CLINICAL TRIAL AGREEMENT

Sponsor: Eli Lilly Cork Limited
address: Island House, Eastgate Road,
Eastgate Business Park, Little Island, Cork,

Ireland
represented by: AXel Fo DAl
Title: W, Matgeyer Wil Copbil b
VAT NUMBER: IE3508310BH
(hereinafter referred to as “Lilly"/"Sponsor”)

and

Fakultna nemocnica Nitra
Reg. address: Spitalska &. 6, 950 01 Nitra,
Slovak Republic
ID No.: 17336007/ TAX ID: 2021205197
represented by: MUDr. Ondrej Sedivy, Director

Operator of: Interna ambulancia a
diabetoldgia,
Fakultna nemocnica Nitra, Spitalska 6, 950 01
Nitra, Slovak Republic
(hereinafter referred to as ,Medical Facility")

Lilly and the Medical Facility also individually
referred to as “Party” and collectively as
“Parties”),

have entered, pursuant to clause 269, par. 2 of
the Act No. 513/1991, the Commercial Code, in
its valid wording, this Agreement

(hereinafter referred to as “Agreement”):

PREAMBLE

(1) The Sponsor appreciates the opportunity to
cooperate with the Investigator in interventional
clinical trial (hereinafter referred to as “Study”
or “Clinical Trial"), as it is defined below. Upon
their free consideration, the Parties have
hereby agreed on entering into this Agreement
on Clinical frial to mutually establish the
obligations and conditions, under which the
Study shall be carried out.

(2) The purpose of the Agreement is the
determination of rights and obligations of the
Parties in connection with the Study of the
Sponsor according to the Protocol, as it is
defined below, which forms Annex No. 2 to this
Agreement. The Study will be conducted at the
Medical Facility, as it is defined below, by the
Investigator.

DEFINITIONS

(1) The terms with capital initial letter used in
this Agreement shall, unless defined otherwise
or unless something else is apparent from the
text, have the following meaning:
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ZMLUVA O KLINICKOM SKUSANI

Zadavatel: Eli Lilly Cork Limited
So sidlom: Island House, Eastgate Road,
Eastagate Business Park, Little Island, Cork,
Ireland

zastlpena: A¥GI_Govlap
Titul: Se. Neepegee (Ui d Copobel g

DIC: IE3508310BH

(dalej len ,Lilly*“/*Zadavatel*)

a

Fakultna nemocnica Nitra
So sidlom: Spitalska ¢. 6, 950 01 Nitra,
Slovenska Republika
ICO: 17336007/ DIC: 2021205197
Zastupena: MUDr. Ondrejom Sedivym, riaditelom

Prevadzkovatel: Interna ambulancia a
diabetolégia,
Fakultna nemocnica Nitra, Spitalska 6, 950 01
Nitra, Slovenska Republika
(dalej len ,Zdravotnicke zariadenie®)

(Lilly a Zdravotnicke zariadenie dalej jednotlivo aj
ako ,Zmluvna strana“ a spolocne aj ako ,Zmluvné
strany®),

uzatvéraju v sulade s ust. § 269, ods. 2 zakona &.
513/1991 Zb., Obchodny zakonnik, v platnom
zneni, tdto zmluvu (dalej aj ako ,Zmluva“):

PREAMBULA

(1) Zadavatel si vazi prilezitost' spolupracovat’ so
Skusajucim na intervenénom klinickom skusani
(dalej len ,Stadia” alebo ,Klinické skisanie”, ako
je definované nizSie). Na zaklade slobodného
uvazenia sa Zmluvné strany dohodli, Ze uzatvoria
tato Zmluvu o Klinickom skusani, aby si vzajomne
stanovili povinnosti a podmienky, za ktorych ma byt
Stidia realizovana.

(2) Ugelom tejto Zmluvy je Gprava prav a povinnosti
Zmluvnych stran v stvislosti so Studiou Zadavatela
podfa Protokolu, ako je definovany nizSie, ktory
tvori prilohu & 2 tejto Zmluvy. Stidia bude
vykonana v Zdravotnickom zariadeni Skugajlcim,
ako je definované nizSie.

DEFINICIE

(1) Vyrazy s velkym pociatoénym pismenom, ktoré
st v tejto Zmluve pouzivané anie su inak
definovane, alebo pokial z kontextu nevyplyva
nieco iné, budu mat' tento vyznam:
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AoP: shall mean Act No. 362/2011 Coll., on
Pharmaceuticals and Medical Devices and on
Changes and Supplementation of Certain Acts,
as amended;

DPA: shall mean Act No. 122/2013 Coll, on
Personal Data Protection Act, as amended;

Study or Clinical Trial: shall mean
interventional clinical trial under the title * A
Phase 3, Randomized, Double-Blind,
Placebo-Controlled, Event-Driven Study to
Investigate the Effect of Retatrutide on the
Incidence of Major Adverse Cardiovascular
Events and the Decline in Kidney Function
in Participants with Body Mass Index 227
kg/m2 and Atherosclerotic Cardiovascular
Disease and/or Chronic Kidney Disease’
performed in accordance with the Protocol, as
it is defined below, at the Medical Facility;

Protocol: shall mean protocol No. J1I-MC-
GZBO outlining the Study in Annex No. 2 to this
Agreement within the meaning of clause 29,
par. 12 of AoP and which forms Annex No. 2 to
this Agreement;

Site where the Study will be conducted, is at
Interna ambulancia a diabetoldgia, Fakultna
nemocnica Nitra, Spitalska 6, 950 01 Nitra,
Slovak Republic

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

Study drug: shall mean Retatrutide;

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

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

Z00U znamena zakon &. 122/2013 Z.z. o ochrane
osobnych Gdajov, v plathom zneni;

Studia alebo Klinické skusanie znamena
interven¢né klinické skiSanie pod nazvom
,Randomizované, dvojito zaslepené, placebom
kontrolované, udalostami riadené klinické
skuSanie fazy 3 zamerané na preskimanie
ucéinku retatrutidu na vyskyt zavainych
neZiaducich kardiovaskularnych udalosti a
pokles funkcie obli¢iek u Géastnikov s indexom
telesnej hmotnosti = 27 kg/m2 a
aterosklerotickym kardiovaskularnym
ochorenim al/alebo chronickym ochorenim
obliéiek”, ktoré sa bude realizovat' podla Protokolu,
ako je definovany nizSie, v Zdravotnickom
zariadeni;

Protokol znamena protokol ¢. J1I-MC-GZBO, ktory
vymedzuje Studiu v zmysle ust. § 29, ods. 12 Zol,
a ktory tvori prilohu €. 2 tejto Zmluvy;

Pracovisko vtejto Sudii znamena Interna
ambulancia a  diabetolégia, Fakultna
nemocnica Nitra, Spitalska 6, 950 01 Nitra,
Slovenska Republika

Skasajuci znamena osobu podla § 29 ods. 11 ZoL,
ktord je uvedena v Protokole ako Skusajlci,
a uzatvorila so Zadavatelom samostatn dohodu
tykajlicu sa Studie: Doc. MUDr. Peter Minarik,
PhD., MSc.

Studijny liek znamena Retatrutide;

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

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;

Priru¢ka pre skuSajuceho znamena prirucku pre
Skusajuceho pre Studijny liek, ktord Skusajucemu
poskytne Lilly, v stlade s § 44 pism. a) ZoL,;
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Confidential information: shall mean the
information defined by clause Il of this
Agreement;

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

Remuneration: shall mean the financial
remuneration to the Medical Facility for
performance of the Study as outlined in clause
VIl of this Agreement;

Assessable patient: shall a subject
participating in the Study, which met all the
criteria for enrolment and properly signed an
informed consent document. All defined
procedures and activities related to the patient's
participation in the Study have to be carried out
appropriately and fully in accordance with the
Protocol, Sponsors requirements and this
Agreement, and acquired data must be
supplied consistent, complete and correct. Any
queries risen by the Sponsor or CRO to the
information received must be duly answered;
Any deviation of the Study conduct with respect
to the Protocol, required procedures and
activities or other guidelines must be reported.
evaluated by the Sponsor and approved;

Budget: shall mean the method of calculating
the Remuneration defined in detail by Annex
No. 1 to this Agreement;

Subsequential costs: shall mean the
subsequential costs defined in clause 8.6.2 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.

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
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Déverné informacie znamenaju informacie

vymedzené v &lanku Ill tejto Zmluvy;

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

Odmena znamena finanéni odplatu  pre
Zdravotnicke zariadenie za vykonanie Studie tak,
ako je vymedzena v Elanku VIII. tejto Zmluvy;

Hodnotitelny pacient znamena taky subjekt
zUcastiujuci sa stadie, ktory splnil vietky kritéria
pre zaradenie a riadnym spoésobom podpisal
dokument o informovanom sthlase. VSetky
postupy a €innosti suvisiace s jeholjej ucastou v
Studii musia byt uskutocnené plne v sllade s
Protokolom, poziadavkami Zadavatefa a tejto
Zmluvy a ziskané udaje musia byt predkladané
konzistentné, Gpiné a spravne. V8etky pripadne
otazky Zadavatela alebo CRO k obdrzanym
informaciam musia byt poZzadovanym spdsobom
zodpovedané. Akakolvek odchylka pri vykonavani
studie s ohladom na Protokol, poZzadované postupy
a ¢innosti alebo dalsie pokyny musi byt ohlasena,
vyhodnotena Zadavatelom a schvalena;

Rozpoéet znamena spodsob vypottu Odmeny,
ktory je podrobne vymedzeny v prilohe &. 1 tejto
Zmluvy;

Dodatoéné naklady znamenaju dodatoZné
naklady vymedzené v ¢lanku 8.6.2 tejto Zmluvy
(vratane pododsekov);

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

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

1.1.1. ak v priebehu Studie alebo v obdobi jedného
roka po ukonéeni tejto Zmluvy SkuSajuci
sformuluje, alebo wuplatni v praxi skutonost,
vynajde alebo wvytvori akékolvek dielo alebo
vynalez, ktoré podlieha ochrane autorskych,
priemyselnych alebo inych prav dusevného
vlastnictva, ktoré su vysledkom uskuto&fiovania
Studie, alebo ktoré by neboli sformulovang,
uplatnené alebo vytvorené, ak by sa Stidia
neuskuto&nila, (vratane, nie véak vyhradne, novych
spbésobov uZivania, postupov, liekovych foriem,
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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, sterecisomers, 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;

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
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terapeutickych kombinacii, alebo spdsobov liecby),
alebo ktora zahffia Studijny liek(y) v Stadii, alebo
jeho jednoduché derivaty (napriklad nie vSak
vyhradne, protilatkové fragmenty, analdgy, soli,
solvaty, konformacie, stereoizoméry, racemické
zmesi, amorfné formy, krystalické formy, kryStalické
Struktury, metabolity, ,prodrugs® (formy), volné
kyseliny, chelaty, komplexné zliceniny, syntetické
medziprodukty, izotopické alebo radiologicky
znacené ekvivalenty, alebo zmesi uvedenych)
(dalej len ,Predmet dusevného vlastnictva®),
zavazuje sa Zdravotnicke zariadenie o tejto
skutoCnosti okamzite informovat' Zadavatela;

1.1.2. Zdravotnicke zariadenie sa zavazuje, Ze
nebude uplatiiovat voci Skidajucemu Ziadne prava
v slvislosti s Predmetom duSevného vlastnictva,
alebo Ze zabezpeéi, Ze si voCi SkuSajucemu
nebude uplatiiovat’ 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 zbytoéného odkladu
previest Predmet duSevného vlastnictva na
Zadavatela a poskytnit Zadavatelovi vSetku
potrebni sucinnost, najmé pri zapise zmien do
prislu§ného registra, a pokial toto nebude mozne,
Zdravotnicke zariadenie sa zavazuje udelit
Zadavatelovi vyhradnd licenciu na pouZivanie
kazdého Predmetu dusevného vlastnictva, na
neurdity Cas, pricom Zadavatel ma pravo dalgj
udelovat' licencie tretim osobam. Zdravotnicke
zariadenie suhlasi s tym, Ze odplata za ukony podfa
tohto bodu je zahrnutd v Odmene. Zdravotnicke
zariadenie sa zavazuje poskytnat Zadavatelovi
vSetku potrebnd sacinnost pri tkonoch podla tohto
bodu tak, aby Zadavatel mohol podla svojho
uvazenia vyuzivat vetky 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,

Ze Predmet dusevného vlastnictva bude

do maximalnej moznej miery pripustnej

pravnymi predpismi vZdy patrit’
Zadavatelovi, apreto sa SkuSajuci
zavazuje zaregistrovat’ Predmet

dudevného vlastnictva tak, ze ako jeho
pdvodca bude uvedeny  konkrétny
Skusajuci a ako maijitel a prihlasovatel
Zadavatel, a pokial toto nebude mozng,
potom sa SkiSajlci zavazuje v rozsahu
pripustnom pravnymi predpismi bez
zbyto&ného odkladu uzatvorit'
so Zadavatefom zmluvu o prevode
Predmetu duSevného viastnictva na
Zadavatela a poskytnut' Zadavatelovi
v8etku potrebnd sucinnost pri zapise
zmien do prisludného registra; a pokial
toto nebude mozné, Skusajlici sa zavazuje
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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;

e 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.

