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Confidential Czech Republic / Loan Agreement between Lender and Institution

VSeobecna fakultni nemocnice v Praze, ICON Clinical Research Czech Republic, s.r.o

SMLOUVA O VYPUJCCE

Tato SMLOUVA (dale ,Smlouva o vypujcce)
uzaviena podle ustanoveni § 2193 a nasl. ob¢anského
zakoniku nabyva u¢innosti dnem podpisu smlouvy
vSemi smluvnimi stranami (dale jen ,.Datum
ucinnosti*) mezi

spolecnosti ICON Clinical Research Czech Republic
s.r.0., se sidlem V parku 2335/20, Chodov, 148 00
Praha 4, Ceska republika, ICO: 27636852, spole&nosti
s rucenim omezenym fadné zapsanou v Obchodnim
rejstitku Ceské republiky vedeném Méstskym soudem
v Praze, oddil C, vlozka 120574, xxx (dale jen
»~ICON®), pobockou  spolecnosti ICON Clinical
Research Limited se sidlem South County Business
Park, Leopardstown, Dublin 18, Irsko, DIC: IE
8201978R (dale jen ,,JCON Limited*), jednajici jako
nezavisly dodavatel spolecnosti Cerevance Beta, Inc.
se sidlem One Marina Park Drive, Suite 1410, Boston,
MA 02210 (dale jen ,,Zadavatel®). Spole¢nost ICON
se zavazuje prevzit urcité zavazky a povinnosti tykajici
se provadéni klinického hodnoceni v Ceské republice

a

Vseobecnou fakultni nemocnici v Praze se sidlem U
Nemocnice 499/2, 128 08 Praha 2, Ceska republika,
IC: 00064165, DIC: CZ00064165, xxx (dale jen
»Zdravotnické zatizeni®),

v souvislosti se STUDII provadénou podle
PROTOKOLU CVN424-301 ,,Randomizované,
dvojité zaslepené, placebem kontrolované

multicentrické klinické hodnoceni faze 2 pripravku
CVN424 u pacienti s Parkinsonovou nemoci a
motorickymi komplikacemi ” (ddle oznacovanym
spoleéné¢ se vSemi zménami a dodatky, které jsou
soucasti tohoto dokumentu ve formé odkazu, pojmem
»Protokol®),  (dale jen  ,Studie®), zadanou
Zadavatelem. STUDIE bude provadéna ve VSeobecné
fakultni nemocnici v Praze, xxx, Katefinska 30, 120 00
Praha, ceska republika (dale jen ,,Centrum klinického
hodnoceni*). ICON a Zdravotnické zatizeni mohou byt
dale jednotlivé oznacovany jako ,,Smluvni strana“ nebo
spole¢né jako ,,Smluvni strany*.

Smluvni strany se dohodly na nasledujicim:

Zdravotnické zatizeni a ICON, podepsali SMLOUVU
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LOAN AGREEMENT

This AGREEMENT (hereinafter referred to as the
“Loan Agreement”), concluded according to
provisions of Section 2193 et seq. of the Civil Code,
is effective on the date of signing of the Agreement
by all Parties (the “Effective Date”), by and
between

ICON Clinical Research Czech Republic s.r.o.,
with an office located at V parku 2335/20, Chodov,
148 00 Prague 4, Czech Republic, Company ID:
27636852, the limited liability company duly
registered in the Commercial Register of the Czech
Republic maintained by the Municipal Court in
Prague, Section C, Entry 120574, xxx (“ICON”),
an affiliate of ICON Clinical Research Limited
located at South County Business Park,
Leopardstown, Dublin 18, Ireland with a VAT
number [E 8201978R (“ICON Limited”), acting as
an independent contractor for Cerevance Beta, Inc.
with a business location at One Marina Park Drive,
Suite 1410, Boston, MA 02210 (the “Sponsor”).
ICON has agreed to accept certain obligations and
duties in respect of the conduct of the clinical trial
in Czech Republic

and

VSeobecna fakultni nemocnice v Praze located at
U Nemocnice 499/2, 128 08 Prague 2, Czech
Republic, Company ID number: 00064165, TAX ID
number: CZ00064165, represented by xxx
(hereinafter referred to as the "Institution"),

in connection with a STUDY conducted pursuant to
PROTOCOL CVN424-301, “Phase 2,
Randomized, Double-Blind, Placebo-Controlled
Multicenter Study of CVN424 in Parkinson’s
Disease Patients with Motor Complications®
(together with any amendments thereto, the
“Protocol” which are incorporated herein by
reference) (the “Study”), sponsored by Sponsor.
STUDY will be conducted at Vseobecna fakultni
nemocnice v Praze, xxx, Katefinska 30, 120 00
Prague, Czech Republic  (the “Study Site”).
Hereafter, ICON and Institution may be referred to
individually as a “Party” or collectively as the
“Parties”.

