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On the day and month stated below,

Sponsor:
Eli Lilly Cork Limited

address: Island House, Eastgate Road,

Eastgate Business Park, Little Island, Cork,
Ireland

represented by:

VAT NUMBER: IE3508310BH
(hereinafter referred to as “Lilly”/’Sponsor”)
and
Company:

Fakultna nemocnica s poliklinikou
F. D. Roosevelta Banska Bystrica
Reg. address:

Namestie Ludvika Svobodu 3865/1
97517 Banska Bystrica, Slovakia
Established: Deed of incorporation issued by
the Ministry of Health of the Slovak Republic
on 18 December 1990 under number 1842/90-

A/ 1l-1 as amended

ID NO:00165549
Tax ID No.: 2021095670

Acting through:

(hereinafter referred to as ,Medical Facility®)

and

Resident at

Date of birth:

(hereinafter referred to as the “Investigator”)

Lily and the Medical Facility and the
Investigator also individually referred to as
“Party” and collectively as “Parties”; the
Medical Facility and Investigator hereinafter

referred to as “Investigating party”),

have entered, pursuant to clause 269, par. 2 of

the Act No. 513/1991, the Commercial Code, in

Dria a mesiaca uvedeného nizsie,

Zadavatel:
Eli Lilly Cork Limited

So sidlom: Island House, Eastgate Road,
Eastagate Business Park, Little Island, Cork,
Ireland

zastupena:
DIC: IE3508310BH
(dalej len ,Lilly“/“Zadavatel*)
A
Nazov:
Fakultna nemocnica s poliklinikou
F. D. Roosevelta Banska Bystrica
So sidlom:
Namestie Ludvika Svobodu 3865/1,
97517 Banské Bystrica, Slovakia
Zriadend: Zriadovacou listinou vydanou MZ

SR dna 18.12.1990 pod ¢islom 1842/90-A/l1-1
v zneni neskorSich zmien

IC0:00165549
DIC: 2021095670

Konaijuci prostrednictvom:

(dalej len ,Zdravotnicke zariadenie®)

A

Bydlisko:

Datum nar.
(dalej len “Skusajuci”)

(Lilly a Zdravotnicke zariadenie a SkuSajuci
dalej jednotlivo aj ako ,Zmluvna strana“ a
spolotne aj ako ,Zmluvné strany";
Zdravotnicke zariadenie a SkuSajuci dalej aj

ako ,Skusajuca strana”),

uzatvaraju v sulade s ust. § 269, ods. 2 zakona
¢. 513/1991 Zb., Obchodny zakonnik,
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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 trial 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:

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. 18/2018 Coll, on
Personal Data Protection Act, as amended;

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

Clinical Trial: shall

Study or mean

interventional clinical trial under the title

in accordance
with the Protocol, as it is defined below, at the
Medical Facility, as it is defined below;

v plathom zneni, tato zmluvu (dalej aj ako
~Zmluva®“):

PREAMBULA

(1) Zadavaterl si vazi prilezitost spolupracovat
so Skusajucim na intervenénom klinickom
skugani (dalej len ,Stadia” alebo ,Klinické
skusanie”, ako je definované nizSie). Na
zdklade slobodného uvézZenia sa Zmluvné
strany dohodli, Ze uzatvoria tuto Zmluvu
o Klinickom sku$ani, aby si vzajomne stanovili
povinnosti a podmienky, za ktorych ma byt
Studia realizovana.

(2) Ugelom tejto Zmluvy je Uprava prav a
povinnosti Zmluvnych stran v suvislosti so
Studiou Zadavatela podla Protokolu, ako je
definovany nizSie, ktory tvori prilohu €. 2 tejto
Zmluvy.  Stadia  bude  vykonand v
Zdravotnickom zariadeni SkuSajucim, ako je
definovany niZSie.

DEFINICIE

(1) Vyrazy s velkym pociatoénym pismenom,
ktoré su v tejto Zmluve pouzivané a nie su inak
definované, alebo pokial z kontextu nevyplyva
nieCo iné, budu mat tento vyznam:

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

Z0O0U znamena zakon ¢&. 18/2018 Z.z. o
ochrane osobnych udajov, v platnom zneni;

Vyhlaska znamena vyhlasku Ministerstva
zdravotnictva Slovenskej republiky ¢. 433/2011
Z.z.z 22. novembra 2011, ktorou sa ustanovuju
podrobnosti o0 poziadavkach na pracovisko, na
ktorom sa vykonava klinické skuSanie, o
nalezitostiach Ziadosti o jeho schvalenie,
Ziadosti o stanovisko k etike klinického
skuSania a nalezitostiach tohto stanoviska, v
platnom zneni;

Stadia alebo Klinické skusanie znamena
intervencné klinické skusanie

od nazvom

ude realizovat
definovany niZSie, v Zdravotnickom zariadeni;
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Protocol: shall mean protocol No. H
outlining the Study in Annex No. 2 to this
greement within the meaning of clause 29,

par. 12 of AoP and which forms Annex No. 2 to
this Agreement;

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

Study drug: shall mean ||| N

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

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

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

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

Confidential information: shall mean the
information defined by clause 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 Investigator for
performance of the Study as outlined in clause
VIII of this Agreement;

Assessable patient: shall mean 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

Protokol znamena protokol &. m
ktory vymedzuje Studiu v zmysle ust. , 0ds.

12 Zol, a ktory tvori prilohu €. 2 tejto Zmluvy;

Skusajuci znamena osobu podfa § 29 ods. 11
ZolL, ktora je uvedena ako SkuSajuci v
Protokole, auzatvorila so Zadavatefom
samostatnu dohodu tykajucu Studie;

Studijny liek znamena |||

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

Schvéalenie znamena stanovisko Etickej
komisie podfa wust. § 33 ZoL a
povolenie Statneho Ustavu pre kontrolu liegiv
podla ust. § 35 ZoL;

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

Priruc¢ka pre skusajuceho znamena prirucku
pre Skusajuceho pre Studijny liek, ktoru
SkuSajucemu poskytne Lilly, v sulade s § 44
pism. a) ZoL;

Déverné informacie znamenaju informacie
vymedzené v ¢lanku lll tejto Zmluvy;

Osobné udaje znamenaju, sohladom na
Osoby realizujuce Studiu osobné, tdaje podrla
ZOOU, okrem iného titul, meno, priezvisko,
adresu, rodné ¢islo, datum narodenia, dalej
informéacie o platobnej moralke, bankovych
spojeniach, prevadzkové a lokalizané udaje, a
pod.;

Odmena znamena finanénu odplatu pre
SkuSajuceho za vykonanie Studie tak, ako je
vymedzena v ¢lanku VIII. tejto Zmluvy;

Hodnotitelny pacient znamena taky subjekt
zU&asthiujuci sa Studie, ktory splnil vsetky
kritéria pre zaradenie a riadnym spdsobom
podpisal dokument o informovanom suhlase.
VSetky postupy a €innosti suvisiace s jeholjej
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participation in the Study have to be carried out
appropriately and fully in accordance with the
Protocol, Sponsor's requirements and this
Agreement, and acquired data have to 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 8.7.2 of
this Agreement (including sub clauses);

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

I. INTELLECTUAL PROPERTY

1.1. The Parties have agreed on the following:

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

ugastou v Stadii musia byt uskutodnené pine v
sulade s Protokolom, poziadavkami Zadavatela
a tejto Zmluvy a ziskané udaje musia byt
predkladané konzistentné, uplné a spravne.
VSetky pripadné otazky Zadavatela alebo CRO
k obdrzanym informaciam musia byt
pozadovanym spbdsobom zodpovedané.
Akakolvek odchylka pri vykonavani Studie s
ohladom na Protokol, poZzadované postupy a

¢innosti alebo dalSie pokyny musi byt
ohlasena, vyhodnotena Zadavatelom a
schvélena;

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

Dodato¢éné naklady znamenaju dodatocné
naklady vymedzené v ¢lanku 8.7.2 tejto Zmluvy
(vratane pododsekov);

Osoby realizujuce Studiu  znamenaju
SkuSajuceho, jeho kolegov a spolupracovnikov
ajeho opravnenych zastupcov, ktori sa
podielaju na Studii.

I. DUSEVNE VLASTNICTVO

1.1. Zmluvné dohodli na

nasledovnom:

strany sa

1.1.1. ak v priebehu Studie alebo v obdobi
jedného roka po ukonleni tejto Zmluvy
SkuSajuci sformuluje, alebo uplatni v praxi
skuto€nost, vynajde alebo vytvori akékolvek
dielo alebo vynalez, ktoré podlieha ochrane
autorskych, priemyselnych alebo inych prav
duSevného vlastnictva, ktoré su vysledkom
uskutoéfiovania Studie, alebo ktoré by neboli
sformulované, uplatnené alebo vytvorené, ak
by sa Studia neuskutoénila, (vratane, nie v8ak
vyhradne, novych spbsobov  uZivania,
postupov, liekovych foriem, terapeutickych
kombinacii, alebo spdsobov lie€by), alebo ktora
zahffia Studijny liek(y) v Studii, alebo jeho
jednoduché derivaty (napriklad nie vSak
vyhradne, protilatkové fragmenty, analégy, soli,
solvaty, konformacie, stereoizoméry,
racemické zmesi, amorfné formy, krystalické
formy, kryStalické  Struktury, metabolity,
.prodrugs® (formy), volné Kkyseliny, chelaty,
komplexné zlu€eniny, syntetické
medziprodukty, izotopické alebo radiologicky
znacené ekvivalenty, alebo zmesi uvedenych)
(dalej len ,Predmet dusevného vlastnictva®),
zavazuje sa Zdravotnicke zariadenie o tejto
skuto&nosti okamzite informovat Zadavatela;
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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:

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

1.1.2. Zdravotnicke zariadenie sa zavazuje, Ze
nebude uplathovat voci SkuSajucemu Ziadne
prava v suvislosti s Predmetom duSevného
vlastnictva, alebo Ze zabezpeCi, Ze si voCi
Skusajucemu nebude uplatfiovat ziadne prava

v suvislosti s Predmetom duSevného
vlastnictva. V pripade, Ze Zdravotnicke
zariadenie  napriek  vyS8Sie  uvedenému

nadobudne akékolvek prava k Predmetu
dusSevného vlastnictva, zavazuje sa
Zdravotnicke zariadenie do maximalnej moznej
miery pripustnej pravnymi predpismi bez
zbyto€ného  odkladu  previest  Predmet
duSevného vlastnictva na  Zadavatela
a poskytnut Zadavatelovi vSetku potrebnu
sucinnost, najma@ pri zapise zmien do
prislusného registra, a pokial toto nebude
mozné, Zdravotnicke zariadenie sa zavazuje
udelit Zadavatelovi vyhradnu licenciu na
pouzivanie kazdého Predmetu duSevného
vlastnictva, na neurcity ¢as, priCom Zadavatefl
ma pravo dalej udelovat licencie tretim
osobam. Zdravotnicke zariadenie suhlasi s tym,
7e odplata za ukony podlfa tohto bodu je
zahrnuta v Odmene. Zdravotnicke zariadenie
sa zavazuje poskytnut Zadavatelovi vsetku
potrebnu sucéinnost pri ukonoch podla tohto
bodu tak, aby Zadavatel mohol podla svojho
uvazenia vyuzivat vSetky 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 duSevného
vlastnictva tak, Zze ako jeho pbvodca
bude uvedeny konkrétny Skusajuci
aako majitel a prihlasovatefl
Zadavatel, a pokial toto nebude
mozné, potom sa Skusajuci zavazuje v
rozsahu pripustnom pravnymi
predpismi bez zbyto¢ného odkladu
uzatvorit  so Zadavatefom zmluvu
oprevode Predmetu  duSevného
vlastnictva na Zadavatela a poskytnut
Zadavatelovi vSetku potrebnu
suCinnost  prizapise zmien do
prislusného registra; a pokial toto
nebude mozné, Skusajuci sa zavazuje
udelit Zadavatelovi vyhradnu licenciu
na pouzivanie kazdého Predmetu
duSevného vlastnictva, na neurg€ity
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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;