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 fulfills:

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;
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udelit Zadavatelovi vyhradnu licenciu na
pouzivanie kazdého Predmetu dusevného
vlastnictva, na neurCity ¢&as, pricom
Zadavate] ma préavo dalej udelovat
licencie tretim osobam;

e Sku$ajuci sa zavazuje  poskytnut
Zadavatelovi vsetku potrebnu suéinnost
pri Ukonoch podla tohto bodu;

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

e SkuSajuci sa zavdzuje  poskytnat
Zadavatelovi véetku potrebni suéinnost' k
tomu, aby mohol Zadavatel podla svojho

uvazenia vyuzivat prava duSevného
vlastnictva k Predmetu duSevného
vlastnictva.

1.1.4. Zdravotnicke zariadenie sa zavazuje
zabezpedit, Ze ustanovenia tohto bodu | tejto
Zmluvy sa primerane vztahuji a budd ich
primerane dodrziavat' aj vSetky Osoby realizujlce
Studiu.

Il. PRAVA A POVINNOSTI ZDRAVOTNICKEHO
ZARIADENIA

2.1. Zdravotnicke zariadenie suhlasi s tym, Ze
Skusajuci sa osabne zuéastni a bude dohliadat na
priebeh a realizaciu Studie, za ktoru je podla ZolL
odborne zodpovedny a poskytne Skusajucemu pri
vykone Klinického sku3ania vSetku potrebnu
stc¢innost, vratane povinnosti preskolit Osoby
realizujuce Studiu, vzmysle prav a povinnosti
vyplyvajucich ztejto Zmluvy a pokynov v sllade
s &l. Il tejto Zmluvy. Zdravotnicke zariadenie suhlasi
stym, e podas uskuto&fiovania Studie nebudu
vyuzivat' iné pracovisko alebo satelitné pracovisko,
pokial Lilly neda svoj pisomny suhlas na vyuZzitie
inych pracovisk alebo satelitnych pracovisk. Pokial
budu Skusajuci alebo spoluskusajuici uskutoénovat
&ast' Studie v inom zariadeni alebo nemocnici ako
je Zdravotnicke zariadenie, bude Zdravotnicke
zariadenie zodpovedné za to, aby toto pracovisko
bolo oboznamené s tym, Ze sa podiefa na Stadii
a dalo svoj sthlas k ucasti.

2.2. Zdravotnicke zariadenie bude dodrziavat' a
zabezpedi, aby Skusajlci dodrziaval:

2.2.1. v8etky podmienky stanovené v Protokole
a/alebo jeho dodatkoch;

2.2.2. platné pokyny o Zasadach spravnej klinicke;
praxe alebo iné v8eobecne zavazné predpisy;

2.2.3. podmienky Specifikované v Schvaleni;
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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), and act No. 576/2004 Coll., the
Medical Care Act as amended.

2.3. The Medical Facility shall ensure that:

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

2.3.2. a qualified physician or his associate with
a medical license is responsible for patient care
and other relevant aspects of this Study at the
Medical Facility.

2.4. The Medical Facility declares that:

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

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

2.4.3. it acknowledges and agrees that the
Sponsor, its designated representative or
domestic or foreign regulatory agency may
directly 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
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2.2.4. vSetky dalSie pravne predpisy, ktoré su
sU¢astou  v8eobecne  zavaznych  pravnych
predpisov SR, ato najma Zol, (predovsetkym
véetky povinnosti stanovené v § 29 a nasl. ZoL), a
zakon 576/2004 Z.z., o zdravotnej starostlivosti v
zneni neskorSich predpisov.

2.3. Zdravotnicke zariadenie zabezpeéi, aby:

2.3.1. spoluskusajtici, Osoby realizujlce Studiu,
zmluvni partneri a zamestnanci Zdravotnickeho
zariadenia, ktory sa podielaji na realizacii Studie,
ako aj Cciastoéné alebo satelitné pracovisko
schvalené Zadavatelom, boli oboznameni s
povinnostami  stanovenymi v tejto  Zmluve,
porozumeli im a suhlasia s ich plnenim;

2.3.2. v Zdravotnickom zariadeni bol za
starostlivost’ o pacientov aza daldie prislusné
aspekty tejto Stidie zodpovedny kvalifikovany lekar
alebo  jeho spolupracovnik s opravnenim
vykonavat lekarsku prax.

2.4. Zdravotnicke zariadenie prehlasuje, ze:

2.4.1. spifia podmienky pre vykonavanie klinick&ého
skusania podla § 29 ods. 2 Zol, a v pripade, Ze
Zdravotnicke zariadenie nie je schvalenym
pracoviskom podla § 29 ods. 2 Zol, zavazuje sa
poskytnat' Lilly v8etku potrebnt sucinnost na
ziskanie tohto schvalenia;

odmenu  inému
odporucenie

24.2. neposkytne Ziadnu
zdravotnickemu  zariadeniu  za
pacientov pre ucely Studie;

2.4.3. berie na vedomie a suhlasi, Zze Zadavatel,
jeho menovany zastupca, alebo miestny i
zahrani¢ny organ Statneho dozoru méze podrobit
priamej kontrole postupy  Zdravotnickeho
zariadenia, skontrolovat vybavenie a zaznamy
tykajuce sa Studie (vratane suvisiacich lekarskych
zaznamov vietkych pacientov v Studii) 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
aupozorni Zadavatela na akykolvek dradny,
vladny &i dozorny prieskum, audit, alebo indpekciu
Zdravotnickeho  zariadenia, alebo postupov
tykajucich sa Studie. Zadavatel bude mat moznost
poskytnit' Zdravotnickemu zariadeniu podporu
pocas takéhoto prieskumu, auditu, alebo indpekcie.
Zdravotnicke zariadenie je povinné poskytnut
Zadavatelovi vysledky takéhoto prieskumu, auditu
& indpekcie. Pokial budd (daje podrobené
planovanej kontrole na mieste zo strany zastupcu
Zadavatela, SkuSajuci bude mat' vSetky primerane
dostupné Udaje uplné a pripravené k hodnoteniu,
obdfZané pocas predchadzajliceho dia.
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the preceding day complete and ready for
evaluation.

2.5. The Medical Facility shall be obliged:

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

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

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

2.54. to ensure that destruction of Study
materials shall not be performed until it is
approved by the Sponsor in writing, or release
of Study drugs at the Medical Facility shall
comply with all relevant laws and regulations.

2.5. 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.

Ill. CONFIDENTIAL INFORMATION,
RETENTION OF DOCUMENTS

3.1. The institution undertakes to keep all study
records for a period of twenty-five (25) years
after the end or interruption of the Clinical Trial,
as required by the EU Directive (Art.58 —EU Dir.
536/2014 on clinical trials). 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 Lily of
discontinuation of the IND) are longer than
twenty-five (25) 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
essential documents.

3.2. The Medical Facility undertakes to ensure
confidentiality and non-disclosure of all
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2.5. Zdravotnicke zariadenie sa zavazuje:

Skugajucemu  primerané
potrebni  sucinnost  pri

2581, poskytnut
podmienky a vSetku
vykonavani Studie.

2.52. pouzivat Studijné lieky vyluéne podfa
Protokolu a nepouzivat' ich na Ziadne iné u&ely;

2.5.3. postupovat podfa instrukcii Zadavatefa,
tykajucich sa zaobchadzania so Studijnymi liekmi;

2.5.4. zabezpeCit, Ze neprebehne Ziadna
destrukcia Studijnych materialov, pokial' nebude
pisomne povolena Zadavatelom, alebo vydanie
liekov v Studii v Zdravotnickom  zariadeni,
prebehne vsllade so vSetkymi prislusnymi
zakonmi a predpismi.

2.5. Vpripade nedodrzania podmienok tejto
Zmluvy bude Zadavatel opravneny zabezpeCit
splnenie tychto poZiadaviek a/alebo ukoncit' icast’
Zdravotnickeho zariadenia v Studii. Zadavatel
bude opravneny od tejto Zmluvy odstupit
s UCinkami ex nunc, ktoré nastant v okamihu
doru€enia pisomného oznamenia o odstupeni
Zdravotnickemu zariadeniu. V pripade odstlpenia
od Zmluvy podla tohto bodu sa primerane pouZiju
ustanovenia bodu IX tejto Zmluvy.

. DOVERNE INFORMACIE, UCHOVAVANIE
ZAZNAMOV

3.1. InStiticia sa zavazuje uchovavat vsetky
zaznamy o Studiu po dobu dvadsiatich piatich (25)
rokov po skonceni alebo prerudeni Klinického
skugania, ako vyZaduje smernica EU (Art.58 —EU
Dir. 536/2014 on clinical trials). Av8ak s tym, Ze
v nepravdepodobnom pripade, ze by ICH alebo
FDA pozadovali lehotu pre uchovavanie zaznamov
{tj. dva (2) roky od datumu rozhodnutia FDA o
registracii hodnoteného lie€iva (lie€iv) pre skimanu
indikaciu, alebo pokial Ziadost' o registraciu nebola
schvélena, dva (2) roky od okamziku, kedy
spoloénost Lilly informovala FDA o preruseni IND)
viac ako dvadsatpét (25) rokov, bude spoloCnost
Lilly informovat zdravotnicke =zariadenie o
akejkolvek dodatocnej Casovej lehote, potas ktorgj
musia byt zaznamy uchovavané tak, aby boli tieto
poziadavky splnené a zavazuje sa v tejto suvislosti
poskytnut' Zadavatelovi vietku potrebnua sucinnost.
Zdravotnicke zariadenie a sku$ajuci sthlasia s tym,
Ze urobi také opatrenia, aby zabranili predCasne;
destrukcii dbleZitych zaznamov.

3.2, Zdravotnicke zariadenie sa zavazuje
zabezpecdit dévernost’ a nespristupnenie vsetkych
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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 aclaim 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 Il 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.

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
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informacii tykajucich sa pacientov zaradenych do
Studie, informacii poskytnutych Zadavatefom alebo
nim uréenymi osobami, alebo inak ziskanych
informacii v slvislosti so  Studiou, ibaze
spristupnenie informacii podla tohto bodu je
pozadované vseobecne zavaznymi pravnymi
predpismi, alebo k spristupneniu informacii podla
tohto bodu udeli Zdravotnickemu zariadeniu suhlas
Zadavatel, v rozsahu povolenom prislusnymi
pravnymi predpismi.

3.3. V pripade, Ze je spristupnenie Dobvernych
informacii pozadované akoukolvek inou fyzickou Ci
pravnickou osobou, Zdravotnicke zariadenie to
alebo CRO

okamzite oznami Zadavatelovi
a nespristupni  ziadnu dévernt informaciu bez
predchadzajuceho pisomného sthlasu

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, ?e 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
zabezpecit, Ze ustanovenia bodu Il tejto Zmluvy
budd v rovnakom rozsahu dodrziavat' vSetky osoby
podielajice sa na Studii, najma spoluskusajuci,
Osoby realizujuce Studiu, zamestnanci
Zdravotnickeho zariadenia, zmluvni partneri
Zdravotnickeho zariadenia a ich zastupcovia.

3.5. Podmienky tejto Zmluvy budl taktiez
povaZované za dbverné a mézu byt spristupnené
iba vrozsahu pozadovanom zakonom alebo
vrozsahu potrebnom pre ziskanie suhlasu
s uskutodnenim Studie Zdravotnickom zariadeni.

3.6. Vys8ie uvedené povinnosti na nespristupnenie
a nepouZivanie U(dajov sa nevztahuji na
informacie, ktoré:

3.6.1. sU, alebo sa neskér stanu, verejne znamymi
inym spdsobom, neZ porusenim povinnosti alebo
zavazku Zdravotnickeho zariadenia;

3.6.2. boli zname Zdravotnickemu zariadeniu uz
predtym, nez mu boli spristupnené Zadavatelom
alebo zastupcom Zadavatela, €i dalSou tretou
stranou, bez poruSenia povinnosti na zachovanie
doéverného charakteru informéacii voc¢i Zadavatelovi
alebo voé&i akejkolvek tretej strane, a tuto

skutoénost je mozZné preukazat pisomnou
dokumentaciou; alebo
3.6.3. boli ziskané nezavislou c&innostou

Zdravotnickeho zariadenia, ktoré nemalo pristup
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who have not had access to Confidential
Information provided by the Sponsor and this
fact can be proved by written documentation.

3.7. Data acquired during the Study, except for
patients” medical data which are unrelated to
conducting the Study, shall be subject to
obligations regarding maintaining Confidential
Information and the non-use thereof, as set
forth in this Agreement.