The Parties agree as follows:

The Institution and ICON, entered into CLINICAL
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0 KLINICKEM HODNOCENI dne TRIAL AGREEMENT signed on ......................

to v souvislosti se Studii.

L.

Aby Zdravotnické zatizeni mohlo vykonavat své
povinnosti podle Smlouvy o KH, potfebuje urcité
vybaveni (definované nize), o které pozadalo
Zadavatele a Zadavatel se zavazal je poskytnout,
sdm ¢i prostiednictvim zéstupce, na zakladé
ustanoveni a podminek této Smlouvy o vypujéce.

ICON  poskytne  Zdravotnickému  zafizeni
bezplatn¢ nasledujici vybaveni (dale jen
»Vybaveni) pouze k provedeni Studie v Centru
klinického hodnoceni, které bude vraceno
v souladu se Smlouvou:

Tablet

Specifikace Vybaveni poskytnuta samostatné.
Vyrobni model (typ): Lenovo K10
Cena: 22,690 K¢

Vyrobni Cislo: .................
Zdravotnické zafizeni podepiSe pii
Vybaveni potvrzeni o doruceni.

prevzeti

EKG pfistroj
Vyrobni model (typ): ELI 150c ECG Machine

Specifikace Vybaveni poskytnuta samostatné.
Cena: 48,534 K¢

Vyrobni Cislo:

Zdravotnické zafizeni podepiSe pii
Vybaveni potvrzeni o doruceni.

prevzeti

ICON je povinen zajistit, aby Vybaveni, véetné

jakéhokoli  nainstalovaného  softwaru, bylo
vsouladu splatnymi pravnimi predpisy a
nafizenimi.

Do 24 hodin od doru¢eni Vybaveni oznami
Zdravotnické zafizeni spolecnosti ICON veskeré
vady Vybaveni, které zabranuji jeho spravnému
vyuziti k provedeni Studie. V takovém ptipadé

spolecnost ICON tyto vady provéfi a
Zdravotnickému  zafizeni  poskytne  nové
Vybaveni.

Zdravotnické zatizeni prohlasuje, ze zajisti, aby
ono samo 1 ZkouSejici a povéfeni pracovnici
Centra klinického hodnoceni zapojeni do
provadéni Studie (dale jen ,,Tym Studie*):
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(dale jen ,,Smlouva 0 KH*), a (the “CTA”) in connection with the Study.

1. In order to perform its obligations under the
CTA, Institution requires certain Equipment
(as defined below) and which has requested
it to Sponsor and Sponsor has agreed to
provide it, itself or through a representative,
under the terms and conditions of this Loan
Agreement.

2. The ICON shall provide to the Institution, at
no charge, the following equipment (the
“Equipment”) for the performance of the
Study at the Study Site only and to be
returned according to this Agreement :

Tablet

Manufacturing Model (Type): Lenovo K10
Equipment specification provided separately
Value: CZK 22,690

Serial number: .....................

Institution shall sign on the acknowledgement
of delivery upon receipt of the Equipment.

ECG Machine

Manufacturing Model (Type): ELI 150c ECG
Machine

Equipment specification provided separately
Value: CZK48,534

Serial number: .....................

Institution shall sign on the acknowledgement
of delivery upon receipt of the Equipment.

The ICON shall be responsible for ensuring that
the Equipment, including any software installed,
is compliant with applicable laws and
regulations.

Within 24 hours from the delivery of the
Equipment, the Institution will notify ICON of
any defects that prevent its proper use for the
conduct of the Study. In such case, ICON shall
verify such defects and provide Institution with
a new Equipment.

