Clinical Study Agreement

Medpace, Inc., with its registered office at 5375

Medpace Way, Cincinnati, Ohio, 45227,
United States

exercising a power of attorney

represented by: XXXXXXXXXXXXXXX
(“Orderer” or “Medpace”)

and

Krajskd nemocnice T. Bati, a.s.

with its registered office at: Havlickovo
nabrezi 600, 762 75 Zlin

represented by: XXXXXXXXXX, the chairman
of the board and XXXXXXX,, the member of

the board

Organization ldentification No.: 27661989
Tax ldentification No.: CZ27661989

Bank: XXXXXXX

Account no.: XXXXXXXXXX

entered in section B., insert 4437 of the
Commercial Register kept by City Court in
Brno

(“Hospital”)

and

XXXXXXXXXX
Urologické oddéleni Krajské nemocnice T. Bati,

a.s.
Date of Birth; XXXXXXXX

(“Investigator”)

enter into this
Agreement

effective as of 3-December-2014 (the “Effective

Date”) Orderer and Hospital are sometimes
collectively referred to herein as parties (the
“Parties”).

l.
Subject and Purpose of the Agreement

The subject of this Agreement is a clinical trial
of the compound S-649266 (the “Study
Drug”) pursuant to the protocol attached to
this Agreement as Annex No. 1, titled “A

Smlouva o klinické studii

Spole¢nost Medpace, Inc., se sidlem v 5375
Medpace Way, Cincinnati, Ohio, 45227,
USA,

— zastoupena na zakladé pIiné moci:

XXXXXXXXXXXX
(déle jen ,objednatel” nebo ,Medpace®)

a

Krajsk& nemocnice T. Bati, a.s.

— se sidlem: Havlickovo nabrezi 600, 765 75
Zlin

— zastoupena XXXXXXXX, pfedsedou
predstavenstva a XXXXXXXX, ¢&lenem
predstavenstva

- 1C: 27661989

- DIC: CZ27661989

—  banka: XXXXXXXXXXXX

— Ucet €.: XHXXXXXXXXXXXX

— zapsana v obchodnim rejstfiku u Krajského
soudu v Brné, oddil B., viozka 4437

(dale téz ,nemocnice”)
a

XAXXXXXXXXXX

Urologické oddéleni Krajské nemocnice T. Bati,
a.s.

— datum narozeni: XXXXXXXXX

(dale jen ,zkousSejici”)

uzavrfeli tuto
Smlouvu
s platnosti od 3-Prosinec-2014 (dale jen
,datum zahajeni platnosti“). Objednatel a
nemocnice se nékdy spole¢né nazyvaji
strany (dale jen ,strany®)

l.
Predmét a cil smlouvy

1. Pfedmétem této smlouvy je klinické
hodnoceni sloueniny S-649266 (dale jen
,hodnocené Ilé€ivo“) v souladu s

protokolem pfilozenym k této smlouvé jako
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Multicenter,  Double-blind, = Randomized,
Clinical Study to Assess the Efficacy and
Safety to Intravenous  S-649266 in
Complicated Urinary Tract Infections with or
without Pyelonephritis or Acute
Uncomplicated Pyelonephritis Caused by
Gram-Negatine Pathogens in Hospitalized
Adults in Comparison with Intravenous
Imipenem/Cilastatin” (the “Protocol”). The
performance of the Protocol shall hereinafter
be referred to as the “Clinical Study” or the
“Study”.

2. Orderer is a contract research organization | 2.
which has been contracted by Shionogi Inc.
with offices at 300 Campus Drive, Florham
Park, New Jersey 07932 (“Sponsor”)
having indicated Shionogi Ltd, with offices at
Alexandra House 33 Kingsway, Holborn,
London, as the Sponsor’'s legal
representative established in the European
Union to manage and administer the Clinical
Study. Orderer desires that Hospital
participate in the conduct of the Clinical Study
in accordance with the Protocol and the terms
and conditions of this Agreement, and
Hospital desires to participate in the conduct
of the Study in accordance with the Protocol
and the terms and conditions of this
Agreement.