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., Svatoplukova Il. 18892/2A,
Bratislava - mestska &ast RuZinov, 821 08,
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;

3.8.4. Use of name — the Medical Facility will
not use the name of the Sponsor or its
employees in any advertising or sales
promotional material or in any publication
without prior written permission of 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 and
the names of any sub-investigators, the type of
services performed by the Medical Facility
andf/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
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k Dovernym informéciam poskytnutym zo strany
Zadavatela, a tlto skutoénost’ je mozné preukazat
pisomnou dokumentaciou.

3.7. Udaje ziskané v ramci Studie, s vynimkou
zdravotnickych zaznamov o pacientoch, ktoré
neslvisia s uskutocriovanim Studie, budu
podliehat povinnostiam o uchovavani D&vernych
informacii a povinnosti ich nepouzitia, ako je
stanovene v tejto Zmluve.

3.8. Vsllade s poZiadavkami na uchovavanie
Dévernych informacii a na dovoleny rozsah ich
vyuZzitia, ako je stanovené v Clanku Il tejto Zmluvy,
Zdravotnicke zariadenie dalej suhlasi
s nasledujucim:

3.8.1. Zaradovanie pacientov - akékolvek
informacie, urené kzaradeniu pacientov do
Studie, musia byt vsulade s prislugnymi
zakonmi, vyhlaékami a  ostatnymi  pravnymi
predpismi.

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

3.8.3. Otazky medii a finanénych analytikov -
V priebehu Studie a po jej skondeni sa mdZu na
Zdravotnicke zariadenie obratit’ s otdzkami média
alebo finanéni analytici. Zdravotnicke zariadenie sa
tymto zavézuje predtym, nez bude na takéto otazky
odpovedat, tieto otazky prediskutovat’ s lekarom
pre klinicky vyskum Zadavatela, alebo s riaditelom
medicinskeho oddelenia Zadavatela Eli Lilly
Slovakia, s.r.o.,, Svatoplukova Il. 18892/2A,
Bratislava - mestska Cast Ruzinov, 821 08,
Slovenska republika (tel. 00421 2066 3111), alebo
s oddelenim Corporate Communications
Department  spolo€nosti  Lilly v USA  (tel.
001 317 276 3402).

3.8.4. Pouzivanie mena — Zdravotnicke zariadenie
sa zavazuje nepouzivat nazov Zadavatela ani
mend zamestnancov Zadavatela v ziadnom
reklamnom ¢&i predajnom propagacnom materiali,
ani v Ziadnej inegj publikacii, bez predchadzajliceho
pisomneho suhlasu Zadavatefa. Zdravotnicke
zariadenie sUhlasi, Ze jeho nazov bude pouzity
v publikaciach, alebo wvyhlaseniach o Studii,
vratane internetovych stranok a bulletinov o Stadii,
a Zadavatel méze  uvergjnit  nazov/meno
Zdravotnickeho zariadenia a mena akychkolvek
spoluskusajucich, typ sluZieb poskytovanych
Zdravotnickym zariadenim alalebo akymkolvek
spoluskisajucim pre Zadavatela podla tejto
Zmluvy, existenciu a podmienky tejto Zmluvy
a vysku admeny, ktor Zadavatel zaplatil za sluzby

Zdravotnickeho zariadenia alebo za sluzby
akéhokolvek  spoluskuSajuceho, za  Ucelom
dodrzania  prisludnych  zakonov  a pravnych

Page 9 of 31



Facility shall be responsible for ensuring that
Medical Facility’s and/or Investigator's sub-
investigators have consented to these same
terms of disclosure.

IV. PERSONAL DATA PROTECTION

4.1. 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.

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

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

4.4 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.

4.5 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.

4.6 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.

4.7 Security Incidents.
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predpisov. Zdravotnicke zariadenie ponesie
zodpovednost za to, Ze =zabezpedi, aby
spoluskusajuci Zdravotnickeho zariadenia suhlasili
s tymito podmienkami s uverejiovanim informacii.

IV. OCHRANA OSOBNYCH UDAJOV

4.1. Zdravotnicke zariadenie si je vedome svojich
povinnosti, ktoré vyplyvaju z pravnych predpisov v
oblasti ochrany osobnych Udajov, a zavazuje sa
tieto predpisy dodrziavat.

4.2 Pri spraclivani osobnych Udajov na ucely
plnenia zavazku vyplyvajuceho zo Zmluvy
Zadavatel stanovuje UCely a prostriedky na
spracivanie osobnych Udajov a kona ako
prevadzkovatel (dajov. Zdravotnicke zariadenie
spracovava osobné U(daje podla ustanoveni
Zmluvy. Zdravotnicke zariadenie je povinné viest
pisomné  zaznamy o spractvani  v3etkych
osobnych Udajov a na poZiadanie je povinné takéto
pisomné zaznamy bezodkladne poskytnut
Zadavatelovi, pricom suhlasi s tym, Ze Zadavatel
mobze takéto pisomné zaznamy predloZit
akémukolvek prevadzkovatelovi udajov ako tretej
strane (ak je to relevantné) a prisludnym statnym a
regulaénym organom.

4.3 Skusajuci afalebo Zdravotnicke zariadenie
je povinné Zadavatela bezodkladne informovat' v
pripade, Z?e Sku$ajuci alalebo Zdravotnicke
zariadenie poru$ia podmienky a/alebo povinnosti
uvedené v tomto odseku alebo sa o takom poruseni
dozvedia.

4.4 Zadavatel a Zdravotnicke zariadenie budu
viest' vlastné komplexné programy na ochranu
osobnych Udajov a bezpeénost, ktoré zaistia, aby
boli osobné U(daje spracivané iba v sulade
s podmienkami tejto Zmluvy vratane vymenovania
osoby zodpovednej za ochranu Udajov, ako to
vyzaduje platny zakon.

4.5 Zadavatel a Zdravotnicke zariadenie sa
vzajomne zhodli, Zze Zdravotnicke zariadenie vie
najlepsie riadit' Ziadosti dotknutych oséb o pristup k
osobnym udajom, ich zmenu, prenos, zablokovanie
alebo vymazanie. Zdravotnicke zariadenie uznava,
e v zaujme zachovania integrity vysledkov Studie
modze byt schopnost menit, blokovat alebo
vymazavat' osobné (daje obmedzena v sulade s
platnym zakonom.

4.6 Posudenie  vplyvu  ochrany  Udajov:
Zdravotnicke zariadenie sa zavazuje
spolupracovat so Zadavatelom a pomahat mu v
slvislosti s akymkolvek posudenim vplyvu ochrany
Gdajov alalebo v slvislosti s predchadzajicimi
konzultaciami so Statnymi organmi, ktoré mézu byt
potrebné pri spracuvani realizovanom podfa tejto
Zmluvy.

4.7 Pripady narusenia bezpecnosti tdajov
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4.7.1 Notification of Security Incidents. The
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.

4.7.2 Institution agrees to indemnify Lilly for
all losses resulting from any security incident
due to negligence or wilful 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.

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

4.9. 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 and the Parties
acknowledge that these persons may provide
the 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:

4.9.1. compliance with regulations regarding
possible financial conflicts of interest;

4.9.2. assessment of personnel qualifications to
conduct the Study;

4.9.3. guality control and Study management;

4.9.4. Disclosures of the Personal data to the
Ethical Review Boards, Ethics Commitiees or
national or foreign regulatory authorities in
connection with their performance of review or
oversight responsibilities for the Study.

4.10. Personal data may also be aggregated
with data from other Sponsor's, person’s
designated by the Sponsor sources and they
may be evaluated for the purpose of business
decisions, including decisions involving future
research activities. Investigator and/or Medical
Facility personnel whose Personal data are
processed for this specific purpose may object
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4.7.1 Oznamovanie pripadov narusenia
bezpecnosti Gdajov: Zdravotnicke zariadenie sa
zavazuje informovat Zadavatela do fridsiatich
Siestich (36) hodin od zistenia pripadu naruSenia
bezpeénosti Udajov a v potrebnom rozsahu
spolupracovat v pripade primeranych Ziadosti
Zadavatela o poskytnutie informacii tykajucich sa
takéhoto pripadu narusenia bezpecnosti (dajov,
aby Zadavatelovi umoznila urgit’ a plnit si svoje
oznamovacie povinnosti podla platného zakona.

4.7.2 Zdravotnicke zariadenie sa zavazuje, Ze
odSkodni vSetky straty Zadavatefa v ddsledku
pripadu narusenia bezpecnosti udajov z dévodu
nedbanlivosti alebo Umyselného konania zo strany
Zdravotnickeho zariadenia, jeho zastupcov,
pridruZzenych spolo&nosti alebo akéhokolvek
sprostredkovatela  vybraného  Zdravotnickym
zariadenim, okrem ineho aj sudne trovy, Statne
sankcie a/alebo naklady na zmiernenie.

4.8. Zadavatel, osoby, ktoré Zadavatel uréi, vedie
aktualnu evidenciu Oséb realizujlcich Studiu
obsahujicu Osobné (daje. Zadavatel, osoby, ktoré
Zadavatel uréi, chrani Osobné (daje v maximalnej
moznej miere, ktora zodpoveda poZiadavkam
prisludnych pravnych predpisov.

4.9. Zmluvné strany vyslovne davaju svoj suhlas
k tomu, aby Zadavatel alebo osoby, ktoré
Zadavatel uri, zhromazdoval v maximalnej moznej
miere povolenej pravnymi predpismi Osobné Udaje,
a Zmluvné strany ber(l na vedomie, Ze tieto osoby
mézu poskytovat Osobné Gdaje obchodnym
partnerom a dodavatefom spolupracujicimi so
Zadavatelom v zéleZitostiach tykajlcich sa Stidie
ato pre splnenie obchodnych, marketingovych,
vedeckych a inych UCelov Zadavatela vratane:

4.9.1. dodrziavania predpisov tykajucich sa
moznych finanénych konfliktoch zaujmov;

4.9.2. hodnotenia kvalifikacie pracovnikov pre tcely
uskutocnenia Studie;

4.9.3. kontroly kvality a riadenia Studie; a

4.94. zverejnenia Osobnych Udajov vyborom
etickej kontroly, etickym komisiam alebo narodnym,
¢ zahranicnym organom &tatneho dozoru,
v slivislosti s plnenim kontrolnych, &i dozornych
povinnosti tychto organov v ramei Stidie.

4.10. Osobné Udaje mbzu byt tieZ zhromazdovaneé
s Udajmi z inych zdrojov Zadavatela, osoby, ktorl
Zadavatel urli, avyhodnocovane pre ucely
obchodnych  rozhodnuti, vratane rozhodnuti
tykajucich sa budiceho vyskumu. Zadavatel alebo
osoby, ktoré Zadavatel uréi, méze ukladat, alebo
spracovavat Osobné Udaje v USA, alebo v inych
krajinach, ato v zariadeniach Zadavatela, osob,
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to such processing by contacting Sponsor. 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,
persons’ designated by the Sponsor or facilities
related with the Sponsor, as long as a business
need or legal obligation exists, to the maximum
extent allowed by the applicable legal
regulations.

4.11. 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 it 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.

4.12. The Medical Facility undertakes to obtain
the consent of the Responsible persons with the
transfer and use of the Personal data for the
purposes stated in this clause IV. The Medical
Facility may address the Sponsor or persons
designated by the Sponsor with questions with
regard to collection or use of the Personal data
by the Sponsor or persons designated by the
Sponsor. In case that the Medical Facility, when
acting under this Agreement, processes
Personal data, personal data of third persons
and personal data that shall be handed over to
the Sponsor, the Medical Facility undertakes to
ensure obtaining of informed consent in
compliance  with  the applicable legal
regulations.

4.13. The Sponsor shall comply with all
applicable laws and regulations regarding
Sponsor’'s use of the Personal data.

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 a copy 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
Lily and Company, to the address of Lilly
Corporate Center, Indianapolis, Indiana, USA;
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ktoré Zadavatel uréi, alebo zariadeniach so
Zadavatelom, spojenych, po dobu existencie
obchodnych potrieb, alebo pravnych zavazkov, v
maximalnej moZnej miere povolenej prislusnymi
pravnymi predpismi.

4.11. Zmluvné strany berd na vedomie a sthlasia s
tym, Ze Zadavatel alebo osoby, ktore Zadavatel
urci, spracovava Osobné Udaje tak manualne, ako
aj automaticky, a Ze je opravneny ich
zhromaZzdovat, spracovavat (v zmysle ZOOU)
avyuzivat, vsuUlade spravnym poriadkom
Slovenskej republiky a touto Zmluvou, za ucelom
vyplyvajucim z prisludnych pravnych predpisov a
za Ucelom poskytovania sluZieb, predaja vyrobkov
atovaru, vyuctovania a prevadzania ukonov s
vyédie uvedenym spojenych, a to v rozsahu
nevyhnutnom k dosiahnutiu vy$Sie uvedenych
GGelov a po dobu nevyhnutnd k naplneniu
uvedenych cielov, najdlhsie vSak po dobu
stanovenu prislusnymi pravnymi predpismi, alebo
v sulade s nimi.

