Smlouva o vypujcce

.
Smluvni strany

Fakultni nemocnice Brno

Jihlavska 20

625 00 Brno

Ceska republika

statni prispévkova organizace zfizena rozhodnutim
Ministerstva zdravotnictvi, bez povinnosti zapisu do
obchodniho rejstriku, zapsana do Zivnostenského
rejstfiku vedeného Zivnostenskym Gfadem mésta
Brna.

zastowpens

Ph.D., reditelem
ICO: 65 26 97 05
DIC:CZ65269705
Bankovni spojeni: Ceska narodni banka, & 0.

(dale jen vypujcitel)
a

IQVIA RDS Czech Republic s.r.o
Pernerova 691/42

186 00 Praha 8 - Karlin

Ceska republika

Identifikacni Cislo: 24768651

Danové identifikacni Cislo: CZ2468651

(dale jen puijcitel)

uzaviraji vsouladu sust. § 2193 a nasl

Obcanského zakoniku nasledujici smlouvu:

Il
Predmét smlouvy

Pujcitel pfenechava vypujciteli k bezplatnému
uzivani za ucelem provedeni klinického hodnoceni
,o2tydenni, randomizované, dvojité zaslepené,
placebem kontrolované, multicentrické klinické
hodnoceni s paralelnimi skupinami o Géinnosti a
bezpecnosti doplikové lécby GSK3511294 u
dospélych a dospivajicich uGgastnikl s t&zkym
nekontrolovanym astmatem s eozinofilnim
fenotypem” s Cislem protokolu 206713 (dale jen
,Klinicke hodnoceni* nasledujici zafizeni
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Contract of Borrowing

.
Contracting Parties

Fakultni nemocnice Brno

Jihlavska 20

625 00 Brno

Czech Republic

stafe contributory organization constituted by the
decision of the Ministry of Health, without duty of
registering into business register, registered at trade
register administered by the Trade Office of Brno city

Represented by

Director

Reg. No.: 65 26 97 05

Tax ID:CZ65269705

Bank: Ceska  narodni No.:

banka, Account

(hereinafter referred to just as the Borrower)
and

IQVIA RDS Czech Republic s.r.o
Pernerova 691/42

186 00 Praha 8 - Karlin

Czech Republic

Identification number: 24768651

Tax identification number; CZ2468651

(hereinafter referred to just as the Lender)

enter into the following Contract, pursuant to the
provisions of Section 2193 et seq. of the Civil Code:

L.
Subject Matter of Contract

The Lender shall provide to the Borrower for cost-free
use in order to conduct the Clinical Study entitled “A 52-
week, randomised, double-blind, placebo-controlled,
parallel-group, multi-centre study of the efficacy and
safety of GSK3511294 adjunctive therapy in adult and
adolescent participants with severe uncontrolled asthma
with an eosinophilic phenotype” with Protocol number
206713 (hereinafter referred to as the “Study”) the
following equipment with accessories:
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s prislusenstvim:

EKG ELlI 150c/250c, vyrobce Welch Allyn, Inc.
USA, hodnota pfistroje 54 350 CZK (2 073 Euro),
tfida A.

Pfiruéni pocitad: Mobilni zafizeni SF550, vyrobce
Bluebird Inc, USA, hodnota pfistroje 6 200 CZK
290 USD

Zafizeni AM3, vyrobce eResearch Technology
GmbH, Némecko, hodnota pfistroje 12 660 CZK
(483 USD), tfida IIA

Spirometr,  eResearch Technology = GmbH,
Némecko, hodnota pfistroje 98 952CZK (3774 Eur)
trida 11A

(dale jen ,zafizeni")

Pujcitel prohlasuje, ze vyse uvedené zafizeni je
zpUsobilé k fadnému uzivani a jeho stav odpovida
prislusnym piedpisim. Pujcitel dale prohlasuje, ze
vyrobci vydaly prohlaseni o shodé k predmétu
smlouvy v souladu s ¢eskymi pravnimi predpisy.
Prohlageni o shodé jsou priilohou této smilouvy.

Veskeré opravy, udrzbu, revize (elektrické, tlakove,
plynové) a servis zafizeni véetné provadeni
odborné udrzby dle § 41 zakona 89/2021 Sb., o
zdravotnickych prostiedcich, nebo dle doporuceni
vyrobce, kalibrace a validace bude provadét na sve
naklady pujcitel (v pfipade periodickych ¢innosti
bez vyzvani). Kopie protokoli o provedenych
prohlidkach, servisnich  zasazich, revizich,
kalibracich a validacich budou neprodlené zasilany
vypujciteli.