3. The purpose of this Agreement is to set forth | 3.
the conditions for conducting the Clinical
Study and establish the rights and obligations
of the contracting parties in conducting the
Clinical Study and processing the results
thereof.

1.
Application for Authorization and Approval to
Launch the Clinical Study

The Clinical Study will be conducted based
on authorization no.:134080/14-l, issued by
the Czech State Institute for Drug Control on
24 November 2014 and approved by Ethics
Committee no.: 2014-192 on 07 October
2014. The authorization from the Czech State
Institute for Drug Control will be attached to
this Agreement as Annex No. 2 and the
approval of the Ethics Committee will be
attached as Annex No. 3.

priloha €. 1 s nazvem “Multicentricka,
dvojité zaslepena, randomizovana Kklinicka
studie hodnotici ucinnost a bezpecnost
intravendzniho pfipravku S-649266 pfi
komplikovanych infekcich mo&ovych cest s
nebo bez pyelonefritidy nebo akutni
nekomplikované pyelonefritidy zplsobené
gramnegativnimi patogeny u
hospitalizovanych dospélych ve srovnani s
intravenozni kombinaci imipenem/cilastatin®
(dale ,Protokol”). Provadéni protokolu se
bude dale nazyvat pouze jako ,klinicka
studie” nebo ,studie®.

Objednatel je  smluvni  vyzkumnou
organizaci, kterou si najala spoleCnost
Shionogi Inc. Na adrese 300 Campus
Drive, Florham Park, New Jersey 07932
(dadle jen ,zadavatel”) jez stanovila
Shionogi Ltd, se sidlem na adrese
Alexandra House 33 Kingsway, Holborn,
London, WC2B6UF jako svého zakonného
zastupce na uzemi Evropské Unie, k fizeni
a spravé klinické studie. Objednatel si
pfeje, aby se nemocnice ucastnila
provadéni  klinické  studie v souladu
s protokolem a podminkami této smlouvy, a
nemocnice si preje ucastnit se provadéni
studie v  souladu s protokolem a
podminkami této smlouvy.

Cilem této smlouvy je stanovit podminky
provadeéni klinické studie a definovat prava
a povinnosti smluvnich stran v ramci
provadéni Kklinické studie a zpracovani
jejich vysledka.

1.
Zadost o povoleni a schvaleni zahajit
klinickou studii

Klinicka studie bude provadéna na zakladé
povoleni €.:134080/14-1, vydaného Ceskym
Statnim Ustavem pro kontrolu [éCiv 24.
listopadu 2014 a schvéleni Etické komise
¢.: 2014-192 vydaného dne 7. fijna 2014.
Povoleni Statniho Gstavu pro kontrolu Ié€iv
bude pfilozeno k této Smlouvé jako pfiloha
€. 2 a schvaleni Etické komise jako pfiloha
¢. 3.
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Place of Conducting the Clinical Study and

Investigator

The Clinical Study will be conducted at the
Hospital represented by the Investigator
XXXXXXXX.

Unless otherwise approved in advance in
writing by Orderer, Investigator shall perform
the Study only at Hospital.

V.

Basic Terms for Performing the Clinical Study

1.

b)

Hospital and Investigator will conduct the
Clinical Study in compliance with all
applicable laws and regulations, including but
not limited to the Czech Republic Act No.
378/2007 Coll., on Pharmaceuticals, and Act
No. 372/2011 Coll., on Health Care Services
and the terms and conditions for the providing
of such services, as amended, Decree No.
226/2008 Coll., on Good Clinical Practice and
Detailed Conditions of Clinical Trials on
Medicinal Products. The Clinical Study will be
conducted in accordance with the basic terms
and principles stipulated in the following
documents:

Authorization to perform the Clinical Study
issued by the Czech State Institute for Drug
Control and a qualified Ethics Committee
authorized to review research performed at
the Hospital. In the event that the Ethics
Committee withdraws or alters its approval of
the Study at Hospital in any manner, Hospital
and/or Investigator shall promptly notify
Orderer in writing.