4.12. Zdravotnicke zariadenie sa zavézuje ziskat
povolenie Oséb realizujucich Studiu na prenos
a pouZitie Osobnych udajov pre ucely uvedene v
tomto ¢lanku IV. Zdravotnicke zariadenie sa méze
obratit na Zadavatela alebo osoby, ktoré Zadavatel
uri, sotazkami ohladne zhromazdovania i
vyuzZivania Osobnych uUdajov Zadavatelom alebo
osobami, ktoré Zadavatel urci. V pripade, kedy
Zdravotnicke zariadenie v rdmci Cinnosti podla tejto
Zmluvy spracovava Osobné (daje, osobné udaje
o tretich osobach a osobné U(daje, ktoré ma
odovzdat Zadavatelovi, zavdzuje sa Zdravotnicke
zariadenie zabezpeéit' ziskanie informovaného
sthlasu v stlade s prisluSnymi pravnymi predpismi.

4.13. Zadavatel sa zavazuje, ze bude dodrziavat
vetky prislusné zakony a pravne predpisy ohladne
pouzivania Osobnych Udajov zo strany Zadavatela.

V. PUBLIKACIE

5.1. Zdravotnicke zariadenie ma _moznost
zverejiiovat a prezentovat' vysledky Studie pri
splneni nasledujucich podmienok:

5.1.1. Zadavatel obdrzi koépiu akejkolvek
navrhovane]  publikacie alebo  prezentacie
na posudenie a vyjadrenie sa do tridsiatich (30) dni
pred ich samotnym zverejnenim. Lehota tridsiatich
(30) dni za&ina doru¢enim navrhovanych publikacii
¢i prezentacii spolocnosti Eli Lilly and Company, na
adresu Lilly Corporate Center, Indianapolis,
Indiana, USA;
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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 unwilling to delay the publication or
presentation, it will remove from the publication
or presentation the information which the
Sponsor has specified it reasonably believes
would jeopardize its intellectual property
interests. The Sponsor may grant a shorter
review pericd in writing.

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

VI. DEBARMENT CERTIFICATION &
ANTICORRUPTION

6.1 The Medical 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,
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5.1.2. Po uplynuti tejto lehoty tridsiatich (30) dni je
moZné pristupit’ k prezentacii alebo k publikovaniu;
avak

5.1.3. Ak Zadavatel Zdravotnickemu zariadeniu
medzitym pisomne ozndmil, Ze je rozumne
presvedéeny, Ze pred takym zverejnenim alebo
prezentaciou je nuteny urobit potrebné opatrenia
na ochranu svojich zaujmov v oblasti dusevného
vlastnictva, ako napriklad podanie patentovej
prihlasdky, ktorou si uplatiiuje narok na vynalez,
alebo podanie ziadosti o registraciu ochranne;
znamky, zavazuje sa Zdravotnicke zariadenie bud
(1) pozdrzat prezentaciu, alebo publikaciu
o dalich Sestdesiat (60) dni, alebo dovtedy, kym
nebudd podniknuté vysSie uvedené opatrenia,
podla toho, Co nastane skér, alebo (2) pokial
nebude  Zdravotnicke  zariadenie  ochotné
zverejnenie pozdrzat, zavazuje sa z publikacie Ci
prezentacie odstranit tie informacie, ktoré
Zadavatel urci, aoktorych bude rozumne
presvedceny, Ze by mohli poskodit' jeho zaujmy
v oblasti ochrany jeho duSevného vlastnictva,
Zadavatel moze pisomne stanovit' na preskimanie
a vyjadrenie aj kratSie ¢asové obdobie.

zavazuje
vytlackov

5.2 Zdravotnicke zariadenie sa
napomahat Zadavatelovi v ziskani
svojich publikacii, ktoré vzisli zo Stldie.

V1. OSVEDCENIE O SPOSOBILOSTI A
PROTIKORUPCNE VYHLASENIE

6.1 Zdravotnicke zariadenie sa zavazuje, ze
nebude v suvislosti s realizaciou Studie vyuzivat,
alebo spolupracovat  so Ziadnou takou fyzickou, ani
pravnickou osobou, ktora bola vylicena z ucasti na
klinickom skusani niektorym regulaénym organom.

6.2. V pripade, Ze akakolvek osoba podielajuca sa
na tejto Studii bude vylugena alebo sa stane
subjektom konania o wvyliéeni v priebehu tejto
Sttidie, Zdravotnicke zariadenie o tom okamzZite
pisomne informuje Zadavatela.

6.3 Zdravotnicke zariadenie pri plneni svojich
povinnosti vyplyvajucich z tejto Zmluvy sudhlasi 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 stvisiacu
s touto Zmluvou. Zdravotnicke zariadenie je
oboznamené, a suhlasi s tym, Ze bude dodrziavat
zakon USA o zahranicnych korupénych praktikach
(Foreign Corrupt Practices Act, dalej len ,FCPA"),
v zneni zmien a doplneni, ktory vseobecne
zakazuje priamo i nepriamo ponukat, slubovat,
platit alebo davat ¢okolvek cenného akymkolvek
Statnym Uradnikom za Géelom ziskania alebo
zachovania zakaziek alebo neopravnenych vyhod.
Pre (cely tejto Casti znamena pojem "Statny
Uradnik" akéhokolvek Uradnika, funkcionara,
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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 Sponsor's andfor Sponsor's
representative’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 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 Sponsor's
and/or Sponsor's representative’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’s 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.
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zastupcu alebo zamestnanca, vratane lekarov, ktori
sl zamestnancami ministerstiev, Uradov alebo
indtitacii  (vratane Statom vlastnenych alebo
kontrolovanych obchodnych spolognosti) mimo
USA, alebo akéhokolvek uradnika verejnej
medzinarodnej organizacie &i politické strany alebo
kandidata na politicky Urad. V pripadoch, ked je
Zdravotnicke zariadenie, Sku$ajuci alebo su
majitelia, riaditelia, zamestnanci, zastupcovia a
konzultanti Zdravotnickeho zariadenia Statnymi
tradnikmi, Zdravotnicke zariadenie suhlasi s tym,
Ze platby, ktoré od Zadavatel al/alebo zastupca
Zadavatela dostane v suvislosti s touto Zmluvou,
nemaju za ciel ovplyvnit' Ziadne rozhodnutie, ktoré
by nejaka osoba mohla prijat' z pozicie tatneho
tradnika v jeho prospech. Zdravotnicke zariadenie
dalej prehlasuje, Ze Zdravotnicke =zariadenie,
Skusajuci ani ziaden z majitefov, riaditelov,
zamestnancov, zastupcov alebo konzultantov
Zdravotnickeho zariadenia nebude priamo (i
nepriamo ponukat platby, slubovat platby ani davat'
¢okolvek cenného ziadnemu $tatnemu Uradnikovi s
cielom i) ovplyvnit ¢&in alebo rozhodnutia
prislusného Statneho uradnika v jeho Uradnej
pravomoci; ii) prinutit' $tatneho dradnika, aby konal
alebo nekonal v rozpore so svojimi zakonnymi
povinnastami, iii) zabezpedit' akukolvek
neopravnenu vyhodu; iv) prinatit' Statneho dradnika,
aby vyuZil svoj vplyv vo vlade alebo institucii a
ovplyvnil rokovania alebo rozhodnutia vlady alebo
institucie v suvislosti s €innostou vykonavanou v
ramci tejto Zmluvy. Zdravotnicke zariadenie prejavi
primerand snahu o splnenie informaénych
poziadaviek, vratane odpovedi na dotazniky a
presne formulované otazky auditu, s ciefom
umoznit Zadavatelovi dodrzat platné protikorupénée
pravne predpisy. Zdravotnicke zariadenie suhlasi s
tym, Ze platba, ktort Zdravotnicke zariadenie ziska
od Zadavatela afalebo zastupcu Zadavatefa v
slvislosti so sluzbami poskytovanymi podla tejto
Zmluvy, nie je uréena na ovplyvnenie pripadneho
rozhodnutia, ktoré by Zdravotnicke zariadenie
mohlo prijat, pokial ide o predpisovanie liekov
Zadavatela, ¢&i ovplyvnenie sucasnych alebo
budicich zakaziek Zadavatela. Zmluvné strany
stihlasia, Ze pre Ucely tejto Zmluvy dodrZania
protikorupénych pravnych predpisov Slovenskej
republiky zabezpetia rovnako dodrzanie FCPA.

Zdravotnicke zariadenie dale] zabezpeci, aby
kazdy skuSajuci a ktorykolvek spoluskuSajuci
v Zdravotnickom  zariadeni, na akomkolvek
pracovisku a/alebo satelitnom pracovisku poskytli
Zadavatelovi prisluéné finanéné informacie pre
Ucely dodrzania vsetkych prislusnych zakonov
a predpisov a vnutornych predpisov Zadavatela.
Zdravotnicke zariadenie sUhlasi a zabezpeti, aby
kazdy Skusajuci a spoluskusajuci suhlasili s tym,
7e zakony, predpisy avnutorné predpisy
Zadavatela mozZu vyzadovat to, aby boli predlozené
vybrané financné informacie regulaénym organom.
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6.4. Export Control Regulations: Investigator
and/or Institution agree to comply with all
applicable trade sanctions and export control
laws and regulations, including, where applicable,
the U.S. trade sanctions administered by the U.S.
Treasury Department's Office of Foreign Assets
Control (31 C.F.R. Part 501 et seq.), the U.S.
Export Administration Regulations (15 C.F.R. Part
734 et seq.), and European Union trade sanctions
and export laws (including without limitation
Council Regulation (EC) No. 428/2009 (as
amended)).

VIl. EQUIPMENT

7.1. If Lilly is providing Investigating party with
leased or Lilly owned equipment (*Equipment”)
for use in this Study, such Equipment shall be
and remain the sole and exclusive property of
Lilly and/or the lessor. Investigating party shall
comply with all manuals and instructions from
Lilly and/or the lessor regarding the use, care,
maintenance, and return or disposition of the
Equipment, such return or disposition to be at
Lilly's expense. The Equipment shall only be
used for conducting the Study and shall not be
used for any other clinical or commercial
purposes. The Equipment shall remain in the
same condition as provided, ordinary wear and
tear excepted. Investigating party shall be
responsible for any loss or damage (including
but not limited to maintenance, repair or
replacement) to the Equipment due to
Investigating party’s negligence or
mistreatment.

The Investigating party hereby declares that it
has at its disposal all other necessary
equipment and devices for proper execution of
the Study as per this Agreement.

7.2. Home Health Care

If utilizing a Lilly qualified home health care
company, the Investigator and Institution will
reasonably cooperate with home health care
companies/staff and will ensure implementation
of the Study in accordance with the Protocol. As
applicable, home health care company
employees and functions shall be identified on
the site’s delegation log. Furthermore, in
compliance with EMA guidance the Investigator
shall have oversight of the personnel provided
by the home health care company. Institution
agrees to comply with applicable privacy laws
and regulations when transferring participant
Personal Health Information to the home health
care company, including execution of any
necessary privacy agreements.
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6.4. Predpisy o kontrole vyvozu: Sku3ajlci lekar
a/alebo Zdravotnicke zariadenie sa zavazuju
dodrziavat' v3etky platné zakony a predpisy o
obchodnych sankciach a kontrole vyvozu vratane
pripadnych obchaodnych sankcii  USA, ktoré
spravuje Urad pre kontrolu zahraniénych aktiv
Ministerstva financii USA (31 C.F.R. ¢ast 501 a
nasl.), predpisov USA o sprave vyvozu (15 C.F.R.
¢ast 734 a nasl.) a zakonov Europskej Unie o
obchodnych sankciach a vyvoze (najma nariadenia
Rady (ES) &. 428/2009 (v platnom zneni)).

VIl. VYBAVENIE

7.1. Ak spolo¢nost’ Lilly poskytuje SkiSajlcej strane
prenajaté vybavenie alebo vybavenie vlastnené
spolognostou Lilly (dalej len ,Vybavenie®) na
pouzitie v tejto Studii, takéto vybavenie bude a
zostane vyhradnym a vlastnictvom spolo¢nosti Lilly
a/alebo prenajimatefa. Skid$ajuca strana bude
dodrziavat' v8etky priru€ky a pokyny od spolo€nosti
Lilly a/alebo prenajimatela tykajluce sa pouZzivania,
starostlivosti, udrzby a vratenia alebo likvidacie
zariadenia, pricom vratenie alebo likvidacia bude na
naklady spolo¢nosti Lilly. Vybavenie sa mobzZe
pouzivat' iba na vykonavanie Stidie a nesmie sa
pouzivat na Ziadne iné klinické alebo komercné
Ucely. Zariadenie musi zostat' v rovnakom stave, v
akom bolo poskytnuté, s vynimkou bezného
opotrebovania. SklSajlca strana je zodpovedna za
akukolvek stratu alebo poskodenie (vratane, ale nie
vylu€ne, udrzby, opravy alebo vymeny) zariadenia
v désledku nedbanlivosti alebo zlého
zaobchadzania zo strany SkaSajucej strany.