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

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

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

Il. RIGHTS AND OBLIGATIONS OF THE
INVESTIGATING PARTIES AND SPONSOR

21. 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 |l 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;

Cas, pricom Zadavatel ma pravo dalej
udelovat licencie tretim osobam,;

e SkuSajuci sa zavazuje poskytnat
Zadavatelovi vSetku potrebnu
sucinnost pri ukonoch podfa tohto
bodu;

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

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

1.1.4. Zdravotnicke zariadenie sa zavazuje
zabezpecit, Ze ustanovenia tohto bodu | tejto
Zmluvy sa primerane vztahuju a budu ich
primerane dodrziavat aj vSetky Osoby
realizujice Studiu.

Il PRA)/A A POVINNOSTI
ZDRAVOTNICKEHO ZARIADENIA A
ZADAVATELA

2.1. Zdravotnicke zariadenie suhlasi s tym, Ze
SkuSajuci sa osobne zuc€astni a bude dohliadat
na priebeh a realizaciu Studie, za ktoru je podla
ZoL odborne zodpovedny a poskytne
Skusajucemu pri vykone Klinického skusania
v8etku potrebnu sucinnost, vratane povinnosti
preskolit Osoby realizujice Studiu, v zmysle
prav a povinnosti vyplyvajucich z tejto Zmluvy
apokynov vsulade s¢cl. Il tejto Zmluvy.
Zdravotnicke zariadenie suhlasi stym, Zze
podas uskutoéfiovania Studie nebudu vyuZivat
iné pracovisko alebo satelitné pracovisko,
pokial Lilly neda svoj pisomny suhlas na
vyuzitie inych pracovisk alebo satelitnych
pracovisk. Pokial budi SkuSajuci alebo
spoluskusajuci  uskuto&fiovat &ast  Studie
vinom zariadeni alebo nemocnici ako je
Zdravotnicke zariadenie, bude Zdravotnicke
zariadenie zodpovedné za to, aby toto
pracovisko bolo oboznamené stym, Ze sa
podiela na Studii a dalo svoj suhlas k G&asti.

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

2.2.1. v8etky podmienky stanovené v Protokole
alalebo jeho dodatkoch;
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2.2.2. valid directives regarding Good Clinical
Practice Guidelines or other generally binding
legal regulations;

2.2.3. the conditions specified by the Approval;

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

2.3. The Medical Facility shall ensure that:

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

2.3.2. 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 AoP
and the Regulation, and in the case that the
Medical Facility is not an approved facility in the
meaning of clause 29, par. 2 of AoP and the
Regulation, it shall provide Lilly with all required
cooperation to obtain such consent;

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

2.4.3. it acknowledges and agrees that the
Sponsor, its designated representative or
domestic or foreign regulatory agency may
review the Medical Facilities’ processes,
inspect equipment and Study records (including
related medical records for all patients in the
Study), and those procedures, equipment or
Study records secured by any contractor, agent
or institution used by the Medical Facility in
conducting the Study. The Medical Facility shall
provide the Sponsor with immediate notice of
any official, governmental or regulatory review,
audit or inspection of the Medical Facility or

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

2.2.3. podmienky Specifikované v Schvaleni;

2.2.4. vSetky dalSie pravne predpisy, ktoré su
sucastou vSeobecne zavaznych pravnych
predpisov SR, a to najma ZoL, (predovsetkym
vSetky povinnosti stanovené v § 29 a nasl. ZoL),
z&kon 576/2004 Z.z., o zdravotnej starostlivosti
v zneni neskorsich predpisov a Vyhlasku.

2.3. Zdravotnicke zariadenie zabezpedi,

aby:
2.3.1. spoluskusajuci, Osoby realizujuce
Studiu, zmluvni partneri a zamestnanci

Zdravotnickeho zariadenia, ktory sa podiefaju
na realizacii Studie, ako aj &iasto&né 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 a za dalSie prislusné
aspekty tejto Studie zodpovedny kvalifikovany
lekar alebo jeho spolupracovnik s opravnenim
vykonavat' lekarsku prax.

2.4. Zdravotnicke zariadenie prehlasuje, ze:

2.4.1. spifia podmienky pre vykonavanie
klinického skusania podla § 29 ods. 2 ZoL a
podla Vyhlasky, a v pripade, Zze Zdravotnicke
zariadenie nie je schvalenym pracoviskom
podla § 29 ods. 2 ZoL a podla Vyhlasky,
zavazuje sa poskytnat Lilly vSetku potrebnu
sucinnost na ziskanie tohto schvalenia;

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

24.3. berie na vedomie a suhlasi, zZe
Zadavatel, jeho menovany zastupca, alebo
miestny &i zahraniény organ Statneho dozoru
moze podrobit kontrole postupy
Zdravotnickeho  zariadenia, skontrolovat
vybavenie azaznamy tykajice sa Studie
(vratane suvisiacich lekarskych zaznamov
v8etkych pacientov v Studii) a dalej tie postupy,
vybavenie alebo zaznamy, ktoré su
zabezpecCené akymkolvek zmluvnym
partnerom, zastupcom alebo zariadenim, ktoré
Zdravotnicke zariadenie vyuziva pri realizacii
Studie. Zdravotnicke zariadenie okamzite
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processes related to the Study. The Sponsor
shall be given the opportunity to provide
assistance to the Medical Facility in responding
such review, audit or inspection. The Medical
Facility is required to provide the Sponsor with
the results of such review, audit or inspection.
When data is reviewed by an on-site scheduled
visit of a Sponsor-designated representative,
the Medical Facility will ensure that Investigator
has all reasonably available data obtained
through the preceding day complete and ready
for evaluation.

2.5. The Medical Facility shall be obliged:

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

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

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

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

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

2.7. The contact person of the Sponsor in
relation to the Clinical Trial is:

2.8. The Sponsor undertakes to provide the
study drug, any necesssary CRF templates and
other information such as Investigator's Manual
(latest version - 22Feb2020) and Study Drug

oznami a upozorni Zadavatefa na akykolvek
uradny, vladny &i dozorny prieskum, audit,
alebo inSpekciu Zdravotnickeho zariadenia,
alebo postupov tykajlcich sa Studie. Zadavatel
bude mat mozZnost poskytnut Zdravotnickemu
zariadeniu podporu pocas takéhoto prieskumu,
auditu, alebo  inSpekcie.  Zdravotnicke
zariadenie je povinné poskytnut Zadavatelovi
vysledky takéhoto prieskumu, auditu i
inSpekcie. Pokial budd ddaje podrobené
planovanej kontrole na mieste zo strany
zastupcu Zadavatela, SkuSajaci bude mat
vSetky primerane dostupné udaje aplné a
pripravené k hodnoteniu, obdfzané pocas
predchadzajuceho dha.

2.5. Zdravotnicke zariadenie sa zavazuje:

2.5.1. poskytnat SkuSajucemu primerané
podmienky a vsetku potrebnu sucinnost pri
vykonavani Studie.

2.5.2. pouzivat Studijné lieky vyluéne podla
Protokolu a nepouzivat' ich na Ziadne iné ucely;

2.5.3. postupovat podla instrukcii Zadavatela,
tykajucich sa zaobchadzania SO
Studijnymi liekmi;

2.5.4. zabezpedit, Ze deStrukcia Studijnych
materialov bola pisomne povolena
spoloénostou Lilly, alebo vydanie liekov v Studii
v Zdravotnickom zariadeni, bude prebiehat
v sllade so vSetkymi prisluSnymi zakonmi
a predpismi.

2.6. V pripade nedodrZzania podmienok tejto
Zmluvy bude Zadavatel opravneny zabezpecit
splnenie tychto poziadaviek a/alebo ukongit
ugast Zdravotnickeho =zariadenia v Studii.
Zadavatel bude opravneny od tejto Zmluvy
odstupit s uinkami ex nunc, ktoré nastanu
v okamihu doruc€enia pisomného oznamenia o
odstupeni Zdravotnickemu zariadeniu. V
pripade odstupenia od Zmluvy podla tohto bodu
sa primerane pouziju ustanovenia bodu IX tejto
Zmluvy.

2.7. Kontaktnou osobou Zadavatela vo vztahu
ku klinickému skusaniu je:

2.8 Zadavatel sa zavazuje Zmluvnym
partnerom poskytnut bezplatne v mnozZstve
a Casovych intervaloch na riadne vykonanie
Klinického sku3ania Skusany liek, nevyhnutné

Page 8 of 30



Tripartite Contract — Interventional Study
OUS Lilly LoA Template - Slovakia
Global Version: January 2018

Affiliate Version: February 2020

Documentation (latest version — IMPD -
October 2020), and any drugs / placebo
required to properly conduct the Clinical Trial to
the Contracting Parties, free of charge, in
quantities and at intervals necessary to properly
conduct the Clinical Trial.

2.9. The study drug (as well as another drug,
placebo, if required by the Protocol) will be
delivered to the following address:

2.10. The Study drugs, the necessary CRF
templates and other information required to
properly conduct the Clinical Trial provided to
the Institution are and remain the property of the
Sponsor. The Sponsor declares that the
conditions stipulated by the relevant legal
regulations for the production (import) of the
delivered Study Drugs and its distribution to the
Institution are met.

lll. CONFIDENTIAL INFORMATION,
RETENTION OF DOCUMENTS

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

3.2. The Medical Facility undertakes to ensure
confidentiality and non-disclosure of all
information concerning the patients enrolled in

vzory CRF a dalSie informacie a d'alSie liecivo /
placebo  vyZadované na  vykonavanie
Klinického skuSania, napr. Prirucka
skusajuceho (posledna verzia — 22Feb2020) a
Dokumentacia o Hodnotenom lieku ( posledna
verzia — Oktéber 2020).