Protocol titled “A Multicenter, Double-blind,
Randomized, Clinical Study to Assess the
Efficacy and Safety to Intravenous S-649266
in Complicated Urinary Tract Infections with
or without Pyelonephritis or  Acute
Uncomplicated Pyelonephritis Caused by
Gram-Negatine Pathogens in Hospitalized
Adults in  Comparison with Intravenous
Imipenem/Cilastatin® and attached to this
Agreement as Annex No. 1. A copy of the
Protocol has been provided to Hospital and
Investigator and is hereby incorporated by
reference, together with any and all
amendments thereto, into this Agreement.

1. Kilinicka

2. Pokud

a) Povoleni

[l.
Misto provadeéni klinické studie a zkousejici

studie  bude
zastoupené

provadéna v
nemocnici zkousejicim
XXXXXXXXX.

objednatel pisemné
neschvali jinak, bude zkouSejici
provadét pouze v nemocnici.

predem
studii

V.
Z&kladni podminky provadeéni klinickeé
studie

1. Nemocnice a zkouSejici budou provadét

klinickou studii vyhovujici vSem pfisluSnym
zakonum a predpisim, mimo jiné vcetné
zakona Ceské republiky &. 378/2007 Sb., o
lédivech a zakona ¢&. 372/2011 Sbh., o
zdravotnich sluzbach a podminkach jejich
poskytovani, ve znéni pozdéjsich predpisq,
i vyhlasky ¢&. 226/2008 Sbh., kterou se
stanovi spravna Kklinicka praxe a blizSi
podminky klinického hodnoceni 1éCiv.
Klinicka studie bude provadéna v souladu
se zakladnimi podminkami a zasadami
stanovenymi v nasledujicich dokumentech:

provadét tuto Klinickou studii
vydané Statnim Ustavem pro kontrolu I&Civ
a kvalifikovanou etickou komisi opravnénou
kontrolovat vyzkum provadény v nemaocnici.
Pokud eticka komise odvola nebo zméni
své schvéleni studie v nemocnici jakymkoli
zplUsobem, nemocnice a/nebo zkousSejici o
tom neprodlené  pisemné  uvédomi
objednatele.

b) Protokol s ndzvem “ Multicentricka, dvojité

zaslepena, randomizovana Kklinickd studie
hodnotici ucinnost a bezpectnost
intravenézniho pfipravku S-649266 pfi
komplikovanych infekcich mo€ovych cest s
nebo bez pyelonefritidy nebo akutni
nekomplikované pyelonefritidy zplsobené
gramnegativnimi patogeny u
hospitalizovanych dospélych ve srovnani s
intravendzni kombinaci imipenem/cilastatin”
a pfipojeny k této smlouvé jako pfiloha 1.
Kopie protokolu byla poskytnuta nemocnici
a zkouSejicimu a tvofi soucast této smlouvy
formou odkazu, spolecné se vSemi
pfislusnymi upravami.
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c) Additional

6.

written instructions from the

Sponsor and/or Orderer.

The Clinical Study will be conducted in
accordance with Good Clinical Practice, ICH
(International Conference on Harmonisation)
Guidelines, and the conditions stipulated in
the Declaration of Helsinki.

The documents listed in Article IV, Section 1
are considered confidential and information
regarding their respective content is disclosed
exclusively to authorized and assigned
Hospital employees pursuant to Article XI of
this Agreement and offices and institutions
listed in Article II.

While the Clinical Study is being conducted,
the Hospital will not use the services of
persons whom a court with local jurisdiction
has barred from conducting Clinical Studies.
The Hospital consents and commits that it will
inform the Orderer without delay if it learns
that such person has been barred or
proceedings have been launched to bar such
person.