Skusajuca strana tymto prehlasuje, Ze v3etky
ostatné potrebné zariadenia a vybavenie k spravnej
realizacii Stadie podla tejto Zmluvy ma k dispozicii.

7.2 Domaca Zdravotna Starostlivost’

V pripade poskytnutia kvalifikovanej domacej
zdravotnej starostlivosti spoloCnostou Lilly bude
SkuSajuci a Zdravotnicke Zariadenie patricne
spolupracovat so spolo€nostami  poskytujucimi
domacu zdravotnl starostlivost aich
zamestnancami, &im zabezpeéia priebeh Studie
v sulade s protokolom. Podla potreby, zamestnanci
spolo¢nosti  poskytujicej domacu  zdravotnd
starostlivost aich funkcie musia byt uvedené
v denniku delegacie pracoviska. Okrem toho,
vsulade spokynmi EMA musi Skusajuci
vykonavat' dohfad nad personalom poskytnutym
spolo¢nostou pre domacu zdravotnu starostlivost.
Zdravotnicke Zariadenie suhlasi s dodrziavanim
platnych zakonov a predpisov na ochranu sukromia
pri prenose Osobnych Zdravotnych Udajov
UCastnika &tudie do spolo¢nosti domacej zdravotnej
starostlivosti, vratane vykonavania vSetkych
nevyhnutnych dohéd o ochrane sukromia.
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VIII. Lilly SUPPORT

8.1. The Lilly will provide the Investigator with
the Study drugs. The Medical Facility shall
ensure that a member of Study team shall be
delegated to monitor Study drug storage and
handling (“delegated Study pharmacist”), as a
Institution’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
Institution according to applicable legal
regulations. The Institution shall guarantee and
be liable for the proper performance of all
abovementioned activities by the pharmacist.

The Sponsor shall be obliged to furnish the
Medical Facility with Remuneration as follows:

8.1.1. the Medical Facility agree that the
payment shall be made by the Sponsor and/or
Sponsor's representative to the payee named
in the Lilly Supplier Information Form(s)
provided by the payee to Lilly.

In addition Lilly will provide Site Budget and
Payment Guide describing the payment
process.

8.1.2. the Medical Facility shall be responsible
for their tax and fee obligations connected with
the receipt of the Remuneration for the services
as per this Agreement. The VAT rate shall
follow any laws valid at the time of issuing the
invoice. The Medical Facility shall issue the
invoice when they have qualified for the
Remuneration (as set forth below). The invoice
shall contain all tax certificate requirements.
The payment shall be due within 45 days of the
receipt of the invoice;

8.1.3. the Parties have agreed that the
Investigator's financial settlement shall be the
Sponsor’s internal issue by separete contract.
Therefore, on the basis of this contract, there
shall be no right of the Investigator to any
Remuneration and, simultaneously, no
obligation for the Medical Facility to provide
anything whatsoever to the Investigator,

8.1.4. In connection with the Study, the Medical
Facility shall be paid the Remuneration in
accordance with the Budget, but no more than
in Exhibit 1A per each Assessable patient
enrolled in the Study.

For patients enrolled in the Study despite of
they are not meeting enrolment criteria, no
payment shall be received by the Medical
Facility
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VIll. PODPORA Lilly

8.1. Lilly poskytne Skusajucemu Studijné lieky.
Zdravotnicke zariadenie zabezpeli, aby jednou
z Os6b realizujucich Stadiu, bol ¢len Studijného
timu delegovany pre kontrolu skladovania
a zaobchadzania so Studijnym liekom (,delegovany
Studijny lekarnik*), ktory bude ako zamestnanec
Zdravotnickeho  zariadenia  zodpovedny za
prevzatie, riadne skladovanie a pripadne vydavanie
Skusaného lieku pre Ggely uskutodfovania Studie
v Zdravotnickom zariadeni v sulade s prisluSnymi
pravnymi predpismi. Zdravotnicke zariadenie ruci
abude zodpovedné za riadne uskutoChovanie

véetkych vy&&ie uvedenych ¢&innosti tymto
lekarnikom.
Zadavatel, bude povinny poskytnut’

Zdravotnickemu zariadeniu Odmenu nasledovnym
spOsobom:

8.1.1. Zdravotnicke zariadenie suhlasi, Ze platba
bude uskutoénena  Zadavatelom alalebo
zastupcom Zadavatela prijemcovi uvedenému
v Informaénom(-ych) Formulari(-och) Dodavatelov
Lilly , ktory(-&) prijemca poskytol Lilly.

Lilly okrem toho poskytne Rozpoéet a Sprievodcu
Platbami, ktory popisuje proces platby.

8.1.2. Zdravotnicke zariadenie je zodpovedné za
splnenie  svojich  danovych  a odvodovych
povinnosti spojenych s prijatim Odmeny za sluzby
podla tejto Zmluvy. Sadzba DPH sa riadi platnymi
predpismi v obdobi vystavenia faktiry. Fakturu
vystavi Zdravotnicke zariadenie v okamihu vzniku
naroku na Odmenu (ako je uvedené nizsie).
Faktira bude obsahovat vSetky naleZitosti
dafového dokladu. Platba bude splatna do 45 dni
od obdrzania faktury;

8.1.3. Zmluvné strany sa dohodli na tom, Ze
vykananie finanéného vyrovnania SkuSajucemu je
internou zaleZitostou Zadavatela v samostatne;
zmluve. Preto na zaklade tejto zmluvy nevyplyva
pre Skusajuceho zZiadna Odmena a zaroveii pre
Zdravotnicke  zariadenie  Ziadna  povinnost
poskytnut’ Skusajucemu akékolvek pinenie;

8.1.4. V stvislosti so Studiou bude Zdravotnickemu
zariadeniu vyplatena Odmena podla Rozpoctu, a to
v maximalnej vy$ke podla Prilohy 1A za kazdného
Hodnotitelného pacienta zaradeného do Studie.

Za pacientov, ktori budi do Studie zaradeni

anebudd splfiat kritéria na zaradenie, neobdrZi
Zdravotnicke zariadenie Ziadnu platbu.

Page 16 of 31



From the amount reserved for patient related
services, the Medical Facility shall receive
payment only for the effective number of
performed visits and procedures in accordance
with the agreed fees for performed procedures
as listed in the Budget.

This remuneration shall be limited only fo
payment per maximum of 10 patients per Site,
who have been enrolled in the Study by end of
Q1/ 2024, unless the Lilly has given written
approval for enrolling other patients or
extending the enrolling period. If such approval
has been given, the Medical Facility shall
receive a payment for further patients in the
amount stated in the Budget.

This remuneration shall be limited only to
payment per number of patients (in case of
competitive enrollment the number of patients
corresponding to the terms of the enroliment)
stated in the written notification by Sponsor
delivered to the Medical Facility after signing of
this Agreement, where Lilly is authorized to alter
the notification and, thus, the maximum number
of patients enrolled in the Study, as well as the
enrollment period, by a new written notification
delivered to the Medical Facility. In case that the
number of patients is altered according to the
previous sentence, the Medical Facility shall
receive a payment for further patients in the
amount stated in the Budget.

Increases to invoiceable expenses shall only be
paid upon advance, written approval from Lilly.
Budgeted line item amounts represent the
maximum payable amounts unless such
advance, written approval is obtained.

Reasonable and customary costs incurred for
required unscheduled visits or for additional
Protocol-required  procedures or  Study
materials that are not related to diagnosis or
treatment of adverse events shall be paid by
Lilly in accordance with the invoiceable process
outlined above or, if applicable, through an
alternate  invoiceable payment process;
provided that Lilly agrees to such costs for the
visit, procedure andf/or Study materials in
advance.

8.2. Remuneration of patients.

8.2.1. Costs regarding Patients transportation,
parking, meals and time, will be reimbursed by
Lilly in the form of meal vouchers as a Lump
Sum compensation. The meal vouchers shall
be sent to the Institution or Investigator by Lilly
and shall be distributed to the Patients by the
Institution or Investigator as detailed in the
Budget (Exhibit 1A).

J1-MC-GZBO_SK_25178_Minarik_2p_INS+Bdgt_2024Feb13_Final

Z Ciastky urCenej pre sluzby suvisiace s pacientmi
obdrzi Zdravotnicke zariadenie platbu len za
skutocny poclet zrealizovanych navstev a procedur,
ato vsllade s odsuhlasenymi poplatkami za
zrealizované procedlry tak, ako su uvedené
v Rozpocte.

Tato odmena bude obmedzena iba na platbu za
maximalne 10 pacientov na Pracovisku, ktori budu
zaradeni do Studie najneskér do konca Q1/ 2024,
ak Lilly neudeli pisomny suhlas so zaradenim
dal8ich pacientov, alebo s prediZenim obdobia na
zaradovanie. V pripade, Ze je tento sthlas udeleny,
obdrzi Zdravotnicke zariadenie platbu za dalSich
pacientov vo vySke stanovenej v Rozpodte.

Tato odmena bude obmedzena iba na platbu za
pocet pacientov (v pripade kompetitivneho naboru
za pocCet pacientov odpovedajuci podmienkam
naboru) uvedeny v pisomnom oznameni
Zadavatela doru¢enom Zdravotnickemu zariadeniu
po podpise tejto Zmluvy, pricom Lilly je opravnené
zmenit' toto oznamenie ateda maximalny pocet
pacientov zaradenych do Studie, resp. dobu pre
nabor pacientov, ato novym  pisomnym
oznamenim dorucenym Zdravotnickemu
zariadeniu. V pripade, Ze je pocet pacientov takto
zmeneny, obdrzi Zdravotnicke zariadenie odmenu
za daldich pacientov vo vyske stanovenegj
v Rozpocte.

ZvySené Ciastky zo separatne fakturovanych
vydajov  budu uhradené iba na zaklade
predchadzajliceho pisomného suhlasu spolocnosti
Lilly. Pokial nebol poskytnuty tento predchadzajuci
pisomny suhlas, Ciastky za fakturované polozky
uvedené v rozpocte predstavuju maximalnu splatni
Ciastku.

Odbvodnené a bezné naklady vzniknuté v savislosti

s nuthymi neplanovanymi navstevami alebo
uskuto€nenim dodatognych procedur
vyzadovanych  Protokolom  alebo  vydanim

materialov pozadovanych Studiou ktoré v3ak nijak
neslvisia so zakladnou diagnézou ¢&i lieCbou
neziaducich Gc¢inkov, budd spolo¢nostou Lilly
uhradzané podla postupu uvedeného vy3Sie alebo
pripadne inym alternativnym spbsobom za
predpokladu, Ze Lilly s takymito nakladmi za extra
navstevu, procedury a/alebo material pozadovany
Studiou vopred suhlasila.

8.2. Odmenovanie pacientov.

8.2.1. Naklady tykajuce sa prepravy pacientov,
parkovania, stravovania a €asu, budu preplatené
spolo¢nostou Lilly pomocou stravnych listkov ako
pausalna nahrada. Stravné listky zabezpeci
spolognost' Lilly pre Instittciu alebo Skusajiceho a
In&titucia alebo Skusajuci ich pacientom rozdeli ako
je uvedené v Rozpocte (Priloha 1A).
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8.3. To be eligible for Remuneration, the
procedures must be performed in compliance
with the Protocol and this Agreement, and the
submitted data have to be complete and
correct. For the data being complete and
correct, each patient enrolled in the Study has
to sign an Informed consent document
approved by the Ethical Review Board and all
procedures required by the Protocol must be
carried out by exerting “highest possible effort”
with any shortcoming being satisfactorily
explained. The Medical Facility will not seek
payment from any third party payer, whether
public or private, for any costs covered by
payments made by the Sponsor/Sponsor's
representative under this Agreement.

For the purpose of this clause 8.3, the term data
shall mean all data entered into CRF as
required, all data-queries responded
andsubmission of all clinical and laboratory data
as required bu the protocol.

8.4. Payments for the Study will be made on the
basis of the Budget and received data, while:

8.4.1. the final payment will be made at the
moment that all patients in the Medical Facility
have completed the Study and all available data
and upon final acceptance by Sponsor and the
Sponsor’s representative of all CRFs pages, all
data clarifications issued, the receipt and
approval of any outstanding regulatory
documents as required by the Sponsor, the
return of all unused supplies to the Sponsor,
and upon satisfaction of all other applicable
conditions set forth in this Agreement.

8.4.2. any matters that are subject to disputes
will be paid once the dispute has been mutually
settled.

