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On the day and month stated below,

e IQVIA RDS Slovakia, s.r.0., having a place
of business at Vajnorska 100/B, 831 04
Bratislava — the urban district Nové mesto,
Slovak Republic,

ID Number: 45 9422 69,

TAX ID Number: 202 315 4133,

VAT Tax Number: SK202 315 4133,
Company Filed in the Business register of
the City court Bratislava Ill, Section Sro, File
No 69023/B, represented by Jarmila
Wagnerova, MVDr., PhD., pursuant to the
Power of Attorney dated February 9, 2022,
(hereinafter referred to as “ CRO or IQVIA”),

and

e Fakultna nemocnica s poliklinikou
F.D.Roosvelta Banska Bystrica, having a
place of business at Namestie Ludvika
Svobodu 3865/1, 97517 Banska Bystriva,
Slovak Republic,

ID Number: 001 655 49,

Tax ID Number: 202 109 5670,

Vat Tax Number: SK 202 109 5670,

The company established by the Charter of
the Ministry of Health of the Slovak Republic
No. 1842/90-A/ll-1  of 18.2.1990 as
amended,

(hereinafter referred to as, Medical Facility ),

and

o Jozef Baldaz, MD, employee of the Faculty
Hospital with Polyclinic F.D. Roosvelta
Banska Bystrica, Gastroenterology clinic, Il.
Internal clinic of the SZU having a place of
business at Namestie Ludvika Svobodu
3865/1, 97409 Banska Bystrica, Slovak
Republic,

(hereinafter referred to as ,Investigator®),

(CRO, 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
its valid wording, this agreement (hereinafter

referred to as “Agreement”).

Dria a mesiaca uvedeného nizSie,

e IQVIA RDS Slovakia, s.r.o. so sidlom
na adrese Vajnorska 100/B, 831 04
Bratislava- mestska cast Nové mesto,
Slovenska republika,

ICO: 45 9422 69,

DIC: 202 315 4133,

IC DPH: SK202 315 4133,

Spolo¢nost zapisana v Obchodnom registri
vedenom Mestskym sudom Bratislava |ll,
oddiel Sro, vl.&. 69023/B v zastupeni
MVDr. Jarmila Wagnerova,PhD., na zaklade
Plnej moci zo dia 09.02.2022,

(dalej len , CRO alebo spoloénost’ IQVIA”),

a

e Fakultna nemocnica s poliklinikou F. D.
Roosvelta Banska Bystrica, so sidlom na
adrese Namestie Ludvika Svobodu 3856/1,
97517 Banska Bystrica, Slovenska
republika,

ICO: 001 655 49,

DIC: 202 109 5670,

IC DPH: SK 202 109 5670,

Spolo€nost zriadena Zriadovacou listinou
Ministerstva zdravotnictva SR, ¢&. 1842/90-
A/ll-1  z18.2.1990 v zneni neskorSich
zmien,

(dalej len ,Zdravotnicke zariadenie®),

a

e MUDr. Jozef Balaz, zamestnanec Fakultnej
nemocnice s poliklinikou F.D. Roosvelta
Banska Bystrica, Gastroenterologicka
ambulancia,ll. Interna klinika SZU, so sidlom
pracoviska na adrese Namestie Ludvika
Svobodu 3865/1, 974 09 Banska Bystrica,
Slovenska republika,

(dalej len ,Skasajuci®),

(CRO, Zdravotnicke zariadenie a SkuSajuci
dalej jednotlivo aj ako ,Zmluvna strana” a
spoloéne 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 z&konnik, v plathom

zneni, tito Zmluvu (dalej aj ako ,Zmluva”).
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Sponsor of the study is Eli Lilly and Company,
Indianapolis, Indiana, USA.

PREAMBLE

(1) CRO appreciates the opportunity to
cooperate with the Medical Facility and the
Investigator in interventional clinical trial
(hereinafter referred to as “Study” or “Clinical

Trial”, as it is defined below) sponsored by Eli
Lily and Company or its local affiliate
(hereinafter referred to as the “Sponsor” or
“Lilly”). 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 Attachment B to this
Agreement. The Study will be conducted at the
Medical Facility 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 and on
amendments to certain laws, as amended;

Regulation: shall mean means the Regulation
of the European Parliament and the Council
(EU) No. 536/2014 of 16 April 2014 on clinical
trials of medicinal products for human use,
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,;

Zadavatelom sku$ania je spolocnost Eli Lilly
and Company, Indianapolis, Indiana, USA.

PREAMBULA

(1) Zadavatel si vazi prilezitost spolupracovat
so Zdravotnickym zariadenim a Skusajucim na
intervenénom klinickom skuSani (dalej len
,Stadia” alebo ,Klinické skusanie”, ako je
definované nizSie) sponzorované spolo¢nostou
Eli Lilly and Company alebo jej miestnou
pridruzenou spolo¢nostou (dalej len ,Sponzor*
alebo ,Lilly*). Na zaklade slobodného uvazenia
sa Zmluvné strany dohodli, Zze uzatvoria tuto
Zmluvu o Klinickom skdsSani, 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. Stidia bude vykonana Skusajicim
v Zdravotnickom zariadeni.

DEFINICIE

(1) Vyrazy s velkym pociato€énym pismenom,
ktoré su v tejto Zmluve pouZzivané 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, v platnom
zneni;

ZOOU znamena zakon ¢&. 18/2018 Z.z.
o ochrane osobnych Udajov aozmene
a doplneni niektorych zakonov, v plathom
zneni;

Nariadenie znamena znamena nariadenie
Eurépskeho parlamentu a Rady (EV)
€.536/2014 zo 16.aprila 2014 o klinickom
skusani liekov na humanne pouzitie, ktorou sa
ustanovuju podrobnosti o poziadavkach na
pracovisko, na ktorom sa vykonava klinické
sku3anie, o nalezitostiach Ziadosti o jeho
schvalenie, ZzZiadosti o stanovisko k etike
klinického skuSania a nalezitostiach tohto
stanoviska, v plathnom zneni;
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Study or Clinical Trial: shall mean
interventional clinical trial under the title
» A Multicenter, Phase 3b, Open-Label, Single-
Arm Study to Investigate Bowel Urgency and its
Relationship with Other Outcome Measures in
Adults with Moderately to Severely Active
Ulcerative Colitis Treated with Mirikizumab “
performed in accordance with the Protocol, as it
is defined below, at the Medical Facility;

Protocol: shall mean protocol No. I6T-MC-
AMBZ outlining the Study in Attachment B to
this Agreement within the meaning of clause 29,
par. 12 of AoP;

Study drug: shall Mirikizumab
(LY3074828);

mean

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

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

Ethical Review Board: shall mean the ethical
review board as per clause 33, par. 1 of AoP;

Informed consent: shall mean the informed
consent as per clause 29, par. 13 et seq. of AoP
provided 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 IIl. of this
Agreement;

Personal data: shall mean, with regards to
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;

Stadia alebo Klinické skasanie znamena
intervencné klinické skuSanie pod nazvom
~Multicentrické,otvorené, klinické skuSanie fazy
3b s jednym ramenom sledujuce nutkanie na
stolicu vo vztahu k inym ukazovatelom u
dospelych so stredne tazkou az tazkou
aktivnou  ulceréznou  kolitidou  lieCenou
mirikizubamom®, ktoré sa bude realizovat podla
Protokolu, ako je definovany nizSie,
v Zdravotnickom zariadeni;

Protokol znamena protokol ¢. 16T-MC-AMBZ,
ktory vymedzuje Studiu v prilohe &. 2 tejto
Zmluvy, v zmysle ust. § 29, ods. 12 ZoL;

Studijny liek znamena liek s nazvom

Mirikizumab, (LY3074828);

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

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

Etickd komisia znamena eticki komisiu podla
§ 33 ods. (1) ZoL;

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

Prirucka pre skusajuceho znamena priruc¢ku
pre Skusajuceho pre Studijny liek, ktoru
SkusSajucemu poskytne Lilly, v sulade s § 44
pism. a) ZoL;

Doéverné informacie znamenaju informacie
vymedzené v ¢lanku lll. tejto Zmluvy;

Osobné udaje znamenaju, sohladom na
Osoby realizujuce Studiu osobné udaje podra
Z00U, okrem iného titul, meno, priezvisko,
adresu, rodné ¢islo, datum narodenia, dalej
informéacie o platobnej moralke, bankovych
spojeniach, prevadzkové a lokalizaCné udaje, a
pod.;

Odmena znamena finan¢nu odplatu pre
SkusSajuceho za vykonanie Studie tak, ako je
vymedzena v ¢lanku VIII. tejto Zmluvy;
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Assessable patient: shall mean an individual
who participates in the Study, either as a
recipient of the Study drug or as a control;

Budget: shall mean the method of calculating
the Remuneration defined in detaill by
Attachment A 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, his colleagues and associates and
his responsible representatives, who participate
in the Study.

I. INTELLECTUAL PROPERTY

1.1. Given the fact that the scope of this
agreement covers scientific and research
activities carried out by the Investigator for the
Sponsor, during which intellectual property may
be formed, the contracting 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 Investigating parties conceive or reduce to
practise, invent or create 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,
Lprodrugs® (forms), free acids, chelates,
complexes, synthetic intermediates, isotopic or
radio labeled equivalents or mixtures thereof)
(hereinafter referred to as “Object of IP”), the
Investigator shall be under the obligation to
promptly notify Sponsor thereof;

1.1.2. the Parties have also agreed that, and the
Medical Facility expressly acknowledges and
agrees 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 Investigating parties

Hodnotitelny pacient znamena jednotlivca,
ktory sa zuc€astfiuje na skusani, bud ako osoba
uzivajuca skudany liek, alebo ako kontrola;

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

Dodatoéné naklady znamenaju dodato¢né
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
podielaji na Studii.

I. DUSEVNE VLASTNICTVO

1.1. Vzhladom nato, Ze predmetom tejto
Zmluvy je vedecka a vyskumna c&innost
SkuSajuceho pre Zadavatela, pri ktorej moze
dojst ku vzniku duSevného vlastnictva, dohodli
sa Zmluvné strany na nasledovnom:

1.1.1. Ak v priebehu Studie alebo v obdobi
jedného roka po ukonleni tejto Zmluvy
SkusSajuce strany sformuluju, alebo uplatnia
v praxi skutoCnost, vynajdu alebo vytvoria
akékolvek dielo alebo vynalez, ktoré podlieha
ochrane autorskych, priemyselnych alebo inych
prav duSevného vlastnictva, ktoré su vysledkom
uskuto&riovania Studie, alebo ktoré by neboli
sformulované, uplatnené alebo vytvorené, ak by
sa Studia neuskutoénila, (vratane, nie vsak
vyhradne, novych spdsobov uzivania, postupov,
liekovych foriem, terapeutickych kombinacii,
alebo spdsobov lie€by), alebo ktord zahffia
Studijny liek(y) v Studii, alebo jeho jednoduché
derivaty  (napriklad nie v3ak vyhradne,
protilatkové fragmenty, analdgy, soli, solvaty,
konforméacie, stereoizoméry, racemické zmesi,
amorfné formy, krystalické formy, krystalické
Struktury, metabolity, ,prodrugs” (formy), volné
kyseliny, chelaty, komplexné zlueniny,
syntetické medziprodukty, izotopické alebo
radiologicky znacené ekvivalenty, alebo zmesi
uvedenych) (dalej len ,Predmet dusevného
vlastnictva), zavazuju sa Sku$ajuce strany
otejto  skutoCnosti okamzite informovat
Zadavatela;

1.1.2. Zmluvné strany sa tieZ dohodli na tom a
Zdravotnicke zariadenie vyslovne berie na
vedomie a suhlasi s tym, Ze Predmet
dudevného vlastnictva bude do maximalnej
moznej miery pripustnej pravnymi predpismi
vzdy patrit Zadavatelovi, a preto sa SkusSajuce
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shall be obliged to register the Object of IP so
that the relevant Investigating party is the
originator and the Sponsor is the owner and
applicant, and if that is not possible, the
Investigating parties shall be obliged, to the
extent allowed by the legal regulations, to enter
into an agreement on the transfer of the Object
of IP onto the Sponsor without any undue delay,
and to provide all necessary cooperation for
registration of relevant changes in the relevant
registry; if this is not possible, the Investigating
parties undertake to grant to the Sponsor an
exclusive license to use each Obiject of IP for an
indefinite period of time, whereas the Sponsor
has the right to further grant sublicenses to third
parties. The Investigating parties agree that the
remuneration for the actions under this clause is
included in the Remuneration and they
undertake to provide the Sponsor with all
necessary cooperation for acts under this
clause. The Investigating parties agree that the
Sponsor, at its sole discretion, transfers any
intellectual property rights to the Object of IP to
a third party. The Investigating parties
undertake 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;

1.1.3. 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;

strany  zavazuju  zaregistrovat  Predmet
duSevného vlastnictva tak, ze ako jeho pévodca
bude uvedena konkrétna Sku3ajuca strana
a ako majitel a prihlasovatel Zadavatel, a pokiafl
toto nebude mozné, potom sa Skusajuce strany
zavazuju v rozsahu pripusthom pravnymi
predpismi bez zbytocného odkladu uzatvorit
so Zadavatelom Zmluvu o prevode Predmetu

duSevného vlastnictva na Zadavatela
a poskytnut Zadavatelovi vSetku potrebnu
sucinnost pri zapise zmien do prislusného
registra; a pokial toto nebude mozné,
SkuSajuce  strany sa  zavazuju  udelit

Zadavatelovi vyhradnu licenciu na pouzivanie
kazdého Predmetu dusSevného vlastnictva, na
neurcity ¢as, priCom Zadavatel ma pravo dalej
udelovat licencie tretim osobam. Skusajuce
strany suhlasia s tym, Ze odplata za ukony
podla tohto bodu je zahrnutda v Odmene a
zavazuju sa poskytnut Zadavatelovi vSetku
potrebnu sucinnost pri ukonoch podla tohto
bodu. Skusajuce strany suhlasia s tym, aby
Zadavatel podla svojho vlastného uvazenia
previedol  akékolvek  prava  duSevného
vlastnictva k Predmetu duSevného vlastnictva
na tretiu osobu. Skusajuce strany sa zavazuju
poskytnut  Zadavatefovi v3etku potrebnu
sucinnost k tomu, aby mohol Zadavatel podla
svojho uvazenia vyuzivat prava dusevného
vlastnictva k Predmetu duSevného vlastnictva.

1.1.3. Zdravotnicke zariadenie sa zavazuije,
Ze nebude uplathovat voci Skusajucemu ziadne
prava v suvislosti s Predmetom duSevného
vlastnictva, alebo Ze zabezpe€i, zZe si vodi
SkusSajucemu nebude uplatiiovat ziadne prava

v suvislosti s Predmetom  duSevného
vlastnictva. V pripade, Zze Zdravotnicke
zariadenie napriek  vysSie 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
suc€innost, 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 Zadavatel
ma pravo dalej udelovat licencie tretim
osobam. Zdravotnicke zariadenie suhlasi s tym,
Ze odplata za ukony podla tohto bodu je
zahrnuta v Odmene. Zdravotnicke zariadenie sa
zavazuje poskytnat Zadavatelovi vSetku
potrebnu sucinnost pri ukonoch podla tohto
bodu tak, aby Zadavatel mohol podla svojho
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1.1.4. the Investigating parties are obligated to
notify to the Sponsor all data on the Object of IP
and hand to the Sponsor any materials relating
to each Object of IP without undue delay after
the creation of the Object of IP. The
Investigating parties must not use, assign or
otherwise grant to any third party any
intellectual property rights to any Object of IP
without the prior written consent of the Sponsor;

1.1.5. should any other Object of IP be formed
by the Investigating parties in connection with
the participation of the contracting Parties in the
Study, the Investigating parties hereby declare
that they shall not assert any ownership claims
regarding the Object of IP, invention rights
and/or rights of origin thereto, owing to the fact
that the Parties have agreed that personal rights
to any Object of IP shall always belong to the
Investigator or the Medical Facility, and property
rights shall stay with the Sponsor;

1.1.6. The Investigating parties undertake to
ensure that the provisions of the clause I. of this
Agreement shall be reasonably applied and will
be reasonably followed also by all Responsible
persons.

II. RIGHTS AND OBLIGATIONS OF THE
INVESTIGATING PARTIES

2.1. The Investigator undertakes to personally
participate in, and supervise the process and
performance of the Study at the Medical
Facility. The Medical Facility agrees that the
Investigator shall personally participate in and
supervise the process and performance of the
Study for which it is, under AoP, professionally
responsible and shall provide the Investigator,
during the conduct of the Study, all necessary
cooperation, including an obligation to train the
Responsible persons regarding the rights and
obligations arising under this Agreement and
the directives as per clause Il of this Agreement.
The Investigating parties agree that they will 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

uvazenia vyuzivat vSetky prava duSevného
vlastnictva k Predmetu dusevného vlastnictva.