Investigator will be responsible for the
direction of the Clinical Study in accordance
with applicable Hospital policies, which
Hospital warrants and represents are not
inconsistent with the terms of this Agreement
and the Protocol. Hospital and Investigator
warrant and represent that Investigator is fully
gualified to conduct the Clinical Study and to
serve in the capacity of Investigator and all
persons or entities who perform any portion
of the Clinical Study (“Study Personnel”) are
fully qualified to conduct the Clinical Study.
Investigator and Study Personnel shall be
employees or subcontractors of Hospital and
Hospital shall be responsible for their
compliance with the terms of this Agreement.

Investigator and all sub-investigators to whom
Investigator  delegates  responsibility in
connection with the Clinical Study are subject
to prior approval by Orderer. The Investigator
and all such sub-investigators shall provide
Orderer with sufficient information to permit
Orderer and the Sponsor to comply with

c) Dalsi

pisemné pokyny od zadavatele

a/nebo objednatele.

Klinicka studie bude provadéna v souladu
se spravnou Kklinickou praxi, smérnicemi
ICH (Mezinarodni  konference pro
harmonizaci) a podminkami stanovenymi v
Helsinské deklaraci.

Dokumenty uvedené v &lanku IV, odstavci
1, se pokladaji za ddavérné, a informace
tykajici se jejich pfislusného obsahu budou
pfedany vyhradné zaméstnancum
nemocnice s opravnénim a pfidélenim v
souladu s c¢lankem XI této smlouvy, a
Ufadum a institucim uvedenym v ¢lanku 1.

V prubéhu provadéni Kklinické studie
nemocnice nevyuzije sluzeb osob, kterym
bylo provadéni klinickych studii zakdzano
rozhodnutim mistné pfislusného soudu.
Nemocnice souhlasi a zavazuje se, Zze bez
prodleni pisemné informuje objednatele,
pokud se dozvi, Ze takové osobé bhyla
zakazanacinnost nebo Ze bylo zahajeno
fizeni za u€elem zakazu €innosti.

ZkouSejici bude zodpovédny za Fizeni
klinické studie v souladu s pfisluSnymi
pfedpisy nemocnice, o nichZz nemocnice
prohlaSuje a zaru€uje, ze nejsou v rozporu
s podminkami této smlouvy a protokolem.
Nemocnice a zkouSejici prohlasuji a
zarucCuji, ze zkousejici je pIné kvalifikovan
provadét tuto klinickou studii a vykonavat
funkci zkouSejiciho, a Ze vSechny dalSi
osoby nebo subjekty, které provadéji
jakoukoli ¢ast této klinické studie (dale jen
.persondl provadéjici studii“) jsou plné
kvalifikované k provadéni klinické studie.
ZkouSejici a personal provadéjici studii jsou
zaméstnanci nebo subdodavateli
nemocnice a nemocnice zodpovida za
plnéni vSech podminek této smlouvy
z jejich strany.

ZkousSejici a vSichni spoluzkousejici, kterym
zkouSejici pfeda zodpovédnost v souvislosti
s touto klinickou studii, museji byt pfedem

schvaleni objednatelem. ZkouSejici a
vsichni spoluzkousejici poskytnou
objednateli dostate¢né informace, které

objednateli a zadavateli umozni dodrzovat
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applicable laws with
Investigator’s and
participation in the study.

respect to the
sub-investigators’

If, for any reason, the Investigator is unable to
continue to serve as Investigator or his/her
affiliation with Hospital will be terminated,
Hospital shall provide written notice to
Orderer at least thirty (30) days prior to
Investigator's departure. In such an event,
Orderer may, in its sole discretion, terminate
the Clinical Study at Hospital or continue the
Clinical Study either with Investigator or with
a new principal investigator to be proposed
by Hospital and approved in writing by
Sponsor. Investigator shall continue to be
bound by all obligations and conditions of this
Agreement until a new principal investigator
is approved by Sponsor. Any new principal
investigator shall be required to acknowledge
and agree to the terms and conditions of this
Agreement. Following such
acknowledgement and agreement, all
references herein to Investigator shall
thereafter refer to the new principal
investigator.

