FAKULTN[II JN EMOCNICE

OSTRAVA

VYPUJCKA ENG PRISTROJ+IT
ev. ¢. Vypujéitele: 099/0VZ/24/076-V
ev. ¢. Pujcitele:

Smlouva o vypljcce

(,smlouva“)

uzaviena podle ust. § 2193 a nasl. zakona ¢. 89/2012
Sb., ob¢anského zakoniku

ICON Clinical Research Limited

se sidlem: South County Business Park, Leopardstown,
Dublin 18, Irsko

IC: IE 8201978R

zastoupena:

(dale jen ,pajéitel”)

Fakultni nemocnice Ostrava

se sidlem 17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Ceska republika

IC: 00843989

jednajici:

Ztizovaci listina MZ CR ze dne 25. listopadu 1990, ¢. j. OP-
054-25.11.90
(dale jen ,vypujcitel”)

VZHLEDEM K TOMU, ZE pujcitel a vypdjcitel podepsali
(nebo brzy podepisi) smlouvu o provedeni klinického
hodnoceni, podle niZz bude vypujcitel provadét pro
spole¢nost Takeda Development Center Americas, Inc.,
95 Hayden Avenue, Lexington, MA 02421 USA
(,zadavatel”) klinické hodnoceni (jak je definovano nize)
hodnoceného pfipravku zadavatele oznacovaného jako
TAK-279 (dale jen ,,hodnoceny ptipravek®);

VZHLEDEM K TOMU, ZE vypajcitel za Gcelem splnéni
podminek protokolu klinického hodnoceni pozaduje, aby
mu bylo poskytnuto vybaveni (jak je definovano nize);

1. Pujcitel poskytne vypUijciteli k uzivani movité véci, jak
je uvedeno nize v ptiloze A (dale jen ,vybaveni”).
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Borrowing Contract

(the “Contract”)

Concluded according to provisions of Section 2193 et
seq. of the Civil Code

ICON Clinical Research Limited

with an office: South County
Leopardstown, Dublin 18, Ireland

ID: IE 8201978R

Represented by:

Business  Park,

(hereinafter referred to as the "Lender")

and

Fakultni nemocnice Ostrava

with an office: 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Czech Republic

ID: 00843989

Represented by:

Foundation Deed of the Ministry of Health of the Czech
Republic dated 25 November 1990, Ref. No. OP-054-
25.11.90

(hereinafter referred to as the "Borrower")

WHEREAS the Lender and Borrower have signed (or shall
shortly sign) a clinical trial agreement for the Borrower’s
conduct of the Clinical Trial (as defined below) for Takeda
Development Center Americas, Inc., 95 Hayden Avenue,
Lexington, MA 02421 USA (“Sponsor”) on Sponsor’s
investigational drug identified as TAK-279 (the “Study
Drug”);

WHEREAS the Borrower in order to comply with the terms
of the Protocol of the Clinical Trial requires the Equipment
(as defined below) to be provided;

1. The Lender shall provide the movable assets as
listed in the below Schedule A (the “Equipment”).
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PGjcitel prohlasuje, Ze wuvedené zapujCované
informacni technologie nemaji nainstalovan Zadny
operacni systém, tudiz Cislo licence neni
aplikovatelné. PUjcitel potvrzuje, Ze software
nainstalovany na vybaveni v dobé dodani vypuijciteli
maze byt zakonné pouzivan pro uréeny ucel v Ceské
republice.

Pujcitel se zavazuje, Ze vybaveni podle odst. 1. této
smlouvy vypujc¢i k do¢asnému uzivani vypujciteli pro
ucely  klinického  hodnoceni , Multicentricka,
randomizovan3, pfi indukcni [écbé dvoijité zaslepena,
placebem kontrolovand studie faze 2b s rozmezim
davek k wvyhodnoceni Ucinnosti a bezpecnosti
peroralniho pfipravku TAK-279 u ucastnikl se
stfedné zdvaZnou aZ zdvaznou aktivni Crohnovou
chorobou” s protokolem ¢. TAK-279-CD-2001 (dale
jen ,klinické hodnoceni“) dle smlouvy o provedeni
klinického hodnoceni ¢. 017/0VZ/24/034-P (dale jen
»,smlouva o klinickém hodnoceni”). VypUijcitel se
zavazuje uZivat vybaveni podle odst. 1. této smlouvy
vyhradné pro ucely tohoto klinického hodnoceni. O
predani a nasledné o vraceni vybaveni bude sepsan
predavaci protokol, ktery podepiSe oprdvnény
zastupce pracovisté.