1.1.4. SkuSajuce strany su povinné oznamit
Zadavatelovi v3etky uUdaje o Predmete
dudevného vlastnictva a odovzdat Zadavatelovi
v3etky materialy tykajuce sa kazdého Predmetu
dusevného vlastnictva bez zbytoéného odkladu
po vzniku prislusného Predmetu dusevného
vlastnictva. SkuSajuce strany nesmu pouzit,
postupit ani inak udelit Ziadnej tretej osobe
Ziadne prava duSevného vlastnictva ku
ktorémukolvek Predmetu duSevného vlastnictva
bez predchadzajuceho pisomného suhlasu
Zadavatela;

1.1.5. V pripade, Zze by doSlo zo strany
Skusajucich stran  k vytvoreniu akéhokolvek
dalSieho Predmetu duSevného vlastnictva,
v suvislosti s u€astou Zmluvnych stran na
Stadii, vyhlasuju tymto Skusajuce strany, ze
k tomuto Predmetu duSevného vlastnictva
nebudu uplatfiovat Ziadne majetkové naroky,
prava na rieSenie a/alebo prava na jeho pbévod,
kedZe sa Zmluvné strany dohodli na tom, ze
osobnostné prava k akémukolvek Predmetu
duSevného vlastnictva budd vzdy patrit
Skusajucemu ¢i  Zdravotnickemu zariadeniu
a majetkové Zadavatelovi;

1.1.6. SkuSajuce strany sa zavazuju
zabezpecit, Ze ustanovenia tohto bodu I. tejto
Zmluvy sa primerane vztahuji a budu ich
primerane dodrziavat aj vSetky Osoby
realizujuce Studiu.

Il. PRAVA A POVINNOSTI SKUSAJUCICH
STRAN

2.1. SkuSajuci sa zavazuje osobne zucastnit a
dohliadat na priebeh arealizaciu Studie
v Zdravotnickom zariadeni. Zdravotnicke
zariadenie suhlasi s tym, Ze SkuSajuci sa
osobne zuc&astni a bude dohliadat na priebeh
arealizaciu Studie, za ktori je podla ZolL
odborne zodpovedny a poskytne Skusajucemu
pri vykone Klinického skusania vSetku potrebnu
sucinnost, vratane povinnosti preskolit Osoby
realizujuce Studiu, v zmysle prav a povinnosti
vyplyvajucich z tejto Zmluvy a pokynov v sulade
s €l Il tejto Zmluvy. SkuSajuce strany suhlasia
s tym, Ze poCas uskuto€rovania Studie nebudu
vyuzivat iné pracovisko alebo satelitné
pracovisko, pokial Lilly neda svoj pisomny
suhlas na vyuZitie inych pracovisk alebo
satelitnych pracovisk. Pokial budu Skusajuci
alebo spoluskusajuci uskutoériovat &ast Studie
vinom zariadeni alebo nemocnici ako je
Zdravotnicke zariadenie, budu Skusajuce strany
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Investigating parties 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 Investigating party shall fulfill:

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

2.2.2. valid directives regarding Good Clinical
Practice Guidelines or other generally binding
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 (namely all
obligations stipulated by clause 29 et seq. and
44 of AoP), act No. 576/2004 Coll., the on
Medical Care Act.

2.3. The Investigating party shall ensure
that:

2.3.1. the Responsible persons, contractors,
sub-investigators and employees of the
Investigating party participating in the Study, as
well as any CRO-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. in unavoidable cases, only a qualified
physician or his associate with a medical
license are the deputies of the Investigator,
which is expressly acknowledged and agreed
by the Medical Facility;

2.4. The Investigating party declares that:

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

2.4.2 the Investigator has the necessary
professional competence to provide health care
that is required to conduct clinical trials as per
clause 29, par. 11 of AoP;

2.4.3. the Investigator is the employee of the
Medical Facility;

zodpovedné za to, aby toto pracovisko bolo
oboznamené stym, Zze sa podiela na Studii
a dalo svoj suhlas k ucasti.

2.2. Skdsajuca strana bude dodrziavat:

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

2.2.2. platné pokyny o Zasadach spravnej
klinickej praxe alebo iné vSeobecne zavazné

predpisy;
2.2.3. podmienky Specifikované v Schvaleni;

2.2.4. vSetky dalSie pravne predpisy, ktoré su
sucastou vSeobecne zavaznych pravnych
predpisov SR, ato najma ZoL, (predovsetkym
vSetky povinnosti stanovené v ust. § 29 a nasl.
a § 44 Zol), zakon 576/2004 Z.z., o zdravotnej
starostlivosti v zneni neskorSich predpisov.

2.3. Skusajuca strana zabezpeci, aby:

2.3.1. osoby realizujuce Studiu, zmluvni
partneri,  spolusku3ajuci a  zamestnanci
SkusSajucej strany, ktori sa podielajd na
realizacii Studie, ako aj d&iastoéné alebo
satelitné pracovisko schvalené Zadavatelom,
boli oboznameni s povinnostami stanovenymi v
tejto Zmluve, porozumeli im a suhlasia s ich
plnenim;

2.3.2. v nevyhnutnych pripadoch  boli
zastupcami Skusajuceho iba kvalifikovany lekar
alebo jeho spolupracovnik s opravnenim
vykonavat' lekéarsku prax, €o Zdravotnicke
zariadenie vyslovne berie na vedomie a s ¢im
suhlasi;

2.4. Skusajuca strana prehlasuje, ze:

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

2.4.2. Skusajuci disponuje potrebnou odbornou
spbsobilostou na poskytovanie zdravotnej
starostlivosti, ktora sa vyZaduje na vykonavanie
klinického skusania podfa § 29 ods. 11 ZoL;
2.4.3. Skusajuci je zamestnancom
Zdravotnickeho zariadenia;
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24.4. it does not pay any fees to another
medical facility or physician for the referral of
patients for the Study;

2.4.5. it acknowledges that CRO, the Sponsor,
its designated representative or domestic or
foreign regulatory agency may review the
Investigator’s 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 Investigator in conducting the
Study. The investigator shall provide CRO,
Sponsor with immediate notice of any official,
governmental or regulatory review, audit or
inspection of the Medical Facility or processes
related to the Study. CRO and the Sponsor
shall be given the opportunity to provide
assistance to the Investigator in responding
such review, audit or inspection. The
Investigator is required to provide CRO and the
Sponsor with the results of such review, audit or
inspection. When data are reviewed by an on-
site scheduled visit of a CRO or Sponsor-
designated representative, the Investigator will
have all reasonably available data obtained
through the preceding day complete and ready
for evaluation.

2.5. The Investigating party shall be
obliged:

2.5.1. to only use the document on Informed
consent reviewed and approved by the CRO
and Sponsor;

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 CRO’s and the Sponsor’s
instructions regarding handling the Study drugs;

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

2.6. The Investigator declares that he has read
and understood all information stated in the
Investigator’s Brochure provided by Lilly in
accordance with clause 44, letter a) of AoP,
including all potential risks and side effects of
the Study drug;

2.4.4. Neposkytne ziadnu odmenu inému
zdravotnickemu zariadeniu aIebp lekarovi za
odporucenie pacientov pre ucely Studie;

2.4.5. Berie na vedomie, Zze Zadavatel, jeho
menovany zastupca, alebo miestny i
zahranicny organ Statneho dozoru mbze
podrobit  kontrole  postupy  SkuSajuceho,
skontrolovat vybavenie a zaznamy tykajuce sa
Studie  (vratane  suvisiacich  lekarskych
zaznamov vsetkych pacientov v Studii) a dalej
tie postupy, vybavenie alebo zaznamy, ktoré su
zabezpetené akymkolvek zmluvnym
partnerom, zastupcom alebo zariadenim, ktoré

Skusajuci  vyuziva pri realizacii  Studie.
SkuSajuci  okamzite  oznami  a upozorni
Zadavatela na akykolvek uradny, &i dozorny
prieskum, audit, alebo inSpekciu

Zdravotnickeho zariadenia, alebo postupov
tykajucich sa Studie. Zadavatel bude mat
moznost  poskytnat SkuSajucemu podporu
poCas takéhoto prieskumu, auditu, alebo
inSpekcie. SkuSajuci je povinny poskytnat
Zadavatelovi vysledky takéhoto prieskumu,
auditu Ci inSpekcie.

Pokial budu uddaje podrobené planovanej
kontrole na mieste zo strany zastupcu
Zadavatela, SkuSajuci bude mat vSetky

primerane dostupné udaje upiné a pripravené
k hodnoteniu obdfzané pocas
predchadzajuceho dna.

2.5. Skusajuca strana sa zavazuje:

2.5.1. pouzivat iba ten dokument
o Informovanom suhlase, ktory bol posudeny
a schvaleny Zadavatelom;

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

2.5.3. postupovat podla inStrukcii Zadavatela,
tykajucich sa zaobchéadzania SO
Studijnymi liekmi;

2.5.4. zabezpedit, aby likvidacia pisomne
povolena CRO alebo vydaj skuSanych liekov

v zdravotnickom zariadeni spifali
vSetky prisluSné pravne predpisy.
2.6. Skudajuci prehlasuje, Ze si precital

a porozumel vSetkym informaciam uvedenym
v Prirucke pre skuSajuceho, ktoré mu Lilly
poskytla, v sulade s ust. § 44 pism. a) ZoL ,
vratane moznych rizik a vedlajSich ucinkov
Studijného lieku;
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2.7. The Medical Facility undertakes to provide
the Investigator with reasonable conditions and
all necessary cooperation for the conduct of the
Study.

2.8. In the event that there is a lack of
compliance with the conditions of this
Agreement, CRO shall be entitled to secure
compliance with these conditions and to
terminate the participation of the Investigating
party in the Study. CRO shall be entitled to
withdraw from this Agreement (with the effects
ex nunc), effective as of the moment of
delivering a letter of withdrawal to the
Investigator and Medical Facility, whichever is
occurs later. In case of withdrawal from this
Agreement as per this clause, provisions of
clause IX. of this Agreement shall be
reasonably applied.

IIl. CONFIDENTIAL INFORMATION,
RETENTION OF DOCUMENTS

3.1. The Investigating party agrees and
acknowledges that all records regarding data
collection during the Study, including all source
documentation, ID codes of the patients
enrolled in the Study or any other documents
related to the Study, have to be retained for
twenty-five (25) years after completion or
termination of Clinical Trial as per the Study
(according to clause 42, par. 2 of AoP and 44,
letter a) 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
twenty-five (25) years, CRO and/or 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 Investigating party agrees to ensure
the confidentiality and non-disclosure of all
information related to patients enrolled in the
Study, information provided by CRO, the
Sponsor or persons designated by the Sponsor
or obtained otherwise in connection with the
Study, unless the disclosure of information

2.7. Zdravotnicke zariadenie sa zavazuje
poskytnut’ Skdsajucemu primerané podmienky
a v8etku potrebnud sucinnost pri vykonavani
Studie.

2.8. V pripade nedodrzania podmienok tejto
Zmluvy bude Zadavatel opravneny zabezpecit
splnenie tychto poziadaviek a/alebo ukongit
Ugast Skusajucej strany v Studii. Zadavatel
bude opravneny od tejto Zmluvy odstupit
(s uCinkami ex nunc), ktoré nastanu v okamihu
doru€enia pisomného oznamenia o odstupeni
Zdravotnickemu zariadeniu a SkuSajucemu,
podla toho, ktoré doru€enie nastane neskér. V
pripade odstupenia od Zmluvy podfa tohto bodu
sa primerane pouziju ustanovenia bodu IX. tejto
Zmluvy.

. DOVERNE INFORMACIE, UCHOVAVANIE
ZAZNAMOV

3.1. SkuSajuca strana suhlasi a berie na
vedomie, ze vSetky zaznamy o zbere udajov
po&as Studie, vratane zdravotnej dokumentacie,
identifikacnych koédov pacientov zaradenych do
Studie, & akychkolvek inych dokumentov
suvisiacich so Studiou, musia byt uchovavané
po dobu dvadsatpat (25) rokov po skonceni
alebo preruseni Klinického sku$ania (v sulade s
§ 42 ods. 2 ZoL a 44. pism. j ZoL), avSak s tym,
Ze v nepravdepodobnom pripade, ze by ICH
alebo FDA pozadovali lehotu pre uchovavanie
zaznamov (f. dva (2) roky od datumu
rozhodnutia FDA o registracii hodnoteného
lieCiva (lieCiv) pre skumanu indikaciu, alebo
pokial Ziadost' o registraciu nebola schvalena,
dva (2) roky od okamZiku, kedy spolo¢nost’ Lilly
informovala FDA o preruSeni IND) viac ako
dvadsatpat’ (25) rokov, bude spoloCnost Lilly
informovat’ zdravotnicke zariadenie o}
akejkolvek dodatoCnej &asovej lehote, poc€as
ktorej musia byt zdznamy uchovavané tak, aby
boli tieto poziadavky splnené a zavazuje sa v
tejto suvislosti poskytnut Zadavatelovi vsetku
potrebnu sucinnost. Zdravotnicke zariadenie
a skusajuci suhlasia stym, Zze wurobi také
opatrenia, aby zabranili pred€asnej destrukcii
dolezitych zdznamov.

3.2. SkuSajuca strana sa zavazuje zabezpegit
doévernost a nespristupnenie vSetkych
inform&cii tykajucich sa pacientov zaradenych
do Studie, informacii poskytnutych
Zadavatelom alebo nim ur€enymi osobami
alebo inak ziskanych informacii v suvislosti so
Studiou, ibaze spristupnenie informacii podia
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under this clause is required by applicable legal
regulations, or Sponsor grants consent to
disclosure under this clause, to the extent
permitted by applicable legal regulations.

3.3. In the case that disclosure of Confidential
Information is demanded by any other person or
entity, the Investigating party 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 Investigating party
shall reasonably cooperate with the Sponsor in
cases where the Sponsor wish to undertake
legal steps to challenge such aclaim or
disclosure, provided that the Investigator shall
not under any circumstances be obliged to
violate any laws, regulations and juridical or
administrative decision.

3.4. The Investigating party shall ensure that
any and 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
representatives will comply with the provisions
of the clause lll. of this Agreement to the same
extent.

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 Investigating party;

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

3.6.3. is independently developed by the
Investigating party who have not had access to

tohto bodu je pozadované vSeobecne
zavaznymi pravnymi predpismi, alebo k
spristupneniu informacii podla tohto bodu udeli
Zdravotnickemu zariadeniu suhlas Zadavatel, v
rozsahu povolenom prisluSnymi pravnymi
predpismi.

3.3. V pripade, Ze je spristupnenie Dovernych
informacii  pozadované akoukolvek inou
fyzickou ¢i pravnickou osobou, SkusSajuca
strana to okamzite oznami Zadavatelovi
a nespristupni ziadnu doévernu informaciu bez
predchadzajuceho pisomného suhlasu
Zadavatela. Pokial tretia strana usiluje o takéto
spristupnenie narokovanim si zakonného prava,
bude Skusajuca strana primerane
spolupracovat so Zadavatelom v pripade, ze si
Zadavatel praje podniknut pravne kroky
k napadnutiu takéhoto naroku, alebo
spristupnenia, za predpokladu, Ze SkuSajuca
strana nebude v Ziadnom pripade povinna
porusit ziadny zakon, predpis €i sudne alebo
spravne rozhodnutie.

3.4. SkusSajuca strana sa zavazuje zabezpecit,
Ze ustanovenia bodu lll. tejto Zmluvy budd v
rovnakom rozsahu dodrziavat vSetky osoby
podielajuce sa na Studii, najma spoluskusajuci,
Osoby realizujice  Studiu, zamestnanci
Zdravotnickeho zariadenia, zmluvni partneri
Zdravotnickeho zariadenia a ich zastupcovia.

3.5. Podmienky tejto Zmluvy budu taktiez
povazované za doverné ambzu byt
spristupnené iba vrozsahu pozadovanom
zadkonom alebo vrozsahu potrebnom pre
ziskanie suhlasu s uskutognenim  Studie
v Zdravotnickom zariadeni.