2.9 Skusany liek (ako aj dalSie liecivo, placebo,
ak je vyZzadované Protokolom) bude dodavané
na nasledu'iL’JCu adresu:

210 Skudany liek, nevyhnutné vzory CRF
a dalSie informacie vyZadované na
vykonavanie Klinického skuSania poskytnuté
Zdravotnickemu zariadeniu su a zostavaju
vlastnictvom Zadavatela. Zadavatefl prehlasuje,
e sU splnené podmienky stanovené
prislusnymi pravnymi predpismi na vyrobu
(dovoz) dodavaného Skusaného lieku a jeho
distribuciu do Zdravotnickeho zariadenia.

. DOVERNE INFORMACIE,
UCHOVAVANIE ZAZNAMOV

3.1. Zdravotnicke zariadenie suhlasi a berie na
vedomie, Ze v3etky zaznamy o zbere udajov
pocas Studie, vratane zdravotnej
dokumentacie, identifikaénych kédov pacientov
zaradenych do Studie, & akychkolvek inych
dokumentov suvisiacich so Studiou, musia byt
uchovavané po dobu patnastich (15) rokov po
skonéeni alebo preruseni Klinického skusania
(vsulade s § 42 ods. 2 ZoL a 44. pism. j ZoL),
), av8ak stym, Ze v nepravdepodobnom
pripade, Zze by ICH alebo FDA pozadovali
lehotu pre uchovavanie zaznamov (ij. dva (2)
roky od datumu rozhodnutia FDA o registracii
hodnoteného lie¢iva (lie€iv) pre skumanu
indikaciu, alebo pokial Ziadost o registraciu
nebola schvalena, dva (2) roky od okamziku,
kedy spolo¢nost Lilly informovala FDA o
preruSeni IND) viac ako patnast (15) rokov,
bude spolo€nost Lilly informovat zdravotnicke
zariadenie o akejkolvek dodatoCnej Casovej
lehote, poCas ktorej musia byt zaznamy
uchovavané tak, aby boli tieto poziadavky
splnené a zavazuje sa v tejto suvislosti
poskytnat Zadavatelovi vSetku potrebnu
sucinnost. Zdravotnicke zariadenie a skusajuci
suhlasia s tym, Ze urobi také opatrenia, aby
zabranili pred€asnej deStrukcii dbélezitych
zaznamov.

3.2. Zdravotnicke zariadenie sa zavazuje
zabezpeCit dbévernost a nespristupnenie
vSetkych informacii tykajucich sa pacientov
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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

zaradenych do Studie, informacii poskytnutych
Zadavatelom alebo nim uréenymi osobami,
alebo inak ziskanych informacii v suvislosti so
Studiou, ibaZe spristupnenie informacii podrla
tohto bodu je pozadované vSeobecne
zavaznymi pravnymi predpismi, alebo Kk
spristupneniu informacii podla tohto bodu udeli
Zdravotnickemu zariadeniu suhlas Zadavatelf, v
rozsahu povolenom prislusnymi pravnymi
predpismi.

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

3.4. Zdravotnicke zariadenie sa zavazuje
zabezpeCit, Ze ustanovenia bodu Il tejto
Zmluvy budu v rovnakom rozsahu dodrziavat
vSetky osoby podielajuce sa na Studii, najméa
spoluskusajuci, Osoby realizujice Studiu,
zamestnanci  Zdravotnickeho  zariadenia,
zmluvni partneri Zdravotnickeho zariadenia a
ich zastupcovia.

3.5. Podmienky tejto Zmluvy budu taktiez
povazované za doverné amdzu byt
spristupnené iba vrozsahu poZadovanom
zakonom alebo v rozsahu potrebnom pre
ziskanie suhlasu s uskuto€nenim
Studie Zdravotnickom zariadeni.

3.6. Vy3Sie uvedené povinnosti na
nespristupnenie a nepouZivanie Udajov sa
nevztahuju na informacie, ktoré:

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

3.6.2. boli zname Zdravotnickemu zariadeniu
uz predtym, nez mu boli spristupnené
Zadavatelom alebo zastupcom Zadavatela, di
dal3ou tretou stranou, bez poruSenia povinnosti

Page 10 of 30



Tripartite Contract — Interventional Study
OUS Lilly LoA Template - Slovakia
Global Version: January 2018

Affiliate Version: February 2020

party to keep such information confidential, and
this fact can be proved by written
documentation; or

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

3.7. Data 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 lll. of this Agreement, the Medical
Facility further agrees to the following:

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

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

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

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

na zachovanie déverného charakteru informacii
voCi Zadavatelovi alebo voli akejkolvek tretej
strane, a tuto skuto€nost je mozné preukazat
pisomnou dokumentaciou; alebo

3.6.3. boli ziskané nezavislou c¢innostou
Zdravotnickeho zariadenia, ktoré nemalo
pristup k Dévernym informaciam poskytnutym
zo strany Zadavatela, a tuto skutoCnost je
mozné preukazat’ pisomnou dokumentaciou.

3.7. Udaje ziskané v ramci Studie, s vynimkou
zdravotnickych zdznamov o pacientoch, ktoré
nesuvisia s uskutocfiovanim Studie, budu
podliehat povinnostiam o uchovavani
Dévernych  informacii a  povinnosti ich
nepouzitia, ako je stanovené v tejto Zmluve.

3.8. V sulade s poziadavkami na uchovavanie
Dévernych informacii a na dovoleny rozsah ich
vyuzitia, ako je stanovené v &lanku Il tejto
Zmluvy, Zdravotnicke zariadenie dalej suhlasi
s nasledujucim:

3.8.1. Zarad'ovanie pacientov - akékolvek
informacie, urCené k zaradeniu pacientov do
Studie, musia byt vsulade s prislusnymi
zakonmi, vyhlaskami a ostatnymi pravnymi
predpismi.

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

3.8.3. Otazky médii a finanénych analytikov
- V priebehu Studie a po jej skondeni sa mdzu
na Zdravotnicke zariadenie obratit' s otazkami
média alebo finanéni analytici. Zdravotnicke
zariadenie sa tymto zavazuje predtym, nez
bude na takéto otazky odpovedat, tieto otazky
prediskutovat’ s lekarom pre Kklinicky vyskum
Zadavatela, alebo s riaditefom medicinskeho
oddelenia Zadavatela Eli Lilly Slovakia, s.r.o.,
Panenska 6, 81103 Bratislava, Slovenska
republika (tel. 00421 2066 3111), alebo s
oddelenim Corporate Communications
Department spoloCnosti  Lilly v USA (tel.
001 317 276 3402).

3.8.4. Pouzivanie mena - Zdravotnicke
zariadenie sa zavazuje nepouzivat nazov
Zadavatela ani mena zamestnancov
Zadavatela v Ziadnom reklamnom €i predajnom
propagacnom materiali, ani v Ziadnej inej
publikacii, bez predchadzajuceho pisomného
suhlasu Zadavatefa. Zdravotnicke zariadenie
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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
and/or any sub-investigator for the Sponsor
under this Agreement, the existence and terms
of this Agreement, and the amount of
compensation the Sponsor paid in exchange for
the Medical Facility’s services or the services of
any sub-investigator, in order to comply with
applicable laws and regulations. The Medical
Facility shall be responsible for ensuring that
Medical Facility’s and/or Investigator’s sub-
investigators have consented to these same
terms of disclosure.

IV. PERSONAL DATA PROTECTION

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

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

4.2 When processing personal data for
purposes of fulfilling an obligation under the
Agreement, Lilly is determining the purposes
and means for the processing of personal data,
and acting as the Data Controller. The
Institution is processing personal data as
governed by the Agreement. Institution shall
maintain written records of the processing of all
personal data and shall provide such written
record to Lilly promptly upon request and
agrees that such written record may be
submitted by Lilly to any third 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.

suhlasi, Ze jeho nazov bude pouzity
v publikaciach, alebo vyhlaseniach o Studii,

vratane internetovych stranok a bulletinov
o Studii, a Zadavatel moze uverejnit
nazov/meno Zdravotnickeho zariadenia

amena akychkolvek spoluskusajucich, typ
sluzieb poskytovanych Zdravotnickym
zariadenim alalebo akymkolvek
spoluskusajucim pre Zadavatefla podla tejto
Zmluvy, existenciu a podmienky tejto Zmluvy
a vysku odmeny, ktoru Zadavatel zaplatil za
sluzby Zdravotnickeho zariadenia alebo za
sluzby akéhokolvek spoluskudajuceho, za
UuCelom dodrzania prislusnych  zakonov
a pravnych predpisov. Zdravotnicke zariadenie
ponesie zodpovednost za to, ze zabezpedi, aby
spoluskusajuci  Zdravotnickeho zariadenia
suhlasili s tymito podmienkami
s uverejnovanim informacii.

IV. OCHRANA OSOBNYCH UDAJOV

4.1. Skusajuci prehlasuje, Ze si je vedomy a bol
pou¢eny o svojich pravach tykajucich sa
ochrany  Osobnych udajov, najmd o
dobrovolnosti poskytnutia Osobnych udajov,
vyplyvajucich zo vSeobecne zavaznych
pravnych predpisov, predovSetkym ZOOU.
Zdravotnicke zariadenie si je vedomé svojich
povinnosti, ktoré vyplyvaju z pravnych
predpisov v oblasti ochrany osobnych udajov, a
zavazuje sa tieto predpisy dodrziavat.

4.2 Pri spracuvani osobnych udajov na
uc€ely plnenia zavazku vyplyvajuceho zo Zmluvy
Zadavatel stanovuje Ulely a prostriedky na
spracuvanie osobnych udajov a kona ako
prevadzkovatel  udajov. Zdravotnicke
zariadenie spracovava osobné udaje podla
ustanoveni tejto Zmluvy. Zdravotnicke
zariadenie je povinné viest pisomné zaznamy
o spracuvani v8etkych osobnych udajov a na
poziadanie je povinné takéto pisomné zaznamy
bezodkladne poskytnut Zadavatelovi, pricom
suhlasi s tym, Ze Zadavatel mbze takéto
pisomné zaznamy predlozit akémukolvek
prevadzkovatelovi udajov ako tretej strane (ak
je to relevantné) a prislusnym Statnym a
regulaénym organom.

4.3 Skusajuci alalebo Zdravotnicke
zariadenie je povinné Zadavatela bezodkladne
informovat v pripade, Zze SkuSajuci a/alebo
Zdravotnicke zariadenie porusia podmienky
al/alebo povinnosti uvedené v tomto odseku
alebo sa o takom poruseni dozvedia.
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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.

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 Lily to
determine and comply with Lilly’s notification
obligations under Applicable Law.

4.7.2 Institution agrees to indemnify Lilly for
all actual damages 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 Sponsor or persons designated by the
Sponsor shall protect the Data to the maximum

4.4 Zadavatel a Zdravotnicke zariadenie
budu viest vlastné komplexné programy na
ochranu osobnych udajov a bezpelnost, ktoré
zaistia, aby boli osobné udaje spracuvané iba v
sulade s podmienkami tejto Zmluvy vratane
vymenovania osoby zodpovednej za ochranu
udajov, ako to vyZzaduje platny zakon.