Pajcitel preda vypuijciteli veskeré doklady, které se
vztahuji kvybaveni vsouladu se zdkonnymi
pozadavky pro jeho provoz. Témi jsou prohlaseni o
shodé nebo certifikaci CE, navod k obsluze v ¢eském
jazyce v pisemné podobé, protokol o zaskoleni
obsluhy  (spolu S povérenim odpovédného
pracovnika k dalSimu preskolovani) a pokud byla
provedena vstupni méreni (kalibrace, validace, jiny
typ méreni), tak pfislusny protokol a doklady
odpovidajici pozadavkim zakona o metrologii.

Vypluijcitel se zavazuje umistit vybaveni podle odst. 1.
této smlouvy na pracovisti: Oddéleni
gastroenterologie, hepatologie a pankreatologie —
Interni a kardiologickd klinika a nepfemistovat
vybaveni bez predchoziho pisemného souhlasu
pljéitele na jiné misto. Vypujcitel vrati vybaveni
pajciteli poté, co je jiz nebude treba pro ucely
klinického hodnoceni do jednoho (1) mésice od
pisemné Zadosti o vraceni.
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The Lender declares the loaned Information
Technology has no operating system, therefore
license number is not applicable. The Lender
confirms that the software installed on the assets
at the time of delivery to the Borrower can be
lawfully used for their intended purposes within
the Czech Republic.

The Lender is obliged to loan the Equipment
according to Clause 1 of this Contract for
temporary use by the Borrower for the Clinical
Trial “A Phase 2b, Multicenter, Randomized,
Double-blind  Induction, Placebo-Controlled,
Dose-Ranging Study to Evaluate the Efficacy and
Safety of Oral TAK-279 in Subjects with
Moderately to Severely Active Crohn’s Disease”
with Protocol No TAK-279-CD-2001 (hereinafter
as “Clinical Trial”) according to the Clinical Trial
Agreement no. 017/0VZ/24/034-P (the “Clinical
Trial Agreement”). The Borrower is obliged to use
the Equipment according to Clause 1 hereof
exclusively for purposes of the Clinical Trial. The
receipt/return ackowledgement will be be signed
by an authorized worksite representative.

The Lender shall provide to the Borrower all
documents related to the Equipment in
accordance with legal regulations for its proper
performance. It means declaration of conformity
or CE certificate, operating instructions in Czech
language in written form, log on staff training
(together with the authority responsible for
further retraining) and if any input measurements
(calibration, validation, different type of
measurements), competent protocol and
relevant documents in accordance with applicable
law on metrology.

The Borrower is obliged to place the Equipment
according to Clause 1 of this Contract in the
worksite  of Oddéleni  gastroenterologie,
hepatologie a pankreatologie - Interni a
kardiologicka klinika and will not move the
Equipment to another location without the
Lender’s prior written approval. The Borrower
shall return the Equipment to the Lender to the
Lender when the movable asset is no longer
needed for the Clinical Trial within one (1) month
of written request to return.
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5.

10.

11.
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Vypujcka podle této smlouvy se déje bezplatné.

Vybaveni zlstane vyhradnim vlastnictvim pujcitele
nebo zadavatele/dodavatel( sjednanych
s puUjcitelem, pfipadné se zadavatelem. Zaftizeni
musi:

6.1 byt mozné odejmout kdykoli na zadost pujcitele
nebo zadavatele za predpokladu, Ze takové odejmuti
nebrani vypujciteli v provadéni klinického hodnoceni
a plnéni jeho zdvazkl podle smlouvy o provedeni
klinického hodnocenti;

6.2 byt pouzivano v souladu s jakymikoli navody k
pouZiti nebo pokyny po dobu, kdy jsou v drZeni
vypujcitele; a

6.3 byt jasné identifikovano jako vyhradni viastnictvi
zadavatele, pUjcitele ¢i pfipadné dodavatele, a to
uvedenim ,VLASTNIKEM JE Jméno zadkonného
vlastnika“, aby bylo ozndmeno tfetim stranam,
véetné véfitell, Ze zdkonny vlastnik si ponechava
vlastnické pravo.

Vypujcitel se zavazuje nepfenechavat vybaveni

k uzivani jinou treti stranou bez souhlasu pUjcitele.

Pujcitel se zavazuje zajistovat a na své naklady hradit
pravidelné preventivni kontroly a prohlidky vybaveni

dle navodu kpouziti nebo jak je stanoveno
vyrobcem.
Pajcitel bude hradit na své naklady spotiebni

material nezbytny pro fadné pouzivani vybaveni.

Vypujcitel odpovida za Uschovu vybaveni po dobu,
kdy je vybaveni v drzeni vypUjcitele. Zadavatel nebo
jim povérend osoba je odpovédnd za pravidelnou
pozadovanou Udrzbu vybaveni dle uzivatelské
prirucky, jakoz i za vyménu dilG v disledku bézného

opotiebeni.