3.6. VysSie uvedené povinnosti na
nespristupnenie a nepouzivanie Uudajov sa
nevztahuju na informacie, ktoré:

3.6.1. su, alebo sa neskér stanu, verejne
znamymi inym spdsobom, nez poruSenim
povinnosti alebo zavazku Skusajucej strany;

3.6.2. boli zname Skusajucej strane uz predtym,
nez boli spristupnené Zadavatefom, alebo
zastupcom Zadavatela, ¢&i dalSou tretou
stranou, bez poruSenia povinnosti na
zachovanie dbéverného charakteru informacii
voCi Zadavatelovi, alebo voéi akejkolvek tretej
strane, a tuto skuto€nost je mozné preukazat
pisomnou dokumentaciou; alebo

3.6.3. boli
Skusajucej

ziskané nezavislou ¢innostou
strany, ktora nemala pristup

IAB06343_SK_3pty CTA_223_ PI: Jozef Balaz, MD_16082023_FINAL
Protocol No.: 1I6T-MC-AMBZ

Page 10 of 30



Tripartite Contract — Interventional Study
OUS Lilly LoA Template - Slovakia
Global Version: January 2021

Affiliate Version: January 2021

Confidential Information provided by the CRO or
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 the Sponsor’s
sole property and shall be subject to obligations
regarding maintaining Confidential Information
and the non-use thereof, as set forth in this
Agreement.

3.8 Additionally, in the event Investigator is
invited to be an author of a Lilly publication or
presentation during the course of or after the
conclusion of the Study covered by this
Agreement, Investigator and Institution agree
that they will hold all new information (including
data from other investigator sites for multi-site
studies) provided to Investigator or Institution by
CRO, Lilly or Lilly-designated representatives,
or generated by Investigator or Institution in
connection with such authorship, in confidence
for five (5) years from the date of such
disclosure or the generation of information, as
applicable. This obligation survives the
expiration, cancellation or termination of this
Agreement.

3.9. In accordance with the requirements for
keeping Confidential Information, and permitted
extent of use thereof, as set forth above in
section Ill. of this Agreement, the Investigating
party further agrees to the following:

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

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

3.9.3. Inquiries from media or financial
analysts - during and after the Study the
Investigating party may receive inquiries from
reporters or financial analysts. The Investigating
party agrees to confer with the Sponsor’s
Research Physician or Medical Director at Eli

Lilly Slovakia, s.r.o., _

k Doévernym informaciam poskytnutym zo strany
Zadavatela a tuto skutoCnost je mozné
preukazat pisomnou dokumentaciou.

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

3.8 Dalej vpripade, Ze bude Skusajuci
v priebehu  Studie upravenej touto Zmluvou
alebo po jej ukonCeni poziadany, aby bol
autorom publikacie alebo prezentacie Lilly,
suhlasia Skusajuci a Zdravotnicke zariadenie
s tym, ze budu zachovavat’ mi€¢anlivost’ ohladne
akychkolvek novych informécii (vratane dat
z dalsich skuSajucich miest vV ramci
multicentrickych studii) poskytnutych
Skusajucemu alebo Zdravotnickemu zariadeniu
spoloCnostou Lilly alebo riou poverenymi
zastupcami alebo vytvorenymi Skusajucim &i
Zdravotnickym zariadenim v suvislosti s takym
autorstvom, ato po dobu pat (5) rokov od
datumu oznamenia alebo pripadne vytvorenia
takych informacii. Tento zavazok pretrva
v platnosti aj po uplynuti platnosti tejto Zmluvy,
jej zruseni alebo ukonceni.

3.9. Vsulade s poziadavkami na uchovavanie
Dévernych informécii a na dovoleny rozsah ich
vyuzitia, ako je stanovené v &lanku Il tejto
Zmluvy, SkuSajuca strana dalej suhlasi
s nasledujucim:

3.9.1. Zarad'ovanie pacientov - akékolvek
informacie, ur€ené k zaradeniu pacientov do

Studie, musia byt vsulade s prislu§nymi
zakonmi, vyhlaSkami a ostatnymi pravnymi
predpismi;

3.9.2. Informacie pre tla¢ - Zadavatel musi
pisomne schvalit vyhldsenia SkuSajucej strany
uréené pre tlag, ktoré sa tykaju Stadie
alebo Studijnych liekov, a to predtym, neZ tieto
vyhlasenia zverejni;

3.9.3. Otazky médii a finanénych analytikov -
V priebehu Studie a po jej skonéeni sa méZu na
SkuSajucu stranu obratit s otazkami média
alebo finanéni analytici. SkuSajuca strana sa
tymto zavazuje predtym, nez bude na takéto
otazky odpovedat, tieto otazky prediskutovat
s lekdrom pre Klinicky vyskum Zadavatela,

alebo sriaditelom medicinskeho
Zadavatela Eli Lilly Slovakia, s.r.o.,
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- or Lilly’s Corporate Communications

Department in_the United States at -
_ to discuss such inquires

before responding to them;

3.9.4. Use of name — the Investigating party
will not use the name of the CRO, Sponsor or
its employees in any advertising or sales
promotional material or in any publication
without prior written permission of CRO or the
Sponsor, respectevily. The Investigating party
agrees to the use of its name in Study
publications and communications, including
clinical trial web sites and Study newsletters
and the Sponsor may disclose the Investigating

party’s name and the names of any sub-
investigators, the type of services performed by
the Investigating party and/or any sub-
investigator for the CRO and/or Sponsor under
this Agreement, the existence and terms of this
Agreement, and the amount of compensation
the CRO paid in exchange for the Investigating
party’s services or the services of any sub-
investigator, in order to comply with applicable
laws and regulations. The Investigating party
shall be responsible for ensuring that
Investigating party’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 fulfiling an obligation under the
Agreement, Sponsor 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 Sponsor promptly
upon request and agrees that such written
record may be submitted by Sponsor to any
third party data controller (where applicable)
and to relevant government and regulatory

-, alebo s oddelenim Corporate

Communications Department spolo€nosti Lilly
v USA

3.9.4. Pouzivanie mena — Skus$ajuca strana sa
zavazuje nepouzivat nazov Zadavatela, ani
mena zamestnancov Zadavatela, v Ziadnom
reklamnom i predajpom  propagacnom
materiali, ani v Ziadnej inej publikacii, bez
predchadzajuceho pisomného suhlasu
Zadavatela. SkusSajuca strana suhlasi, ze jej
meno/nazov bude pouzité v publikaciach, alebo
vyhlaseniach o Stadii, vratane internetovych
stranok a bulletinov o Studii, a Zadavatel moze
uverejnit nazov/meno Skusajucej strany a mena
akychkolvek spoluskuSajucich, typ sluzieb
poskytovanych SkuSajucou stranou al/alebo
akymkolvek spolusku$ajucim pre Zadavatela
podla tejto Zmluvy, existenciu a podmienky tejto
Zmluvy avySku odmeny, ktord Zadavatel
zaplatil za sluzby SkuSajucej strany alebo za

sluzby akéhokolvek spoluskuSajuceho, za
UCelom  dodrzania  prislusnych  z&konov
a pravnych predpisov. SkuSajlici ponesie
zodpovednost za to, ze zabezpeli, aby
spoluskusajuci  Skusajucej strany suhlasili
s tymito podmienkami s uverejnovanim
informacii.

IV. OCHRANA OSOBNYCH UDAJOV

4.1. Skudajuci prehlasuje, Ze si je vedomy a bol
pouCeny o svojich pravach tykajucich sa
ochrany  Osobnych  ddajov, najma o
dobrovolnosti poskytnutia Osobnych udajov,
vyplyvajucich zo  vSeobecne zavaznych
pravnych predpisov, predovSetkym ZOOU.
Zdravotnicke zariadenie si je vedomé svojich
povinnosti, ktoré vyplyvajd z pravnych
predpisov v oblasti ochrany osobnych udajov, a
zavazuje sa tieto predpisy dodrziavat.

4.2 Pri spracuvani osobnych udajov na
UcCely plnenia zavazku vyplyvajuceho zo Zmluvy
Zadavatel stanovuje Ucely a prostriedky na
spracuvanie osobnych udajov a kona ako
prevadzkovatel udajov. Zdravotnicke
zariadenie spracovava osobné Uudaje podia
ustanoveni Zmluvy. Zdravotnicke zariadenie je
povinné viest pisomné zaznamy o spracuvani
vSetkych osobnych udajov a na poZiadanie je
povinné takéto pisomné zaznamy bezodkladne
poskytnut’ Zadavatelovi, priom suhlasi s tym,
Ze Zadavatel mdze takéto pisomné zaznamy
predlozit  akémukolvek  prevadzkovatelovi
Udajov ako tretej strane (ak je to relevantné) a
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authorities

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

4.4, CRO, Sponsor 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, CRO, Sponsor 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 CRO
and Sponsor 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 Sponsor and
CRO within thirty-six (36) hours of discovery of
a security incident and will cooperate with
reasonable Sponsor requests for information
regarding such security incident as necessary to
enable Sponsor to determine and comply with
Sponsor's  notification  obligations  under
Applicable Law.

4.7.2. Institution agrees to indemnify Sponsor
for all proven and real losses resulting from any
security incident due to negligence or wilful
misconduct by Institution, its agents, its
affiliates, or any Processor retained by
Institution, including but not limited to legal
damages, government penalties, and/or
mitigation expenses.

prislusnym &tatnym a regulacnym organom.

4.3. Skusajuci alalebo Zdravotnicke
zariadenie je povinné Zadavatela bezodkladne
informovat v pripade, Ze SkuS$ajuci alalebo
Zdravotnicke zariadenie poruSia podmienky
al/alebo povinnosti uvedené v tomto odseku
alebo sa o takom poruseni dozvedia.

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

4.5. Zadavatel a Zdravotnicke zariadenie sa
vzajomne zhodli, Ze Zdravotnicke zariadenie vie
najlepSie riadit Ziadosti dotknutych o0séb o
pristup k osobnym udajom, ich zmenu, prenos,
zablokovanie alebo vymazanie. Zdravotnicke
zariadenie uznava, ze v zaujme zachovania
integrity vysledkov Studie méze byt schopnost
menit, blokovat alebo vymazavat osobné udaje
obmedzend v sulade s platnym 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 konzultaciami so Statnymi
organmi, ktoré mbdzu byt potrebné pri
spracuvani realizovanom podfa tejto Zmluvy.

4.7. Pripady narusenia bezpecnosti udajov.
4.7.1. Oznamovanie pripadov  narusenia
bezpec&nosti Udajov: Zdravotnicke zariadenie sa
zavazuje informovat Zadavatela do tridsiatich
Siestich (36) hodin od zistenia pripadu
naruSenia bezpec€nosti udajov a v potrebnom
rozsahu spolupracovat’ v pripade primeranych
Ziadosti Zadavatela o poskytnutie informacii
tykajucich sa takéhoto pripadu narusenia
bezpec&nosti udajov, aby Zadavatelovi umoznila
ur€it a plnit' si svoje oznamovacie povinnosti
podla platného zakona.

4.7.2. Zdravotnicke zariadenie sa zavazuje,
Ze odskodni v8etky preukazané a realne straty
Zadavatela v dbésledku pripadu naruSenia
bezpe&nosti udajov z dévodu nedbanlivosti
alebo umyselného konania zo  strany
Zdravotnickeho zariadenia, jeho zastupcov,
pridruzenych spoloCnosti alebo akéhokolvek
sprostredkovatela vybraného Zdravotnickym
zariadenim, okrem iného aj sudne trovy, Statne
sankcie a/alebo naklady na zmiernenie.
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4.8. The Sponsor or persons designated by the
Sponsor maintain up-to-date database of
Responsible persons containing Personal data.
The Sponsor or persons designated by the
Sponsor shall protect the Personal data to the
maximum possible extent reflecting the
requirements of the applicable legal regulations.

4.9. The contracting Investigator and Medical
Facility expressly give consent to the Sponsor
or persons designated by the Sponsor for
collecting, to the maximum extent allowed by
the applicable legal regulations, Personal data
and the Investigator and Medical Facility
acknowledge that these persons may provide
the Personal data to Sponsor’s business
partners and vendors working with the Sponsor
on matters related to the Study to fulfill
Sponsor’s business, marketing, scientific, and
other purposes, including:

4.9.1. compliance with applicable laws and
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;
and

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 CRO’s Sponsor’s or

person’s designated by the Sponsor sources
and they may be evaluated for the purpose of
business  decisions, including  decisions
involving future research activities. The CRO,
Sponsor or persons designated by the Sponsor
may store or further develop Personal data in
the U.S. or other countries, at the CRO’s,
Sponsor's or persons’ designated by the
Sponsor facilities or facilities related with the
Sponsor or CRO, 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 they

4.8. Zadavatel alebo osoby, ktoré Zadavatefl
urCi, vedie aktudlnu evidenciu  Osbéb
realizujucich Stadiu obsahujucu Osobné udaje.
Zadavatel alebo osoby, ktoré Zadavatel urdci,
chrani Osobné udaje v maximalnej moznej
miere, ktora zodpoveda poziadavkam
prislusnych pravnych predpisov.

4.9. Zmluvné strany vyslovne davaju svoj
suhlas k tomu, aby Zadavatel alebo osoby,
ktoré Zadavatel urli, zhromazdovali v
maximalnej moznej miere povolenej pravnymi
predpismi Osobné udaje, aZmluvné strany
ber0 na vedomie, Ze tieto osoby mbézu
poskytovat  Osobné Udaje  obchodnym
partnerom a dodavatefom spolupracujucimi so
Zadavatelom v zalezZitostiach tykajacich sa
Studie ato pre splnenie obchodnych,
marketingovych, vedeckych ainych ucelov
Zadavatela vratane:

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

4.9.2. hodnotenia kvalifikacie 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 zahraniénym organom S&tatneho
dozoru, v suvislosti s plnenim kontrolnych, ci
dozornych povinnosti tychto organov v ramci
Studie.

410. Osobné Udaje mbézu byt tiez
zhromazdované s udajmi zinych zdrojov
Zadavatela alebo osoby, ktoré Zadavatel urCi
avyhodnocované pre u€ely obchodnych
rozhodnuti, vratane rozhodnuti tykajucich sa
buduceho vyskumu. Zadavatel alebo osoby,
ktoré Zadavatel ur¢i, mbzZe ukladat, alebo
spracovavat Osobné udaje v USA, alebo
v inych krajinach, ato v zariadeniach
Zadavatela alebo oséb, ktoré Zadavatel urci,
alebo zariadeniach so Zadavatelom, spojenych,
po dobu existencie obchodnych potrieb, alebo
pravnych zavazkov, v maximalnej moznej miere
povolenej prislusnymi pravnymi predpismi.

4.11. Zmluvné strany berd na vedomie a
suhlasia s tym, Zze Zadavatel alebo osoby, ktoré
Zadavatel urci, spracovava Osobné udaje tak
manualne, ako ajautomaticky, a ze je
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shall be entitled to collect, process (in the sense
of DPA) and utilize those in compliance with
Slovak Republic’s laws and this Agreement for
the purpose apparent from the relevant laws,
and for the purpose of providing services, sale
of products and goods, settling and performing
acts connected with the above, and all that to
the extent necessary for achieving the above
stated purposes and for the period necessary to
fulfil the said objectives, but no longer than the
periods set forth by the relevant laws, or in
accordance therewith.

4.12. The Investigating party 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
Investigating party may address the Sponsor or
persons designated by the Sponsor with
enquiries with regard to collection or use of the
Personal data by the Sponsor or persons
designated by the Sponsor. In case that the
Investigating party, when acting under this
Agreement, processes Personal data, personal
data of third persons and personal data that
shall be handed over to the Sponsor, the
Investigating party undertakes to ensure
obtaining of informed consent in compliance
with the applicable legal regulations.

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

4.14. The Investigator agrees freely, willingly,
voluntarily and unambiguously that the Sponsor
or persons designated by the Sponsor are
further entitled to provide the Personal data to
the extent, for purposes and periods stated in
clause 4.6 of this Agreement to persons
representing the Sponsor or persons
designated by the Sponsor, or otherwise
reasonably protect its interests.

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

4.16. The Sponsor shall comply with all
applicable laws and regulations regarding

Sponsor’s use of the Personal data.

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 u€elom poskytovania
sluzieb, predaja vyrobkov a tovaru, vyuctovania
a prevadzania ukonov spojenych s vyS$Sie
uvedenym, a to v rozsahu nevyhnutnom k
dosiahnutiu vy3Sie uvedenych ucelov a po dobu
nevyhnutni k naplneniu uvedenych ciefov,
najdihSie vSak po dobu stanovenu prislusnymi
pravnymi predpismi, alebo v sulade s nimi.

4.12. SkuSajuca strana sa zavazuje ziskat
suhlas Osdb realizujucich Stadiu na prenos
a pouzitie Osobnych Udajov pre Ucely uvedené
v tomto ¢lanku IV. SkusSajuca strana sa moze
obratit na Zadavatela alebo osoby, ktoré
Zadavatel urdi, s otazkami ohladne
zhromazdovania ¢&i vyuzivania Osobnych
Udajov Zadavatelom alebo osobami, ktoré
Zadavatel ur¢i. V pripade, kedy Skusajuca
strana v ramci Cinnosti podla tejto Zmluvy
spracovava Osobné Uudaje, osobné udaje
o tretich osobach a osobné udaje, ktoré ma
odovzdat Zadavatelovi, zavazuje sa SkuSajluca
strana zabezpedit ziskanie informovaného
suhlasu v sulade s prislusnymi pravnymi
predpismi.