4.5 Zadavatel a Zdravotnicke zariadenie
sa vzajomne zhodli, Ze Zdravotnicke zariadenie
vie najlepSie riadit’ Ziadosti dotknutych osdb o
pristup k osobnym udajom, ich zmenu, prenos,
zablokovanie alebo vymazanie. Zdravotnicke
zariadenie uznava, Zze v zdujme zachovania
integrity vysledkov Studie méze byt schopnost
menit, blokovat alebo vymazavat osobné udaje
obmedzena v sulade s plathym zakonom.

4.6 Posudenie vplyvu ochrany udajov:
Zdravotnicke zariadenie sa zavazuje
spolupracovat so Zadavatelom a pomahat mu
v suvislosti s akymkolvek posudenim vplyvu
ochrany udajov alalebo v suvislosti s
predchadzajucimi konzultdciami so Statnymi
organmi, ktoré mézu byt potrebné pri
spracuvani realizovanom podfa tejto Zmluvy.

4.7 Pripady naru$enia bezpeénosti udajov
4.7.1 Oznamovanie pripadov narusenia
bezpe€nosti udajov: Zdravotnicke zariadenie
sa zavazuje informovat Zadavatela do
tridsiatich Siestich (36) hodin od zistenia
pripadu naruSenia bezpecénosti Udajov a v
potrebnom rozsahu spolupracovat’ v pripade
primeranych Ziadosti Zadavatela o poskytnutie
informacii tykajucich sa takéhoto pripadu
narusenia bezpeclnosti udajov, aby
Zadavatelovi umoznila uréit a pinit si svoje
oznamovacie povinnosti podla platného
zakona.

4.7.2 Zdravotnicke zariadenie sa zavazuje,
Ze odSkodni redlne vzniknutud  Skodu
Zadavatela v dbsledku pripadu narusenia
bezpelnosti udajov z dbévodu nedbanlivosti
alebo Umyselného konania zo strany
Zdravotnickeho zariadenia, jeho zastupcov,
pridruzenych spolo¢nosti alebo akéhokolvek
sprostredkovatefa vybraného Zdravotnickym
zariadenim, okrem iného aj sudne trovy, Statne
sankcie a/alebo naklady na zmiernenie.

4.8. Zadavatel, osoby, ktoré Zadavatel urci,
vedie aktualnu evidenciu OsOb realizujucich
Studiu obsahujicu Osobné udaje. Zadavatel,
osoby, ktoré Zadavatel ur&i, chrani Osobné
Udaje v maximalnej mozZnej miere, ktora
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possible extent reflecting the requirements of
the applicable legal regulations.

4.9. Lilly may collect personal data about
Medical Facility staff, in particular information
about names, functions and business contacts
(hereinafter referred to as "Medical Facility Staff
Information™), for these purposes:

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. quality control and Study management;

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

4.10. 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
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

zodpoveda poziadavkam prisludnych pravnych
predpisov.

4.9. Spolo¢nost Lilly méze zhromazdovat
osobné udaje o pracovnikoch Zdravotnickeho
zariadenia, najma informacie o menach,
funkciach a pracovnych kontaktoch (dalej len
"Udaje o pracovnikoch  Zdravotnickeho
zariadenia"), a to na tieto ucely:

4.9.1. dodrziavania predpisov tykajucich sa
moznych finanénych konfliktoch zaujmov;

4.9.2. hodnotenia k\v/alifikécie pracovnikov pre
ucely uskuto€nenia Studie;

4.9.3. kontroly kvality a riadenia Studie; a

4.9.4. zverejnenia Osobnych udajov vyborom
etickej kontroly, etickym komisiam alebo
narodnym, &i zahrani€nym organom S&tatneho
dozoru, v suvislosti s plnenim kontrolnych, di
dozornych povinnosti tychto organov v ramci
Stadie.

410. Osobné udaje mbzu byt tiez
zhromazdované s udajmi zinych zdrojov
Zadavatela, osoby, ktoru Zadavatel urci,
a vyhodnocované pre ucely obchodnych
rozhodnuti, vratane rozhodnuti tykajucich sa
buduceho vyskumu. Zadavatel alebo osoby,
ktoré Zadavatel ur€i, mbze ukladat, alebo
spracovavat Osobné udaje v USA, alebo
vinych  krajinach, ato v zariadeniach
Zadavatela, osbb, ktoré Zadavatel urci, alebo
zariadeniach so Zadavatefom, spojenych, po
dobu existencie obchodnych potrieb, alebo
pravnych zavazkov, v maximalnej moznej miere
povolenej prislusnymi pravnymi predpismi.

4.11. Zmluvné strany beri na vedomie a
suhlasia s tym, Ze Zadavatefl alebo osoby, ktoré
Zadavatel ur€i, spracovava Osobné udaje tak
manualne, ako ajautomaticky, a Ze je
opravneny ich zhromazdovat, spracovavat (v
zmysle ZOOU) a vyuzivat, v sulade s pravnym
poriadkom Slovenskej republiky a touto
Zmluvou, za ucelom vyplyvajucim z prislusnych
pravnych predpisov a za ucelom poskytovania
sluzieb, predaja vyrobkov a tovaru, vyuctovania
a prevadzania ukonov s vySSie uvedenym
spojenych, a to v rozsahu nevyhnutnom Kk
dosiahnutiu vysSie uvedenych ucelov a po dobu
nevyhnutni k naplneniu uvedenych ciefov,
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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;

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

najdlihSie vS8ak po dobu stanovenu prislusnymi
pravnymi predpismi, alebo v sulade s nimi.

4.12. Zdravotnicke zariadenie sa zavazuje
ziskat povolenie Oséb realizujicich Studiu
na prenos a pouzitie Osobnych udajov pre
ucely uvedené v tomto €lanku IV. Zdravotnicke
zariadenie sa moOze obratit na Zadavatela alebo
osoby, ktoré Zadavatel urCi, s otazkami
ohladne  zhromazdovania ¢&i vyuZivania
Osobnych udajov Zadavatelom alebo osobami,
ktoré Zadavatel wur€i. V pripade, kedy
Zdravotnicke zariadenie v ramci €innosti podla
tejto Zmluvy spracovava Osobné udaje, osobné
Udaje o tretich osobach a osobné udaje, ktoré
ma odovzdat Zadavatelovi, zavazuje sa
Zdravotnicke zariadenie zabezpe it ziskanie
informovaného suhlasu v sulade s prislusnymi
pravnymi predpismi.

4.13. Zadavatel sa zavazuje, Ze bude
dodrziavat’ vSetky 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 kopiu akejkolvek
navrhovanej 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 &  prezentacii
spolo¢nosti Eli Lilly and Company, na adresu
Lilly Corporate Center, Indianapolis, Indiana,
USA;

5.1.2. Po uplynuti tejto lehoty tridsiatich (30) dni
je  mozné pristupit k prezentacii alebo
k publikovaniu; av8ak

5.1.3. Ak Zadéavatel Zdravotnickemu zariadeniu
medzitym pisomne oznamil, Zze je rozumne
presved&eny, Ze pred takym zverejnenim alebo
prezentaciou je nuteny urobit potrebné
opatrenia na ochranu svojich zaujmov v oblasti
duSevného vlastnictva, ako napriklad podanie
patentovej prihladky, ktorou si uplatiuje narok
na vynalez, alebo podanie Ziadosti o registraciu
ochrannej znamky, zavazuje sa Zdravotnicke
zariadenie bud (1) pozdrzat prezentaciu, alebo
publikaciu o dalSich Sestdesiat (60) dni, alebo
dovtedy, kym nebudd podniknuté vySSie
uvedené opatrenia, podla toho, ¢o nastane
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presentation, it will remove from the publication
or presentation the information which the
Sponsor has specified it reasonably believes
would jeopardize its intellectual property
interests. The Sponsor may grant a shorter
review period in writing.

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

VI. DEBARMENT CERTIFICATION &
ANTICORRUPTION

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

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

6.3 In carrying out its responsibilities under this
Agreement, The Medical Facility agrees to
comply with all applicable anti-bribery legal
regulations in the countries where the Medical
Facility has the principal place of business and
where it conducts activities under this
Agreement. Additionally, The Medical Facility
has been acquainted with, understands and
agrees to comply with the U.S. Foreign Corrupt
Practices Act, as revised (hereinafter referred to
as “FCPA”), which generally prohibits the offer,
promise, payment or giving of anything of value
either directly or indirectly to any government
official for the purpose of obtaining or retaining
business or any improper advantage. For
purposes of this section, “government official”
means any official, officer, representative, or
employee of, including any doctor employed by,
any non-U.S. government department, agency
or instrumentality (including any government-
owned or controlled commercial enterprise), or
any official of a public international organization
or political party or candidate for political office.
Additionally, if the Medical Facility, Investigator
or any of the Medical Facility’s owners,
directors, employees, agents, and consultants
are government officials, the Medical Facility

skor, alebo (2) pokial nebude Zdravotnicke
zariadenie ochotné zverejnenie pozdrzat,
zavazuje sa zpublikdcie ¢&i prezentécie
odstranit’ tie informacie, ktoré Zadavatel urci,
a o ktorych bude rozumne presvedceny, Ze by
mohli poskodit’ jeho zaujmy v oblasti ochrany
jeho duSevného vlastnictva. Zadavatel moze
pisomne stanovit na preskiumanie a vyjadrenie
aj kratSie ¢asové obdobie.

5.2 Zdravotnicke zariadenie sa zavazuje
napomahat Zadavatelovi v ziskani vytlackov
svojich publikacii, ktoré vzisli zo Studie.

VI. 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 vylu€ena z uCasti na klinickom skudsani
niektorym regulanym orgdnom.

6.2. V pripade, Ze akakolvek osoba podielajluca
sa na tejto Studii bude vyli&ena alebo sa stane
subjektom konania o vylu€eni v priebehu tejto
Studie, Zdravotnicke zariadenie o tom okamzite
pisomne informuje Zadavatela.

