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LOAN AGREEMENT
FOR CLINICAL TRIAL EQUIPMENT
No. 99/0VZ/17/037-V
according to the Sec. 2193 and subsequent
of the Act No. 89/2012 Coll., Civil Code, as amended

SMLOUVA O VYPUJCCE NA ZARIZENI
PRO KLINICKE HODNOCENI
& 99/0VZ/17/037-V
uzavicena dle § 2193 a nasl. zak. €. 89/2012 Sb.,
obc¢anského zakoniku, v platném znéni

This Loan Agreement for Clinical Trial Equipment
(hereinafter referred to as “Agreement”) effective as of
date of signature of last Party (hereinafter referred to as
“Effective Date”) by and between

INC Research UK Limited, with registered offices
located in the United Kingdom at Riverview, The
Meadows Business Park, Station Approach, Blackwater,
Camberley, Surrey GU179AB, UK, including its affiliates,
subsidiaries, and specifically its parent company INC
Research, LLC (hereinafter referred to as “INC
Research”) and

Fakultni nemocnice Ostrava, with a place of business at
17. listopadu 1790/5, 708 52 Ostrava — Poruba, Czech
Republic, ID No.: 00843989, VAT No.: CZ00843989, in
matters related to this Agreement represented by: Ing. Ivo
Zolnercik, Deputy Director for Technology and Operation
(hereinafter referred to as “Institution”).

Hereinafter also referred to individually as “Party” or
collectively as “Parties”.

Tato Smlouva 0 vypujcce na zafizeni pro klinické
hodnoceni (dale jen "Smlouva") byla uzaviena ke dni
podpisu posledni smluvni strany (dale jen "Datum
ucinnosti") mezi nasledujicimi smluvnimi stranami:

INC Research UK Limited, se sidlem ve Spojeném
kralovstvi, Riverview, The Meadows Business Park,
Station Approach, Blackwater, Camberley, Surrey
GU179AB, zahrnujici jeji  pobocky, dcefiné
spoleCnosti a predevSim jeji matefskou spolecnost
INC Research, LLC (dale jen spole¢nost "INC
Research") a

Fakultni nemocnice Ostrava, se sidlem 17. listopadu
1790/5, 708 52 Ostrava — Poruba, Ceska republika, IC:
00843989, DIC: CZ00843989, ve vécech této smlouvy
je opravnén jednat a podepisovat: Ing. Ivo Zolner¢ik,
naméstek teditele pro techniku a provoz (dale jen
"Instituce").

Déle rovnéz jednotlivé jen "Smluvni strana" ci
spole¢né "Smluvni strany".

WHEREAS, NeuroDerm Ltd., with a principal place of
business at Ruhrberg Science building - Bell entrance - 5"
floor, 3 Pekeris St. Rehovot, 7670212, Israel (hereinafter
referred to as “Sponsor™) is Sponsor (as defined per ICH-
GCP 1.53) of the clinical trial # ND0612H-012 entitled “A
multicenter, international, open-label, safety study of
NDO0612, a solution of levodopa/carbidopa delivered via a
pump system as a continuous subcutaneous infusion in
subjects with advanced Parkinson's Disease (UBeyoNDU)”
(hereinafter referred to as “Clinical Trial”). The Clinical
Trial shall be conducted at the Neurological Department
and shall be administered by MUDr. Petra Bartova, Ph.D.;

VZHLEDEM K TOMU, ZE spole¢nost NeuroDerm
Ltd., se sidlem Ruhrberg Science building - Bell
entrance - 5™ floor, 3 Pekeris St. Rehovot, 7670212,
Izrael (dale jen ,,Zadavatel”) je Zadavatelem (jak je
definovano predpisy ICH-GCP 1.53) klinického
hodnoceni ¢. NDO0612H-012 S nazvem
~Multicentricka, mezindrodni a oteviena studie
overujici  bezpecnost pripravku ND0612, roztok
levodopa-karbidopa, aplikovany infuzni pumpou
formou kontinualni subkutanni infuze u pacienti
s pokrocilou  Parkinsonovou nemoci” (dale jen
"Klinické hodnoceni”). Klinické hodnoceni bude
probihat na neurologické klinice pod vedenim MUDr.
Petry Bartové, Ph.D.;