4.13. SkuSajuci bude mat pristup k svojim
Osobnym udajom, ktoré Zadavatel alebo osoby,
ktoré Zadavatel urcil, zhromazdil a mobze
nechat opravit svoje Osobné udaje, ak su
v nich nepresnosti.

4.14. Skudajuci slobodne, vedome, dobrovolne
a jednoznatne suhlasi s tym, Ze Zadavatefl
alebo osoby, ktoré Zadavatel urli, su dalej
opravneni poskytnut Osobné udaje v rozsahu,
na ucely a po dobu uvedenu v¢l. 4.6 tejto
Zmluvy osobam, ktoré Zadavatela alebo osoby,
ktoré Zadavatel urli, zastupuju, alebo inak
opravnene chrania jeho zaujmy.

4.15. SkuSajuci je opravneny kedykolvek
odvolat’ svoj suhlas so spracovanim Osobnych
udajov, a to vyslovnym a ur€itym prejavom véle
(napr. formou doporuéeného listu). Po odvolani
suhlasu Zadavatel, alebo tretia osoba nebude
dalej spracovavat Osobné Udaje ziskané po
odvolani suhlasu so spracovanim a Osobné
udaje, ktoré boli ziskané pred odvolanim
suhlasu, ale neboli doposial spracované.

4.16. Zadavatel sa =zavazuje, ze bude
dodrziavat' vSetky prislusné zakony a pravne
predpisy ohfadne pouZivania Osobnych udajov
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V. PUBLICATIONS

5.1. The Investigating party 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 iresentations to Eli

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 Sponsor has notified the
Investigator or Institution 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 Investigator or Institution 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 Investigator or
Institution is unwilling to delay the publication or
presentation, it will remove from the publication
or presentation the information which the
Sponsor has specified it reasonably believes
would jeopardize its intellectual property
interests. A shorter review period may be
granted in writing by the Sponsor.

5.2. The Investigating party 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 Investigating party declares that it is

zo strany Zadavatela.

V. PUBLIKACIE

5.1. SkuSajuca strana ma moznost zverejfiovat

aprezentovat vysledky Studie pri splneni
nasledujucich podmienok:

5.1.1. Zadavatel obdrzi koépiu akejkolvek
navrhovanej publikacie alebo prezentacie

na posudenie a vyjadrenie sa do tridsiatich (30)
dni pred ich samotnym zverejnenim. Lehota
doruc¢enim

tridsiatich  (30) dni  zaCina
navrhovanych publikacii Ci
spolo¢nosti Eli Lilly and Compan

prezentacii

5.1.2. Po uplynuti tejto lehoty tridsiatich (30) dni

je mozné pristupit k prezentacii alebo
k publikovaniu; avSak
5.1.3. ak Zadavatel Skusajucemu alebo

Zdravotnickemu zariadeniu medzitym pisomne
oznamil, ze je rozumne presvedceny, ze pred
takym zverejnenim alebo prezentaciou je
nuteny urobit potrebné opatrenia na ochranu
svojich  zaujmov v  oblasti  duSevného
vlastnictva, ako napriklad podanie patentovej
prihlasky, ktorou si uplatfiuje narok na vynalez,
alebo podanie Ziadosti o registraciu ochrannej
znamky, zavazuje sa SkuSajuci, alebo
Zdravotnicke zariadenie bud (1) pozdrzat
prezentaciu, alebo publikaciu o dalSich
Sestdesiat (60) dni, alebo dovtedy, kym nebudu
podniknuté vySSie uvedené opatrenia, podla
toho, ¢o nastane skor, alebo (2) pokial nebude
SkuSajuci, alebo Zdravotnicke zariadenie
ochotné zverejnenie pozdrzat, zavazuje sa
z publikacie ¢i prezentacie odstranit tie
informéacie, ktoré Zadavatel ur&i, a o ktorych
bude rozumne presvedCeny, Ze by mohli
poskodit jeho zaujmy v oblasti ochrany jeho
duSevného vlastnictva. Zadavatel mobze
pisomne stanovit na preskumanie a vyjadrenie
aj kratSie Casové obdobie.

5.2. Skusajuca strana sa zavazuje napomahat

Zadavatelovi v ziskani  vytlackov  svojich
publikacii, ktoré vzisli zo Studie.

VI. OSVEDCENIE O SPOSOBILOSTI A
PROTIKORUPCNE VYHLASENIE

6.1. SkusSajuca strana prehlasuje, ze nie je
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not and has never been debarred from
participating in clinical research by Slovak
Republic’s, the U.S., or other countries” state
regulatory authorities, and that Investigating
party undertakes 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 a person involved in this
Study has been debarred, or shall become
subjected to a debarring process during this
Study, the Investigating party shall inform the
Sponsor and/or CRO thereof immediately In
writing.

6.3. In carrying out its responsibilities under this
Agreement, the Investigating party agrees to
comply with all applicable anti-bribery laws in
the countries where the Investigating party has
its principal place of business and where
conducts activities under this Agreement.
Additionally, the Investigating party 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 Investigator or any of the
Medical Facility’s owners, directors, employees,
agents, and consultants are government
officials, the Investigating party agrees that
payment provided by the CRO to them 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 Investigating party further
represents that neither the Investigating party
nor any of its 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

a nikdy nebola vylu€end z ucasti na klinickom
skuSani organom Statneho dozoru Slovenskej
republiky, Spojenych Statov americkych alebo
inym zahraniénym organom, a zavazuje sa, Ze
nebude v sulvislosti s realizaciou  Studie
vyuzivat, alebo spolupracovat so zZiadnou takou
fyzickou, ani pravnickou osobou, ktora bola
vylu¢ena =z ucCasti na Kklinickom sku$ani
niektorym regulaCnym organom.

6.2. V pripade, Ze osoba podielajuca sa na tejto
Studii bude vylugena alebo sa stane subjektom
konania o vyligeni v priebehu tejto Studie,
SkuSajuca strana otom okamzite pisomne
informuje Zadavatela.

6.3. SkuSajuca strana pri  plneni svojich
povinnosti vyplyvajucich z tejto Zmluvy suhlasi
s tym, Ze bude dodrziavat vSetky platné
protikorupéné pravne predpisy v Statoch, v
ktorych ma SkuSajuca strana svoje hlavné
miesto podnikania a v ktorych vykonava ¢innost
suvisiacu s touto Zmluvou. Skusajuca strana je

oboznamena, asuhlasi stym, Ze bude
dodrziavat zdkon USA o zahrani¢nych
korupCnych  praktikach  (Foreign  Corrupt

Practices Act, dalej len ,FCPA"), v zneni zmien
a doplneni, ktory vS8eobecne zakazuje priamo i
nepriamo ponukat, sfubovat, platit' alebo davat
Cokofvek  cenného  akymkolvek  Statnym
uradnikom za  uCelom  ziskania alebo
zachovania zakaziek alebo neopravnenych
vyhod. Pre ucely tejto Casti znamena pojem

"Statny  uradnik"  akéhokolvek  dradnika,
funkcionara, zastupcu alebo zamestnanca,
vratane lekarov, ktori su zamestnancami

ministerstiev, Uradov alebo intitucii (vratane
Statom vlastnenych alebo kontrolovanych
obchodnych spolo¢nosti) mimo USA, alebo
akéhokolvek uradnika verejnej medzinarodnej
organizacie Ci politické strany alebo kandidata
na politicky urad. V pripadoch, ked su Skusajuci

alebo  majitelia, riaditelia, = zamestnanci,
zastupcovia a konzultanti Zdravotnickeho
zariadenia Statnymi  dradnikmi, Sku$ajuca

strana suhlasi s tym, Ze platby, ktoré od
Zadavatela a/alebo zastupcu 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. SkuSajuca strana
dalej prehlasuje, Zze ani SkuSajlica strana ani
Ziaden z majitefov, riaditefov, zamestnancov,
zastupcov alebo konzultantov Skusajucej strany
nebude priamo & nepriamo ponukat platby,
slubovat platby ani davat cokolvek cenného
Ziadnemu Statnemu Uradnikovi s cielom i)
ovplyvnit &in alebo rozhodnutia prislusného
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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 Investigating party will make
reasonable efforts to comply with requests for
information, including answering questionnaires
and narrowly tailored audit inquiries, to enable
the CRO and Sponsor to ensure compliance
with  applicable  anti-bribery laws  The
Investigating party agrees that the CRO’s
representative’s payment to it in connection with
the services to be provided under this
Agreement is not intended to influence any
decision they may make regarding the
prescription of the Sponsor's medicines or to
otherwise influence any pending or future
Sponsor’s and/or CRO'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 Investigating parties shall also ensure that
each investigator and sub-investigator in the
Medical Facility, any sub-site and/or satellite
site provides the CRO with the appropriate
financial information for compliance with all
applicable laws and regulations and Sponsor’s
and CRO’s policies, and the Investigating
parties understand and shall ensure that each
investigator and sub-investigator understands
that laws, regulations and Sponsor’s and CRO’s
policies may require certain financial information
to be submitted to regulatory authorities.

VII. EQUIPMENT

7.1. The Sponsor has provided, in the form of
lending, the Medical Facility with equipment to
be used in the Study, as specified in more detalil
by Attachment E to this agreement (hereinafter
referred to as “Equipment’). The Medical
Facility agrees to comply with all manuals and
instructions from the Sponsor or CRO regarding
the use, care and return of the equipment. The
Medical Facility agree that during the Study the
Equipment shall remain in the same condition,
ordinary wear and tear excepted, and that the
Medical Facility shall remain responsible for the
Equipment including risk of damage to a thing.

Statneho Uradnika v jeho Uradnej prdvomoci; ii)
prinatit Statneho uradnika, aby konal alebo
nekonal v rozpore so svojimi zakonnymi
povinnostami, i) zabezpe€it  akukolvek
neopravnenu vyhodu; iv) prinatit S$tatneho
uradnika, aby vyuzil svoj vplyv vo vlade alebo
institucii a ovplyvnil rokovania alebo rozhodnutia
vlady alebo institucie v suvislosti s ¢innostou
vykonavanou v ramci tejto Zmluvy. Skusajuca
strana prejavi primerand snahu o splnenie
informacnych poziadaviek, vratane odpovedi na
dotazniky a presne formulované otazky auditu,
s ciefom umoznit Zadavatelovi dodrzat platné
protikorupéné pravne predpisy. SkuSajuca
strana suhlasi s tym, Ze platba, ktoru SkuSajuca
strana ziska od Zadavatela a/alebo zastupcu
Zadavatela v  suvislosti so  sluzbami
poskytovanymi podfa tejto Zmluvy, nie je
uréena na ovplyvnenie pripadného rozhodnutia,
ktoré by Skus$ajuca strana mohlo prijat, pokial
ide o predpisovanie liekov Zadavatela, Cd&i
ovplyvnenie  sufasnych  alebo  buducich
zakaziek Zadavatela. Zmluvné strany suhlasia,
ze pre UucCely tejto Zmluvy a dodrzanim
protikorupénych pravnych predpisov Slovenskej
republiky zabezpecia rovnako dodrzanie FCPA.

SkusSajuce strany dalej zabezpedia, aby kazdy
skuSajuci a spoluskusajuci v Zdravotnickom
zariadeni, na akomkolvek pracovisku a/alebo
satelitnom pracovisku poskytli Zadavatelovi
prislusné finanéné informacie pre Ucely
dodrzania v3etkych  prislusnych  zakonov
a predpisov a vnutornych predpisov
Zadavatela.  SkuSajuce strany  suhlasia
a zabezpedia, aby kazdy Skusajuci
a spolusku$ajuci suhlasili s tym, Ze zakony,
predpisy a vnutorné predpisy Zadavatela mozu
vyzadovat' to, aby boli predloZzené vybrané
finanéné informacie regulatnym organom.

VII. VYBAVENIE

7.1. Zadavatel poskytuje vo forme zapoziania
Zdravotnickemu zariadeniu na pouzitie v Stadii
vybavenie, ktoré je presne identifikované
vprilohe ¢ 6 ktejto Zmluve (dalej len
,Vybavenie®). Zdravotnicke zariadenie suhlasi
stym, Ze bude dodrZiavat vSetky navody
apokyny Zadavatela, ktoré sa tykaju
pouzivania a starostlivosti o toto Vybavenie.
Zdravotnicke zariadenie suhlasi stym, ze
v priebehu Studie zostane, s vynimkou bezného
opotrebenia, toto Vybavenie v rovhakom stave
a, ze bude =zan zodpovedné, vratane
nebezpelenstva Skody na veci. Zdravotnicke
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The Medical Facility shall be obliged to obey the

Sponsor’'s and CRO’s instructions regarding
disposition of the equipment when the Study
has been completed or terminated.

VIll. 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.

IX. Lilly/CRO SUPPORT

9.1. The Sponsor or CRO will provide the
Investigator with the Study drug(s). The
Investigating parties 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. CRO will provide
financial support for the Study as set forth in
Attachment A:

9.2. Reimbursement in the case of harm
to Study participants.

9.2.1. 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

zariadenie sa zavazuje dodrZiavat pokyny
Zadavatela na zaobchadzanie s Vybavenim pri
dokonceni i pred€asnom ukonceni Studie.

VIIl. Domaca Zdravotna Starostlivost’

V pripade poskytnutia kvalifikovanej domace;j
zdravotnej starostlivosti spolo€nostou Lilly bude
SkuSajuci a Zdravotnicke Zariadenie patricne
spolupracovat’ so spolo¢nostami poskytujucimi
domacu zdravotnu  starostlivost a ich
zamestnancami, &im zabezpecdia priebeh Studie
v sulade s protokolom. Podla potreby,
zamestnanci spolo¢nosti poskytujucej domacu
zdravotnu starostlivost a ich funkcie musia byt
uvedené v denniku delegacie pracoviska.
Okrem toho, v sulade s pokynmi EMA musi
Skusajuci vykonavat dohlfad nad personalom
poskytnutym  spolo¢nostou pre  domacu
zdravotnu starostlivost. Zdravotnicke
Zariadenie suhlasi s dodrziavanim platnych
zakonov a predpisov na ochranu sukromia pri
prenose  Osobnych  Zdravotnych  Udajov
UuCastnika Studie do spoloCnosti domacej
zdravotnej starostlivosti, vratane vykonavania
vSetkych nevyhnutnych dohéd o ochrane
sukromia.

IX. PODPORA Lilly

9.1. Zadavatel' poskytne Skusajucemu Studijné
lieky. SkuSajuce strany zabezpecia, aby jednou
z Os6b realizujucich Studiu, bol lekarnik, ktory
bude ako zamestnanec Zdravotnickeho
zariadenia zodpovedny za prevzatie, riadne
skladovanie a pripadné vydavanie SkuSaného
lieku pre ugely uskutodfovania Stadie
v Zdravotnickom zariadeni v sulade
s prislusnymi pravnymi predpismi. Zdravotnicke
zariadenie ru¢i a bude zodpovedné za riadne
uskutoCriovanie vSetkych vyS8Sie uvedenych
¢innosti tymto lekarnikom. Zadavatel alebo
zastupca povereny Zadavatelom bude povinny
poskytnut Zdravotnickemu zariadeniu Odmenu
nasledovnym spésobom:

9.2. Uhrady v pripade ujmy na ucastnikoch
Studie.

9.2.1. Zadavatel sa zavazuje uhradit vSetky
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 nasledkov na
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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
Attachment C to this Agreement.

9.2.2. The Parties acknowledge that the
Sponsor shall be obliged to reimburse the
Investigator for the following expenses

(hereinafter referred to as the “Additional
costs”):

9.2.2.1. all reasonable and wusual costs
connected with diagnosis of an adverse event
related to aStudy drug and procedures
contained in the Protocol, incurred to the
Investigating party;

9.2.2.2. all reasonable and usual costs spent on
the patient’s treatment, if Lilly after consulting
the Investigating party has decided that the
adverse event is connected with dosage of
a Study drug or procedure in accordance with
the Protocol.

