)
/
NS802 (zahrna prevadzkové naklady)

€ 106.50

Research time and effort and OH.

/

prevddzkové ndklady.

Additional procedures occurring at Unscheduled Visits if performed
in accordance with the protocol and entered into the CRF (V997);
price is per visit and includes Review of concomitant medications,
Review of AEs, Vital signs (T, BP, and PR), Evaluate for EIMs,

Dalsie postupy uskutocnené na nepldnovanych ndvstevdch, ak sa
vykonaju v sulade s protokolom a zaznamenaju do pacientskeho
zdznamového hdrka (CRF; V997); cena je za jednu ndvstevu a
zahrna kontrolu subeZne uZivanych liekov, neZiaducich udalosti,
Zivotnych funkcii (teplota, krvny tlak a pulz), hodnotenie
extraintestindlnych prejavov, cas a usilie vynaloZené na skusanie a

€147.90

All government taxes are the sole responsibility.
of the Payee

Pharmacy for this study shall be: Nemocnicna
lekaren Fakultna nemocnica s poliklinikou F. D.
Roosevelta, Namestie L. Svobodu 1, 975 17 Banska
Bystrica Slovak Republic

Microbiology for this study shall be provided by:
Fakultna nemocnica s poliklinikou F. D. Roosevelta
Centralny laboratérny komplex (CLK) Pracovisko
klinickej mikrobioldégie Namestie L. Svobodu 1,
975 17 Banska Bystrica, Slovak Republic

Za vsetky dane zodpoveda vyhradne prijemca platieb

Lekariiou pre ucely tohto skaSania bude:
Nemocni¢na lekaren FakultnA nemocnica s
poliklinikou F. D. Roosevelta, Namestie L. Svobodu
1, 975 17 Banska Bystrica Slovenska republika

Mikrobiologia pre ucely tohto skuSania bude
poskytnutd: Fakultnd nemocnica s poliklinikou F. D.
Roosevelta Centralny laboratérny komplex (CLK)
Pracovisko klinickej mikrobiologie, Namestie L.
Svobodu 1, 975 17 Banska Bystrica, Slovenska
republika
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Histology for this study shall be provided by:
Martinske Biopticke centrum, s.r.o. Prieloztek 1,
036 01 Martin, 81108NsP, Slovak Republic

RTG for this study shall be provided by: Fakultna
nemocnica s poliklinikou F. D. Roosevelta,
Radiologické oddelenie Namestie L. Svobodu 1,
975 17 Banska Bystrica, Slovak Republic

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

[Remainder of this page is intentionally left
blank.]

Histologia pre ucely tohto sktSania bude
poskytnutd: Martinské Bioptické centrum, s.r.o.
Prieloztek 1, 036 01 Martin, 81108, Slovenska
republika

RTG pre ucely tohto skiSania bude poskytnuté:
Fakultna nemocnica s poliklinikou F. D. Roosevelta
Radiologické oddelenie Namestie L. Svobodu 1, 975
17 Banska Bystrica, Slovenska republika

Tabulka postupov zodpovedajiica vysSie uvedenej
platobnej podmienke C, Rozpocet na jednotlivé
navstevy, je na nasledujicej strane uvedena len na
ilustraéné tucely. V pripade rozporu medzi touto
tabulkou a sumami uvedenymi v platobnej
podmienke C st rozhodujuce sumy uvedené v
platobnej podmienke C.

[ZvySok tejto strany je umyselne ponechany
prazdny.]
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A Phase 3, Multicenter, Randomized, Double-Blind, Parallel-Arm, Placebo-Controlled
Maintenance Study of Mirikizumab in Patients with Moderately to Severely Active Ulcerative

Protocol Title: Colitis (LUCENT 2)

Protocol Number: 16T-MC-AMBG

Affiliate: Slovakia

Currency: EUR - Euro

Procedure Name OH V1 | V2 | V3 | V4 | V5 | V6 | VI | V8 | V9 | V10 | V11 ETV | V801 | V802
Informed consent Yes X

Inclusion and exclusion criteria Yes X

Concomitant medication Yes X X X X X X X X X X X X X X
Review AEs Yes X X X X X X X X X X X X X X
Follow-Up Physical examination including

Tobacco/nicotine use, Vital signs (T, BP, and Yes X X

PR) and Weight

Vital signs (T, BP, and PR) collected

independent of Physical examination, including Yes X X X X X X X X X X X X
Tobacoo/nictotine use and Weight

IWRS/Randomization Yes X

Evaluate for EIMs Yes X X X X X X X X X X X X

12-lead ECG (locally read) Yes X X

Urine pregnancy test (local lab) Yes X X X X X X X X X X X X X X
Blood Draw Yes X X X X X X X X X X X X X

Specimen Processing for Central Lab
(Hematology, Chemistry, Lipid profile, hsCRP,
Samples for cytokines [Serum, Plasma], PK
assessment, ADA assessment, Samples for
exploratory biomarkers [Serum, Plasma, Whole
Blood]); includes prep and ship to Central Lab

Yes X X X X X X X X X X X X X

Fecal sample for collection for Central Labs (C.
difficile testing, Fecal calprotectin and
exploratory fecal biomarkers); includes prep
and ship to Central Lab

Yes X X

C-SSRS, Self-Harm Supplement Form, and

Self-Harm Follow-Up Form Yes X
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eCOA Device Coordination (QIDS-SR16,

Patient diary [Mayo SF, Mayo RB, Abdominal

Pain NRS, Urgency NRS, Nocturnal Stool, Yes X . X X X X X X X X X
Fatigue NRS, PGRS, Bristol Stool Scale],

PGA, Modified Mayo Score, IBDQ, EQ-5D

5L, PGRC, SF-36, WPAIL:UC)

Investigator Fee Yes X X X X X X X X X X X
Study Coordinator Fee Yes X X X X X X X X X X X
Data Manager Fee Yes X X X X X X X X X X X
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