Béhem doby, kdy je vybaveni v drZeni vypujcitele,
bude vypujcitel odpovédny za jakoukoli ztratu nebo
poskozeni vybaveni (po odecteni béiného
opotrebeni), s vyjimkou pripadd, kdy je takova ztrata
nebo poskozeni zplsobena jednanim a/nebo
opomenuti zadavatele a/nebo pujcitele.
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10.

11.

The borrowing hereunder is granted free of
charge.

The Equipment shall remain the sole property of
Lender or Sponsor/vendors contracted by Lender
or Sponsor, as the case may be. The Equipment
shall:

6.1 be subject to removal at any time upon the
Lender’s or Sponsor’s demand provided that such
removal does not prevent the Borrower from
conducting the Clinical Trial and carrying out their
obligations under the Clinical Trial Agreement;
6.2 be used in accordance with any manuals or
instructions while in possession of the Borrower;
and

6.3 be clearly identified as the sole property of the
Sponsor/Lender/vendor, as applicable, by stating
“BELONGS TO Name of legal owner” in order to
notify any third parties, including creditors, that
the legal owner retains title thereto.

The Borrower is obliged not to let the Equipment
be used by any third parties without the Lender's
approval.

The Lender is obliged to perform at its own costs
the regular preventive inspections of the
Equipment according operating instruction or
specified by the manufacturer.

The Lender is obliged to pay at its own costs
consumables which are necessary for proper
performance of the Equipment.

Borrower shall be responsible for the safekeeping
of Equipment while Equipment is in Borrower’s
possession. Sponsor, or its designee, shall be
responsible for regular required maintenance of
the Equipment as per the user’s manual, as well
as replacing parts due to ordinary wear and tear.

During the time Equipment is in the possession of
the Borrower, Borrower shall be responsible for
any loss of, or damage to the Equipment (minus
ordinary wear and tear), except to the extent such
loss or damage is due to the acts and/or omissions
of Sponsor and/or Lender.
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12.

13.

14.

15.

16.

17.
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VyplUijcitel se zavazuje umoznit pujciteli vstup na své
pracovisté za ucelem provedeni kontroly, zda je
vybaveni podle odst. 1. této smlouvy pouzZivano
v souladu s podminkami jeho vypljcky podle této
smlouvy.

Neni-li touto smlouvou ujedndno jinak, fidi se
vzdjemny pravni vztah mezi obéma stranami
ust. § 2193 a nasl. obanského zakoniku.

Tato smlouva nabyvd platnosti dnem jejiho
posledniho podpisu a uzavird se na dobu trvani
klinického hodnoceni, tj. v predpokladané dobé do
15. listopadu 2027 nebo do data, kdy jiz nebude
vybaveni pro ucely klinického hodnoceni potfebné a
kdy bude vraceno v souladu se smlouvou.

Tato Smlouva je vyhotovena ve dvojjazyéné verzi,
anglické a Cceské. V pfipadé rozpord a/nebo
nesrovnalosti mezi anglickou a ceskou verzi ma
prednost verze Ceska.

Smlouva je vyhotovena ve dvou stejnopisech, z nichz
kazdd smluvni strana obdrzi po jednom vyhotoveni.

PUjcitel timto bere na védomi, Ze vyplUijcitel je v
souladu se zdkonem €. 340/2015 Sb., o registru smluv
povinen zverejnit tuto smlouvu a jeji pripadné
dodatky (https://smlouvy.gov.cz/).

Smluvni strany souhlasi s tim, Ze vramci takového
zverejnéni nebudou sdélena ani zvefejnéna zadna
obchodni tajemstvi ani osobni informace. Pro ucely
této smlouvy se takova obchodni tajemstvi mimo jiné
vztahuji na ocekdvanou dobu trvani klinického
hodnoceni. V dUsledku toho se smluvni strany
dohodly na verzi této smlouvy ke zvefejnéni, z niz
byly vSechny osobni informace a obchodni tajemstvi
odstranény (,,dohodnuta podoba“).

Smluvni strany souhlasi s tim, Ze vypUjcitel zverejni
dohodnutou podobu vregistru smluv do 5
pracovnich dni od data pfipojeni posledniho podpisu
ktéto smlouvé. Pokud vypujcitel nezverejni
dohodnutou formu této smlouvy do 5 pracovnich dni
od data pfipojeni posledniho podpisu, muze
dohodnutou podobu zverejnit pujcitel. Smluvni
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12. The Borrower is obliged to allow the Lender to
enter its worksite for the purpose of performing
inspection to check, if the Equipment according to
Clause 1 of this Contract is used in accordance
with the borrowing conditions hereunder.

13. If not agreed otherwise hereby, the mutual legal
relationship between the parties is governed by
the provisions of 2193 et seq. of the Civil Code.