9.2.3. Reimbursement of subsequential
expenses, however, shall only be provided if:

9.2.3.1. such costs are not covered by any other
medical or hospital insurance of the patients, or
other governmental scheme covering such
insurance covetr;

9.2.3.2. the adverse event/complication cannot
be attributed to negligence or misuse by the
Investigating party;

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

9.2.3.4. 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.

zdravi  vzniknutych  uU&astnikovi v
ddsledku Klinického skuSania,

e uzatvorenim  zmluvy o  poisteni
zodpovednosti Zadavatela za S$kodu
spésobenu  ucastnikovi  Klinického
sku$ania, ak by v suvislosti s Klinickym
skusanim doslo k posSkodeniu zdravia
alebo umrtiu u€astnika,

e uzatvorenim  zmluvy o  poisteni
zodpovednosti poskytovatela
zdravotnej starostlivosti za Skodu, ktora
moze byt spésobena ucastnikovi,

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

9.2.2. Zmluvné strany beru na vedomie fakt, ze
Zadavatel sa =zavazuje uhradit SkuSajucej
strane nasledujuce naklady (dalej len
,Dodatoéné naklady”):

9.2.2.1. vSetky rozumne vynalozené a obvyklé
naklady suvisiace s diagnézou neziaducej
udalosti tykajuce sa Studijného lieku a postupov
obsiahnutych v Protokole, vzniknuté Skusajucej
strane;

9.2.2.2. v3etky rozumne vynalozené a obvyklé
naklady vynalozené na lieCbu pacienta, pokial
spolo¢nost’ Lilly po konzultacii so SkuSajucou
stranou nerozhodne, Ze neziaduca udalost
stvisela s podanim Studijného lieku, alebo
s postupom podfa Protokolu.

9.2.3. Uhrada Dodatoénych nékladov v3a
prebehne len za predpokladu, Ze:

9.2.3.1. tieto naklady nebudu kryté Ziadnym
inym zdravotnym alebo nemocni¢nym poistenim
pacientov, ani inym vladnym programom
zahrfiujucim toto poistné krytie;

9.2.3.2. neZiaduca udalost/komplikacia nie je
priitatelna zanedbaniu alebo nespravnemu
zachadzaniu zo strany SkuSajucej strany;

9.2.3.3. neziaduca udalost/komplikacia nie je
zapriCinena  Ziadnym inym  sprievodnym
ochorenim, ¢i uz dané ochorenie bolo predtym
diagnostikované, alebo nie;

9.2.3.4. $tudijny liek bol podany podla Protokolu
a postupy predpisané Protokolom boli
uskuto€nené v sulade s Protokolom.
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9.2.3.5. Sponsor shall have the option of paying
additional costs directly to the Sponsor of the
service or to the Medical Facility.

X. LIMITATIONS OF PATIENT ENTRY OR
ENROLLMENT AND STUDY TERMINATION

10.1. At any time, CRO reserves the right to
limit access or enrolment of further patients
(subjects) 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.

CRO also reserves the right, at any given time
and for any reason whatsoever, to terminate the

Investigating  party’s, or any patient’s
participation in the Study, or the Study itself.

CRO further reserves the right to terminate this
Agreement at any time and for any reason. In
such a case, the Agreement shall be terminated
on the fifth (5“1) day after the delivery of a
written termination notice by the CRO to the
Investigator and the Medical Facility, whichever
occurs later.

10.2. The Investigator may terminate its
participation in the Study upon thirty (30) days
written notice if:

10.2.1. CRO has been in breach of a
fundamental provision of this agreement, and it
has failed to remedy such breach within ninety
(90) days of receipt of the Investigating party’s
written announcement of such failure;

10.2.2. the Investigator is unable to participate
in the Study due to sickness, and the Parties
have been unable to agree on adequate
replacement, and/or

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

10.3. The Medical Facility may terminate its
participation in the Study by a written withdrawal
from this Agreement with the termination period
of thirty (30) days from the day of delivery of the
withdrawal notice to the CRO if:

10.3.1. there has been a breach of

9.2.3.5. Zadavatel bude mat moznost vyberu, &i
preplati dodato¢né naklady priamo
Zadavatelovi danej sluzby alebo
Zdravotnickemu zariadeniu.

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

10.1. 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 sku$ajuci lekar zaradil
dostato€ny pocet pacientov, ktory bol potrebny
na splnenie potrieb Studie.

Zadavatel si tiez vyhradzuje pravo kedykolvek

a z akéhokolvek  dovodu  ukoncit  ucast
Skusajucej strany v Studii, alebo Uucast
ktoréhokolvek pacienta v Stadii, pripadne

Studiu samotnu.

Zadavatel si tiez vyhradzuje pravo kedykolvek a
z akéhokolvek dévodu ukondit tuto Zmluvu. V
tomto pripade bude Zmluva ukonlend piatym
(5.) dnom odo dfa doruCenia pisomne;
vypovede zo strany Zadavatela Skusajucemu a
Zdravotnickemu zariadeniu, podla toho, ktoré
dorucenie nastane neskor.

10.2. Sku$ajuci méze svoju Géast na Studii
ukongit pisomnym odstupenim od tejto zmluvy,
s vypovednou lehotou tridsat (30) dni, ak:

10.2.1. doSlo  k poru$eniu podstatnych
ustanoveni tejto zmluvy zo strany spolocnosti
Lilly, pricom toto poruSenie sa neodstranilo do
devatdesiatich (90) dni po doru€eni pisomného
oznamenia zo strany SkuSajucej strany
o takomto poruseni;

10.2.2. Sku$ajlci sa nemdze zudastnit’ Studie z
dévodu choroby a Zmluvné strany sa
nedokazali dohodnut na adekvatnej nahrade
a/alebo

10.2.3. prisluSny organ Statneho dozoru, organ
dozoru Spojenych S§tatov americkych alebo
Eticka komisia odoberu opravnenie a suhlas
k uskutoéneniu Studie;

10.3. Zdravotnicke zariadenie mbze svoju ucast
na Stadii ukongit pisomnym odstupenim od
tejto Zmluvy, s vypovednou lehotou tridsat' (30)
dni odo dria doru€enia oznamenia o odstupeni
od Zmluvy Zadavatelovi, ak:

10.3.1.  doslo

k poruseniu podstatnych
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a fundamental provision of this Agreement by
Lilly, while the Lilly has failed to remedy such
breach within ninety (90) days from receipt of
written announcement of such failure by the
Medical Facility;

10.3.2. the competent regulatory authority, U.S.
regulatory authority or the Ethical Review Board
have withdrawn their permit and consent for
conducting the Study;

10.4. In the case that the Investigating party’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
Investigating party agrees that he will return
Study drugs to the Sponsor, retain them or
dispose of them in accordance with the
Sponsor's or CRO's instructions and in
accordance with 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 Investigator
obtained in connection with the performance of
the Study, to the maximum extent permitted by
the applicable legal regulations.

10.5. Bearing in mind the provisions of clause
XI. of this Agreement, the Parties acknowledge
and agree that if any Party withdraws from this
Agreement, terminates this Agreement, or this
Agreement is otherwise terminated due to a
reason on the part of any Party, or the Study
itself is be terminated, all rights and obligations
under this Agreement shall cease to exist also
with regard to other Parties.

XI. LIABILITY FOR DAMAGES AND
COMPENSATION

11.1. In connection with performing the Study
by the Investigating party and the Responsible
persons, and after the Investigating party has
submitted the report on the results of the
adverse event and/or adverse reaction
investigation to the Sponsor, the Sponsor
agrees that he shall indemnify to the
Investigating party and Responsible persons
from and against 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,
including any costs and expenses connected
with handling such lawsuits and defending in

ustanoveni tejto Zmluvy zo strany spolocnosti
Lilly, pricom toto porusenie Lilly neodstranilo do
devatdesiatich (90) dni po doru€eni pisomného
oznamenia zo strany Zdravotnickeho zariadenia
o takomto poruseni;

10.3.2. prisludny organ Statneho dozoru, organ
dozoru Spojenych S§tatov americkych alebo
Etickd komisia odoberu opravnenie a suhlas
k uskutoéneniu Studie;

10.4. V pripade, Ze ucast SkuSajucej strany na
Studii bola ukon&end, alebo e Zmluvné strany,
vypovedali tuto Zmluvy, alebo odstupili od tejto
Zmluvy, alebo Zze tato Zmluva bola inak
ukongena, alebo Ze Studia samotnd bola
ukoncena, SkuSajuca strana sa zavazuje, ze
vrati véetky Studijné lieky Zadavatelovi, uchova
ich, alebo ich zni¢i v sulade s pokynmi
Zadavatela a v sulade so vSetkymi platnymi
pravnymi predpismi, a Ze bezodplatne a bez
zbytoéného odkladu poskytne Zadavatelovi
vSetky data, udaje, informacie, dokumentaciu a
iné materialy, ktoré ziskala v suvislosti s
vykonom Studie, v maximalnom moznom
rozsahu pripustnom prislusSnymi  pravnymi
predpismi.

10.5. Majuc na zreteli ustanovenie ¢lanku XI.
tejto Zmluvy, Zmluvné strany beru na vedomie a
suhlasia, ze v pripade, ak ktorakolvek Zmluvna
strana odstupi od tejto Zmluvy, vypovie tuto
Zmluvu, alebo Ze tato Zmluva bude inak
ukonéena z dovodu na strane ktorejkolvek
Zmluvnej strany, alebo Ze Studia samotna bude
ukonéena, vSetky prava a povinnosti z tejto
Zmluvy zanikaju aj pre ostatné Zmluvné strany.

XI. ZODPOVEDNOST ZA SKODU
A ODSKODNENIE

11.1. Vsuvislosti s vykonavanim  Stadie
SkuSajucou stranou a Osobami realizujucimi
Studiu, a po tom, o Skusajuca strana predlozi
uplna spravu vysledkov preSetrenia neziaducej
udalosti a/alebo ucinku Zadavatelovi, Zadavatefl
suhlasi s tym, Ze nahradi Sku$ajucej strane a
Osobam realizujicim Studiu $kodu, naklady
avydavky vyplyvajuce z obvineni a zaldb
(vratane primeranych poplatkov za pravnych
zastupcov), ktoré vyplyvaju z poSkodenia
pacientov, ktori si narokuju nahradu 3kéd za
stratu, ktora im bola priamo spdsobena latkou
podavanou podla Protokolu, alebo postupom
vyZzadovanym  podla  Protokolu, vratane
nakladov a vydavkov spojenych s vybavovanim
takychto zaldbb ana obhajobu v takychto
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such legal actions, provided, however, that:

11.1.1.the Investigating party and the
Responsible persons have observed and
adhered to all relevant laws (especially

acquiring Informed consents and affirmative
statement by the Ethical Review Board),
requirements set forth by the Protocol and all
recommendations provided by the Sponsor and
CRO regarding administration and use of any
drugs or devices listed in the Protocol;

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

11.1.3.the Investigating party and the
Responsible persons shall fully cooperate
during investigation and defense in any such
legal action or process;

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

11.1.5. the Sponsor shall have its exclusive
right to settle the dispute, however, the Sponsor
shall not admit fault on the Investigating party’s
behalf, unless the Investigating party has
granted prior written consent thereto. The
Sponsor’s obligation to pay compensation shall
not apply to any losses, damage or expenses
originating in negligence, will full illegal conduct
or neglecting mandatory care by the
Responsible persons; it is agreed that under
this Agreement, administering any substances
in accordance with the Protocol shall not be
understood as negligence or neglect of
mandatory care.

Xll. SURVIVORSHIP CLAUSE

12.1. The obligations set forth by clauses 1., Il
through VI., and also Xl., XlIl. and XIII.,XIV of
this Agreement shall remain valid even after
completion, termination of or withdrawal from
this Agreement.

XIIl. INDEPENDENT CONTRACTOR

13.1. The Medical Facility, the Investigator and
CRO will be acting as independent contractors
and not as an agent, partner or employee of the
other Parties.

konaniach, avSak za predpokladu, ze:

11.1.1. SkuSajuca strana a Osoby realizujuce
Studiu  dodrziavali ariadili sa vSetkymi
prislusnymi pravnymi predpismi (najma ziskanie
Informovanych suhlasov a kladného stanoviska
zo strany komisie pre eticki kontrolu),
poziadavkami stanovenymi v Protokole a
vSetkymi odporu¢aniami poskytnutymi zo strany
Zadavatela ohladne podavania a pouzivania
akychkolvek liekov uvedenych v Protokole;

11.1.2. Zadavatef bol upovedomeny
o0 akejkolvek takejto zalobe alebo konani;

11.1.3. Skusajuca strana a Osoby realizujace
Studiu budt plne spolupracovat pri vy$etrovani
a obhajobe u akejkolvek takejto Zaloby alebo
procesu;

11.1.4. Zadavatel si vyhradzuje pravo viest
obhajobu pri sudnom spore akymkolvek
spbsobom, ktory povazuje za vhodny a ktory
nepoSkodzuje zaujmy SkuSajucej strany,
vratane prava vybrat si pravneho zastupcu
podfa vlastného vyberu;

11.1.5. Zadavatel bude mat vyhradné pravo
spor urovnat, priom Zadavatel neuzna
pochybenie v mene Skusajucej strany, okrem
pripadu, kedy mu ktomu SkuSajuca strana
vopred udeli pisomny suhlas. Povinnost
Zadavatela nahradit Skodu sa nebude
vztahovat na ziadne Skody alebo vydavky,
ktoré vznikli z dévodu nedbanlivosti,
umyselného protipravneho konania, alebo
zanedbania povinnej starostlivosti zo strany
ktorejkolvek Sku$ajucej strany alebo zo strany
ktorejkolvek z Oséb realizujucich Studiu, pricom
sa dohodlo, Ze podla tejto Zmluvy sa podavanie
akejkolvek  latky v sulade s Protokolom
nepovazuje za nedbanlivost, alebo zanedbanie
povinnej starostlivosti.

XIl. KLAUZULA O PRETRVANI NIEKTORYCH
USTANOVENI

12.1. Povinnosti vyplyvajuce z &lankov L., lll. az
VI. adalej XI., XIl. a Xl XIV tejto Zmluvy
zostanu v platnosti aj po naplneni, ukond&eni,
vypovedani alebo odstupeni od tejto Zmluvy.

Xlll. NEZAVISLY ZMLUVNY PARTNER

13.1. Zdravotnicke zariadenie, SkuSajuci a Lilly
budi jednat ako nezavisli zmluvni partneri, nie
ako  zastupcovia, partneri  alebo  ako
zamestnanci ostatnych Zmluvnych stran.
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13.2. The Medical Facility, the Investigator and
the CRO will have no authority to make
agreements with third parties that are binding
on the other party.

13.3. By signing this Agreement, the
Investigating party 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
Investigating party in connection with the Study
hereunder to the terms and conditions of this
Agreement.

Xllla. AUTHORIZATION OF THE
INVESTIGATOR

The Sponsor hereby authorizes the Investigator
to submit, in the name and on behalf of the
Sponsor, to the competent health insurance
company any and all information related to the
participant of the Clinical Trial that are required
under the relevant provisions of AoP.

XIV. FINAL PROVISIONS

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

14.2. Neither Medical Facility, nor Investigator
shall be entitled to assign this Agreement, in its
entirety or partially, without CRO's prior written
consent, which consent shall not be
unreasonably  withheld. Upon  Sponsor’s
request, CRO shall have the power to assign
this Agreement to the Sponsor or a third party
without the Medical Facility’s consent and CRO
shall not be responsible for any obligations or
liabilities under this Agreement that arise after
the date of the assignment, and the Medical
Facility hereby consents to such an assignment.
Medical Facility will be given prompt notice of
such assignment by the assignee.

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

13.2. Zdravotnicke zariadenie, SkuSajuci a
Zadavatel nebudu mat ziadnu pravomoc
uzatvarat s tretimi stranami zmluvy, ktoré by
boli zavazné pre dalSie strany.

13.3. Podpisom tejto Zmluvy SkuSajuca strana
prehlasuje azaruCuje, Zze ma opravnenie
a spbsobilost sa zmluvne zaviazat alebo inak
zmluvne zaviaze akukolvek fyzicku osobu alebo
subjekt, ktory poskytuje sluzby pre SkuSajucu
stranu v suvislosti so Stadiou podfa tejto
Zmluvy aza podmienok stanovenych touto
Zmluvou.

Xllla. SPLNOMOCNENIE SKUSAJUCEHO

Zadavatel tymto splnomocnuje Skus$ajuceho,
aby v mene Zadavatela predloZil prislusnej
zdravotnej poistovni vSetky informacie tykajuce
sa ucastnika klinickej Stadie, ktoré sa vyzaduju
podla prislusnych ustanoveni ZoL.