WHEREAS, Sponsor has contracted INC Research as a
Contract Research Organisation (as defined per ICH-GCP
1.20) to manage the Clinical Trial in the Czech Republic;

VZHLEDEM K TOMU, ZE Zadavatel uzaviel
smlouvu s INC Research jakoZzto se Smluvni
vyzkumnou organizaci (jak je definovano predpisy
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ICH-GCP 1.20) pro fizeni Klinického hodnoceni v
Ceské republice;

WHEREAS, Institution has entered into a clinical trial
agreement No. 08/0VZ/16/068-P (hereinafter referred to
as “Clinical Trial Agreement”) with INC Research for the
conduct of the Clinical Trial at the site of Institution;

VZHLEDEM K TOMU, ZE Instituce uzaviela
smlouvu o Kklinickém hodnoceni ¢. 08/OVZ/16/068-P
(dale jen "Smlouva o klinickém hodnoceni™) s INC
Research na provadéni Klinického hodnoceni na
pracovisti Instituce;

WHEREAS, it is necessary to deliver the following
equipment for the conduct of the Clinical Trial:

VZHLEDEM K TOMU, ZE ke klinickému
hodnoceni je nutné dodat nasledujici vybaveni:

equipment: Freezer

model: Liebherr LGUex 1500
commercial value each: 1.395,00 EUR
serial number: 826365123

year of manufacture: 2015

quantity: 1

nazev vybaveni: Mrazak

model: Liebherr LGUex 1500

trZzni hodnota jednoho kusu: 1.395,00 EUR
vyrobni ¢islo: 826365123

rok vyroby: 2015

pocet: 1

equipment: PDF Logger

model: Ebro EBI 300

commercial value each: 178,00 EUR
serial number: 73223278

year of manufacture: 2015

quantity: 1

nazev vybaveni: Teplotni zaznamnik
model: Ebro EBI 300

trZzni hodnota jednoho kusu: 178,00 EUR
vyrobni Cislo: 73223278

rok vyroby: 2015

pocet: 1

equipment: ECG

model: Mortara Eli 150c

commercial value each: 3.500,00 USD
serial number: 113460182406

year of manufacture: 2013

quantity: 1

nazev vybaveni: EKG

model: Mortara Eli 150c

trZzni hodnota jednoho kusu: 3.500,00 USD
vyrobni ¢islo: 113460182406

rok vyroby: 2013

pocet: 1

hereinafter referred to as the “Equipment”

dale jen "Zarizeni"

to conduct the Clinical Trial as per requirements of the
protocol of the Clinical Trial (hereinafter referred to as
“Protocol™);

na provedeni Klinického hodnoceni podle pozadavki
protokolu  Klinického  hodnoceni  (dale jen
"Protokol");

WHEREAS, the Equipment will be provided by INC
Research (hereinafter also referred to as the “Supplier”) to
Institution for a period of time equivalent to the duration of
the Clinical Trial only;

VZHLEDEM K TOMU, ZE toto Zafizeni bude
poskytnuto spoleénosti INC Research (dale také
“Dodavatel”) pro Instituci pouze na ¢asové obdobi v
délce trvani Klinického hodnoceni;

WHEREAS, Parties wish to set out the conditions of use
pertaining to the loaned Equipment in this Agreement;

VZHLEDEM K TOMU, ZE si Smluvni strany pieji
stanovit podminky pouzivani zaptjcené¢ho Zatizeni
podle této Smlouvy;

NOW THEREFORE THE PARTIES HAVE AGREED
AS FOLLOWS:

SE NYNI SMLUVNI

TAKTO:

STRANY DOHODLY
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1.