3. Institution represents that it will and that it
will cause the Investigator and the
authorized Study Site’s personnel involved
in the conduct of the Study (the “Study
Team”), to:
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pouzivali Vybaveni pouze pro ucely Studie
v Centru klinického hodnoceni v plném souladu
s podminkami Smlouvy o KH, Protokolu, touto
Smlouvou a nikoliv pro jiny ucel, a aby zajistili,
7ze Vybaveni bude pouzivat vyhradné Tym
Studie;

aby se Zdravotnické zafizeni i Tym Studie

peclivé  obeznamil s technickymi 1daji,
bezpe¢nostnimi  prvky, funkcemi  apod.
Vybaveni; a

vzdy pouzivali Vybaveni v souladu s jeho
technickymi moznostmi a parametry;

az do jeho navraceni spole¢nosti ICON nebo do
ukonceni této Smlouvy o vypijcce skladovali
Vybaveni vzdy bezpecn¢ a priijali veskera
nezbytna opatieni k zajisténi jeho bezpecnosti.

Pred predanim Vybaveni je spole¢nost ICON
povinen zajistit zdarma zaskoleni, nebo instruktaz
odbornych  pracovnikii  Centra  klinického
hodnoceni dle =z ¢ 375/2022 Sb., 0
zdravotnickych prostfedcich a diagnostickych
zdravotnickych prostfedcich in vitro (dale jen
Z7ZP) a seznamit pracovniky Centra klinického
hodnoceni s pozadavky na pravidelnou béznou
udrzbu Vybaveni. Soucasti pfedani Vybaveni je i
instalace Vybaveni a predani dokumentace,
zejména navodu v ceském jazyce v tiSténé i
elektronické podobé a Prohlaseni o shodé. V
pripadé¢, ze Vybaveni neni nové, pfeda spolec¢nost
ICON s dokumentaci pfedmétu vypujcky i
protokol o provedeni posledni bezpecnostné
technické kontroly / revize / validace / kalibrace.
O instruktdzi, nebo zaSkoleni pfislusnych
zaméstnanc Centra klinického hodnoceni bude
proveden pisemny zaznam, ktery bude pfipojen k
dokumentaci Vybaveni.

Smluvni strany se dohodly, Ze pfipadné vady
Vybaveni mohou byt spolec¢nosti ICON fesSeny i
dodanim nového Vybaveni, a to ve lhuté, ktera
neohrozi provadéni Studie. Obdobné je mozné
postupovat v ptipadé, kdy by termin pravidelné
bezpecnostné technické kontroly, nebo revize
/validace/ kalibrace Vybaveni pfipadl do doby
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a. only use the Equipment for the conduct of
the Study at the Study Site in full
compliance with the provisions of the CTA
the Protocol, this Agreement and for no
other purpose and to ensure the Equipment
shall be exclusively used by the Study
Team,;

b. thoroughly familiarize itself and the Study
Team with the technical details, safety
features, function, etc. of the Equipment;
and

c. use the Equipment, according to its
technical capacities and specifications at all
times.

d. provide at all times a safe storage for the
Equipment until its return to ICON or until
the termination of this Loan Agreement
and shall take all the necessary precautions
in order to ensure its safety.

4. Before handing over the Equipment, the
ICON is obliged to provide free training or
briefing of the Study Site's professional
staff in accordance with Act No. 375/2022
Coll. on Medical Devices and In Vitro
Diagnostic Medical Devices (hereinafter
collectively referred to as ZZP) and to
acquaint the Study Site's employees with
the requirements for regular routine
maintenance of the Equipment. Part of the
handover of the Equipment is also the
installation of the Equipment and the
handover of the documentation, especially
the instructions in the Czech language in
printed and electronic form and the
Declaration of conformity. In the event that
the Equipment is not new, ICON shall
submit with the documentation of the
Equipment also a report on the performance
of the last safety technical inspection /
revision / validation / calibration. A written
record will be made of the instruction or
training of the relevant Study Site's
employees, which will be attached to the
documentation of the Equipment.

The Parties have agreed that any defects in
the Equipment may be resolved by ICON by
delivery of a new Equipment, within a
period which does not endanger the conduct
of the Study. It is possible to proceed
similarly in the event that the date of regular
safety technical inspection, or revision /
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vypujcky. validation / calibration of the Equipment
would fall within the period of the loan.

5. Zdravotnické zatizeni vyslovné souhlasi, Ze bez 5. The Institution expressly agrees that it will
pisemného souhlasu spolec¢nosti ICON nebo not transfer the Equipment or make it
Zadavatele neptfedd Vybaveni ani neumozni za available to any third party under any
zadnych okolnosti jakékoli tieti strané vyuzivat circumstances without the ICON or
Vybaveni. Sponsor’s prior written approval.