\Y,

Selecting and Obtaining Consent from Trial

b)

Subjects for the Clinical Study

Trial subjects will not be included in the
Clinical Study unless they are provided with
essential information and advice and their
corresponding written consent is obtained.
Obtaining consent from the trial subjects will
be pursuant to applicable ethical principles
and good clinical practice. With regard to the
following:

The Orderer declares that the Subject
Informed Consent form has been given to the
Investigator, and that the form containing the
written instructions/information for the trial
subjects to be included in the Clinical Study
has also been provided to Investigator.

If the trial subject agrees to be included in the
Clinical Study, the Investigator will ask
him/her to sign the Informed Consent form
containing the Clinical Study subject
instructions/information before s/he is actually
included in the Clinical Study.

prislusné zakony sohledem na ucCast
zkousejiciho a spoluzkousejicich ve studii.

7. Pokud z jakéhokoli divodu neni zkouSejici

schopen pokracovat v praci jako zkouSejici
nebo je jeho vztah s nemocnici ukonéen,
nemocnice poskytne objednateli alesporni
tficet (30) dni pfedem pisemné oznameni o
odchodu zkouSejiciho. V takovém pfipadé
muze objednatel podle svého vlastniho
uvazeni ukongit klinickou studii v nemocnici
nebo v klinické studii pokraovat bud se
zkouSejicim, nebo snovym hlavnim
zkouSejicim, kterého navrhne nemocnice a
pisemné jej schvali zadavatel. Zkousejici
bude nadale vazan vSemi povinnostmi a
podminkami podle této smlouvy, dokud
zadavatel neschvéli nového hlavniho
zkousejiciho. Kazdy novy hlavni zkouSejici
musi uznat a podepsat podminky této
smlouvy. Poté se budou vSechny odkazy na
zkousejiciho v této smlouvé vztahovat na
tohoto nového hlavniho zkousejiciho.

V.
Vybér subjektt hodnoceni klinické studie a
ziskavani jejich souhlasu

1. Subjekty hodnoceni se do klinické studie

nezahrnou, pokud jim nebudou poskytnuty
nezbytné informace a rady a nebude ziskan
jejich pfislusny souhlas v pisemné podobé.
Ziskavani souhlasu od subjektd hodnoceni
bude v souladu s pfisluSnymi etickymi
zasadami a spravnou Kklinickou praxi. S
ohledem na nasleduijici:

a) Objednatel prohlasuje, ze zkouSejicimu byl

pfedan formulaf Informovaného souhlasu
subjektu a formulaf obsahujici pisemné
pouceni/informace pro subjekty hodnoceni,
ktery bude rovnéz zahrnut do klinické
studie.

b) Pokud subjekt hodnoceni souhlasi se svym

zahrnutim do Klinické studie, zkouSejici ho
pozada o podepsani informovaného
souhlasu obsahujiciho poucenif/informace
pro subjekty klinické studie, a to pfed jeho
skute€nym zahrnutim do klinické studie.
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Documents signed by the trial subjects | 2.
relating to the information provided to them
and the consent they provided pursuant to
Art. 'V, Section 1, will be included in the
Clinical Study documentation kept by the
Investigator.

If the Investigator discovers during the | 3.
Clinical Study that the trial subject included in
the Clinical Study does not meet the criteria
of the Clinical Study, the Investigator will
immediately inform the Orderer of such fact
and if the Orderer agrees, the Investigator will
exclude such subject from the Clinical Study.

The Investigator, Hospital, and Orderer agree | 4.
to protect the personal data and private
information of trial subjects included in the
Clinical Study during the conduct of the
Clinical Study and after the completion of the
Clinical Study in compliance with the laws
and regulations applicable to the respective

party.

The Study Drug is to be used solely for the | 5.
purpose of conducting the Study. Hospital
and Investigator acknowledge that the use of
the Study Drug is experimental and may be
hazardous. Hospital and Investigator shall
comply with all applicable laws regarding the
handling and use of the Study Drug.