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

8.5.1. 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
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8.3. Na ziskanie narokov na Odmenu musia byt
vietky  postupy  uskutoCnené v sulade
s Protokolom atouto Zmluvou a predloZené
udaje musia byt upiné a spravne. Aby Udaje boli
uplné a spravne, kazdy pacient zaradeny do

Studie musi podpisat’ dokument
o Informovanom suhlase, schvaleny Etickou
komisiou avSetky postupy vyzadované
Protokolom musia byt uskuto&nené

s vynaloZenim ,najva&Sieho mozného Uusilia",
pricom akykolvek nedostatok musi byt
uspokojivo vysvetleny. Zdravotnicke zariadenie
nebude poZzadovat platbu od ktorejkolvek tretej
strany, ¢&i uz z verejnych, alebo stkromnych
zdrojov, k Uhrade nakladov krytych platbami
Zadavatela/zastupcu Zadavatela na zaklade
tejto Zmluvy.

Na ucely tohto bodu 8.3. pojem Udaje znamena
zadanie v8etkych dat pozadovanych CRF
(zdznamovym listom pacienta), zodpovedanie
v8etkych pripadnych otazok (,data-queries”)
s ohlfadom na =zadané data a predloZenie
vSetkych klinickych a laboratérnych vysledkov
vyZadovanych protokolom.

8.4. Platby za Studiu budd uskutoénené na
zaklade Rozpoctu a prijatych udajov, pricom:

8.4.1. zavereCna platba bude uskutoCnena v
okamihu, ked véetci pacienti v Zdravotnickom
zariadeni dokondia Studiu a budi poskytnuté
vSetky dostupné Gdaje a po kone&nom prijati
vSetkych formularov CRF zo strany Zadavatela
a zastupcu Zadavatela, po spresneni vietkych
Udajov, obdfzani aschvaleni akykolvek
chybajucich regulaénych dokumentov
pozadovanych Zadavatelom, vrateni v3etkych
nespotrebovanych zasob Zadavatela a splneni
v8etkych dalich prislusnych podmienok
stanovenych touto zmluvou.

8.4.2. akékolvek zaleZitosti, ktoré budl sporné,
budd uhradené aZz po vzdjomnom vyrieSeni
tohto sporu.

85. V okamihu, kedy budld udaje
Zdravotnickeho zariadenia skontrolované pri
planovanej navsteve zastupcom Zadavatela,
zavdzuje sa Zdravotnicke zariadenie mat' na
mieste pripravené, dostupné akompletné
véetky udaje, ziskané az do predo$leho diia.
Pokial buda akékolvek adaje chybat a nebudu
dodatocne Zdravotnickym zariadenim
poskytnuté do desiatich (10) dni po navsteve
zastupcu Zadavatefa, si vyhradzuje pravo
odmietnut platby za tieto chybajlice tdaje.

8.5.1. Zdravotnicke zariadenie berie na
vedomie a suhlasi, Ze v pripade, Zze Zadavatel
bude vyZadovat pritomnost SkuSajuceho
(Skusajuceho osobne) alebo Oséb realizujucich
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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 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/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/Sponsor’s representative has received
such documentation within sixty (60) days of the
day when such expenses were incurred.

8.6. Reimbursement in the case of harm
to Study participants

8.6.1. 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,

¢ 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,

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

8.6.2. 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”):

8.6.2.1. 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;

8.6.2.2. all reasonable and usual costs spent on
the patient's treatment, if the Sponsor after
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Stadiu na Gvodnej informaénej schodzke
k Studii, alebo na inom stretnuti, ddleZitom pre
poskytnutie informécii, ktoré sa tykaju Studie,
alebo Studijného lieku, uhradi Zadavatel alebo
zastupca Zadavatela Skusajicemu alebo
Osobam  realizujucim  Studiu  nevyhnutné
financné vydavky spojené s nakladmi na
cestovanie a ubytovanie (vratane stravného),
potrebnymi k zabezpecteniu ucasti
Skusajiceho alebo Osdb realizujucich Studiu
na tychto stretnutiach, po ich predchadzajicom
schvaleni Zadavatelom. Zdravotnicke
zariadenie sa zavdzuje poskytnit v tejto
suvislosti Zadavatel, Skusajucemu a Osobam
realizujucim Studiu v3etku potrebnu stcinnost.
Zadavatel/zastupca Zadavatela poskytne tito
finanénu nahradu v priebehu tridsiatich (30) dni
od prijatia dokumentacie o tychto vydavkoch
prijatelnej pre Zadavatela/zastupcu Zadavatela
za predpokladu, Ze Zadavatel/zastupca
Zadavatela tuto dokumentaciu obdrzi do
Sestdesiatich (60) dni odo dna, kedy boli
vydavky uskuto€nené.

8.6. Uhrady v pripade ujmy G&astnikov
Stadie

8.6.1. Zadavatel sa zavézuje uhradit' vSetky
naklady spojené s:

e  klinickym skuSanim vratane nakladov
na Skusany liek uvedeny v Protokole a
nakladov spojenych s laboratornymi
vySetreniami uvedenymi v Protokole,

e lie¢bou zdravotnych komplikacii a
pripadnych trvalych néasledkov na
zdravi vzniknutych Ucastnikovi v
désledku Klinického skisania,

e uzatvorenim zmluvy o  poisteni
zodpovednosti Zadavatela za Skodu
spOsobent  U&astnikovi  Klinického
skuSania, ak by v suvislosti s Klinickym
skisanim doslo k poSkodeniu zdravia
alebo Umrtiu Ucastnika,

e uzatvorenim zmluvy 0  poisteni
zodpovednosti poskytovatela
zdravotnej starostlivosti za §kodu, ktora
moze byt spésobena ucastnikovi.

8.6.2. Zmluvné strany bert na vedomie fakt, ze
Zadavatel sa zavazuje uhradit Zdravotnickemu
zariadeniu nasledujice naklady (dalej len
,Dodatoéné naklady”):

8.6.2.1. V3etky rozumne vynalozené a obvyklé
naklady suvisiace s diagndézou neziaducej
udalosti  tykajuce sa  Studijného lieku
a postupov obsiahnutych v Protokole,
vzniknuté Zdravotnickemu zariadeniu;

8.6.2.2. V3etky rozumne vynaloZzené a obvyklé
naklady vynaloZené na lieCbu pacienta, pokial
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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.

8.6.3. Reimbursement of Subsequential
expenses, however, shall only be provided if:

Zadavatel po keonzultacii so Zdravotnickym
zariadenim nerozhodne, Ze neziaduca udalost
stvisela s podanim Studijného lieku, alebo
s postupom podla Protokolu.

8.6.3. Uhrada Dodatotnych nakladov v8ak
prebehne len za predpokladu, Ze:

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

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

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

8.6.3.4. 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.

IX. LIMITATIONS OF PATIENT ENTRY OR
ENROLLMENT AND STUDY TERMINATION

9.1. At any time, the Sponsor 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 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 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.

9.2. The Medical Facility 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:

9.2.1. Lilly has been in breach of a fundamental
provision of this Agreement, and it has failed to
remedy such breach within ninety (90) days of
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8.6.3.1. Tieto naklady nebudi kryté Ziadnym
inym  zdravotnym  alebo  nemocniénym
poistenim subjektov, ani inym vladnym
programom zahriujucim toto poistné krytie,

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

8.6.3.3. Neziaduca udalost/komplikacia nie je
zapriéinena  Ziadnym inym  sprievodnym
ochorenim, ¢i uz dané ochorenie bolo predtym
diagnostikované, alebo nie,

8.6.3.4. Studijny liek bol podany podla
Protokolu a postupy predpisané Protokolom
boli uskuto€nené v sulade s Protokolom.

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

9.1. Zadavatel si vyhradzuje pravo kedykolvek
obmedzit vstup alebo zaradenie dalSich
pacientov do Stidie. Tato situacia méZe nastat
v pripade konkurenéného naboru pacientov
zdbévodu, Ze iny skaSajuci lekar zaradil
dostatoény pocet pacientov, ktory bol potrebny
na splnenie potrieb Studie.

Zadavatel si tiez vyhradzuje pravo kedykolvek
a z akéhokolvek  doévodu  ukenéit  dcast
Zdravotnickeho zariadenia v Studii, alebo Ugast
ktoréhokolvek pacienta v Stadii, pripadne
Studiu samotnu.

Zadavatel si tiez vyhradzuje pravo kedykolvek
a z akéhokolvek dévodu ukonéit’ tito Zmluvu. V
tomto pripade bude Zmluva ukongena piatym
(5.) dnom odo difia dorucenia pisomnej
vypovede Fdo) strany Zadavatela
Zdravotnickemu zariadeniu.

9.2. Zdravotnicke zariadenie mdze svoju ucast’
na Studii ukongit pisomnym odstipenim od
tejto Zmluvy, s vypovednou lehotou tridsat (30)
dni odo dfia doru¢enia oznamenia o odstupeni
od Zmluvy Zadavatelovi, ak:

9.2.1. doslo k poruseniu podstatnych
ustanoveni tejto zmluvy zo strany Lilly, pricom
toto  poruSenie Lilly neodstranilo do
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receipt of the Medical Facility’'s written
announcement of such failure;

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

9.3. 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.

9.4. 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.

X. LIABILITY FOR DAMAGES AND
COMPENSATION

10.1. 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:

10.1.1. the Medical Facility has observed and
adhered to all relevant laws (especially
affirmative statement by the Ethical Review
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devéatdesiatich (90) dni po doruéeni pisomného
oznamenia zo  strany  Zdravotnickeho
zariadenia o takomto poruseni;

9.2.2. prislusny organ statneho dozoru, organ
dozoru Spojenych Statov americkych alebo
Etickd komisia odoberu opravnenie a suhlas
k uskutoéneniu Studie.

9.3. V pripade, Ze ucast Zdravotnickeho
zariadenia na Studii bola ukonéena, alebo Ze
Zmluvné strany, vypovedali tato Zmluvy, alebo
odstupili od tejto Zmluvy, alebo Ze tato Zmluva
bola inak ukongena , alebo Ze Studia samotna
bola ukontena, Zdravotnicke zariadenie sa
zavazuje, Ze vrati vietky Studijné lieky
Zadavatelovi, uchova ich, alebo ich znidi v
sulade s pokynmi Zadavatela a v sllade so
vSetkymi platnymi pravnymi predpismi, a Ze
bezodplaine a bez zbytotného odkladu
poskytne Zadavatelovi vSetky data, (daje,
informacie, dokumentaciu a iné materialy, ktoré
Zdravotnicke zariadenie ziskalo v suvislosti s
vykonom Studie, v maximalnom mozZnom
rozsahu pripustnom prisiu§nymi pravnymi
predpismi.

9.4. V pripade ukongenia Stadie bude
zaplatena Odmena za akukolvek &innost
vykonani do dfiia ukondenia Studie. Tato
Odmena bude obmedzena na primerané
a nenavratitelné  naklady  Zdravotnickeho
zariadenia, vzniknuté v slvislosti so Studiou,
ktoré vyplyvaju z Protokolu a ktoré boli uvedené
v Rozpoéte. Pokial platby presiahnu &iastku,
ktora Zdravotnickemu zariadeniu prislucha za
pracu vykonanu podla Protokolu, Zdravotnicke
zariadenie suhlasi s tym, Ze preplatok vrati Lilly
alalebo zastupcovi Lilly.

X. ZODPOVEDNOST zA $KODU
A ODSKODNENIE

10.1. V suvislosti s vykonavanim Studie a po
tom, &o Zdravotnicke zariadenie predloZi upinu

spravu  vysledkov predetrenia neZiaducej
udalosti  afalebo  uCinku  Zadavatefovi,
Zadavatel suhlasi s tym, Ze nahradi

Zdravotnickemu zariadeniu 8kodu, naklady
a vydavky vyplyvajice z obvineni a zaldb
(vratane primeranych poplatkov za pravnych
zastupcov), ktoré wvyplyvaju z poskodenia
pacientov, ktori si narokuju nahradu skéd, ktora
im bola priamo spdsobena latkou podavanou
podla Protokolu, alebo postupom vyZzadovanym
podla Protokolu, vratane nakladov a vydavkov
spojenych s vybavovanim takychto Zaléb a na
obhajobu v takychto konaniach, av3ak za

predpokladu, Ze:

10.1.1. Zdravotnicke =zariadenie dodrziavalo
ariadilo sa vsetkymi prislusnymi pravnymi
predpismi (najmd kladného stanoviska zo
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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 Protocaol;

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

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

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

10.1.5. 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.

Xl. SURVIVORSHIP CLAUSE

11.1. The obligations set forth by clauses I,
Il through VI, and also Xl, XII and XllI of this
Agreement shall remain valid even after
completion, termination of or withdrawal from
this Agreement.

XIl. INDEPENDENT CONTRACTOR

12.1. The Medical Facility and Lilly will be acting
as independent contractors and not as an
agent, partner of the other Party.