Zafizeni nebude piipojeno k datovym sitim
vypuijcitele, potfebné pfipojeni zarfizeni k internetu
zajisti a uhradi pujcitel. '

1l
Povinnosti vypujcitele

Vypujéitel souhlasi s tim, Ze na néj nepfechazi
7adné vlastnickeé pravo k vypijcenym zafizenim ani
7adna majetkova prava s nimi spojena. Vypujcitel
je povinen uvedené zafizeni fadné uzivat v souladu
s navodem k jeho obsluze vyhradné pro ucely
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ECG ELI 150c/250c, manufacturer Welch Allyn, Inc,
USA., unit value 54 350 CZK (2 073 Euro), class A

Handheld: Mobile device SF550, manufacturer Bluebird
Inc., USA, unit value 6 200 CZK (290 usD)

AM3, manufacturer eResearch Technology GmbH,
Germany, unit value 12 660 CZK (483 USD). class lIA

Spirometer, eResearch Technology GmbH, Germany,
unit value 98 952CZK (3774 Eur), class IIA

(hereinafter referred to as the “Equipment”)

The Lender declares that the above Equipment is fit for
normal use and that their condition complies with the
relevant regulations. The Lender also declares that their
manufacturer issued a statement of conformity for the
subject matter of contract in accordance with Czech law.
This statement of conformity forms an attachment
hereto.

All repairs, maintenance, inspections (electrical,
pressure, gas) and servicing of equipment, including the
performance of professional maintenance according to §
41 of the Act 89/2021 Coll., on medical devices, or
according to the manufacturer's recommendations,
calibration and validation will be carried out by the
Lender at its own expense (in the case of periodic
activities without invitation). Copies of the reports of
inspections, ~ servicing, revisions, calibrations and
validations carried out shall be sent to the Borrower
without delay.

The Equipment shall not be connected to the Borrower's
data networks; the Lender shall provide and pay for the
necessary internet connection.

Ml
Obligations of the Borrower

The Borrower agrees that no title to nor any proprietary
rights related to the Equipment are transferred to the
Borrower. The Borrower shall have the obligation to use
the said Equipment properly, in accordance with the
instructions for use and for 206713 study purpose and
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ey

studie 206713 a zplUsobem popsanym v protokolu
klinického hodnoceni a na zakladé pisemnych
pokynii udélenych pujcitelem pro potfeby Kliniky
nemoci plicnich a tuberkuldzy, FN Brno,

Vypujéitel je povinen uchovavat zapujéené pristroje
na bezpeéném misté a chranit je pfed poskozenim,
ztratou nebo zni¢enim, nesmi jej pfedat k uzivani
tfetim osobam bez pisemného souhlasu pujcitele.
Po skongeni vypuljcky nebo na zakladé Zadosti
pujcitele je vypujCitel povinen pfistroje a veskere
souvisejici $kolici materidly a dokumentaci vratit
pujciteli nebo jim uréenému zastupci dle €l. 1. teto
smlouvy ve stavu odpovidajicimu dobé jeho
uzivani. Pokud vypujcitel nevrati vypujené
pfistroje ve Ihité stanovené pujcitelem, uhradi
vypujéitel pujciteli pfipadné sankce, poplatky z
prodleni a/nebo naklady na vyménu.

Za tcelem uploadu pseudonymizovanych osobnich
udaju na portdl ERT (spoleénost eResearch
Technology GmbH)  budou k pfenosu datz
pistroje EKG a zafizeni Masterscope/spirometr do
pracovniho pocitate Zkous$ejiciho pouzivany flash
disky (dale jen "pamétova média") za predpokladu
splnéni nize uvedenych podminek:

1) pamétova média budou vyhrazena pouze pro
vyde uvedeny ucel, pouze na pracovisti Kliniky
nemoci plicnich a turberkulozy ve FN Brno, pouze
po dobu trvani vypujcky a kazdé zafizeni bude mit
k dispozici vlastni pamétovée médium,

2) pamétova meédia budou jednoznacné
identifikovana pro dany Gcel, napf. nesmazatelnym
popisem, visackou apod.,

3) pristup k pamétovym médiim bude omezen
pouze na pracovniky Kliniky nemoci plicnich a
turberkulozy ve FN Brno a studijni koordinatory,

4) pamé&tova média budou chranéna pfed pouZzitim
jinymi osobami (napf. uzaméenim v zasuvce stolu),
nez které jsou vymezeny v bodé 3,

5) po skonéeni trvani Gcelu (ukonéerii vypujcky) je
nutné pamétova média predat na Centrum
informatiky k bezpe¢nému vymazu dat.