XIV. ZAVERECNE USTANOVENIA

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

14.2. Zdravotnicke zariadenie ani Skusajuci nie
suU opravneni postupit tuto Zmluvu, ako celok
alebo CiastoCne, bez predchadzajuceho
pisomného suhlasu CRO, pri€om tento suhlas
nebude bezdbvodne odopierany. Na Ziadost
sponzora bude mat CRO pravomoc postupit
tuto Zmluvu sponzorovi alebo tretej strane bez
suhlasu zdravotnickeho =zariadenia a CRO
nezodpoveda za Ziadne zavazky alebo zavazky
vyplyvajuce z tejto zmluvy, ktoré vzniknu po
datume postlpenia, a Zdravotnicke zariadenie

tymto suhlasi s takymto  poverenim.
Zdravotnicke zariadenie bude o takomto
prideleni bezodkladne informované

nadobudatelom.

14.3. Téato Zmluva mbze byt ukoncena,
zmenena alebo predizena iba po vzajomnej
dohode Zmluvnych stran, vo forme pisomného
dodatku podpisaného vSetkymi Zmluvnymi
stranami, pokial nie je v tejto Zmluve stanovené
inak.
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14.4. The Parties have agreed that the legal
relations and matters originating in this
agreement shall be governed by the general
legal regulations of the Slovak Republic.

14.5. The Agreement shall become valid on the
day of signature by all Parties and effective the
day after its publication in the Central Register
of Contracts of the Slovak Republic.

The expected duration of the clinical trial in
terms of this contract is until February 28,
2025.

14.6. This Agreement has been translated into a
bilingual format in both English and Slovak. In
the event of inconsistency or discrepancy
between the English language  version
and the Slovak language version of this
Agreement, the Slovak language version shall
prevail. The Agreement has been made in three
copies. Each Party shall obtain one copy.

14.7. The Parties confirm that the Agreement
has not been entered into under unfavourable
conditions, they have read it prior to signing it,

they agree to it and to confirm the above, they
have attached their signatures.

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

14.8.1. Attachment A: Budget
14.8.2. Attachment B: Protocol

14.8.3. Attachment C: Insurance certificate
pursuant to clause 8.7.1. (issued 18/02/2023)

14.8.4. Attachment D: Ethical Review Board
statement (issued 10/07/2023)

14.8.5. Annex No. 5: Power of attorney for the
CRO

14.8.6. Attachment E: Equipment provided

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

14.10. CRO expressly disclaims any liability in

14.4. Zmluvné strany sa dohodli, Ze pravne
vztahy apomery vzniknuté ztejto zmluvy sa
riadia  vSeobecne  zavaznymi  pravnymi
predpismi Slovenskej republiky.

14.5. Zmluva nadobuda platnost dfiom podpisu
vietkymi  Zmluvnymi stranami  a ucinnost’
nasledujuci ded po dni jej zverejnenia
v Centralnom registri zmlav SR.

trvania  klinického
zmluvy je do

Predpokladané obdobie
skuSania v zmysle tejto
28. februara 2025.

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

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

14.8. Neoddelitefnou sucast'ou tejto Zmluvy
su nasledujuce prilohy:

14.8.1. Priloha &.1: Rozpocet
14.8.2. Priloha &.2: Protokol

14.8.3. Priloha ¢.3: Potvrdenie o uzavreti
poistenia podfa bodu 8.7.1.(vydany 18/02/2023)

14.8.4. Priloha &.4: Stanovisko Etickej komisie
(vydané 10/07/2023)

14.8.5. Priloha &. 5: PInomocenstvo pre CRO

14.8.6. Priloha &. 6: Poskytnuté vybavenie

14.9. Zmluvné strany sa dohodli, Ze spolo¢nost
Lilly bude mat pravo vymahat ktorékolvek z
ustanoveni tejto zmluvy ako prijemca tretej
strany.

14.10. CRO sa vyslovne zrieka akejkolvek
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connection with the Study drug, including any
liability for any claim arising out of a condition
caused by or allegedly caused by any Study
procedures associated with such product except
to the extent that such liability is caused by the
negligence, willful misconduct or breach of this
Agreement by CRO. This Section “CRO
Disclaimer” shall survive termination or
expiration of this Agreement.

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

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

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

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

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

If to the Institution:

zodpovednosti v suvislosti so skuSanym liekom,
vratane akejkolvek zodpovednosti za akykofvek
narok vyplyvajuci zo stavu spésobeného alebo
udajne spdsobeného akymikolvek postupmi
Studie spojenymi s takymto
produktom, okrem pripadov, ked je takato
zodpovednost  spOsobena nedbanlivostou,
umyselnym  nespravneho konania alebo
porusenia tejto zmluvy zo strany CRO. Tato
¢ast' ,Vyhlasenie CRO" zostane v platnosti aj po
ukonéeni alebo uplynuti platnosti tejto zmluvy.

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

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

e pokial budu doruéené expresnou
kuriérnou sluzbou, v den dorucenia;

e pokial budu dorucené doporucenou
poStou s doruenkou, v den, ktory je
uvedeny na doruCenke ako den
dorucenia;

e pokial budu doruéené faxom, v den, v
ktorom prijimacie faxové zariadenia
potvrdi prijatie oznamenia.

Pokial’ budl adresované Zdravotnickemu

zariadeniu:

Fakultna nemocnica s poliklinikou F.D. Roosvelta Banska Bystrica
Namestie Ludvika Svobodu 3865/1,
974 09 Banska Bystrica,
Slovak Republic / Slovenska republika

Attention/K rukam: Jozef Balaz, MD
Fakultna nemocnica s poliklinikou F.D. Roosvelta Banska Bystrica
Gastroenterologicka ambulancia

S vynimkou pravnych veci, ktoré budu adresované na:

Pravne oddelenie
Fakultna nemocnica s poliklinikou F.D. Roosvelta Banska Bystrica
Namestie Ludvika Svobodu 3865/1,
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974 09 Banska Bystrica,
Slovak Republic / Slovenska republika

If to the Investigator:

Pokial budu adresované Skusajucemu:

Jozef Balaz, MD
Fakultna nemocnica s poliklinikou F.D. Roosvelta Bansk& Bystrica
Gastroenterologicka ambulancia
[l.Interna klinika SZU
Namestie Ludvika Svobodu 3865/1,
974 09 Banska Bystrica,
Slovak Republic / Slovenska republika

Attention / K rukam: Mr. Jozef Balaz,MD

If to the Sponsor: Pokial budu adresované Zadavatelovi:

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

If to the CRO: | ]

Name/Nazov: IQVIA RDS Slovakia, s.r.o.

Address/Adresa: Vajnorska 100/B, 831 04 Bratislava, Slovak Republic / Slovenska republika
Tel: —

And to/a

IQVIA Inc.

Global Legal Department/Celosvetové pravne oddelenie

100 IMS Drive

Parsippany, NJ 07054

USA/Spojené Staty americké

Attention: General Counsel/Do pozornosti: Hlavny pravny poradca
Email: officeofgeneralcounsel@iqvia.com
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AGREED AND ACCEPTED:

IQVIA RDS Slovakia, s.r.o.:

Date:

Signature / Podpis:

Name / Meno: MVDr. Jarmila Wagnerova,PhD., Asssociate Director, Global Site Activation

AGREED AND ACCEPTED:
Medical Facility / Zdravotnicke zariadenie : Fakultna nemocnica s poliklinikou
F.D.Roosvelta Banska Bystrica
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Date:

Signature / Podpis:

Name / Meno: Ing.Miriam Lapunikova, MBA, Director

AGREED AND ACCEPTED:
Investigator / Skusajuci: Jozef Balaz, MD

Date:

Signature / Podpis:

Name / Meno: Jozef Balaz, MD
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ATTACHMENT A

BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

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

Contract Payee
(Institution):

PRILOHA A

ROZPOCET A ROZPIS PLATIEB

A. UDAJE O PRIJEMCOVIPLATIEB

Zmluvné strany potvrdzuju, Ze niz8ie uvedeny
prilemca platieb je riadnym prijemcom platieb
podla tejto Zmluvy a ze platby podla tejto Zmluvy
sa budd poukazovat len nasledujucemu
prijemcovi platieb (dalej ,prijemca platieb®):

Zmluvny prijemca (Zdravotnicke zariadenie):

Meno/nazov prijemcu

Slovak Republic

VAT/Tax ID

(Tax ID must exactly
match the payee name
indicated above, or tax | ID number: 00 165549
exempt when | Tax ID number: 202 109
applicable) 5670

Banking Information:

Payee Name Fakultna nemocnica s platieb (Musi sa zhodovat | Fakultna nemocnica s
(Must match name in | poliklinikou F.D. Roosvelta s menom/ nazvom v poliklinikou F.D. Roosvelta
the contract) Banska Bystrica zmluve) Banska Bystrica

Namestie L.Svobodu 3865/1, Adresa prijemcu platieb Namestie L.Svobodu
Payee Address 974 09 Banska Bystrica 3865/1,

Bank Name

Bank Street

Bank City

Bank State/Province

Bank Postal Code

Bank Country

974 09 Banska Bystrica
Slovenska republika

DIC/DPH (Dariové
identifikacné Cislo sa musi
presne zhodovat s vyséie | ICO: 00 165549
uvedenym nazvom DIC: 202 109 5670
prijemcu platieb alebo
musi byt oslobodené od
dane)

Bankové
Udaje:
Nazov banky

Nazov ulice banky

Mesto banky

Stat/provincia banky

PSC banky
Stat banky

Mena uctu prijemcu

Receiving Account Euro
Currency Euros IBAN

IBAN

Swift Code (8 or 11 SWIFT kéd (8 alebo 11
Characters) znakov)

If the contracted Payment Currency does not match
your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial
institution for details. If an Intermediary bank is
required, please provide Bank Name, Account Number
if applicable and SWIFT Code of Intermediary Bank
along with all other required Wire instructions.

Ak sa zmluvna platobna mena nezhoduje s vaSim
bankovym  U¢tom, moéze byt potrebné uviest
sprostredkujucu banku. Podrobnosti vam poskytne vasa
finanéna institicia. Ak je potrebna sprostredkujuca banka,
uvedte nazov banky, pripadne ¢&islo Uuétu a SWIFT kéd
sprostredkujucej banky spolu so vSetkymi ostatnymi
pozadovanymi pokynmi na prevod.

Contact Information:

Name of recipient
sending invoices to

Slovakia Clinical Trial Agreement template-INV &(priv) INST_
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Phone number & Email

Language Preference

Name of payment
recipient to receive
payment notification
and details

Meno prijemcu, ktorému
sa zasielaju faktary

Telefénne &islo a e-
mailova adresa

Phone number & Email

Preferovany jazyk

Language Preference Slovak language

Contract Payee
(Investigator):

Meno prijemcu platby,
ktory ma dostat’
oznamenie o platbe a
podrobnosti

Telefénne ¢&islo a
e-mailova adresa

Preferovany jazyk Slovensky jazyk

Payee Name
(Must match name in

the contract) Jozef Balaz, MD

Zmluvny prijemca platieb (Skusajuci):

Payee Address

Nazov prijemcu platieb
(Musi sa zhodovat s

nazvom v zmluve) MUDr. Jozef Balaz

Adresa prijemcu platieb

VAT/Tax ID

(Tax ID must exactly
match the payee name
indicated above, or tax
exempt when
applicable) N/A

Banking Information:

IC DPH/danové
identifikacné Cislo
(Danové identifikacné
Cislo musi presne
zodpovedat nazvu
prijemcu uvedenému
vysSie, pripadne

oslobodenie od dane) N/A

Bank Name

Bankové udaje:

Bank Street

Nazov banky

Bank City

Ulica banky

Bank State/Province

Mesto banky

Bank Postal Code

Stat/provincia banky

Bank Country

Postové smerovacie
Cislo banky

Receiving Account
Currency

Krajina banky

IBAN

Mena ucétu prijemcu

Swift Code (8 or 11
Characters)

IBAN

If the contracted Payment Currency does not match
your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial
institution for details. If an Intermediary bank is required,
please provide Bank Name, Account Number if
applicable and SWIFT Code of Intermediary Bank along
with all other required Wire instructions.

Swift kéd (8 alebo 11
znakov)

Ak sa zmluvna platobnd mena nezhoduje s vasim
bankovym ucétom, moéze byt potrebné uviest
sprostredkujucu banku. Podrobnosti vam poskytne
vasa finanéna institdcia. Ak je potrebna
sprostredkujuca banka, uvedte nazov banky, pripadne
Cislo uctu a SWIFT kod sprostredkujucej banky spolu
so vSetkymi ostatnymi pozadovanymi pokynmi na

Contact Information:

prevod. ‘

Name of recipient
sending invoices to

Jozef Baldz, MD

Kontaktné udaje:

Slovakia Clinical Trial Agreement template-INV &(priv) INST_

based on IQVIA Global template 1 May 2019
Eli Lilly and Company

Project code: IAB06343

PI: Jozef Balaz,MD
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Nazov prijemcu, ‘ MUDr.Jozef Balaz
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Phone number &

ktorému sa posielaju

Email faktary
Language Teleféonne Eislo a e-
Preference mailova adresa

Name of payment
recipient to receive
payment notification
and details

Phone number &
Email

Language

Preference

In case of changes in the Payee’s bank details,
Payee is obliged to inform IQVIA in writing by
sending an e-mail to: .

Site shall contact its IQVIA study team member
to provide signed documentation of changes to
payee’s bank details. Parties agree that in case
of changes in bank details which do not involve
a change of payee or change of country
location of bank account, no further
amendments are required.

The Parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under this
Agreement.

If the Investigator is not the Payee, then the
Payee's  obligation to reimburse the
Investigator, if any, is determined by a separate
agreement between Investigator and Payee,
which may involve different payment amounts
and different payment intervals than the
payments made by IQVIA to the Payee.

Investigator acknowledges that if Investigator is
not the Payee, IQVIA will not pay Investigator

even if the Payee fails to reimburse
Investigator.

B. MINIMUM ENROLLMENT GOAL

Site acknowledges that Site’'s minimum

enrollment goal is 1 subject and that Site will
use its best efforts to reach the enrolment goal
within  a  reasonable timeframe  after
Slovakia Clinical Trial Agreement template-INV &(priv) INST_
based on IQVIA Global template 1 May 2019

Eli Lilly and Company

Project code: IAB06343
PI: Jozef Balaz,MD

CONFIDENTIAL Page 3 of 16

Preferovany jazyk
Nazov prijemcu platieb,
ktorému sa ma zasielat
oznamenie o platbe a
podrobnosti

Telefonne ¢islo a e-
mailova adresa

Preferovany jazyk

V pripade zmien bankovych udajov prijemcu
platby je prijemca platby povinny pisomne
informovat spolo¢nost IQVIA zaslanim
e-mailu na adresu:

Zdravotnicke zariadenie je povinné kontaktovat
svojho ¢lena timu skuSania u spolo¢nosti IQVIA
a poskytnut mu podpisani dokumentaciu
0 zmenach v bankovom spojeni prijemcu platieb.
Zmluvné strany sa dohodli, Ze v pripade zmien
v Udajoch o bankovom spojeni, ktoré sa netykaju
zmeny prijemcu platieb alebo zmeny krajiny,
v ktorej je vedeny bankovy uc€et, sa nepozaduju
Ziadne dalSie pisomné dodatky tejto Zmluvy.

Zmluvné strany potvrdzuju, Ze menovany
priiemca platieb je opravneny prijimat vSetky
platby za sluzby vykonané podla tejto Zmluvy.

Ak Skusajaci lekar nie je prijemcom platieb,
platobna povinnost prijemcu platieb vodi
SkuSajucemu lekdrovi sa uréi samostatnou
Zmluvou medzi Skusajucim lekdrom a prijemcom
platieb, ktorda méze obsahovat iné splatné sumy
a iné platobné intervaly, neZ platia pre platby
poukazované spolo¢nostou IQVIA prijemcovi
platieb.

Skusajuci lekar akceptuje, ze ak nie je prijemcom
platieb, spoloCnost IQVIA mu nebude
poukazovat ziadne platby ani v pripade,
Ze prijemca platieb si nespini svoje platobné
povinnosti vo&i Skudajucemu lekarovi.

B. MINIMALNY NABOROVY CIEL

Zdravotnicke zariadenie potvrdzuje, ze jeho
minimalny naborovy ciel je 1 aé€astnik klinického
skuSania/ a ze Zdravotnicke zariadenie vynalozi
maximalne usilie na dosiahnutie naborového
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commencement of the Study at Site. If Site
fails to adhere to this principle, IQVIA may
reconsider Site’s suitability to continue
participation in the Study.

C. PAYMENT TERM

IQVIA will pay the Payee every three (3)
months on a completed visit per Study Subject
basis in accordance with the attached budget.
Ninety percent (90%) of each payment due,
including any Screening Failure that may be
payable under the terms of this Agreement, will
be made based upon prior three(3)months’
enrollment data received from the Site
supporting Study Subject visitation.