6. Zdravotnické zafizeni neni opravnéno jakkoli 6. The Institution has no right to modify in any
upravovat Vybaveni, a zadné opravy Vybaveni way the Equipment and no repairs of the
nelze provadét bez predchoziho pisemného Equipment will be made without ICON or
souhlasu spole¢nosti ICON nebo Zadavatele. Sponsor’s prior written approval. Intitution
Zdravotnické zafizeni zajisti priméfenou udrzbu will use reasonable care to maintain such
tohoto Vybaveni po dobu, kdy ho ma v drzbég, za Equipment while in its possession, provided
predpokladu, Ze Zadavatel ponese naklady za that Sponsor shall be responsible for
udrzbu a opravy v disledku bézného opotiebeni. maintenance and repair costs due to normal

wear and tear.

7.  Zdravotnické zafizeni neprodlené¢ pisemné 7. Institution shall immediately notify ICON
vyrozumi spole¢nost ICON o piipadné poruse in writing in case of Equipment’s
Vybaveni. Kontaktni osobou za Zdravotnické malfunctions. The contact person for the
zafizeni je spravce ZT xxx Institution is the administrator of the MD

XXX
Kontaktni osobou spole¢nosti ICON je: ptifazeny ICON’s  contact person is: assigned
CRA/SMA a linka podpory xxx CRA/SMA and the Help Desk xxx

8. V pfipad¢ ztraty, poSkozeni nebo zniCeni 8. If the Equipment is lost, damaged or
Vybaveni o tom Zdravotni zafizeni neprodlené destroyed, Institution will ~immediately
pisemné vyrozumi spole¢nost ICON a Zadavatele notify ICON in writing and Sponsorf or 1ts
nebo jeho zastupce. V piipadé ztraty, poSkozeni representative, In the event that Equipment
(v&tsim nez pii bézném opotiebeni) nebo zniceni is lost, damaged (exceeding normal wear
Vybaveni, zatimco je v drzbé nebo pod kontrolou and tea.r) or destroyed Wh{ISt in Institution
Zdravotnického zafizeni, v&etné, avSak nikoli possession or control for, included but not
pouze nespravného uloZeni, nespravného ¢i !mnted to, incorrect storage, incorrect or
nevhodného pouziti nebo nerespektovani kterékoli inappropriate usage or non compliance with
podminky této Smlouvy nebo pokynii spolecnosti any term of this Agreement or Instruction of
ICON nebo vyrobce, bude Zdravotnické zatizeni ICON or the manufacturer, Institution shall
odpovédné za naklady za opravu nebo nahradu be liable for the cost of repair or
daného Vybaven. replacement of the affected Equipment.

9. Zdravotnické zafizeni se zavazuje umoZnit 9. The Institution is obliged to allow the ICON
spole¢nosti ICON pfistup do Centra klinického to access the Stufly Slt? for the purpose of
hodnoceni za G¢elem kontroly, zda je Vybaveni performing an inspection to ensure the
uzivano v souladu s podminkami této Smlouvy o Equipment is used in accordance with the
vypijéce, Smlouvou o KH a Protokolem. provisions of this Loan Agreement, the

CTA, and the Protocol.
10. Zdravotnické zafizeni uzndva a souhlasi s tim, ze 10. Institution acknowledges and agrees that the

Vybaveni je a zistane vyhradnim a vyluénym
majetkem Zadavatele nebo piipadné Zadavatelova
zastupce. Zdravotnické zafizeni na naklady
Zadavatele vrati Vybaveni spole¢nosti ICON do
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Equipment is and shall remain exclusive
and sole property of the Sponsor or
Sponsor’s representative, as applicable.
Institution, at Sponsor’s expense, will return
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patnacti (15) dnl od obdrZeni pisemné zadosti od
spolecnosti ICON, nebo po ukonceni platnosti této
Smlouvy o vypidjéce ¢i  ukonCeni Studie.
Spole¢nost ICON ma pravo vyzadat si kdykoli a z
jakéhokoli diivodu vraceni Vybaveni, véetné jeho
vraceni pied ukonCenim Studie, v souladu s
podminkami této Smlouvy o vypujéce nebo
jakéhokoli prislusného zakona, pravidla nebo
predpisu. Spolecnost ICON ma pravo pozdrzet
jakékoli platby splatné podle Smlouvy o KH,
dokud Zdravotnické zatizeni nevrati Vybaveni.