6.3 Zdravotnicke zariadenie pri plneni svojich
povinnosti vyplyvajdcich z tejto Zmluvy suhlasi
s tym, Ze bude dodrziavat vSetky platné
protikorupéné pravne predpisy v Statoch, v
ktorych ma Zdravotnicke zariadenie svoje
hlavné miesto podnikania a v ktorych vykonava
Cinnost  suvisiacu s  touto  Zmluvou.
Zdravotnicke zariadenie je oboznamené,
a suhlasi s tym, Ze bude dodrziavat zakon USA
o zahraniénych korupénych praktikach (Foreign
Corrupt Practices Act, dalej len ,FCPA®), v
zneni zmien a doplneni, ktory vSeobecne
zakazuje priamo i nepriamo ponukat, sfubovat,
platit alebo davat Cokolvek cenného
akymkolvek Statnym udradnikom za ucelom
ziskania alebo zachovania zakaziek alebo
neopravnenych vyhod. Pre uclely tejto Casti
znamena pojem "Statny uradnik" akéhokolvek
uradnika, funkcionara, zastupcu alebo
zamestnanca, vratane lekarov, ktori su
zamestnancami ministerstiev, uradov alebo
institacii (vratane Statom vlastnenych alebo
kontrolovanych obchodnych spolo¢nosti) mimo
USA, alebo akéhokolvek uradnika verejnej
medzinarodnej organizacie €i politické strany
alebo kandidata na politicky urad. V pripadoch,
ked je Zdravotnicke zariadenie, SkuSajuci
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agrees that Sponsor's and/or 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.

alebo su majitelia, riaditelia, zamestnanci,
zastupcovia a konzultanti Zdravotnickeho
zariadenia Statnymi dradnikmi, Zdravotnicke
zariadenie suhlasi s tym, Ze platby, ktoré od
Zadavatel a/alebo zastupca Zadavatela
dostane v suvislosti s touto Zmluvou, nemaju za
ciel ovplyvnit Ziadne rozhodnutie, ktoré by
nejaka osoba mohla prijat z pozicie Statneho
uradnika v jeho prospech. Zdravotnicke
zariadenie dalej prehlasuje, Ze Zdravotnicke
zariadenie, Sku$ajuci ani ziaden z majitelov,
riaditelov, zamestnancov, zastupcov alebo
konzultantov Zdravotnickeho zariadenia
nebude priamo €i nepriamo ponukat platby,
slubovat’ platby ani davat ¢okolvek cenného
Ziadnemu S$tatnemu Uradnikovi s cielom i)
ovplyvnit &in alebo rozhodnutia prislusného
Statneho uUradnika v jeho Uradnej pravomoci; ii)
prinutit Statneho uradnika, aby konal alebo
nekonal v rozpore so svojimi zakonnymi
povinnostami, iii) zabezpelit akukolvek
neopravnenu vyhodu; iv) prinutit Statneho
uradnika, aby vyuzil svoj vplyv vo vlade alebo
indtituicii  a  ovplyvnil  rokovania  alebo
rozhodnutia vlady alebo institlcie v suvislosti s
¢innostou vykonavanou v ramci tejto Zmluvy.
Zdravotnicke zariadenie prejavi primeranu
snahu o splnenie informacénych poziadaviek,
vratane odpovedi na dotazniky a presne
formulované otazky auditu, s cielom umoznit
Zadavatelovi dodrzat platné protikorupéné
pravne predpisy. Zdravotnicke zariadenie
suhlasi s tym, Ze platba, ktori Zdravotnicke
zariadenie ziska od Zadavatela a/alebo
zastupcu Zadavatela v suvislosti so sluzbami
poskytovanymi podla tejto Zmluvy, nie je
uréena na ovplyvnenie pripadného
rozhodnutia, ktoré by Zdravotnicke zariadenie
mohlo prijat, pokial ide o predpisovanie liekov
Zadavatela, €i ovplyvnenie su€asnych alebo
buducich zakaziek Zadavatela. Zmluvné strany
suhlasia, ze pre ucely tejto Zmluvy dodrzania
protikorup&nych pravnych predpisov
Slovenskej republiky zabezpecia rovnako
dodrzanie FCPA.

Zdravotnicke zariadenie d'alej zabezpedi, aby
kazdy skuSajuci a ktorykolvek spoluskusajuci
v Zdravotnickom zariadeni, na akomkolvek
pracovisku a/alebo satelitnom pracovisku
poskytli Zadavatelovi prislusné financné
informacie pre UcCely dodrzania vSetkych
prislusnych zakonov a predpisov a vnutornych
predpisov Zadavatela. Zdravotnicke zariadenie
suhlasi a zabezpeéi, aby kazdy Skusajuci
a spoluskudajuci suhlasili s tym, Ze z&kony,
predpisy a vnutorné predpisy Zadavatela mézu
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VIl. EQUIPMENT

7.1. The Sponsor does not provide the Medical
Facility with any equipment for the performance
of the Study and under the conditions of this
Agreement. The Medical Facility hereby
declares that it has at its disposal all necessary
equipment and devices for proper execution of
the Study as per this Agreement.

Vil.a 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.

VIIL. Lilly SUPPORT

8.1. 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

vyzadovat to, aby boli predlozené vybrané
finanéné informacie regulanym organom.

VIl. VYBAVENIE

7.1. Zadavatel neposkytuje Zdravotnickemu
zariadeniu na realizaciu Studie a podmienok
tejto zmluvy Ziadne vybavenie. Zdravotnicke
zariadenie tymto prehlasuje, Ze vSetky potrebné
zariadenia a vybavenie k spravnej realizacii
Studie podra tejto zmluvy ma k dispozicii.

Vil.a Domaca zdravotna starostlivost’

Pokial bude vyuZzivana spolo¢nost’ poskytujuca
kvalifikovanu domacu zdravotnu starostlivost,
bude skusSajuci a zdravotnicke zariadenie
primerane spolupracovat s touto spolo¢nostou
/ jej zamestnancami a zabezpecéi vykonavanie
Stadie v sulade s protokolom. Zamestnanci
spolo¢nosti poskytujuce domacu zdravotnu
starostlivost’ a ich funkcie budu pripadne
oznaceni v delegaénom logu centra. Okrem
toho v sulade s pokynmi EMA musi mat’
skuSajuci kontrolu persondlu poskytovanym
spolo€nostou poskytujucou domacu zdravotnu
starostlivost. Zdravotnicke zariadenia suhlasi s
dodrziavanim prislusnych zakonov a predpisov
o ochrane osobnych udajov pri prenose
osobnych udajov o zdravi subjektu do
spolo€nosti poskytujucej doméacej zdravotnej
starostlivosti, vratane uzatvorenia vSetkych
potrebnych dohéd o ochrane osobnych udajov.

VIll. PODPORA Lilly

8.1. Zadavatel, bude povinné poskytnut
Zdravotnickemu zariadeniu Odmenu
nasledovnym spésobom:

8.1.1. Zdravotnicke zariadenie suhlasi, Ze
platba bude uskutoénena Zadavatelom a/alebo
zastupcom Zadavatela prijemcovi uvedenému
v Informa&nom(-ych) Formulari(-och)
Dodavatefov Lilly , ktory(-€) prijemca poskytol
Lilly.

Lily okrem toho poskytne RozpoCet 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 podra tejto Zmluvy. Sadzba DPH sa riadi
platnymi predpismi v obdobi vystavenia faktary.
Faktaru vystavi Zdravotnicke =zariadenie v
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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 — 60 days
of the receipt of the invoice;

The Contracting Parties have agreed that the
Medical Facility will issue electronic invoices to
the Sponsor. For the purposes of this contract,
the electronic invoices are considered invoices,
corrective documents of the invoices (corrective
tax document, cancellations). The Parties agree
to ensure, through internal control mechanisms,
the reliability and integrity of the information
contained in electronic invoices issued and
delivered under this Agreement. No contracting
party is entitled to and will interfere with the
already issued and delivered electronic invoice
or change its content. The contracting parties
are obliged to ensure proper storage and
archiving of invoices in accordance with § 76 of
Act no. 222/2004 Coll. on value added tax, as
amended, guaranteeing the credibility of the
origin, the integrity of the content and the
legibility of electronic invoices throughout the
storage period. The Medical Facility deliver the
invoice to Sponsor in electronic form to the e-
mail address: .
The invoice must be issued in accordance with
legal regulations, it must contain all the
requisites of an accounting and tax document.
Each invoice must also include a reference
number of this Agreement. The invoice is
considered paid on the day of crediting its
amount to the account of the Medical Facility.
The electronic invoice will be considered
delivered to the other party at the time of
sending the email message. The Contracting
Parties declare that they consider the
procedure under this Agreement to be sufficient
to prevent the content of any electronic invoice
issued from being changed.

In the event of the Sponsor's delay in paying
invoices, the Medical Facility has the right to
demand from the Sponsor, in addition to
financial fulfillment, also interest on delays
pursuant to the provisions of § 369 section 2 of
Act no. 513/1991 Coll. Commercial Code as
amended, in conjunction with § 1 section 1 of
Government Regulation no. 21/2013 Coll.,
which implements some provisions of the
Commercial Code.

The Contracting Parties have agreed that any
receivables registered by the Sponsor against
the Institution may not be assigned to a third

okamihu vzniku naroku na Odmenu (ako je
uvedené nizSie). Faktdra bude obsahovat
vSetky naleZitosti dafiového dokladu. Platba
bude splatna do 45 — 60 dni od obdrzania
faktary;

Zmluvné strany sa dohodli, Ze Zdravotnicke
zariadenie bude Zadavatefovi vystavovat
elektronické faktury. Za elektronické faktury sa
pre ucely tejto zmluvy povazuju faktura,
opravné doklady kfakturam (dobropisy,
tarchopisy, storna). Zmluvné strany sa dohodli,
ze internymi  kontrolnymi mechanizmami
zabezpecia vierohodnost a neporusenost
udajov uvedenych v elektronickych fakturach
vystavenych a doru€enych na z&klade tejto
zmluvy. Ziadna zmluvna strana nie je
opravnena anebude do wuz vystavenej
a dorucenej elektronickej faktury zasahovat,
ani menit jej obsah. Zmluvné strany su povinné
zabezpeCit' riadne uchovavanie a archivaciu
faktar v zmysle § 76 zakona &. 222/2004 Z.z.
o dani z pridanej hodnoty v zneni neskorsich
predpisov, zaru€ujuce vierohodnost pdévodu,
neporusitelnost obsahu a Citatelnost’
elektronickych faktar po celt dobu uschovy.
Zdravotnicke  zariadenie  doru¢i  fakturu
Zadavatelovi v elektronickej podobe na e-
mailovu adresu:

I ro musi
yt vystavena v sulade s pravnymi predpismi,

musi obsahovat’ vSetky néleZitosti uctovného
a danového dokladu. Kazda faktura musi
obsahovat’ aj odvolavku na Cislo tejto zmluvy.
Faktura sa povazuje za =zaplatenu driom
pripisania jej sumy na ucet Zdravotnickeho
zariadenia. Elektronicka faktira sa bude
povazovat za doru€enu druhej zmluvnej strane
v okamihu zaslania emailovej spravy. Zmluvné
strany vyhlasuju, Ze postup podla tejto zmluvy
povazuju za dostatoCny na to, aby nebolo
mozné zmenit obsah Ziadnej vystavenej
elektronickej faktury.

V pripade omeSkania Zadavatela s uhradou
faktar ma Zdravotnicke zariadenie pravo
pozadovat od Zadavatela popri plneni aj uroky
z omeSkania podla ustanoveni § 369 ods. 2
zakona €. 513/1991 Zb. Obchodny zakonnik
v zneni neskorSich predpisov, v spojeni s § 1
ods. 1 nariadenia vilady ¢. 21/2013 Z.z., ktorym
sa vykonavaju niektoré ustanovenia
Obchodného zakonnika.