VI.
Recordkeeping

Hospital and Investigator shall collect, store, | 1.
and deliver Study data to Orderer or
Orderer’s designee in accordance with the
Protocol. Orderer shall have an opportunity
to evaluate such Study data for completeness
and to approve such data accordingly.
Hospital and/or Investigator shall make such
clarifications or provide such information as
required to resolve any discrepancies, errors
or missing information in the data.

Hospital shall maintain all such records for | 2.
the Clinical Study until the later of:

Two (2) years following the date a New Drug a)
Application is approved for the Study Drug
that is the subject of the Clinical Study;

Dokumenty podepsané subjekty hodnoceni
tykajici se pouceni, které jim bylo
poskytnuto, a souhlasu, ktery poskytly v
souladu s ¢l. V, odstavcem 1, se zahrnou
do dokumentace klinické studie, kterou
uchovava zkousejici.

Zjisti-li zkousejici v prubéhu klinické studie,
ze subjekt hodnoceni zahrnuty do klinické
studie nevyhovuje kritériim klinické studie,
informuje o tom bez prodleni objednatele a
bude-li s tim objednatel souhlasit, vylouci
tento subjekt z klinické studie.

ZkouS$ejici, nemocnice a  objednatel
souhlasi, ze budou v pribéhu provadéni
klinické studie i po dokonceni klinické
studie chranit osobni Udaje a soukromé
informace subjektd hodnoceni zahrnutych
do Klinické studie v souladu se zakony a
pfedpisy vztahujicimi se na kazdou ze
stran..

Hodnocené I1éCivo je wuréeno Kk pouziti
vyhradné za ucCelem provadéni studie.
Nemocnice a zkouSejici berou na védomi,
Ze pouziti hodnoceného IéCiva je
experimentalni a mize byt nebezpecéné.
Nemocnice a zkouSejici budou dodrzovat
vSechny platné zadkony tykajici se
zachazeni a pouzivani hodnoceného Iéciva.

VI.
Vedeni zaznamu

Nemocnice a zkouSejici budou sbirat,
skladovat a zasilat data studie objednatel
nebo vyhrazené osobé& objednatele,
v souladu s protokolem. Objednatel bude
mit moznost zhodnotit tato data z hlediska
Uplnosti a odpovidajicim zpusobem je
schvalit. Nemocnice a/nebo zkouSejici
poskytnou objasnéni nebo  takové
informace, které budou zapottebi
k vyfeSeni jakychkoli rozport, chyb nebo
chybéjicich udaja v datech.

Nemocnice povede vSechny tyto zaznamy
o klinické studii, dokud nedojde k pozdé&;si
z téchto udalosti:

Uplynou dva (2) roky od data, kdy byla
schvalena Zadost o nové IéCivo; které je
predmétem klinického hodnoceni
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b) Two (2) years after the Investigational New | b)
Drug Application for such Study Drug is
terminated or withdrawn; or

c) As defined by local laws and regulations. c)

3. At the end of such required retention period, | 3.
Hospital shall not destroy any such records
until it has obtained Orderer’s prior written
permission to do so. Orderer will respond
promptly to Hospital’s requests to dispose of
records. Hospital may use such Confidential
Information solely to the extent required for
regulatory, legal, or insurance purposes, and
for no other purpose.

VII.
Monitoring and Inspections of the Clinical
Study

1. Authorized employees of the Orderer and/or | 1.
Sponsor will have the right to monitor and
inspect the conduct and performance of the
Clinical Study at reasonable times during the
term of this Agreement. Orderer and/or
Sponsor will notify Hospital prior to any
inspection of the date and time of the
inspection. The Hospital and the Investigator
will provide representatives of Orderer and/or
Sponsorwith  access to all information
gathered over the course of the Clinical
Study, the results of laboratory tests and
research as well as additional information
about the trial subjects included in the Clinical
Study without any requirement of additional
confidentiality agreements to be signed by
representatives of Orderer and/or Sponsor.

a) Employees authorized to monitor and inspect | a)
the Clinical Study will be appointed by the
Orderer and/or Sponsor in writing.

b) The Orderer and the Sponsor have the right | b)
to grant authorization to monitor or inspect
the Clinical Study to other representatives of
the Orderer and Sponsor.