SUPPLY OF EQUIPMENT. For the duration of
the Clinical Trial, Equipment will be provided by
Supplier, free of charge, to the Institution for use by
his/her entitled Clinical Trial staff, (hereinafter
referred to as the “Authorized Users”), whom will
be informed on the conditions of use by INC
Research or the Supplier.

DODAVKA ZARIZENI. Po dobu trvani Klinického
hodnoceni Dodavatel zdarma poskytne Zatizeni
Instituci k pouziti opravnénym personalem Instituce
ucastnicim se Klinického hodnoceni (dale jen
"Opravnéni uzivatelé"), ktefi budou informovani
INC Research nebo Dodavatelem o podminkach
pouZiti.

1.1.

The Equipment will be used by the Authorized
Users for the term of the Clinical Trial and for the
sole purpose of performing the services according to
the provisions of the Protocol.

Zatizeni boudou pouzivat Opravnéni uzivatelé po
dobu trvani Klinického hodnoceni pouze za ucelem
poskytovani sluzeb podle ustanoveni Protokolu.

DELIVERY AND STORAGE OF EQUIPMENT.

DODAVKA A SKLADOVANI ZARIZENI.

The Equipment will be delivered and stored at
Neurology Clinic with address Fakultni nemocnice
Ostrava, Pharmacy, 17. listopadu 1790/5, 708 52
Ostrava — Poruba, Czech Republic (hereinafter
referred to as the “Site”) and the Institution shall
ensure that Authorized Users do not store the
Equipment at any other address without express
prior written consent by INC Research or Sponsor.
Supplier  shall provide Institution  with
documentation relating to the Equipment and legal
requirements for its operation. These are the
instruction manuals in Czech language and relevant
Certificate of Conformity. A protocol on training for
the use of Equipment shall be handed over to the
Institution in electronic form. If entrance measuring
(calibration, validation, other types of measurement)
shall be done, then relevant protocol and
documentation according to the requirements of Act
on Metrology shall be also handed over to the
Institution in electronic form.

Zatizeni bude dodano a skladovano na Neurologické
Klinice na adrese Fakultni nemocnice Ostrava,
Lékarna, 17. listopadu 1790/5, 708 52 Ostrava —
Poruba, Ceska republika (dale jen "Pracovisté") a
Instituce musi zajistit, aby Opravnéni uzivatelé
neskladovali Zafizeni na jiné adrese bez ptedchoziho
pisemného souhlasu INC Research nebo Zadavatele.
Dodavatel poskytne Instituci doklady, které se
vztahuji Kk zafizeni a tykaji se zakonnych pozadavkn
pro jeji provoz. Témi jsou ndvody k obsluze v ¢eském
jazyce a ptislusné prohlaseni o shod¢. Protokol o
Skoleni pouzivani Zaifizeni bude piedan Instituci
Vv elektronické podobé. Pokud byla provedena vstupni
méieni (kalibrace, validace, jiny typ méteni), piislusny
protokol a doklady odpovidajici pozadavktim zakona
0 metrologii budou také piedany Instituci
Vv elektronické podobé.

2.1.

For the avoidance of doubt, the Institution hereby
expressly accepts (i) to have the Equipment installed
in the premises of Neurology Clinic of Institution
according to INC Research and/or the Supplier’s
instructions, (ii) to store the Equipment in a secured
area of the Institution where the Clinical Trial will
be performed and during the whole duration of the
Clinical Trial, in order to prevent loss, damages and
theft, and (iii) to take all subsequent necessary
measures to meet these obligations.

Pro vylouceni pochybnosti Instituce timto vyslovné
souhlasi, ze (i) Zatizeni bude instalovano v prostorach
Neurologické kliniky Instituce podle pokyni INC
Research a/nebo Dodavatele, (ii) bude ulozeno v
zabezpeCenych prostorach Instituce, kde se bude
Klinické hodnoceni provadét, po celou dobu trvani
Klinického hodnoceni tak, aby nedoSlo ke ztraté,
poskozeni ¢i odcizeni, a (iii) podnikne veskera dalsi
opatfeni nezbytna pro splnéni téchto povinnosti.
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The Equipment loan according to this Agreement is
free of charge.