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

12.3. 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.
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strany  Etickej  komisie), poziadavkami
stanovenymi v  Protokole a  v3etkymi
odporu€aniami  poskytnutymi  zo  strany

Zadavatela ohladne podavania a pouzivania

akychkolvek liekov a inych postupov
uvedenych v Protokole;
10.1.2. Zadavatel bol upovedomeny

o akejkolvek takejto Zalobe alebo konani;

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

10.1.4. Zadavatel si vyhradzuje pravo viest
obhajobu pri sudnom spore akymkolvek
spdsobom, ktory povaZuje za vhodny a ktory
neposkodzuje zaujmy Zdravotnickeho
zariadenia, vratane prava vybrat’ si pravneho
zastupcu podla vlastného vyberu;

10.1.5. Zadavatel bude mat vyhradné pravo
spor urovnat, av8ak Zadavatel neuzna chybu
vmene Zdravotnickeho zariadenia, okrem
pripadu, kedy mu ktomu Zdravotnicke
zariadenie vopred udeli pisomny suhlas.
Povinnost Zadavatela nahradit Skodu sa
nebude vztahovat na Zziadne Skody, ktoré
vznikli z dévodu porudenia, alebo zanedbania
povinnosti Zdravotnickeho zariadenia, pricom
sa dohodlo, Zze podla tejto Zmluvy sa postup
vsllade s Protokolom  nepovazuje za
poru$enie alebo zanedbanie povinnosti.

XI. KLAUZULA O PRETRVANI
NIEKTORYCH USTANOVENI

11.1. Povinnosti vyplyvajuce z Clankov I., Ill. az
V1. a dalej XL, XIl. a Xlll. tejto Zmluvy zostanu
vplatnosti  aj po naplneni, ukonceni,
vypovedani alebo odstipeni od tejto Zmluvy.

XIl. NEZAVISLY ZMLUVNY PARTNER

12.1. Zdravotnicke zariadenie a spolognost’
Lilly budu jednat' ako nezavisli zmluvni partneri,
a nie ako zastupcovia alebo partneri druhej
Zmluvnej strany.

12.2. Zdravotnicke zariadenie a Zadavatel
nebudt mat zZiadnu pravomoc uzatvarat
s tretimi stranami zmluvy, ktoreé by boli zavazne
pre druhd stranu.

12.3. Podpisom tejtoc Zmluvy Zdravotnicke
zariadenie prehlasuje azaruCuje, Ze ma
opravnenie a spdsobilost sa zmluvne zaviazat
alebo inak zmluvne zaviaze akukolvek fyzicku
osobu alebo subjekt, ktory poskytuje sluzby pre
Zdravotnicke zariadenie v stvislosti so Stadiou
podla tejto Zmluvy aza podmienok
stanovenych touto Zmluvou.
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XllI. FINAL PROVISIONS

13.1. This Agreement represents the entire
agreement between the contracting Parties and
supersedes all prior agreements between the
Parties regarding the scope of this Agreement.

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

13.3. 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.

13.4. 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 Repubilic.

13.5. The Agreement shall become valid on the
day of signature by both Parties and effective
by publishing in Register of Contracts.

13.6. 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.

If the parties agree on an electronic signature,
one common file version will be made.

13.8. 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.

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

13.9.1. Annex No. 1:
Information Form (SIF)
13.9.2. Annex No. 2: Protocaol;

Budget; and Supplier

13.10 Lilly shall be entitled to authorize a
Contract Research Organization to perform
certain Sponsor obligations for this Study.
Institution agrees to cooperate with any Lilly-
authorized Contract Research Organizations in
performing this Study.
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XIll. ZAVERECNE USTANOVENIA

13.1. Tato Zmluva predstavuje Uplnu dohodu
medzi  Zmluvnymi  stranami a nahradza
akekolvek predoslé dohody medzi tymito
stranami tykajlice sa predmetu tejto Zmluvy.

13.2. Ziadna zo Zmluvnych stran nemobZe
postupit’ tuto Zmluvu v celku alebo &iastoéne
bez predchadzajiceho pisomného suhlasu
druhej Zmluvnej strany.

13.3. Tato Zmluva mbdze 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.

13.4. Zmluvné strany sa dohodli, Ze pravne
vztahy a pomery vzniknuté z tejto Zmluvy sa
riadia  v8ecobecne  zavaznymi  pravnymi
predpismi Slovenskej republiky.

13.5. Zmluva nadoblda platnost diiom podpisu
oboma Zmluvnymi stranami  a UC€innost
uverejnenim v Registri Zmldv.

13.6. Tato zmluva bola prelozena do
dvojjazytného 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 vyhotovena v dvoch
kopiach. Kazda Zmluvna strana obdrzi jednu
kopiu.

Ak sa strany dohodnli na elektronickom
podpise, vytvori sa jedna spolo¢na verzia
suboru.

13.8. Zmluvné strany potvrdzuju, ze Zmluva
nebola uzavretd za nevyhodnych podmienck,
Ze si ju pred podpisom preéitali, stuhlasia s fiou
a na znak suhlasu s jej znenim pripajaju svoje
podpisy.

13.9. Neoddelitefnou sucast'ou tejto Zmluvy
su nasledujice prilohy:

13.9.1. Priloha €. 1. RozpocCet; a Bankové
spojenie prijemcu platby (SIF)
13.9.2. Priloha €. 2: Protokol;

13.10. Spoloénost Lilly bude opravnena poverit
zmluvnu vyskumnu organizaciu, aby
v stvislosti s touto Stadiou plnila  vybrané
povinnosti zadavatela. Pri plneni tejto Studie sa
Zdravotnicke zariadenie zavazuje
spolupracovat’ s akoukolvek zmluvnou
vyskumnou organizaciou poverenou
spolo€nostou Lilly.
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The Institution may not assign its rights and/or
delegate its obligations under this Agreement
without the prior written consent of Lilly’s
representative, which consent shall not be
unreasonably withheld. Lilly's representative
shall have the power to assign this Agreement
to the Sponsor without the Institution’s consent.

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

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

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

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

e f delivered by fax, on the day when the
receiving fax machine confirms the
receipt of the notice.

If to the Institution:

Zdravotnicke zariadenie nesmie previest svoje
prava alalebo delegovat svoje povinnosti podla
tejto zmluvy bez predchadzajuceho pisomného
stihlasu zastupcu spoloénosti Lilly, pricom tento
suhlas nebude bezdbvodne odoprety. Zastupca
spolo¢nosti Lilly bude mat pravo postupit’ tito
zmluvu na  Zadavatela bez  suhlasu
Zdravotnickeho zariadenia.

13.11. Oznamenia podla tejto Zmluvy budd
vykonané jednym z nasledujucich sposobov, a
povazuju za dorucené:

e pokial budd dorucené osobne, v den
doruéenia;

e pokial budld doru¢ené expresnou
kuriérnou sluzbou, v defi doruéenia;

e pokial budu doruéené doporucenou
postou s dorucenkou, v den, ktory je
uvedeny na doruenke ako den
dorucenia;

e pokial budu doru¢ene faxom, v defi, v
ktorom prijimacie faxové =zariadenia
potvrdi prijatie oznamenia.

Pokial budii adresované Zdravotnickemu
zariadeniu:

. Fakultna nemocnica Nitra
Spitalska €. 6, 950 01 Nitra, Slovenska Republika

Attention / K rukam: Mgr. Anna Schellbergerova
Tel.: +421 37 6545331, Email.: anna.schellbergerova@fnnitra.sk

If to the Sponsor:

Pokial budu adresované Zadavatelovi:

Eli Lilly Cork Ltd — Global Business Solutions Centre
Island House, Eastgate Road, Eastgate Business Park,
Little Island, Co. Cork, Ireland.

Attention/ K rukam: Budget and Contract Centralised Team
E-mail: EMEA_CTA_Notices@lilly.com , Tel.: +420 234 664 136 (Ing.Karol Drugda)
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Invoices must be issued to / Faktury musia byt vystavené na:
Eli Lilly Cork Limited
Island House, Eastgate Road
Eastgate Business Park
Little Island, Cork, Ireland
VAT: IE3503810BH

BUT / AVSAK
all invoices, receipts and bank details sent to (email ONLY)/
véetky faktlry, i¢tenky a bankové detaily musia byt' zaslané IBA na emailovu adresu:
TCC_Finance_EMEA@Iilly.com

Kindly provide the following identificators into Do ,riadku predmetu" kaZdej spravy uvedte
the “subject line” of each message: nasledujuce:

e Protocol number s Kod protokolu (J11-MC-GZBO)

e Investigator’s last name e Priezvisko skusajuceho (Minarik)

e Site number o Cislo centra (25178)
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This Agreement has been jointly read, Zmluvné strany si tuto dohodu spoloctne
understood and signed by the Parties in full precitali, porozumeli a podpisali ju v Uplnom
compliance with their intentions. sulade s ich zamermi.

Eli Lilly Cork Limited

Name/ Meno: .ol QoL iz
Title/ TitulSV" trour e (el dedeli (e J

c QC-‘ / 1\@1m / 20 Z’ (.,

Date/Datum '

Medical Facility / Zdravotnicke zariadenie:
Fakultna nemocnica Nitra

MUDr. Ondrej Sedivy~
Director/ Riaditel

23 od. AoR b
Date/Datum
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Exhibit No. 1 — Budget Priloha €. 1 — Rozpocet

1) Payment will be made as per paragraph 1) Platba za faktury sa uskutoéni podla

VIII hereof, based on invoices. ¢lanku VIII. Podpora Lilly tejto Zmluvy.

2) The per patient fee covers all necessary 2) Odmena za vykony za jedného pacienta

work performed in the Study. No extra pokryva vSetky nutné prace na Studii. Po

payments ukonceni Studie nebudu vyplatené Ziadne
dodatoéné platby.

3) Payment scheme for individual visits 3) Rozpis cien za jednotlivé navstevy alebo

andfor procedures (per one patient) is vykony (na jedneho pacienta) je uvedeny v

provided in following tables. All payment nasledujucich tabulkach. Vsetky giastky su

amounts in the Budget are stated in EUR. vyCislené v mene EUR.

Exhibit 1A: Financial Annex Priloha 1A: Finanéna priloha

The start of the clinical trial is planned for May 2024. Patient recruitment is expected to be completed in
15Feb2026. The study has competitive enrolment. A maximum of 10 randomised patients are planned
for this site. The pro-rata payment will be made per evaluable patient. / Zadiatok klinického ski$ania je
napléanovany na mdj 2024. Ocakava sa, Ze nabor pacientov bude ukonéeny 15. februdra 2026. Stidia
ma competitivny nabor. Pre uvedené Centrum sa planuje maximalne 10 randomizovanych pacientov.
Pomerna platba sa uskutocni za vyhodnotitelného pacienta.

All payments will be made in currency EUR excl. VAT. Should any of the services performed by the
Investigator and/or Institution in connection with this Agreement be subjected to VAT, then the
Investigator and/or Institution is entitled to charge VAT at the legally applicable rate. / V3etky platby
budd vykonané v mene EUR bez DPH. Ak by ktorakolvek zo sluzieb poskytovanych Skusajicim a/alebo
Inétiticiou v savislosti s touto Zmiuvou podliehala DPH, Sktsajuci a/alebo Institicia st opravneni
uctovat’' DPH v zakonom platnej sadzbe.

Please confirm the Trial Alias/ Kéd $ttidie: J1I-MC-GZBO
Please confirm the site number / Cislo centra: 25178 N
Eli Lilly Contracting Entity/ Zmluvna strana Zadavatela: Eli Lilly Cork

PAYEE DETAILS/ UDAJE O PRIJEMCOVI PLATBY:

Fakultna
Payee Name/ Prijemca platby: nemocnica Nitra
Supplier Information Form completed and signed?/ Formular dodavatela
Je vyplneny a podpisany? Yes
Payee Type (select from the list)/ Typ prijemcu platby Institution

Email Address for ALL payments/ finance correspondence/ E-mailova adresa
pre VSETKY platby/finanént kore$pondenciu:

Note: All payments will be made according to local fiscal requirements./ Poznamka: VSetky platby sa
uskutoénia v stlade s miestnymi fiskéalnymi poZiadavkami.