Zmluvné strany sa dohodli, Ze akékolvek
pohladavky, ktoré eviduje Zadavatel vodi
Institucii, nie je mozné postupit na tretiu osobu
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party without the prior written consent of the
Institution, pursuant to § 525 para. 2 of Act no.
40/1964 Coll. Civil Code.

The validity of the Institution's consent to the
assignment of the claim to a third party requires
the prior written consent of the Ministry of
Health of the Slovak Republic, in accordance
with the Order of the Minister of Health no.
712017 of September 25, 2017.

In the event that the Sponsor assigns
receivables to a third party in violation of this
provision of the contract, such assignment is in
accordance with the provisions of § 39 of Act
no. 40/1964 Coll. Civil Code invalid.

The Sponsor acknowledges that the set-off of
state receivables is only possible on the basis
of a written agreement on the set-off of state
receivables, in accordance with § 8 of Act no.
374/2014 Coll. on state receivables, as
amended.

8.1.3. the Parties have agreed that the
Investigator’s financial settlement shall be the
Sponsor’s internal issue. 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, per each
Assessable patient enrolled in the study, for all
conducted procedures, as shown in the
attachment 1.

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

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 to
payment per number of patients stated in the

Budget, who have been enrolled in the Study by
h, unless 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.

bez predchadzajuceho pisomného suhlasu
Institucie, v zmysle § 525 ods. 2 zdkona ¢.
40/1964 Zb. Obgianskeho zakonnika.

Na platnost suhlasu Institicie s postipenim
pohladavky na tretiu osobu sa vyZaduje
predchadzajuci pisomny suhlas Ministerstva
zdravotnictva SR, v zmysle Prikazu ministra
zdravotnictva €. 7/2017 zo dha 25.septembra
2017.

V pripade, ak Zadavatel postupi pohladavky na
tretiu osobu v rozpore s tymto ustanovenim
zmluvy, je takéto postupenie podla ustanovenia
§ 39 zakona €. 40/1964 Zb. Obcianskeho
zakonnika neplatné.

Zadavatel berie na vedomie, Zze zapocitanie
pohladavok Statu je mozné len na zaklade
pisomnej dohody o zapoc€itani pohfadavok
Statu, a to v zmysle § 8 zakona €. 374/2014 Z.z.
o pohladavkach $tatu v zneni neskorSich zmien
a doplneni.

8.1.3. Zmluvné strany sa dohodli na tom, Ze
vykonanie finanéného vyrovnania
SkuSajucemu  je  internou  zalezitostou
Zadavatela. Preto na zaklade tejto zmluvy
nevyplyva pre SkuSajuceho ziadna Odmena
a zaroven pre Zdravotnicke zariadenie Ziadna
povinnost poskytnut Skusajucemu akékolvek
plnenie;

8.1.4. V suvislosti so Studiou bude
Zdravotnickemu zariadeniu vyplatena Odmena
za  jedného hodnotitelného pacienta
zaradeného do Studie, za zrealizované
procedury podla Rozpoctu, ako je uvedené v
prilohe Cislo 1.

Za pacientov, ktori budld do Studie zaradeni
a nebudu spliat kritéria na zaradenie, neobdrzi
Zdravotnicke zariadenie ziadnu platbu.

Z Ciastky uréenej pre sluzby suvisiace
s pacientmi obdrzi Zdravotnicke zariadenie
platbu len za skutoCny pocet zrealizovanych
navstev a procedur, ato v sulade
s odsuhlasenymi poplatkami za zrealizované
procedury tak, ako su uvedené v Rozpocte.

Tato odmena bude obmedzena iba na platbu za
pacientov uvedenych v Rozpocte, ktori budu
zaradeni do Studie najneskdr do *
ak Lilly neudeli pisomny suhlas so zaradenim
dal$ich pacientov, alebo s predizenim obdobia
na zaradovanie. V pripade, Ze je tento suhlas
udeleny, obdrzi Zdravotnicke zariadenie platbu
za dalSich pacientov vo vySke stanovenej
v Rozpocte.
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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 and/or Study materials in
advance.

8.2. Remuneration of patients will be outlined in
a separate contract with investigator.

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 Facilty or the
Investigator 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 and
submission of all clinical and laboratory data as
required by 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

ZvySené Ciastky zo separatne fakturovanych
vydajov budd uhradené iba na =zaklade
predchadzajuceho pisomného suhlasu
spoloCnosti Lilly. Pokial nebol poskytnuty tento
predchadzajuci pisomny suhlas, Ciastky za
fakturované polozky uvedené v rozpocte
predstavuju maximalnu splatnu Ciastku.

Odbvodnené a bezné naklady vzniknuté v
suvislosti s nutnymi nepldnovanymi navstevami
alebo uskuto¢nenim dodatoénych procedur
vyZzadovanych Protokolom alebo vydanim
materidlov pozadovanych Studiou ktoré vSak
nijak nesuvisia so zakladnou diagnézou ¢&i
lieCbou neziaducich ucinkov, budu
spolo€nostou Lilly uhradzané podla postupu
uvedeného vySSie alebo pripadne inym
alternativnym spdésobom za predpokladu, Ze
Lilly s takymito nakladmi za extra navstevu,
procedury a/alebo material pozadovany Studiou
vopred suhlasila.

8.2. Odmenovanie pacientov bude upravené
v samostatnej dohode so Skusajucim.

8.3. Na ziskanie narokov na Odmenu musia byt
v8etky  postupy  uskutoCnené v sulade
s Protokolom atouto Zmluvou a predloZené
Uudaje musia byt uplné a spravne. Aby udaje
boli uplné a spravne, kazdy pacient zaradeny
do Studie musi podpisat  dokument
o Informovanom suhlase, schvaleny Etickou
komisiou avsSetky postupy vyzadované
Protokolom musia byt uskutoénené
s vynaloZenim ,najvacsieho mozného Uusilia“,
pricom akykolvek nedostatok musi byt
uspokojivo vysvetleny. Zdravotnicke zariadenie
alebo Skusajuci nebude pozadovat platbu od
ktorejkolvek tretej strany, €i uz z verejnych,
alebo sukromnych zdrojov, k Uhrade nakladov
krytych platbami Zadavatela/zastupcu
Zadavatela na zaklade tejto Zmluvy.

Na ucely tohto bodu 8.3. pojem udaje znamena
zadanie vSetkych dat pozadovanych CRF
(zdznamovym listom pacienta), zodpovedanie
vSetkych pripadnych otazok ("data-queries") s
ohladom na zadané data a predloZenie
vSetkych klinickych a laboratérnych vysledkov
vyzadovanych protokolom.

8.4. Platby za Studiu budi uskutodnené na
zaklade Rozpoctu a prijatych udajov, pric¢om:

8.4.1. zavere€na platba bude uskutonena v
okamihu, ked vSetci pacienti v Zdravotnickom
zariadeni dokongia Studiu a budli poskytnuté
vSetky dostupné udaje a po kone&nom prijati
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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 visit by the Sponsor's
representative, the Sponsor reserves the right
to refuse payments for such missing data.

8.6. The Medical Facility acknowledges and
agreed that in the case that the Sponsor has
requested the attendance of the Investigator
(the Investigator in person) or other
Responsible persons at the start up meeting for
the Study or other meeting important to provide
information regarding the Study or Study drug,
the Sponsor 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.

8.7. Reimbursement in the case of harm
to Study participants

vSetkych formularov CRF zo strany Zadavatela
a zastupcu Zadavatela, po spresneni vietkych
udajov, obdfzani a schvaleni akykolvek
chybajucich regulacnych dokumentov
pozadovanych Zadavatefom, vrateni vSetkych
nespotrebovanych zasob Zadavatela a spineni
v8etkych dalSich prislusnych podmienok
stanovenych touto zmluvou.

8.4.2. akékolvek zalezitosti, ktoré budu sporné,
budid uhradené az po vzajomnom vyrieSeni
tohto sporu.

8.5. V okamihu, kedy budu uddaje
Zdravotnickeho zariadenia skontrolované pri
planovanej navsteve zastupcom Zadavatela,
zavazuje sa Zdravotnicke zariadenie mat na
mieste pripravené, dostupné a kompletné
v8etky udaje, ziskané aZz do predoslého dna.
Pokial budu akékolvek udaje chybat a nebudu
dodatocne Zdravotnickym zariadenim
poskytnuté do desiatich (10) dni po navsteve
zastupcu Zadavatela, si vyhradzuje pravo
odmietnut platby za tieto chybajuce udaje.

8.6. Zdravotnicke zariadenie berie na vedomie
a suhlasi, Zze v pripade, Zze Zadavatel bude
vyZzadovat pritomnost Skusajuceho
(Skusajuceho osobne) alebo Osbb
realizujicich Studiu na Gvodnej informaénej
schodzke k Studii, alebo na inom stretnuti,
délezitom pre poskytnutie informacii, ktoré sa
tykaju Studie, alebo Studijného lieku, uhradi
Zadavatel alebo zastupca  Zadavatela
Skudajucemu alebo Osobam realizujucim
Studiu nevyhnutné finanéné vydavky spojené
s nakladmi na cestovanie a ubytovanie
(vratane stravného), potrebnymi
k zabezpecCeniu UcCasti SkuSajuceho alebo
Osbéb  realizujicich ~ Stadiu  na  tychto
stretnutiach, po ich predchadzajucom schvaleni
Zadavatelom. Zdravotnicke zariadenie sa
zavazuje poskytnut v tejto suvislosti Zadavatel,
Skusajucemu a Osobam realizujicim Studiu
vSetku potrebnu sucinnost. Zadavatel/zastupca
Zadavatela poskytne tuto 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 drfa, kedy boli
vydavky uskutocnené.

8.7. Uhrady v pripade ujmy u&astnikov
Studie
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8.7.1. The Sponsor undertakes to pay any and
all costs related to:

e the Clinical Trial, including the costs of

the Study drug stated in the Protocol

and costs connected with the
laboratory testing stated in the
Protocol,

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

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

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

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

8.7.2. The Parties acknowledge that the
Sponsor shall be obliged to reimburse the
Medical Facility for the following expenses
(hereinafter referred to as the “Additional
costs”):

8.7.21. 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;

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

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

8.7.1. Zadavatel sa zavazuje uhradit v3etky
naklady spojené s:

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

e lieCbou zdravotnych komplikacii a
pripadnych trvalych néasledkov na
zdravi vzniknutych uc€astnikovi v
dbsledku Klinického skusania,

e uzatvorenim zmluvy o poisteni
zodpovednosti Zadavatefa za Skodu
spbsobenu  uc€astnikovi  Klinického
sku$ania, ak by v suvislosti s Klinickym
skuSanim doslo k poSkodeniu zdravia
alebo umrtiu ucastnika,

e uzatvorenim zmluvy o  poisteni
zodpovednosti poskytovatela
zdravotnej starostlivosti za Skodu, ktora
moZe byt spbsobena ucastnikovi.