Vypujcka zatizeni dle této smlouvy se déje bezplatné,.

WARRANTY. The Institution shall ensure
Authorized Users to adhere to the recommendations
and guidelines of use provided for in the
manufacturing manual which will be provided to
them; and not to make any technical modification of
any kind, nor disassemble in any way such
Equipment.

ZARUKA. Instituce zajisti, aby Opravnéni uZivatelé
dodrzovali doporuceni a pokyny pro pouziti uvedené v
provozni pfirucce, kterou obdrzi; a neprovadéli
technické Upravy jakéhokoliv druhu, ani v Z&dném
piipadé nerozebirali toto Zatizeni.

3.1

As from the delivery date, the Equipment will be
under the exclusive care and responsibility of the
Institution, which hereby warrants to particularly
bringing any and all necessary attention to such
Equipment in order to avoid theft, use contrary to
the terms and conditions of this Agreement or of the
Protocol and partial or total destruction. The
Institution will be responsible for all costs caused by
an installation, use or storage of the Equipment
contrary to the terms and conditions of this
Agreement during the Clinical Trial.

Ode dne dodani bude Instituce o Zafizeni pecovat,
odpovidat za n¢j a zaruCuje se, ze vynalozi veskerou
potiebnou pozornost, aby se zabranilo jeho odcizeni,
pouZiti v rozporu s podminkami a nalezitostmi této
Smlouvy nebo Protokolu, ¢i k ¢astetnému nebo
Uplnému zniceni. Instituce bude odpovidat za veSkeré
néklady spojené s instalaci, pouZzivanim nebo
skladovanim Zafizeni, pokud se to d¢je v rozporu s
podminkami a nalezitostmi této Smlouvy v pribehu
Klinického hodnoceni.

3.2.

The Authorized Users hereby warrant to inform INC
Research immediately of any damages or loss
occurring to or caused by the Equipment and to take
consequently any steps necessary subject to clause 5,
in order to ensure a proper follow up and
continuation of the Clinical Trial and services
contemplated herein, in order to avoid any Clinical
Trial delays.

Opravnéni uzivatelé timto zarucuji, Zze budou INC
Research okamzit¢ informovat o jakékoli Skodé ¢i
ztraté vzniklé nebo zplsobené Zatfizenim a nasledné
ucini veskerd nezbytnad opatfeni podle ¢l. 5 pro
zajisténi fadného nasledného sledovani a pokracovani
Klinického hodnoceni a sluzeb podle této Smiouvy,
aby nedoslo ke zpozdéni Klinického hodnoceni.

PROPERTY OF EQUIPMENT. The Equipment
are INC Research’s, Sponsor’s or the Supplier’s
exclusive property, and the Institution or any other
Authorized Users will in no case assign or sublet
such Equipment to any third party. In addition, the
Institution and/or Authorized Users will not grant
any rights to any third party relating to such
Equipment, and will not disassemble the
identification cards indicating it is the exclusive
property of the owner that might be affixed on it.
Supplier shall ensure the service of the Equipment
and, as the case may be, the validation of Equipment
in accordance with the Act No. 123/2000 Coll., as
amended. In case Institution discover anything
wrong with the Equipment, INC Research or their