The balance of monies earned, up to ten
percent (10%), will be pro-rated upon
verification of actual Study Subject visits, and
will be paid by IQVIA to the Payee upon final
acceptance by Sponsor of all data entry, all
data clarifications issued, the receipt and
approval of any outstanding regulatory
documents as required by IQVIA and/or
Sponsor, the return of all unused supplies to

IQVIA,and upon satisfaction of all other
applicable conditions set forth in the
Agreement.

Any expense or cost incurred by Site in
performing this Agreement that is not
specifically designated as reimbursable by
IQVIA or Sponsor under the Agreement
(including this Budget and Payment Schedule)
is the sole responsibility of the Site.

To be eligible for payment, the procedures
must be performed in full compliance with the
Protocol and this Agreement, and the data
submitted must be complete and correct. For
data to be complete and correct, each patient
must have signed an IRB-approved consent
document, and all procedures designated in
the Protocol must be carried out on a “best
efforts” basis; omissions must be satisfactorily

Slovakia Clinical Trial Agreement template-INV &(priv) INST_
based on IQVIA Global template 1 May 2019

Eli Lilly and Company

Project code: IAB06343

PI: Jozef Balaz,MD
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ciefa v primeranom Case po zacati skuSania
v Zdravotnickom zariadeni. Ak Zdravotnicke
zariadenie tuto zasadu nedodrzi, spolo¢nost
IQVIA moze prehodnotit vhodnost
Zdravotnickeho zariadenia pre dalSiu ucast na
skusani.

C. PLATOBNE PODMIENKY

Spolo¢énost IQVIA bude poukazovat platby
priiemcovi platieb kazdé tri (3) mesiace
na zaklade podtu absolvovanych navstev na
jedného ucastnika klinického sku$ania v sulade
s pripojenym rozpoctom. Devatdesiat percent
(90 %) kazdej splatnej sumy, vratane platieb za
neuspesné vstupné vysSetrenia, ktoré mézu byt
splatné podla podmienok tejto Zmluvy, sa
poukaze na zaklade udajov o zaradovani za
predchadzajuce tri (3) mesiace prijatych od
Zdravotnickeho zariadenia, ktoré dokladuje
navstevnost u€astnikov klinického skusania.

Zostatok splatnych finanénych prostriedkov az do
vysky desat percent (10 %) sa vyplati pomernym
spbésobom po overeni skutoCnej navstevnosti
Ucastnikov klinického skuSania a spolo¢nost
IQVIA  ho vyplati prijemcovi platieb po
zadavatelovom kone¢nom prevzati vSetkych
zaznamenanych udajov, vSetkych vydanych
vysvetliviek k udajom, po prevzati a schvaleni
vSetkych chybajucich dokumentov pre kontrolné
urady pozadovanych spolo¢nostou IQVIA alebo
zadavatelom, vrateni vSetkych nepouZitych
materidlov spolo€nosti IQVIA a po splneni
daldich podmienok uvedenych v Zmluve.

Za akékolvek vydavky alebo naklady, ktoré
Zdravotnickemu zariadenia vzniknu pri plneni
tejto Zmluvy a ktoré nie su vyslovne schvalené
na preplacanie spolo¢nostou IQVIA alebo
zadavatelom podla tejto Zmluvy (vratane tohto
Rozpoéctu a rozpisu platieb), zodpoveda vyhradne
Zdravotnicke zariadenie.

Aby boli postupy opravnené na platbu, musia byt
vykonané v uplnom sulade s protokolom a touto
dohodou a predloZené udaje musia byt Uplné a
spravne. Aby boli Udaje Uplné a spravne, kazdy
pacient musi mat podpisany suhlasny dokument
schvaleny IRB a vSetky postupy uvedené
v protokole musia byt vykonané na zaklade
.Najlepdieho usilia“; opomenutia musia byt
uspokojivo vysvetlené.
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explained.

All government taxes are the sole responsibility
of the Payee.

Major, disqualifying Protocol violations are
not payable under this Agreement.

D. BUDGET TABLE

STUDY 16T-MC-AMBZ (IAB06343) — BUDGET
TAB.

Payments are divided
approved ratio.

Please, see attached excel sheet (Annex 1:
Budget table, Distribution of payments for the
Investigator and the Institution).

in the agreed and

E. STUDY START-UP FEE

A start-up fee in the amount of 3.803 Euros,
inclusive  of  overhead, covering all
administrative start-up preparations shall be
issued in accordance with the terms herein, as
an initial payment upon execution of this
Agreement and the completion and receipt of
all essential Study start-up regulatory
documentation, and upon IQVIA’s receipt of an
original invoice. In event of early termination,
Institution ~ will receive 100% of the
administrative start-up fee provided that said
fee has not already been paid by IQVIA and to
the extent that site is determined by IQVIA
and/or Lilly to be “enrollment ready”. If the
termination occurs prior to ‘enrollment ready’
status, IQVIA and Lilly will work with Institution
in good faith to determine the appropriate
percentage and amount of the administrative
start-up fee to reimburse.

The amount of the start-up fee will be divided
in the agreed ratio. The total amount for the
Institution is 1.141 Euros and the total amount
for the Investigator is 2.662 Euros.

Slovakia Clinical Trial Agreement template-INV &(priv) INST_
based on IQVIA Global template 1 May 2019
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Za vsetky dane zodpoveda vyhradne prijemca
platieb.

Zavazné, diskvalifikujuce porusenia protokolu
nie su podla tejto Zmluvy splatné.

D. RozPOCTOVA TABULKA

SKUSANIE 16T-MC-AMBZ  (IAB06343) -
ROZPOCTOVA TABULKA.
Platby su rozdelené % dohodnutom

a schvalenom pomere.

Pozri, pripojenu excelovsku tabufku (Priloha 1:
Rozpoctova tabulka, Rozdelenie platieb pre
Skusajuceho a Zdravotnicke zariadenie).

E. PLATBA NA ROZBEH SKUSANIA

Poplatok na rozbeh skuSania vo vySke
3.803 Eur vratane rezijnych nakladov,
pokryva vSetky administrativne pripravy
a bude vyplateny v sulade s podmienkami
v tomto dokumente ako pociato¢na platba po
uzavreti tejto Zmluvy a dokonc€eni a obdrzani
vSetkej zakladnej reguladnej dokumentacie
na spustenie Studie a po obdrzani originalnej
faktury spolo€nostou IQVIA. V pripade

pred€asného ukoncenia dostane
Zdravotnicke zariadenie 100%
administrativneho poplatku na rozbeh
skudania za predpokladu, Ze uvedeny

poplatok eSte IQVIA nezaplatila a pokial
IQVIA alalebo Lilly urcili, Z2e Zdravotnicke
zariadenie je ,pripravené na nabor
pacientov‘. Ak k ukonceniu dbjde pred
stavom ,pripraveny na nabor pacientov,
IQVIA a Lilly ponukne zdravotnickemu
zariadeniu, aby urcil primerané percento a
vysku administrativneho pociato€ného
poplatku, ktory sa ma vratit. Suma poplatku
na rozbeh skudSania bude rozdelena v
dohodnutom pomere. Celkovd suma pre
Zdravotnicke zariadenie predstavuje sumu
1.141 Eur a celkova suma pre Skusajuceho
predstavuje sumu 2.662 Eur.
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F. SCREENING FAILURE

Payee will receive payments for screen failures
that occur in accordance with the Protocol in
the amount designated on the Budget. Payee
will receive payments for all screen failures
provided that such screen failures are
performed in accordance with the Protocol.
IQVIA shall monitor Institution screening
procedures throughout the Study and provide
training or re-training as needed, to promote
proper screening.

Visits completed prior to screen failing (i.e.,
Visit 1) shall be paid in full, according to the
Budget table.

Please, see attached excel sheet (Annex 1:
Budget table, Distribution of payments for the
Investigator and the Institution).

G. DISCONTINUED OR EARLY TERMINATION
STUDY SUBJECTS

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

H. UNSCHEDULED VISITS

Payment for unscheduled visits will be
reimbursed in the amount of 595 Euros which
includes overhead as denoted in the Budget
Table above. To be eligible for reimbursement
for unscheduled visits, supporting data entry
must be completed and submitted to IQVIA,
along with any additional information which
may be requested by IQVIA, to appropriately
document the unscheduled visit. The given
payment for the unscheduled visit will be
divided in the proportion of 30% of the total
amount for the Institution which represents the
amount of 179 Euros, and 70% of the total
amount for the Investigator which represents

Slovakia Clinical Trial Agreement template-INV &(priv) INST_
based on IQVIA Global template 1 May 2019

Eli Lilly and Company
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F.

NEUSPESNE VSTUPNE VYSETRENIA

Prijemca platby dostane platbu za
neuspesné vstupné vysSetrenie, ku ktorému
déjde v sulade s Protokolom, vo vyske
uréenej v rozpocte. Prijemca platby dostane

platbu za vSetky neuspe$né vstupné
vySetrenia za predpokladu, Zze takéto
neuspesSné  vstupné vySetrenia  budu

vykonané v sulade s Protokolom. IQVIA
bude monitorovat skriningové postupy
zdravotnickeho zariadenia pocas celej Studie
a podla potreby poskytne Skolenie alebo
preskolenie, aby sa vykonavalo spravne
vstupné vySetrenie.

NeuspesSné vstupné vysetrenia (t.j. Navsteva
1) budi zaplatené v plnej vysSke podfla
uvedenej rozpoctovej tabulky.

Pozri, pripojenu excelovsku tabufku (Priloha
1: Rozpoctova tabulka, Rozdelenie platieb
pre Skusajuceho a Zdravotnicke zariadenie).

G. PREDCASNE VYRADENIE _ALEBO
VYSTUPENIE UCASTNIKOV KLINICKEHO
SKUSANIA

Uhrady za Ggastnikov klinického skusania,
ktori boli zo skuSania vyradeni alebo z neho
predCasne vystupili, sa vyplatia pomernym
spbésobom  podla  podtu  potvrdenych
absolvovanych navstev.

H. NEPLANOVANE NAVSTEVY

Platby za neplanované navstevy sa budu
uhradzat vo vySke 595 Eur vratane
prevadzkovych nakladov, ako sa uvadza
v rozpoctovej tabulke vySSie. Aby vznikol
narok na uhradu za neplanované navstevy,
musia sa skompletizovat  podkladové
zaznamenané Udaje a odoslat spolo¢nosti
IQVIA  spolu so vSetkymi  dalSimi
informaciami, ktoré moéze spolo¢nost IQVIA
pozadovat, aby dostato¢ne zdokumentovala
neplanovanu navstevu subjektu.

Dana platba za neplanovanu navstevu bude
rozdelend v pomere 30 % z celkovej sumy
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the amount of 417 Euros.

I CONDITIONAL PROCEDURES (WITH INVOICE)

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

Please, see attached excel sheet (Annex 1:
Budget table, Distribution of payments for the
Investigator and the Institution).

J. IEC FEES

IEC costs will be paid upon receipt of an
invoice issued by the IEC, and are not included
in the attached Budget. Payment will be made
directly to the IEC. Any subsequent re-
submissions or renewals, upon approval by
IQVIA and Sponsor, will be paid upon receipt of
appropriate documentation.
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pre Zdravotnicke zariadenie, o predstavuje
sumu 179 Eur a 70 % z celkovej sumy pre
Skusajuceho, ¢o predstavuje sumu 417 Eur.

l.  POSTUPY VYKONAVANE PODLA
POTREBY (NA FAKTURU)

IQVIA poskytne nahradu za polozky uvedené
nizsSie, ktoré sa povazuju za neStandardnu
starostlivost’ a ktoré vyzaduje Protokol. Platby
za takto pomenované polozky budu splatné
prijemcovi po preskiumani a schvaleni
podrobnej faktiry zo strany IQVIA a Lilly,
vratane Cisla predmetu/jedine¢ného
identifikatora a datumu  postupu/sluzby.
ZvySenie fakturovatefnych nakladov bude
zaplatené len po vopred pisomnom suhlase
spolo¢nosti  IQVIA. Sumy rozpoctovanych
poloziek predstavuji maximalne splatné sumy,
pokial sa neziska takyto predbezny pisomny
suhlas. Ziadosti o platbu za sluzby
poskytované tretou stranou budu vyzadovat,
aby Zdravotnicke zariadenie predlozilo fakturu
tejto tretej strany, ktora bude sluzit ako zaklad

pre platbu zdravotnickemu  zariadeniu.
Zdravotnicke zariadenie si  je vedomé
a suhlasi s tym, Zze IQVIA nemoéze

zdravotnickemu zariadeniu preplatit Ziadnu
menovanu polozku, za ktora platitel tretej
strany Uplne alebo CiastoCne zaplatil. VSetky
uvedené sumy zahffaju pripadné reZijné
naklady.

Pozri, pripojenu excelovsku tabufku (Priloha 1:
Rozpoctova tabulka, Rozdelenie platieb pre
SkusSajuceho a Zdravotnicke zariadenie).

J. POPLATKY NEZAVISLYM ETICKYM
KOMISIAM

Néklady na nezavislé etické komisie (NEK)
sa budu uhradzat po prevzati faktury od
NEK a nie su zahrnuté v pripojenom

rozpoCte. Platba sa poukaze priamo NEK.
Vsetky nasledujuce podania alebo
predizenia platnosti sa po schvaleni

spolo¢nostou IQVIA a zadavatelom budu
uhradzat po prevzati prislusne;j
dokumentacie.
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K. STUDY SUBJECT REIMBURSEMENT

The Parties acknowledge that Sponsor
contracted a vendor (Greenphire) that will
arrange travel and meal reimbursement due to
the Study Subjects. The Investigator and
Institution shall provide Greenphire with the
information necessary to enable Greenphire to
make the travel and meal reimbursement to the
Study Subijects.

Sponsor  shall  stipulated which  other

compensations for the clinical trial participant
shall be reimbursed.

L. PAYMENT DISPUTES

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

M. INVOICES

Payments will be issued by IQVIA based on
Visit Budget, payment frequency and payment
terms as described above.

Payments will be made only upon receipt of
corresponding invoices, including back-up
documentation, in the specified currency, as
described below. Invoices will be payable
within 30 days from the date of receipt by
IQVIA of the invoice, including any applicable
back-up documentation.

Invoices for any additional payments to those
stated in this agreement (i.e., additional
reimbursements or conditional procedures)
must also be sent to IQVIA and approved by
Sponsor.

All invoices shall be raised in the following
manner:

Invoices to be billed to:

IQVIA RDS Slovakia, s.r.o.
Vajnorska 100/B
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K. UHRADA PRE UCASTNIKA KLINICKEHO

SKUSANIA

Zmluvné strany beru na vedomie, ze zadavatefl
uzavrel zmluvu s dodavatelom (Greenphire),
ktory zabezpedi Uhradu cestovnych a stravnych
nakladov pre ucastnikov Kklinického skusania.
Zdravotnicke zariadenie poskytne spolo¢nosti

Greenphire informacie potrebné na to, aby
spolo¢nost  Greenphire mohla ucéastnikom
klinického skuSania uhradit cestovné a stravné
naklady.

Zadavatel mdze urcit, ktoré dalSie kompenzacie
pre ucCastnika klinického skusania mézu byt
preplatené.

L. PLATOBNE NEZROVNALOSTI

Proti platobnym nezrovnalostiam, ktoré sa
vyskytnu v priebehu sku3ania, méze pracovisko
skusania namietat do tridsiatich (30) dni od
pripisania poslednej platby.

M. FAKTURY

Platby bude spolo¢nost IQVIA vydavat
na zaklade rozpoCtu navstev, frekvencie
platieb a platobnych podmienok, ako je

opisané vyssie.

Platby sa uskuto€nia az po prijati prisluSnych
faktar vratane podpornej dokumentacie
vV uvedenej mene, ako je opisané niZSie.
Faktary budu splatné do 30 dni odo dna
prijatia faktury spolo€nostou IQVIA vratane
prislusnej podpornej dokumentacie.

Faktury za akékolvek dodato¢né platby
k platbdm uvedenym v tejto zmluve
(t. j. dodatoéné uhrady alebo podmienené
postupy) musia byt tieZ zaslané spolocnosti
IQVIA a schvélené zadavatelom.

VSetky faktdary sa vystavuju nasledovnym
spbsobom:

Faktary sa vystavuju na adresu:

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

Invoices to be sent to:
Email original invoices including back up to:

In addition invoices can be submitted via portal.
The Payee has received an email to create an
account in our Payments Portal. From the
Portal Payee will be able to access subject
activities by protocol, submit invoices as well as
view payment details for all payments made by
IQVIA.