14. This Contract is effective on the date of last
signature below and is effective for the duration
of the Clinical Trial according to the Clinical Trial
Agreement, in anticipated term of duration till 15
November 2027 or ending on the date when the
Equipment is no longer needed for the Clinical
Trial and is returned in accordance with the
Contract.

15. This Contract has been drafted in bilingual
version, English and Czech. In case of any
contradictions and/or inconsistencies between
the English and the Czech versions, the Czech
version shall prevail.

16. This Contract is executed in two copies, of which
each contracting party shall receive one.

17. The Lender acknowledges that the Borrower is

obligated in accordance to the Act. No. 340/2015
Coll.,, on Agreement Registry
(https://smlouvy.gov.cz/) to  publish  this
Agreement and any amendments thereto.

The parties agree that no business secrets or
personal information shall be disclosed or made
public as part of such publication. For the
purposes of this Contract, such business secrets
include but are not limited to the expected
duration of the Clinical Trial. As a result, the
parties have agreed a version of this Contract for
publication, in which all business secrets and
personal information have been redacted
(“Agreed Form”).

The parties agree that the Borrower shall effect
the publication of the Agreed Form on the
Agreement Registry within 5 working days of the
date of final signature of this Contract. Should the
Borrower fail to publish the Agreed Form of this
Contract within 5 working days from the date of
final signature, the Lender may publish the
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strany souhlasi stim, Ze tato smlouva nenabude
ucinnosti, dokud nebude dohodnutd podoba
zvefejnéna v souladu s timto ustanovenim (,,datum
ucinnosti“).

V pripadé, Ze platnost dohodnuté podoby bude po
zverejnéni zpochybnéna, smluvni strany si takové
zpochybnéni vzdjemné oznami co nejdfive poté, co
se o takovém zpochybnéni dozvi, a budou
spolupracovat na dojednani revidované verze
dohodnuté podoby ke zverejnéni.

Vypujcitel v Zadném pripadé nezvefejni tuto smlouvu
v zadné jiné nez dohodnuté podobé, pokud to
nebude predem pisemné dohodnuto s pUjcitelem.

18. Seznam pfiloh za¢lenénych do smlouvy:

A.

00082585-4

Ptiloha A — seznam vybaveni
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18.

Agreed Form. The parties agree that this Contract
shall not come into effect until the Agreed Form
has been published in accordance with this clause
(“Effective Date”).

In the event that there is a challenge to the
validity of the Agreed Form, once it has been
published, the parties shall notify each other as
soon as reasonably practicable upon becoming
aware of such challenge and shall work together
to agree a revised version of the Agreed Form for
publication.

In no event shall the Borrower publish this
Contract in any form other than the Agreed Form,
unless agreed in advance in writing with Lender.

List of Incorporated Schedules:

Schedule A — List of equipment
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Pujéitel/Lender:

Podpis/Signature:

Datum/Date:

Vyptijéitel/Borrower:

Podpis/Signature:

Jméno/Name:

Datum/Date:

Podpis/Signature:

Jméno/Name:

Datum/Date:
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Priloha A — seznham vybaveni Schedule A — List of equipment

Alimentiv — all items to be provided by Alimentiv  Spole€nost Alimentiv — Spole¢nost Alimentiv doda
directly to sites vSechny polozky pfimo pracovistim.

e Make: e Znacka:

e Model: e Model:
0 Approximate commercial value: 0 Pfibliznd komeréni hodnota: 493,79 EUR
493.79 EUR

° Znacka:

Model: /-

Clario — all items to be provided by Clario directly Spole¢nost Clario — Spole¢nost Clario doda
to sites vSechny polozky pfimo pracovistim.

. 1
| 2511.02 Eur . 2511,02 EUR

0 Manufacturer: O Vyrobce

Height: 200 mm 0 Vyska: 200 mm
|
|
|

| __NelNe}

*Disclaimer — EUR values are as at Jan 2, *Vylouceni odpovédnosti — hodnoty v
2024, and subject to conversion rate EUR jsou uvedeny k 2. lednu 2024 a
fluctuations podléhaji vykyvim sménnych kurzQ.

0 Additional Supplies: 0 Dalsi materialy:
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155.23 EUR 155,23 EUR
- I - 1N
e Signant — all items to be provided by Signant e Spolecnost Signant — Spolecnost Signant doda
directly to sites vSechny polozky pfimo pracovistim.

Slate pro EU — TrialSlate pro

. .
. .
. .

758 EUR;
poskytnuté zafizeni s aplikaci —
rucni:

374 EUR.

NOTE: (Both above-mentioned devices ship with POZNAMKA: (Obé vyie uvedend zafizeni se
respective charger and power cord) dodadvaji s pfislusnou nabijeckou a napdjecim
kabelem.)
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