MAJETEK ZARIZENI. Zatizeni je vyhradnim
majetkem INC Research, Zadavatele nebo Dodavatele
a Instituce nebo jini Opravnéni uzivatelé v Zadném
pfipadé nepostoupi ani nepronajmou Zafizeni treti
stran¢. Kromé toho Instituce a/nebo Opravnéni
uzivatelé neposkytnou zadna prava jakékoli treti
stran¢ na Zafizeni, a neodstrani identifikacni Stitky s
informacemi, Ze se jednda o vyhradni majetek
vlastnika. Dodavatel zajisti servis Zatizeni a pfipadné
validace Zatizeni Vv souladu se zakonem ¢. 123/2000
Sh., v platném znéni. Pokud Instituce zjisti jakoukoliv
vadu Zatizeni, INC Research nebo jeji opravnény
zastupce zajisti vyménu nebo opravu Zafizeni,
pii¢emz piislusné naklady nebudou hrazeny Instituci.
Oprava bude provedena dle moznosti dodavatele v co
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designee will ensure it is replaced or repaired at no
expense to Institution. Such repair shall be
conducted as soon as possible according to the
abilities of Supplier.

nejkratsi dobé.

4.1.

Under no circumstances will the Equipment become
the property of Institution or the Authorized Users.

Zatizeni se za zadnych okolnosti nestane majetkem
Instituce nebo Opravnénych uzivateli.

LIABILITY. For the avoidance of doubt, the
Institution or any other Authorized Users are not
liable for costs associated with maintenance, general
wear and tear or malfunction of the Equipment, to
the extent such cost is not arising out of the
negligence or willful misconduct of the Institution or
other Authorized Users.

ODPOVEDNOST Pro vyloudeni pochybnosti
Instituce nebo jini Autorizovani uZivatelé nenesou
odpovédnost za nédklady spojené s udrzbou, béznym
opotiebenim nebo poruchou Zafizeni, pokud tyto
naklady nevzniknou v duasledku nedbalosti nebo
umysliného pochybeni ze strany Instituce nebo jinych
Opravnénych uzivateld.

AUDIT AND INSPECTION. For the avoidance of
doubt the clauses on audit and inspection in the
Clinical Trial Agreement are integrally applicable to
the subject matter of this Agreement; i.e. the loan of
Equipment.

AUDIT A KONTROLA. Pro vylouceni pochybnosti
se ¢lanek ve Smlouvé o klinickém hodnoceni tykajici
se auditu a kontroly tyka vyhradné predmétu této
Smlouvy; tj. vypujceni Zatizeni.

TERM AND TERMINATION. The Agreement
becomes effective as indicated per Effective Date
and will expire promptly after the Clinical Trial has
ended at Institution. The estimated end of the
Clinical Trial at Institution shall occur in

DOBA PLATNOSTI A UKONCENI. Tato Smlouva
vstoupi v platnost v Datum Ucinnosti a jeji platnost
uplyne ihned po skonéeni Klinického hodnoceni v
Instituci. Skonc¢eni Klinického hodnoceni v Instituci se
piedpoklada

RETURN OF EQUIPMENT. At the date of expiry

of the Clinical Trial Agreement, whatever the date
and the cause may be, the Equipment will be
returned back to INC Research or the Supplier in
good conditions of use, subject to clause 5.

VRACENI ZARIZENI. Ke dni uplynuti Smlouvy o
klinickém hodnoceni, bez ohledu na datum a divod,
bude Zatizeni vraceno INC Research nebo Dodavateli,
v dobrém stavu pro pouziti podle ¢l. 5.1.

NOTICES. Any notice and other communications

related to, required or permitted to be given
hereunder shall be in writing and shall be sent by
registered mail or by facsimile with receipt
acknowledged to the other Party at its respective
address as first stated in this Agreement or at such
other addresses as may be designated in writing by
either Party to the other.