Link to the Portal:
https://ctp.solutions.igvia.com

Emailed or uploaded invoices and backup are

831 04 Bratislava
Slovenska republika

Faktury posielajte na adresu:
Origindly  faktar vratane
e-mailom na adresu:.

zalohy poslite

Okrem toho je mozné posielat faktary cez
portal. Prilemca platby dostal e-mail na
vytvorenie uétu na nasom platobnom portali.
Z Portalu bude prijemca méct protokolarne
pristupovat k predmetnym aktivitam,
predkladat faktury, ako aj prezerat platobné
Udaje pre vSetky platby uskutocnené IQVIA.

Odkaz na portal:
https://ctp.solutions.igvia.com

Uprednostiuju sa faktiry zaslané e-mailom

preferred. In the event of invoices in hard copy

alebo nahrané a zalohované. V pripade

need to be sent, please send to the following

potreby zaslania faktur v tladenej podobe ich

address:
IQVIA Clinical Trial Payments
37 The Point
North Wharf Road, Paddington
London, W2 1AF
United Kingdom

Additionally, reasonable and customary costs
incurred for required unscheduled visits in
addition to the corresponding flat rate(s) set
forth above or additional Protocol-required
procedures not stated in this agreement that
are not related to adverse events shall be paid
by IQVIA in accordance with the invoiceable
process set forth above, provided that Lilly,
through IQVIA, agrees to the cost or procedure
in advance.

The following information should be included
on the invoice:
e  Complete INVESTIGATOR name,
address and phone number,
e Invoice Date,
e Invoice Number,
e Payee Name (must match Payee
indicated in CTA),
. Payment Amount,
e  Complete description of services
rendered,
e  Study Number,
Slovakia Clinical Trial Agreement template-INV &(priv) INST_
based on IQVIA Global template 1 May 2019
Eli Lilly and Company

Project code: IAB06343
PI: Jozef Balaz,MD

CONFIDENTIAL Page 9 of 16

poSlite na tuto adresu:

IQVIA Clinical Trial Payments
37 The Point

North Wharf Road, Paddington
London, W2 1AF

Spojené kralovstvo

Okrem toho, primerané a obvyklé naklady,
ktoré vzniknu za pozadované neplanované

navstevy okrem zodpovedajucej paudalnej
sadzby(-ov) uvedenej vysSie, alebo
dodatoénych protokolom poZzadovanych

postupov, ktoré nie su uvedené v tejto dohode
a ktoré nesuvisia s neziaducimi udalostami,
uhradi IQVIA v sulade s fakturovatelny proces
uvedeny vysSie za predpokladu, Zze Lilly
prostrednictvom  IQVIA  vopred suhlasi
s nakladmi alebo postupom.

Faktara by mala obsahovat
informacie:

e UpIné meno, adresu a telefénne &islo

SKUSAJUCEHO LEKARA,

e Datum vystavenia faktury,

o Cislo faktary,
Nézov prijemcu (musi sa zhodovat' s
nazvom prijemcu uvedenym v CTA),
Vysku platby,
Uplny popis poskytnutych sluZieb,
Cislo klinického skusania,
Nazov zadavatela,

nasledujuce
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https://ctp.solutions.iqvia.com/
https://ctp.solutions.iqvia.com/

e  Sponsor Name,
e Invoices should be printed on
site/institution letterhead.

All invoice and payment related inquiries shall
be addressed directly to IQVIA Clinical Trial
Payments at.

Invoices and any accompanying
documentation must not include any personally
identifying information of any Study Subject,
including but not limited to Study Subject first
or last name, initials, date of birth, address,
telephone, passport number, email address, or
credit card information. If invoices or any
accompanying documentation do contain this
information IQVIA will notify Payee. Payee will
need to resubmit a redacted invoice and
accompanying documentation that does not
include any personally identifying information of
any Study Subiject.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED.

All amounts include all applicable taxes and
excludes VAT.

All payments for this Study in accordance with
the attached Budget will be
paid by IQVIA electronically.

Slovakia Clinical Trial Agreement template-INV &(priv) INST_
based on IQVIA Global template 1 May 2019

Eli Lilly and Company

Project code: IAB06343

PI: Jozef Balaz,MD
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e Faktury by mali byt vytlatené na

hlavickovom papieri pracoviska
klinického skdsania/zdravotnickeho
zariadenia.

V3etky otazky tykajuce sa faktur a platieb
adresujte priamo spolo¢nosti IQVIA Clinical
Trial Payments na adresu.

Faktury ani Ziadne sprievodné dokumenty
nesmu obsahovat osobné identifikatné
Udaje  ziadneho  uCastnika  klinického
skuSania, najmad meno alebo priezvisko,
inicialy, datum narodenia, adresu, telefonne
Cislo, Cislo pasu, e-mailovu adresu alebo
udaje platobnej karty. Ak budu faktary alebo
sprievodna dokumentacia obsahovat tieto
Udaje, spolo¢nost IQVIA o tom bude
informovat prijemcu platieb. Prijemca platieb
bude musiet zaslat opravenu fakturu a
sprievodnu dokumentaciu, ktora nebude
obsahovat osobné identifikacné udaje
ziadneho ucastnika klinického sku$ania.

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU ZOHLADNENE.

VSetky sumy zahffiaju vSetky platné dane,
okrem DPH.

VSetky platby za skuSanie podla pripojeného
rozpoCtu uhradi
spolocnost IQVIA elektronickym prevodom.
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ANNEX 1: BUDGET TABLE, DISTRIBUTION OF PAYMENTS FOR THE INVESTIGATOR AND THE INSTITUTION
PRILOHA 1 : ROZPOCTOVA TABULKA, ROZDELENIE PLATIEB PRE SKUSAJUCEHO A ZDRAVOTNICKE

ZARIADENIE

PI NAME / MENO SKUSAJUCEHO : | JOZEF BALAZ, MD

Site costs / Naklady na pracovisko:

Site costs /
Naklady na pracovisko

Budget in Euro Budget Budget
currency (€) / Institution Investigator
Rozpocet vmene | in Euro currency | in Euro currency
EURO(€) (€)/ (€)/
Rozpocet pre Rozpocet pre
Zdravotnicke Skasajuceho v
zariadenie v Eurach(€)
Eurach(€)

Study Start-up fee/
Site Set-up fee
Poplatok na rozbeh skuSania

Archiving fee/
Poplatok za uskladnenie,
archivaciu zéznamov

Pharmacy Start-Up Fee/
Zaciato¢ny poplatok lekarne

Fee for processing CTA
Amendment/ Poplatok za
spracovanie dodatku k zmluve

Study Close out: including
all activities related to
closing out the site/
Poplatok za ukonéenie skusania

BUDGET TABLE / Rozpoctova tabulka:.

suma za NAvSTEVY | INSTITHION 1 INVESTISATOR
VISIT / Névsteva VRATANE (30%)/ o
PREVADZKOVYCH Zdravotnicke Skusajuci (70%)
NAKLADOV (EUR(€) | zariadenie (30%)

VISIT AMOUNT
INCLUDING
OVERHEAD (EUR (€)/

Percentage distribution /
Percentualne rozdelenie

Visit 1 / Navsteva 1

Visit 2 / Navsteva 2

Visit 3/ Navsteva 3

Visit 4 / Navsteva 4

Visit 5 / Navsteva 5

Visit 6 / Navsteva 6

Visit 7 / Navsteva 7

Visit 8 / Navsteva 8

Visit 9 / Navsteva 9

Slovakia Clinical Trial Agreement template-INV &(priv) INST_
based on IQVIA Global template 1 May 2019

Eli Lilly and Company
Project code: IAB06343
PI: Jozef Balaz,MD
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Visit 10 / Navsteva 10

Cost Per Patient with Overhead /
Naklady za jedného pacienta vratane
prevadzkovych nakladov

*ED

**UV

801 - Telephone / 801 — Telefon

Visit 501 / Navsteva 501

Visit 502 / Navsteva 502

Visit 503 / Navsteva 503

Visit 504 / Navsteva 504

Visit 505 / Navsteva 505

Visit 506 / Navsteva 506

Visit 507/ Navsteva 507

#ECAVa Telehealth/Remote / #ECAVa
Telemedicinska/dialkova

ECAVbD Telehealth/Remote / ECAVb
Telemedicinska/dialkova

ECAVc Onsite / ECAVc Na mieste

##DC

UV- Continued Access Only G UV / Len
nepretrZzity pristup

V901

*ED: Early Discontinuation / Pred¢asné prerusenie lieCby
**UV: Unscheduled Visit/ Neplanovana navsteva

#ECAV: Extended Continued Access Visits / Navstevy s predizenym nepretrzitym pristupom
##DC: Discontinuation Visit / PreruSenie navstevy

Note / Poznamka: UV and ECAV can occur more than once / UV a ECAV sa mézZe uskutocnit
viackrat.

Slovakia Clinical Trial Agreement template-INV &(priv) INST_
based on IQVIA Global template 1 May 2019

Eli Lilly and Company
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SCREENING FAILURE / NEUSPESNE VSTUPNE VYSETRENIA :

Percentage distribution /
Percentualne rozdelenie

ADDITIONAL CRF-BASED

Cost in Euro (€)
PAYMENTS (Not Included in /

Cost per Patient) / Nékiady v Eurgch | INSTITUTION INVESTIGATOR
DALSIE PLATBY NA ZAKLADE © (30%)/ 0%
CRF (nie sti zahrnuté v nakladoch Zdravotnicke Skasajuci (70%)
za pacienta) zariadenie

(30%)

Screen Failure at Visit 1; payment
includes overhead. /

Neuspesné vstupné vysetrenia pri
1. navsteve; platba zahfria
prevadzkové naklady.

Screen Failure at Visit 2; payment
is in addition to Visit 1 and
includes overhead. /

Neuspedné vstupné vysetrenia pri
2. navsteve; platba sa pripocita k
1. navsteve a zahfria prevadzkové
néklady.

CONDITIONAL PROCEDURES (WITH INVOICE)/ POSTUPY VYKONAVANE PODLA POTREBY (NA FAKTURU):

Percentage distribution /
Percentualne rozdelenie
Procedure in
Procedure / Postupy amount (EURO INSTITUTION INVESTIGATOR
©)/ (30%)/ (70%)/
Suma za postup Zdravotnicke Skusajuci (70%)
(v EURé&ch (€)) zariadenie (30%)

Repeat/additional TB test (Local Lab) if
performed in accordance with the
protocol; price includes overhead./
Opakovany/dal$i TBC test (v miestnom
laboratériu), ak sa vykonava v stlade s
protokolom; cena zahfria prevadzkové
naklady.

Repeat/additional Chest X-ray if
performed in accordance with the
protocol; price includes overhead./
Opakovany/dalsi réntgen hrudnika
(postero-anteriérna snimka), ak sa
vykonava v sulade s protokolom; cena
zahfria prevadzkové naklady.

Repeat/additional Urine pregnancy test
(Local Lab) if performed in accordance
with the protocol; price includes
overhead./

Opakovany/dal$i tehotensky test z mocu
(v miestnom laboratériu), ak sa vykonava
v stlade s protokolom; cena zahfria
prevadzkové naklady.

Slovakia Clinical Trial Agreement template-INV &(priv) INST_
based on IQVIA Global template 1 May 2019
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Repeat/additional/optional blood draw if
performed in accordance with the
protocol; price includes overhead./
Opakovany/dalsi/volitelny odber krvi, ak
sa vykonava v sulade s protokolom; cena
zahfria prevadzkové naklady.

Repeat/additional/optional specimen
processing for central labs if performed in
accordance with the protocol; price is per
tube and includes overhead./
Opakované/dodatocné/volitelné
spracovanie vzoriek pre centrélne
laboratéria, ak sa vykonava v sulade s
protokolom; cena je za skimavku a
zahfria prevadzkové naklady.

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 and
overhead./

Opakovany/dalsi odber mocu pre
centrélne laboratéria, ak sa vykonava v
sulade s protokolom; cena je za jednu
vzorku a zahfria pripravu a odoslanie do
centralneho laboratéria a prevadzkové
néklady.

Repeat/additional Symptom-directed
physical exam if performed in accordance
with the protocol; price includes
overhead./

Opakované/dal$ia lekarska prehliadka
zamerana na priznaky, ak sa vykonava v
sulade s protokolom; cena zahrnia
prevadzkové naklady.

Repeat/additional Vital signs if performed
in accordance with the protocol; price
includes overhead./

Opakované/dalSie vysetrenie vitalnych
funkcii, ak sa vykonava v stlade s
protokolom; cena zahfria prevadzkové
néklady.

Repeat/additional ECG if performed in
accordance with the protocol; price
includes overhead./
Opakované/dalsie vySetrenie
elektrokardiogramu (EKG), ak sa
vykonava v sulade s protokolom; cena
zahffia prevadzkové naklady.

Repeat/Additional EIMs when not required
in the SOA; price includes overhead./

Opakované/dalsie EIM, ak sa nevyZaduje
v SOA, cena zahfria prevadzkové naklady

Additional Study drug administration by
site personnel if the patient is not able to
administer the injection; price includes
subcutaneous injection and overhead./
Dodatocné podanie skisaného lieku v
ramci klinického skasania personalom
pracoviska, ak si pacient nie je schopny
podat’ injekciu; cena zahfria subkutannu
injekciu a prevadzkové néaklady.

Additional observation if needed following
administration of mirikizumab if performed
in accordance with the protocol; price is
per hour per patient and includes
overhead./

Dodatoéné pozorovanie, ak je potrebné
po podani mirikizumabu, ak sa vykonava

Slovakia Clinical Trial Agreement template-INV &(priv) INST_
based on IQVIA Global template 1 May 2019
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v stlade s protokolom; cena je za hodinu
na pacienta a zahfria prevadzkové
néklady.

Endoscopy (Flexible sigmoidoscopy) at
V1 and per investigator discretion in
accordance with the protocol; price
includes all endoscopy-related items and
services, moderate sedation, tissue prep
and ship to Central Lab and overhead./
Endoskopia (flexibilna sigmoidoskopia) pri
V1 a podla uvazenia skusajuceho lekara v
Sulade s protokolom; cena zahfria vSetky
polozky a sluzby suvisiace s endoskopiou,
mierne sedativa, pripravu tkaniva a
odoslanie do centralneho laboratéria a
prevadzkové naklady.

Endoscopy (Colonoscopy) if performed in
accordance with the protocol; price
includes all endoscopy-related items and
services, moderate sedation, tissue prep
and ship to Central Lab and overhead./
Endoskopia (kolonoskopia), ak sa
vykonava v sulade s protokolom; cena
zahffia vSetky poloZKky a sluzby suvisiace
s endoskopiou, mierne sedativa, pripravu
tkaniva a odoslanie do centralneho
laboratéria a prevadzkové néaklady.

Repeat/additional Dispense stool
collection kit if performed in accordance
with the protocol; price includes collect
and ship to Central Lab and overhead./
Opakovany/dalsi odber stolice, ak sa
vykonava v sulade s protokolom; cena
zahfria odber a odoslanie do centralneho
laboratéria a prevadzkové naklady.

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 and overhead./
Opakovany/dalsi odber stolice (kultivacia,
testovanie C. difficile, fekalny
kalprotektin), ak sa vykonava v sulade s
protokolom; cena zahfria vyzdvihnutie a
odoslanie do centralneho laboratéria a
prevadzkové naklady.

Additional patient training time if required
after patient enters continued access;
price is per training per patient and
includes overhead./

Dodatocny ¢as na Skolenie pacienta, ak je
potrebny po vstupe pacienta s
nepretrzitym pristupom; cena je za
Skolenie na pacienta a zahffia
prevadzkové néaklady.

Reimbursement of locally-sourced
medication(s) if used in accordance with
the protocol and not paid by the patient's
private/national insurance for patients
enrolled in an industry-sponsored clinical
trial; requires third-party receipts,
reimbursement of actual expenses.
Excludes overhead. Price intentionally left
blank./
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Uhrada liekov z miestnych zdrojov, ak sa
pouZivaju v sulade s protokolom a nie st
hradené zo sukromného/statneho
poistenia pacienta pre pacientov
zaradenych do klinického skusania
sponzorovaného prislusnym odvetvim;
vyZaduje sa potvrdenie tretej strany,
Uhrada skutocnych vydavkov. Nezahfria
prevadzkové naklady. Cena je zamerne
ponechana prazdna.

Local lab(s) not otherwise listed on this
budget, if performed in accordance with
the protocol, sponsor approval required;
reimbursement of actual expenses based
on third-party receipts; price intentionally
left blank and excludes overhead./

Miestne laboratoria, ktoré inak nie st
uvedené v tomto rozpocte, ak konaju v
sulade s protokolom; vyZaduje sa suhlas
zadavatela; uhrada skuto¢nych vydavkov
na zaklade potvrdeni tretich stran; cena je
zamerne ponechana prazdna a nezahffia
prevadzkové naklady.
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