Uplynou dva (2) roky od ukonceni nebo
stazeni této zadosti o nové lécivo;

Datum definované v mistnich zakonech a
predpisech.

Na konci této pozadované doby
uchovavani nemocnice nezni¢i zadné
zaznamy, dokud k tomu neziska pfedchozi
pisemné svoleni objednatele. Objednatel
bude na pozadavek nemocnice na likvidaci
zaznamU reagovat neprodlené. Nemocnice
muze pouzit divérné informace pouze
v rozsahu poZadovaném pro regulacni,
pravni nebo pojistovaci ucely, a nesmi je
pouzit k zadnému jinému ucelu.

VI
Sledovani a kontrola klinické studie

Opravnéni zaméstnanci objednatele a/nebo
zadavatele budou mit pravo v pfiméfenych
Casech v dobé trvani platnosti této smlouvy
sledovat a kontrolovat prabéh a pinéni
klinické  studie. Objednatel  a/nebo
zadavatel uvédomi  nemocnici  pFed
jakoukoli kontrolou o datu a ¢ase kontroly.
Nemocnice a  zkouSejici  poskytnou
zastupcim objednatele a/nebo zadavatele
pfistup k veskerym informacim
shromazdénym v prabéhu klinické studie,
vysledkum laboratornich zkou$ek a Setfeni i
dalSim informacim o subjektech hodnoceni
zahrnutych do klinické studie bez jakychkoli
pozadavkl na dalSi smlouvy o davérnosti,
které by museli zastupci objednatele a/nebo
zadavatele podepisovat.

Zameéstnance opravnéné sledovat a
kontrolovat  klinickou  studii  jmenuje
pisemné objednatel a/nebo zadavatel.

Objednatel a zadavatel maji pravo udélovat
opravnéni ke sledovani anebo kontrolovani
klinické studie dal$im zastupcum
objednatele a zadavatele.

c) The progress and results of the Clinical Study | ¢) Pribéh klinické studie a jeji vysledky mohou

may be inspected by the Orderer’s auditors.
This provision may never encroach upon the

kontrolovat auditofi objednatele. Toto
ustanoveni nesmi nikdy zasahovat do prav
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rights of authorized officials from competent
Czech authorities and international
supervisory authorities to conduct their own
inspections.

To the extent possible, Hospital and | 2.
Investigator shall notify Orderer in advance of
any Inspection or audit of Hospital by a
governmental or regulatory body (e.g., Czech
State Institute for Drug Contraol, U.S. Food
and Drug Administration, Institutional Review
Board, Ethics Committee) relating to the
Clinical Study and shall allow Orderer or
Sponsor to be present at any such
inspections. Orderer and Sponsor shall have
the opportunity to review and comment upon
correspondence by Hospital or Investigator to
the governmental agency generated as a
result of such inspection prior to the
submission by Hospital or Investigator.
Further, Hospital will provide to Orderer and
Sponsor copies of all materials,
correspondence, statements, forms and
records which Institution receives or obtains
pursuant to this inspection within fifteen (15)
days of the receipt of such documents.

The trial subjects will be instructed pursuant | 3.
to Article V Sect. 2 of this Agreement and
informed of the fact that information about
them and gathered during the Clinical Study
may be submitted to the government
authorities and used by these government
authorities in inspections.

VIII.
Study Drug and Study Materials

The Orderer shall provide the Study Drug for
use in the Clinical Study to the Hospital at no
cost. The place of delivery of the Study Drug
and other preparations is exclusively
Nemocniéni lékarna Krajské nemocnice T.
Bati, a.s., Havlickovo nabrezi 600, 762 75
Zlin, Czech Republic. Deliveries will be
clearly identified and addressed to
XXXXXXX, who is responsible for the
pharmaceutical part of the Clinical Study.