Po uplynuti doby vypujéky je pujcitel povinen
smazat z pfistroju veskeré osobni udaje (vyjma
pamétovych médii), pokud jsou v nich osobni udaje
ukladany, a vystavit o tom Vypuijciteli pisemnée
potvrzeni.
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only as described in the protocol of the Study and any
other written directions provided by the Lender, solely to
the benefit of Pulmonary disease and Tuberculosis
Clinic of University Hospital Brno, Cost Centre, Inventory

The Borrower shall have the obligation to keep the
Equipment in secure location and to protect the
borrowed devices from damage, loss or destruction and
it shall not be permitted to hand it over for the use by
third parties without the written consent of the Lender.
After the end of the borrowing period or at Lender’s
request, the Borrower shall have the obligation to return
the Equipment and all related training materials and
documentation to the Lender or its designated agent
pursuant to Article | hereof in a condition corresponding
to the time of its use. If the Borrower fails to return the
borrowed Equipment within the timeframe the Lender
specified, the Borrower will reimburse the Lender for any
penalties, late fees, and/or replacement costs.

In order to upload the pseudonymized personal data to
the ERT (eResearch Technology GmbH) portal , flash
disks (hereinafter referred to as "storage media") will be
used to transfer data from the ECG device and the
Masterscope device/spirometer to the Investigator's
work computer, provided that the following conditions
are met:

1)The storage media shall be reserved only for the
above purpose, only at the Clinic of Respiratory
Diseases and Tuberculosis at FN Brno, only for the
duration of the loan and each device shall have its own
storage medium available,

2) The storage media shall be unambiguously identified
for the given purpose, e.g. by an indelible description,
tag, etc.,

3) Access to the storage media shall be limited only to
the Clinic of Respiratory Diseases and Tuberculosis at
FN Brno employees and study coordinators,

4) The storage media shall be protected against use by
persons (e.g. by locking in a table drawer) other than
those defined in point 3,

5) After the end of the purpose (termination of the loan),
it is necessary to transfer the storage media to the
Center of Informatics for secure data deletion.

At the end of the loan period, the Lender is obliged to
delete all personal data (except for storage media) from
the devices, if personal data is stored in them, and to
issue a written confirmation to the Borrower.
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Vlypujcitel bere na védomi, Ze zapujcene pfistroje
mohou zahrnovat cenné dusevni vlastnictvi
vyrobce vypujéenych zafizeni. Vypuijcitel neporusi
a ucini opatfeni, aby osoby, které maji pfistup k
vypujéenym zafizenim, neporusily tato vlastnicka
prava.

Iv.
Doba vypujcky

Doba vyplijcky je stanovena od listopadu 2021 do
ledna 2025.

V ptipadé, ze by vypuijcitel uzival pristroj v rozporu
s touto smlouvou, je pujéitel opravnén pozadovat
jeho vraceni i pfed skonéenim doby stanovené
v pfedchazejicim odstavci tohoto clanku.

V.
Zavéreéna ustanoveni

Smlouva nabyva platnosti a uéinnosti dnem jejiho
podpisu obéma smluvnimi stranami, v pfipadé, ze
se na tuto smlouvu vztahuje povinnost jejiho
uverejnéni v souladu se zakonem C. 340/2015 Sb.,
o registru smluv, nabyva ucinnosti dnem jejiho
zverejnéni v registru smiuv. Vyhotovuje se ve dvou
stejnopisech, po jednom pro kazdou smluvni
stranu.

Jakékoliv zmény této smlouvy budou
pisemnym  dodatkem souhlasem
smluvnich stran.

feSeny
obou

se

V Brné dne ../
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The Borrower acknowledges that the borrowed
Equipment may involve valuable intellectual property of
the borrowed Equipment manufacturer. The Borrower
will not violate and will take precautions to ensure that
those with access to the borrowed Equipment do not
violate these proprietary rights.

v.
Borrowing Period

The borrowing period has been defined to be from
November 2021 until January 2025

In the event that the borrower used the device in a
manner inconsistent with this Contract, the Lender shall
be entitled to request its return even before the end of
the period specified in the preceding paragraph of this
article.

V.
Final Provisions

The Contract shall enter into force and effect on the date
of its signing by both Parties; in the event that this
Contract is subject to the obligation to publish it in
accordance with Act No. 340/2015 Coll., on the Register
of Contracts, it shall enter into force on the date of its
publication in the Register of Contracts. It is executed in
two counterparts, of which each party shall receive one.
Any changes hereto shall be done by a written
amendment with the consent of both parties.

In Brno, on
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