CVN424-301

the Equipment to ICON within 15 (15) days
of ICON’s written request or upon
termination of this Loan Agreement or the
completion of the Study. ICON has the
right to request return of the Equipment for
any reason at any time, including prior to
the termination of the Study, pursuant to the
terms of this Loan Agreement or any
applicable law, rule or regulation. ICON
has the right to postpone any payments due
under the CTA until Institution returns the
Equipment.

11. Tato Smlouva o vypujéce byla vyhotovena v 11. This Loan Agreement has been drafted in
anglickém a Ceském jazyce. V ptipadé rozpori English and czech languages. In case of any
nebo nesrovnalosti mezi anglickou a ceskou discrepancy or contradiction between the
jazykovou verzi ma prednost verze anglicka. different language versions, the English
V piipadé rozporti nebo nesrovnalosti mezi language shall prevail. In case of any
podminkami Smlouvy o KH a podminkami discrepancy or contradiction between the
Smlouvy o vypijcéce, plati podminky Smlouvy o terms of the CTA and the terms of this Loan
KH. Agreement, the terms of the former shall

prevail.

12. Tato Smlouva o vypujéce plati od Data G¢innosti 12. This Loan Agreement is effective from its
do uplynuti doby platnosti nebo zruseni Smlouvy Effective Date until expiry or termination of
o KH, nebo do dokonceni Studie. Spolecnost the CTA or completion of the Study. This
ICON muze tuto Smlouvu o vypijcce kdykoli a z Loan Agreement may be terminated by the
jakéhokoli divodu zrusit na zakladé pisemného ICON at any time and for any reason upon
oznameni zaslaného Zdravotnickému zafizeni. written notification to Institution.

13. Uvetejnéni Smlouvy. ICON a Zadavatel berou na 13. Public Disclosure of Agreement. [CON and
védomi, Ze s ohledem na zékon ¢. 340/2015 Sb., o the Sponsor acknowledge that with regard
registru smluv, ve znéni pozdéjsich predpisi, je to Act No. 340/2015 Coll., on the Register
Zdravotnické zafizeni povinno tuto Smlouvu o of Contracts, as amended, that the
vypljéce a jeji pripadné dodatky uvefejnit v Institution is obliged to publish this Loan
registru  smluv.  Takovémuto  uvefejnéni Agreement and any amendments thereto in
nepodléhaji ty udaje, které tvoii obchodni the Register of Contracts. Such disclosure is
tajemstvi nékteré ze smluvnich stran. Za not subject to those data that constitute the
uvetejnéni této Smlouvy o vypljcce odpovida trade secrets of one of the Parties. The
Zdravotnické  zatizeni. Pokud Zdravotnické Institution is responsible for publishing this
zafizeni neuvefejni tuto Smlouvu o vypijcce v Loan Agreement. If the Institution does not
zakonné 1hite tficeti (30) dni, miize byt Smlouva o publish this Loan Agreement within the
vypUjcce uvetejnéna spolecnosti [CON. statutory thirty (30) day period, the Loan

Agreement may be published by the ICON.

14. Smlouva o vypljcéce je vyhotovena ve dvou 14. This Loan Agreement is executed in two

stejnopisech, z nichZ kazda smluvni strana obdrzi
po jednom vyhotoveni.
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copies, of which each contracting Party
shall receive one.
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NA DUKAZ TOHO Smluvni strany uzaviely IN WITNESS WHEREQF, the Parties have
tuto Smlouvu o vypljéce ke dni ucinnosti, entereq into this Loan Agreement as of.the
prostiednictvim svych zplnomocnénych zastupci. Effective  Date by their duly authorized

representatives.

ICON CLINICAL RESEARCH CZECH REPUBLIC S.R.O. ACTING AS AN INDEPENDENT
CONTRACTOR FOR SPONSOR / ICON CLINICAL RESEARCH CZECH REPUBLIC, S.R.O. JEDNAJICI
JAKO NEZAVISLY DODAVATEL PRO ZADAVATELE

By/Podepsal:

Authorized Signature / Podpis zmocnéného zastupce

Name/Jméno: xxx
Title/Funkce: xxx

Date/Datum:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

By/Podepsal:

Authorized Signature / Podpis zmocnéného zastupce

Name/Jméno: xxx
Title/Funkce: xxx

Date/Datum:

»Pro uznani a prijeti / ,,For Acknowledgement and Acceptance*

INVESTIGATOR/ZKOUSEJICI

By/Podepsal:

Authorized Signature / Podpis zmocnéného zastupce

Name/Jméno: xxx

Title/Funkce: Principal Investigator / Hlavni zkouS$ejici

Date/Datum:
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