OZNAMENI. Jakékoli ozndmeni a dali sdéleni
tykajici se, pozadované nebo piipustné podle této
Smlouvy, musi byt uéinéno pisemné a zaslano
doporucenym dopisem nebo faxem druhé Smluvni
strané, a to na adresu uvedenou jako prvni v této
Smlouvé nebo na jiné adresy, které mohu byt sdéleny
pisemn¢ kteroukoli ze stran druhé Smluvni stran¢.
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9.1. | If to Institution the following additional contact | Pii zasilani Instituci se pouZiji nésledujici kontaktni

details apply: udaje:

Fakultni nemocnice Ostrava Fakultni nemocnice Ostrava

Attn Center for Clinical Studies K rukam: Centrum Klinickych studii
17. listopadu 1790/5 17. listopadu 1790/5

708 52 Ostrava — Poruba 708 52 Ostrava — Poruba

Czech Republic Ceska republika

9.2. | If to INC Research the following additional contact | Pii zasilani INC Research se pouZziji nasledujici

details apply: kontaktni udaje:

INC Research UK Limited INC Research UK Limited

Attn Site Contracts Department K rukam: Site Contracts Department
Riverview, The Meadows Business Park Riverview, The Meadows Business Park
Station Approach, Blackwater Station Approach, Blackwater
Camberley, Surrey GU179AB Camberley, Surrey GU179AB

United Kingdom Velka Britanie

10. | GOVERNING LAW AND JURISDICTION. This | ROZHODNE PRAVO A JURISDIKCE. Tato
Agreement  inclusive of any agreements, | Smlouva, véetn¢ vSech dohod, dodatkli nebo pfiloh,
amendments, or appendices hereof are subject to the | podléha ceskym zakonim (s vyjimkou Kkoliznich
laws of the Czech Republic (with the exception of | pravnich norem) a vSechny spory vzniklé na zaklade¢
its conflict of law rules) and all disputes arising out | nebo v souvislosti se Smlouvou budou piedany k
of and relating to the Agreement will exclusively | rozhodnuti ptislu§nému soudu v Ceské republice.
submitted to the competent court of law in the Czech
Republic.

10.1.| This clause 10 survives the expiration or termination | Tento ¢l. 10 zGstane v platnosti i po vyprseni platnosti
of the Agreement. nebo ukonceni této Smlouvy.

11. | MISCELLANEOUS. This Agreement constitutes | RUZNE. Tato Smlouva piedstavuje uplnou dohodu
the entire understanding between the Parties and | mezi Smluvnimi stranami a nahrazuje vSechny diivéjsi
supersedes all prior written or oral understandings. | pisemna ¢i Gstni ujednani.

12. | No amendment or modification of the terms of this | Zadna zména podminek této Smlouvy, ani zieknuti se
Agreement, nor any waiver of any of the terms or | jakékoli z podminek ¢i ustanoveni tohoto dokumentu,
provisions herein shall be deemed valid unless in | nebude povazovana za platnou, pokud nebyla u¢inéna
writing and signed by the authorized representatives | pisesmné¢ a  podepsdna opravnénymi  zastupci
of the Parties. Smluvnich stran.

13. | In case of any discrepancy between the English and | V pfipad¢ rozporu mezi anglickou a ¢eskou verzi této

Czech version of this Agreement, the Czech version
governs and prevails. Where schedules or
amendments contradict any of main part of this
Agreement, the provisions of main part of this
Agreement shall prevail.

Smlouvy ma pfednost a je rozhodujici verze Ceska. V
pripad€, ze jsou dodatky nebo pfilohy v rozporu s
nekterou z hlavnich ¢asti této Smlouvy, ustanoveni
hlavni ¢asti této Smlouvy budou mit piednost.
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In witness whereof the Parties have caused this Agreement to be executed in duplicate by their respective duly
authorized signatory officers.

Na diikaz ¢ehoZ se Smluvni strany dohodly, Ze Smlouva bude vyhotovena ve dvou kopiich fadné podepsanych
zmocnénymi zastupci.

Prague, Ostrava,
INC Research UK Limited Fakultni nemocnice Ostrava
Signature/ Podpis Signature/ Podpis

Ing. Ivo Zolneréik
Name / Jméno Name / Jméno

Deputy Director for Technology and Operation /
Nameéstek feditele pro techniku a provoz
Title / Funkce Title / Funkce
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