-

Cost Per Patient/ Suma za pacienta (Automatické platby
4 Payment
Visit no/ Cislo navstevy code/ Kéd INS
plaby
Visit 1 RG001 €442
Visit 2 RG002 €402
Visit 3 (Remote/ Vzdialend) RG003 €152
Visit 4 (Remote/ Vzdialena) RG004 €152
Visit 5 (Remote/ Vzdialend) RGO05 €152
Visit 6 (Remote/ Vzdialena) RG006 €152
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Visit 7 RG007 €256
Visit 8 RG008 €314
Visit 9 RG009 €307
Visit 10 (Remote/ Vzdialena) RGO010 €121
Visit 11 RGO011 €377
Visit 12 (Remote/ Vzdialend) RG012 €121
Visit 13 RG013 €252
Visit 14 (Remote/ Vzdialena) RG014 €121
Visit 15 RG015 €345
Visit 16 (Remote/ Vzdialena) RG016 €121
Visit 17 RGO17 €252
Visit 18 (Remote/ Vzdialend) RGO018 €121
Visit 19 RG019 €345
Visit 20 (Remote/ Vzdialena) RG020 €121
Visit 21 RG021 €252
Visit 22 (Remote/ Vzdialend) RG022 €121
Visit 23 RG023 €345
Visit 24 (Remote/ Vzdialena) RG024 €121
Visit 25 RG025 €252
Visit 26 (Remote/ Vzdialend) RG026 €121
Visit 27 RG027 €345
Final Visit FY €348
Total Cost Per Patient/ Celkovd suma za pacienta €6 531

Additional CRF based payments (Not Included in Cost per Patient)/ Dodato¢né platby zaloZené
na CRF (nie su zahrnuté v nakladoch za pacienta): (Automatické platby)

Payment
code/ Kod INS
ltem name/ Ndzov poloZky plaby

Screen Failure at Visit 1./
Zlyhanie Skriningu pri Navsteve 1. SF001 €442
Screen Failure at Visit 2./
Zlyhanie Skriningu pri Navsteve 2. SF002 €402
EMV 12 Week Visits (Remote Visit 28, 32, 36, 40, 44, 48, etc.) /
Rozsirena Servisna Navsteva, 12 tyZdriova, &.(Vzdialena navsteva 28, 32, 36, FL €121
40, 44, 48, atd’)
EMV 24 Week Visits (Visits 29, 33, 37, 41, 45, 49, etc.)/ Fp €242
Rozsirena Servisna Navsteva, 24 tyZdriova, ¢.(29, 33, 37, 41, 45, 49, atd’)
EMV 36 Week Visits (Remote Visits 30, 34, 38, 42, 46, 50, etc.)/
Rozsirena Servisna Navsteva, 36 tyzdriova, ¢.(Vzdialena navsteva 30, 34, 38, FW €111
42, 46, 50, atd’)
EMV 48 Week Visits (Visits 31, 35, 39, 43, 47, 51, etc.)/ FX €330
Rozsirena Servisna Navsteva, 48 tyzdriova, ¢.(31, 35, 39, 43, 47, 51, atd’)
Visit 601 (Pre-screeninig Visit)/ PM €197
Navsteva 601 (Navsteva predbezného skriningu)/
PDTV (Permanent Discontinuation of Treatment)/ ED €370
PDTV (trvalé ukonéenie liecby)
Remote in Place of Onsite Visit: Visit in place of Visits (21, 25), and EMV 24
Week Visits (29, 33, 37, 41, 45, 49, etc.) / RM €104
Néavsteva na dialku, namiesto Navstevy na Centre €.21, 25 a EMV- RozSirena
Servisna Navsteva, 24 tyzdriova ¢.(29, 33, 37, 41, 45, 49, atd’)
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Onsite in Place of Remote Visit: Visit in place of Visits (3-6, 10, 12, 14, 16, 18,
20, 22, 24, 26), and EMV 12 Week Visits (28, 32, 36, 40, 44, 48, etc.), and
EMV 36 Week Visits (30, 34, 38, 42, 46, 50, etc.) /

Navsteva na Centre, namiesto Navstevy na dialku: namiesto navstev (3-6, 10,
12, 14, 16, 18, 20, 22, 24, 26) a 12-tyzdriovych navétev EMV- Roz&irena
Servisng Navsteva ¢.(28, 32, 36, 40, 44, 48 atd') a 36-tyZdriovych navstev
EMV (30, 34, 38, 42, 46, 50 atd’) /

RN

€256

Lilly will pay for screen failures that occur in accordance with the Protocol./
Spolocnost Lilly zaplati za zlyhania Skriningu, ktoré sa vyskytnd, v sulade s protokolom.

Iltems paid by invoice/ PoloZky platené na faktiru:

Item name/ Ndzov poloZky

INS

Repeat/additional Urine pregnancy test (Local Lab). / Opakovany / dodatoény
tehotensky test mocu (miestne laboratérium).

€7

Fundus photography at baseline and/or additional assesment as performed in
accordance with the protocol; price is per exam and includes investigator staff
time and effort to schedule the exam with outside ophthalmology professional. /
Fotografovanie fundusu na zaciatku a/alebo dodatocné vysSetrenie vykonané
v stilade s protokolom, Cena je uvedena za sktusku a zahina cas a usilie
skuSajuceho personélu, naplanovat vySetrenie s externym oftalmologickym
odbornikom.

€164

Reimbursement of translator services for activities performed in accordance
with the protocol. Reimbursement of actual expenses based on proof of
expense./ Uhrada prekladatelskych sluzieb za Sinnosti vykonané v stilade s
protokolom. Nahrada skutoénych vydavkov na zéklade dokladu o vydavkoch.

Local lab(s) not otherwise listed on this budget, if performed in accordance with
the protocol, sponsor approval required; reimbursement of actual expenses
based on third-party receipts; price intentionally left blank./ Miestne laboratérne
testy, ktore nie st inak uvedené v tomto rozpodte, ak sa vykonavaji v stlade s
protokolom, vyZaduje sa siihlas sponzora; néhrada skutoc¢nych vydavkov na
zaklade potvrdeniek tretich stran; cena zamerne ponechana prazdna.

Reimbursement of locally-sourced medication(s) if used in accordance with the
protocol; requires third-party receipts, reimbursement of actual expenses. Price
intentionally left blank./ Uhrada liekov z miestnych zdrojov, ak sa pouzivaji v
stlade s protokolom; vyZaduje potvrdenky tretich stran, nahrada skutoénych
vydavkov. Cena bola zamerne ponechana prézdna.

Increases to invoiceable expenses shall only be paid upon advance, written approval from Lilly. Budgeted line item

amounts represent the maximum payable amounts unless such advance, written approval is obtained./

ZvySenie fakturovatelnych vydavkov sa plati len na zéklade pisomného sthlasu spolocnosti Lilly vopred. Sumy
rozpoctovych riadkovych poloZiek predstavuji maximalne splainé sumy, pokial sa neziska vopred, takyto pisomny

sthlas.

Additional payments for the payee/ Dodatoéné platby pre prijemcu platby: (na faktiru

Item name/ Ndzov poloZky

INS

Start up fee

The parties have further agreed that the Lilly shall pay to the Provider a Start-
up Fee for the activities related to the initiation of the Study (Start-Up phase).
The fee shall be paid based on an invoice issued by the Provider after the full
execution of this Agreement and shall come in due within 45 days after the
receipt of the invoice by the Lilly. / Zmluvné strany sa dalej dohodli, ze
spoloc¢nost Lilly zaplati poskytovatelovi Startovaci poplatok za éinnosti
suvisiace so zaCatim Stddie (pociatocna faza). Poplatok bude uhradeny na
zéaklade faktury vystavenej poskytovatelom po Uplnom podpisani tejto Zmiuvy
a bude splatny do 45 dni od prijatia faktary spolocnostou Lilly.

400

Archiving fee

One-time remuneration for the period of 25 years of archiving the Study’s
documentation. This payment shall be made together with the last payment for
the Study and upon receipt the valid invoice./ Jednorazovéa odmena za obdobie
25 rokov archivacie dokumentacie Stadie. Tato platba sa vykona spolu s
poslednou platbou za $tudiu a po prijati platnej faktdry.

400
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8.2.1. Costs regarding Patients transportation, parking, meals and time, will be reimbursed by Lilly in the
form of meal vouchers as a Lump Sum compensation. The meal vouchers shall be sent to the
Investigator by Lilly and shall be distributed to the Patients by the Investigator as follows:

8.2.1. Naklady tykajtice sa prepravy Pacientov, parkovania, stravovania a ¢asu, budu preplatene
spolocnostou Lilly pomocou stravnych listkov ako pausalna nahrada. Stravné listky zabezpeci
spoloénost Lilly pre Skigajticeho a Skusajuci ich Pacientom rozdeli nasledovne:

Stravnych listkov:

Reimbursement of the Patients, by Vieal Vouchers/ Nahrady pre pacientov, formou

Visit / Flat fee
compens
When/Kedy Category/Ka | it | ation
tegorie eva | Pausaina
nahrada
Flat fee for Patient travel expenses [example: car, bus, train, parking and tolls] | patient travel | P& o™
per visit. / expenses/ 3:;‘31 EUR
Pausalna nahrada za cestovné naklady pacienta [napriklad. auto, autobus, Cestovné za 50.00
viak, parkovanie a myto] za navstevu. nahrady Ear:’:tev
pacienta cenire
Flat fee for Patient meals for all long (>3 hours) / fasting visits(1-2, 11, 15, 19,
23, 27, EMV 48 Week, PDTV, FV and Unscheduled Visit) that are conducted in Meals Food/ | Persite
accordance with the protocol. Reimbursement of actual expenses up to the ’ visit/
budgeted limit; price is per meal. / EUR
Pausalna nahrada na stravu pacienta za vsetky dlhodobé (nad 3 hodiny) 75 20.00
navstevy / vyzadujice pést (1-2, 11, 15, 19, 23, 27, EMV 48 tyzdriov, PDTV, FV | Stravné navétev
a neplanované navstevy), ktoré sa vykondvaju v stlade s protokolom. nahrada | nahrady una
skutoénych vydavkov do vysky rozpoétovaného limitu; Cena je uvedena za jedlo. Eanis
Flat fee for additional Patient meals for patient with excessive travel (>145 km
round trip) following visits >3 hours long (1-2, 11, 15, 19, 23, 27, EMV 48 Meals Food/ | Pe'site
Week, PDTV and FV) that are conducted in accordance with the protocol. Price ’ visit/
is per meal. / EUR
Paugélna nahrada na doplnkovu stravu pre pacienta s nadmernym cestovanim 54 20.00
(nad 145 km spiatoéne) po navstevach nad 3 hodiny (1-2, 11, 15, 19, 23, 27, Stravné navstev
EMV 48 tyzdriov, PDTV a FV), ktoré st vykonavané v silade s protokolom. nahrady una
Cena je uvedena za jedlo. eeiie
Patient burden compensation for Unscheduled visits conducted in Compensati | per site
accordance with the protocol; price is per visit. / on visit/
Kompenzacia zataZe pacienta za neplanované navstevy vykonané v sulade s o za EUR
protokolom; Cena je uvedena za navstevu. Pausaina navitev | 50.00
nahrada una
centre
Patient burden compensation flat fee for Fundoscopic Photography at: -
Visit 1 for participants with T2D.- Visits 8, 11, 13, 15, 17, 19, 21, 23, 25, 27, EMV
24, EMV 48, PDTV, FV and every 6 months thereafter for participants with CKD, | Fundoscopic _
T2D, and Retinopathy present at baseline.- Visits 11, 15, 19, 23, 27, EMV 48, | Photography Sieszb,s'te
PDTV, FV and annually thereafter for participants with CKD, T2D WITHOUT |/
Retinopathy findings at baseline, but may increase to every 6 months if
retinopathy is found. /
Kompenzacia zataZe pacienta, pauélna nahrada za fundoskopicku fotografiu EUR
na: 50.00
- Navsteva 1 pre ucastnikov s T2D.
- Navstevy 8, 11, 13, 15, 17, 19, 21, 23, 25, 27, EMV 24, EMV 48, PDTV, FV a Fundoskopic ﬁgvétev
potom kaZdych 6 mesiacov u Ucastnikov s CKD, T2D a retinopatiou pritomnymi Js .
< a fotografia | una
na zacCiatku. centre
- Navstevy 11, 15, 19, 23, 27, EMV 48, PDTV, FV a potom kaZdoroéne u
tcastnikov s nalezmi CKD, T2D BEZ retinopatie na zaciatku, ale méze sa
zvy$it na kazdych 6 mesiacov, ak sa zisti retinopatia.
Caregiver burden compensation flat fee, when needed to accompany patient | Caregiver per site
with T2D for Fundus Photography examination; (for ER)/ visit/
Kompenzécia zétaze opatrovatela, pausdalna nahrada, ak je to potrebné na | Nutny za E(L)J gﬂ
sprevadzanie pacienta s T2D na vysetrenie fundusovou fotografiou, doprovod (za San\’:tev ’
EFF) centre
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Exhibit 1.B: Supplier Information Form (SIF) Priloha 1.B: Formular — Informacie o poskytovatelovi (SIF)

Enclosed: SIF of the following payment Sucastou zmluvy je formular vyplneny od nizsie uvedeného
recipient(s): prijemcu (prijemcov) platieb:
Fakultnd nemocnica Nitra (Institution) ! - Fakultna nemocnica Nitra

(Zdravotnicke zariadenie)
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