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

8.7.2. Zmluvné strany beru na vedomie fakt, Ze
Zadavatel sa zavazuje uhradit' Zdravotnickemu
zariadeniu nasledujuce naklady (dalej len
.Dodatoéné naklady”):

8.7.2.1. VSetky rozumne vynalozené a obvyklé

naklady suvisiace s diagndzou neziaduce]
udalosti  tykajuce sa  Studijného lieku
a postupov obsiahnutych v Protokole,

vzniknuté Zdravotnickemu zariadeniu;

8.7.2.2. V3etky rozumne vynalozené a obvyklé
naklady vynaloZzené na lieCbu pacienta, pokial
Zadavatel po konzultacii so Zdravotnickym
zariadenim nerozhodne, Ze neZiaduca udalost
stvisela s podanim Studijného lieku, alebo
s postupom podla Protokolu.

8.7.3. Uhrada Dodatoénych nakladov v$ak
prebehne len za predpokladu, ze:

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

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

8.7.3.1. Tieto naklady nebudu kryté Ziadnym
inym  zdravotnym  alebo  nemocni¢nym
poistenim subjektov, ani inym vlddnym
programom zahrfiujucim toto poistné krytie,

8.7.3.2. Neziaduca udalost/komplikacia nie je
priitatelna zanedbaniu alebo nespravnemu
zachadzaniu zo strany Zdravotnickeho
zariadenia,
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8.7.3.3. the adverse event/complication has not
been caused by any other concurrent illness,
whether the given illness had previously
diagnosed or not,

8.7.3.4. the Study drug has been administered
in accordance with the Protocol and the
procedures prescribed by the Protocol were
carried out in compliance with the Protocol.

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

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 (5t) 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

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

8.7.3.4. Studijny liek bol podany podrla
Protokolu a postupy predpisané Protokolom
boli uskutoénené v sulade s Protokolom.

8.8. Zadavatel poskytne SkuSajucemu SkuSany
liek (lieky). Zdravotnicke zariadenie zabezpedi,
aby jednou z Oséb realizujicich Studiu bol
lekarnik, ktory bude ako zamestnanec
Zdravotnickeho zariadenia zodpovedny za
prevzatie, riadne uskladnenie a pripadné
vydavanie SkuSaného lieku pre ucely
uskuto€nenia Studie v Zdravotnickom
zariadeni v sulade s prislusnymi pravnymi
predpismi. Zdravotnicke zariadenie zabezpedi
a bude zodpovedné za riadne uskutoCnenie
vSetkych vySSie uvedenych ¢innosti tymto
lekarnikom.

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 Studie. Tato situacia méze nastat
v pripade konkurenéného naboru pacientov
zdbvodu, Ze iny sku3ajuci lekar zaradil
dostato€ny pocet pacientov, ktory bol potrebny
na splnenie potrieb Studie.

Zadavatel si tieZ vyhradzuje pravo kedykolvek
a z akéhokolvek  ddovodu ukon€it  ucast
Zdravotnickeho zariadenia v Studii, alebo Ggast
ktoréhokolvek pacienta v Stadii, pripadne
Studiu samotnd.

Zadavatel si tieZ vyhradzuje pravo kedykolvek
a z akéhokolvek dévodu ukongit’ tito Zmluvu. V
tomto pripade bude Zmluva ukonena piatym
(5.) dihom odo dna doruCenia pisomnej
vypovede Z0 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 dnia doru€enia oznamenia o odstupeni
od Zmluvy Zadavatelovi, ak:

9.21. doslo k poruseniu podstatnych
ustanoveni tejto zmluvy zo strany CRO, pri¢om
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remedy such breach within ninety (90) days of
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

toto poruSenie CRO neodstranilo do
devatdesiatich (90) dni po doru€eni pisomného
oznamenia zo strany  Zdravotnickeho
zariadenia o takomto poruseni;

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

9.3. V pripade, Ze ucast Zdravotnickeho
zariadenia na Studii bola ukon&ena, alebo Ze
Zmluvné strany, vypovedali tito Zmluvu, alebo
odstupili od tejto Zmluvy, alebo Ze tato Zmluva
bola inak ukon&ena , alebo Ze Studia samotna
bola ukon&ena, Zdravotnicke zariadenie sa
zavazuje, Ze vrati vSetky Studijné lieky
Zadavatelovi, uchova ich, alebo ich zni¢i v
sulade s pokynmi Zadavatela a v sulade so
v8etkymi platnymi pravnymi predpismi, a Ze
bezodplatne a bez zbyto€ného odkladu
poskytne Zadavatelovi vSetky data, udaje,
informacie, dokumentaciu a iné materialy, ktoré
Zdravotnicke zariadenie ziskalo v suvislosti s
vykonom Studie, v maximalnom moznom
rozsahu pripustnom prisluSnymi pravnymi
predpismi.

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

X. ZODPOVEDNOST ZA SKODU
A ODSKODNENIE

10.1. V suvislosti s vykonavanim Studie a po
tom, €o Zdravotnicke zariadenie predlozi Upinu

spravu vysledkov preSetrenia nezZiaducej
udalosti  a/alebo ucinku  Zadavatelovi,
Zadavatel suhlasi s tym, Ze nahradi

Zdravotnickemu zariadeniu $kodu, naklady
a vydavky vyplyvajuce z obvineni a Zaléb
(vratane primeranych poplatkov za pravnych
zastupcov), ktoré vyplyvaju z poskodenia
pacientov, ktori si narokuju nahradu $kéd, ktora
im bola priamo spdsobena latkou podavanou
podla Protokolu, alebo postupom vyZadovanym
podfa Protokolu, vratane nakladov a vydavkov
spojenych s vybavovanim takychto Zaldb a na
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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
Board), requirements set forth by the Protocol
and all recommendations provided by the
Sponsor regarding administration and use of
any drugs or devices and other procedures
listed in the Protocol;

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 |,
Il through VI, and also XI, Xl and XIII 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.

obhajobu v takychto konaniach, av8ak za
redpokladu, Ze:

10.1.1. Zdravotnicke zariadenie dodrziavalo
ariadilo sa vSetkymi prislusnymi pravnymi
predpismi (najmd@ kladného stanoviska zo
strany  Etickej  komisie), poziadavkami
stanovenymi v Protokole a v3etkymi
odporu€aniami  poskytnutymi  zo  strany
Zadavatela ohfadne podavania a pouZzivania

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
spbsobom, 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, avSak Zadavatel neuzna chybu
v mene Zdravotnickeho zariadenia, okrem
pripadu, kedy mu ktomu Zdravotnicke
zariadenie vopred udeli pisomny suhlas.
Povinnost Zadavatela nahradit Skodu sa
nebude vztahovat na Ziadne S$kody, ktoré
vznikli z dévodu poruSenia, alebo zanedbania
povinnosti Zdravotnickeho zariadenia, pricom
sa dohodlo, Ze podla tejto Zmluvy sa postup
v sulade s Protokolom nepovazuje  za
porusenie alebo zanedbanie povinnosti.

XI. KLAUZULA O PRETRVANI
NIEKTORYCH USTANOVEN

11.1. Povinnosti vyplyvajuce z ¢lankov I., lll. az
VI. a dalej XI., XIlI. a XIII. tejto Zmluvy zostanu
vplatnosti aj po naplneni, ukondeni,
vypovedani alebo odstupeni od tejto Zmluvy.

XIl. NEZAVISLY ZMLUVNY PARTNER

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

XIll. 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 all Parties and shall come
into force on the day following the day of its
publication in the Central register of contracts
SR.

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 three
copies. Each Party shall obtain one copy.

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.

12.2. Zdravotnicke zariadenie a Zadavatel
nebudi mat Zziadnu pravomoc uzatvarat
s tretimi stranami zmluvy, ktoré by boli zavazné
pre druhu stranu.

12.3. Podpisom tejto Zmluvy Zdravotnicke
zariadenie prehlasuje a zaruCuje, Zze ma
opravnenie a spdsobilost’ sa zmluvne zaviazat
alebo inak zmluvne zaviaze akukolvek fyzicku
osobu alebo subjekt, ktory poskytuje sluzby pre
Zdravotnicke zariadenie v suvislosti so Studiou
podla tejto Zmluvy aza  podmienok
stanovenych touto Zmluvou.

Xlll. ZAVERECNE USTANOVENIA

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

13.2. Ziadna zo Zmluvnych stran nemoéze
postupit tuto Zmluvu v celku alebo CiastoCne
bez predchadzajuceho pisomného suhlasu
druhej Zmluvnej strany.

13.3. Tato Zmluva méze byt ukoncena,
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  v8eobecne  zavaznymi  pravnymi
predpismi Slovenskej republiky.

13.5. Zmluva nadobuda platnost dfiom podpisu
v8etkymi  Zmluvnymi stranami a uéinnost
nasledujuci defi po jej zverejneni v Centralnom
registri zmliv SR.

13.6. Tato zmluva bola prelozena do
dvojjazy&ného formatu v angli¢tine
a v slovendine. V pripade nezrovnalosti alebo
rozporu medzi anglickou a slovenskou
jazykovou verziou bude slovenska verzia
riadiaca. Tato Zmluva bola vyhotovena v troch
képiach. Kazda Zmluvna strana obdrzi jednu
kopiu.

13.8. Zmluvné strany potvrdzuju, ze Zmluva
nebola uzavreta za nevyhodnych podmienok,
Ze si ju pred podpisom precitali, suhlasia s fou
a na znak suhlasu s jej znenim pripajaju svoje
podpisy.
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13.9. The following appendices form an
inseparable part to this Agreement:

13.9.1. Annex No. 1: Budget;

13.9.2. Annex No. 2: Budget;

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.

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;

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

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

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

If to the Institution:

13.9. Neoddelitel'nou suéast'ou tejto Zmluvy
su nasledujice prilohy:

13.9.1. Priloha €. 1: Rozpocet;

13.9.1. Priloha €. 2: Bankové spojenie prijemcu
platieb (SIP)

13.10. Spolo&nost Lilly bude opravnena poverit
zmluvnu vyskumnu organizaciu, aby
v suvislosti s touto Stadiou plnila vybrané
povinnosti zadavatela. Pri plneni tejto Studie sa

Zdravotnicke zariadenie zavazuju
spolupracovat s akoukolvek zmluvnou
vyskumnou organizaciou poverenou

spolo¢nostou Lilly.

Zdravotnicke zariadenie nesmie previest svoje
prava a/alebo delegovat svoje povinnosti podla
tejto zmluvy bez predchadzajuceho pisomného
suhlasu zastupcu spolo&nosti Lilly, pri¢om tento
suhlas nebude bezddvodne odoprety. Zastupca
spolo¢nosti Lilly bude mat pravo postupit' tuto
zmluvu na  Zadavatela bez  suhlasu
zdravotnickeho zariadenia.

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

e pokial budu doruCené osobne, v den
dorucenia;

e pokial budu dorucené expresnou
kuriérnou sluzbou, v def dorucenia;

e pokial budu doru¢ené doporucenou
poStou s doru€enkou, v den, ktory je
uvedeny na doruCenke ako den
dorucenia;

e pokial budu dorué¢ené faxom, v den, v
ktorom prijimacie faxové zariadenia
potvrdi prijatie oznamenia.

Pokialf budi adresované Zdravotnickemu
zariadeniu:

Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica
Namestie Ludvika Svobodu 3865/1, 97517 Banska Bystrica, Slovakia
Attention / K rukam: Pravne oddelenie FNsP FDR BB

In matters of contract/ Vo veciach zmluvnych:
In matters of trial/ Vo veciach klinického skusana:

If to the Sponsor:

Attention: / K rukam:

, tel:

Pokial budu adresované Zadavatelovi:
Eli Lilly Cork Ltd — Global Business Solutions Centre
Island House, Eastgate Road, Eastgate Business Park, Little Island, Co. Cork, Ireland

, Trial Capabilities Associate
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Invoices must be issued to / Faktiury 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)
/
vsetky faktury, uctenky a bankové detaily musia byt’ zaslané IBA na emailovu adresu:
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Lilly

Senior Manager, EMEA Trial Capabilities

Date / Datum:

Medical Facility / Zdravotnicke zariadenie

Date / Datum:

Date / Datum:

Investigator / Skusajuci:

Date / Datum:
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The below Budget Template is completed where there are MULTIPLE PAYEES listed in the contract

Budget

STUDY BUDGET NOTES:
ﬂ\esmdmedlmcalmallsplamedfor Patient recruitment s expected to be completed i The study has com
A c' patients are planned for this site. The pro-rata payment will be made per evaluable patient/
[All payments will be made in curency EUR excl. VAT. Should any of the services by the and/or itution in with this)
&eemeﬂl be w ted to VAT. then the Invesl'ﬁaof and/or Institution is entitled to cth VAT at the Eﬂ M rate./
Please confirm the Tral Alias -
Please confirm the site number: h
5 Lily Confracting Entiy :'ai Tily Cork Limited
H
'ayee Name: Banska Bystrica
i Form and signed?
Payee Type (select from the list)
Email Address for ALL payments/finance correspondence
Note: All payments w il be made according to local fiscal requirements./
Cost Per Patient Rolled over fm_-l_
Visit No Payment code Total cost
Visit1 RG001
Visit2 RG002
Visit3 RG003
Visitd RGO004
Visits RGO05
Visit RGO08
Visit? RGO07
Visit8 RGO008
Visitd RG002
Visit10 RGO10
Visit11 RGO11
Visit12 RGO12
Visit13 RGO13
Visit14 RGO14
Visit15 RGO15
Visit16 RGO16
Visit17 RGO17
Visit18 RGO18
Visit19 RGO19
Visit20 RG020
Visit21 RGO021
Visit22 RG022
Visit801 RGS801
Visit802 RG802
| Total Cost Per Patient Rolled-Over _ 7.458
Additional CRF based (Not in Cost per Patient):
Visit No Payment code Total cost
Screen Failure at Visit 1 SF001
Early T¢ ET l

Lilly will pay for screen failures that occur in accordance with the Protocol.

Items paid by invoice:

Procedure name (and payment conditions)

Total cost

| Additional V1 activities for AMAM patients if not available from last visit of the
ongmaorsmﬁy pnoesperpmemand indudes Tobacco/Nicotine Use, EIMs
prep and ship to Central Lab),

WPAI-CD, sqmn. 'pGIc

Repeat/additional TB test (Local Lab) if performed in accordance with the protocol

Chest X-ray

anterior) if perf n

with the
protocol

Repeat/additional 2 view Chest X-ray costs (posterior-anterior and lateral) if
performed in accordance with the protocol

Repeat/additional Blood draw for central labs if performed in accordance with the
protocol; price is per sample and includes prep and ship to Central Lab

Serum Pregnancy test (Local Lab) if performed in accordance with the protocol

the

Eepeaﬂzdditiond Urine pregnancy test (Local Lab) if performed in accordance with
protocol

Repeat/additional Urine collection for central labs if performed in accordance with the
protocol; price is per sample and includes prep and ship to Central Lab

Repeat/additional Stool collection (Culture, C. difficile testing, Fecal calprotectin), if
performed in accordance with the protocol; price includes collect and ship to Central
Lab

Additional stool testing (local lab) if perfo on and in
accordance with the protocol; price includes Exammanmforwa and parasites

Repeat/additional dispense stool ion kit if in with the
protocol




Budget

P ti Symptom-directed physical exam if performed in accordance with
the protocol

ECG (Local) if performed in accordance with the protocol

Repeat/additional study drug injection training if performed in accordance with the
protocol

Additional Subcutaneous injection by site personnel if the patient or caregiver is not
able to administer the injection; price includes subcutaneous injection

Additional IV inis ion costs of Miriki: for AMAM Non-i (V1,Vv2,
V3); price is in addition to injection payment included in Cost Per Patient, is per
infusion and includes increased pharmacy fees in addition to SC Pharmacy Fee
(included in Cost Per Patient), all infusion-related items and services (such as, but not
limited to, i pre-| icati supplies, i & infusion) in addition to
injection payment (included in CPP), post-infusion observation, infusion center fee

eCOA Device Coordination for ETV for AMAM patients only (Patient Symptom eDiary,
[BMC, CDAI-SF/Birstol Stool Scale, CDAI-AP, CDAI well-being, Abdominal Pain NRS,
Urgency NRS, PGRS]) if performed in accordance with the protocol; price is in
addition to paper diary returned included in Cost Per Patient

Repeat/additional Study drug Administration log training if performed in accordance
with the protocol

Repeat/additional Study Drug Administration log Dispense or Collection, if performed
in accordance with the protocol

Repeat/additional Endoscopy if performed in accordance with the protocol; price
includes all endoscopy-related items and services, moderate sedation, tissue prep
and ship to Central Lab, video prep and ship to Central Lab

Local pathology review of biopsy samples if performed at investigator's discretion and
in accordance with the protocol

Site Rater training for [C-SSRS]; MAXIMUM of 1 Rater per Site. Price is per Rater

Unscheduled Visit (V 997) if performed in accordance with the protocol; price is per
visit and includes ConMeds, AE, and research staff Time & Effort

Additional research staff Time & Effort for additional interim analyses (if required to
fulfill the need of regulatory il i or publication purposes, as outlined in the
protocol); price is per interim data lock

Reimbursement for Urine Pregnancy Test kits for patient self testing; Reimbursement
of actual expenses based on third-party receipts up to the budgeted limited; price is
per box of test kits

Reimbursement of locally-sourced Immunomodulators [eg. AZA, 6-MP, or
methotexate]. Price is per month and requires third-party receipts, reimbursement of
actual expenses up to the budgeted limit

Increases to invoiceable expenses shall only be paid upon advance, written approval

amounts unless such advance, written approval is obtained.

from Lilly. Budgeted line item amounts represent the maximum payable

Additi for the

Procedure name (and payment

Total cost

Start-up fee (One-time fee paid after finalization of this agreement and upon receipt
the valid invoice).

Pharmacy start-up fee (One-time fee paid after finalization of this agreement and
upon receipt the valid invoice).

Pharmacy maintenance fee (for the services of pharmacy; cost is per year of the|
study being conducted at institution).

Pharmacy close out fee (One-time fee paid after completion of close-out visit and
upon receipt the valid invoice).

Close out fee (One-time fee paid after completion of close-out visit and upon receipt|
the valid invoice).

Archiving fee (One-time fee paid after completion of close-out visit and upon receipt
the valid invoice).

Amendment fee (payment is per one Amendment; paid after the full execution of|
Amendment to this Agreement and upon receipt the valid invoice)

Patient Travel

Item name

Total Cost

Costs regarding Subjects transportation, parking and meals will be reimbursed via
company cooperating with Lilly.




Supplier Infermation Form (SIF)

Please type the details into each section below, sign & then return to
TCC_Finance_EMEA@lilly.com and cc your Lilly TCC Associate

PLEASE NOTE: It is mandatory that you complete all fields, as the form will be returned to you if all fields are not complete.

COUNTRY: Slovakia
SITE NUMBER: 511
PROTOCOL NUMBER / TRIAL AUAS: 16T-MC-AMAX

Fakultna nemocnica s poliklinikou F. D. Roosevelta Banskd Bystrica

PAYEE DESCRIPTION (Tick one option): Institute Principal Inv Sub Inv Other (specify)
con .
Registered Address
StreetAddress:  INAmestie Ludvika Svobodu 3865/1
3 i Region {C :
Town/City: Banska Bystrica egion {County)
Postal Code: 97517 Country: Slovakia
Payments Contact Name;

Pay its Contact Telephone Number:

Filvia Zatrochova

Call Number {if applicable):

Payments contact E-mail address:

VAT/GST/TAX Registration Number:

2021095670

Payments Remittance Advice (Lilly’s Payment Method is Electronic Wire/Bank Transfer)

Remittance Advice Contact Name:

Silvia Zatrochova

Remittance Advice Email address:

Banking Details

Currency of payment {Note - bank account currency
must match the currency requested):

EUR

Bank Account Name:

Fakultnd nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica

Bank Account Number:

IBAN Number:

SWIFT/BIC Code:

.‘Bank Na:ﬁe:

Bank Address:

SIGNATURE AND STAMP THAT COMMITS THE PAYEE:

Payee Signature & Date: | , B
ilvia Zatrochova




Supplier Information Form (SIF)

Please type the details into each section below, sign & then return to
TCC_Finance_EMEA@®Iilly.com and cc your Lilly TCC Associate

Privacy:

*[7 By ticking this box, | give my consent for the use and collection of my personal information, including Name,
Signature, Professional Contact Information, Government Identifiers and Financial Information, for Administration of
our business processes, e.g., Process Invoices and Payments Contracting and business planning activities, e.q., RFls,
RFPs, RFQs and Auctions, Responding to requests for information, Data analytics, Regulatory and legal compliance, To
meet legal or regulatory obligations, inclusive of company record retention, that are in the legitimate interest of Lilly
and in accordance with the conditions provided in the notice,

*[7 By ticking this box, | give my consent for the transfer of my personal information, including Name, Signature,
Professional Contact information, Government ldentifiers and Financial Information, for Administration of our business
processes, e.g., Process Invoices and Payments Contracting and business planning activities, e.q., RFIs, RFPs, RFQs and
Auctions, Responding to requests for information, Data analytics, Regulatory and legal compliance, To meet legal or
regulatory obligations, inclusive of company record retention, that are in the legitimate interest of Lilly and in
accordance with the conditions provided in the notice.

For more information about Lilly’s privacy practice, please view the Privacy Statement at:

Lilly Third Party Provider Privacy Notice | Eli Lilly and Company

For Internal Use Only: (see cover page for further instructions)

Commodity Code(s}*:

110 — Clinical Trials (Note: Please do not remove this)