For the course of the estimated time period
stipulated in Article Il of this Agreement, the

opravnénych zastupcu pfislusnych dradd
Ceské republiky a zahraniénich kontrolnich
Ufadu na provadeéni jejich vlastnich kontrol.

V mozném rozsahu nemocnice a zkouSejici
uvédomi objednatele pfedem o vSech
kontrolach nebo auditech nemocnice
provadénych vladnim nebo regulaénim
organem (napf. Ceskym Statnim Ustavem
pro kontrolu 1é€iv, americkou Agenturou pro
kontrolu potravin a [ékd, institucionalni
kontrolni komisi, etickou komisi) tykajicich
se klinické studie, a umozni objednateli
nebo zadavateli byt pfitomen pfi vSech
téchto inspekcich. Objednatel a zadavatel
budou mit moznost zkontrolovat a
okomentovat korespondenci nemaocnice
nebo zkouSejiciho svladni agenturou,
pokud tato  korespondence  vznikla
vysledkem téchto kontrol, a to pred
odeslanim nemocnici nebo zkouSejicim.
Déle nemocnice poskytne objednateli a
zadavateli kopie vSech materiald,
korespondence, prohlaseni, formulafd a
zaznamu, které zarfizeni obdrzi nebo ziska
v souvislosti s touto inspekci, a to do
patnacti (15) dnGd od pfijeti téchto
dokument.

Subjekty hodnoceni budou poudeny v
souladu s ¢lankem V odst. 2 této smlouvy a
informovany o skute€nosti, Zze informace
tykajici se jich a shromazdéné v prubéhu
klinické studie mohou byt predlozeny
pfislusSnym vladnim ufadidm a pouzity
témito vladnimi ufady pro ucel kontroly.

VIII.
Hodnocené Ié€ivo a studijni materialy

Objednatel poskytne hodnocené IéCivo
k pouziti v této klinické studii nemocnici
zdarma. Mistem doru¢eni hodnoceného
léCiva a dalSich pfipravkd je vyhradné
Nemocniéni lékarna Krajské nemocnice T.
Bati, a.s., Havlickovo nabrezi 600, 762 75
Zlin, Ceska republika. Dodavky budou
jasné oznaCeny a adresovany XXXXXX,
ktery/ktera je zodpovédny/zodpovédna za
farmaceutickou ¢ast této klinické studie.

Objednatel bude poskytovat nemocnici a
zkouS$ejicimu material uvedeny v protokolu,
ktery je nezbytny pro provadéni klinické
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Orderer will provide the Hospital and the
Investigator with any Study materials listed in
the protocol or that are essential for the
conduct of the Clinical Study.

3. The Investigator will use the Study Drug and
other materials specified in the Clinical Study
Protocol exclusively for the purpose of
conducting the Clinical Study. The
Investigator will return unused study materials
or Sponsor-provided equipment to the
Orderer upon completion or termination of the
Clinical Study at Hospital.

IX.
Unforeseen Events during the Clinical Study

The Hospital and Investigator are obliged to
immediately, but no later than within twenty-
four (24) hours,inform the Orderer and Ethics
Committee of all serious unexpected events
or serious adverse drug experiences as
defined in the Protocol or any other serious
and/or unexpected adverse events arising in
the course of the Clinical Study, including but
not limited to the occurrence of any event that
is a fatality, is life threatening, requires or
prolongs hospitalization, results in significant
disability, represents a significant hazard, is a
congenital anomaly, is a cancer or is an
overdose.

X.
Indemnification and Insurance

1. Sponsor shall indemnify Hospital pursuant to
the insurance that has been arranged in
compliance with the Article 52 of the Law No,
378/2007 Sb., Collection of Laws. Sponsor is
responsible for the damages that will be
caused to the subjects in relation with the
clinical trial with exceptions as noted below.
Orderer shall not have any obligation to
indemnify Investigator(s), Hospital and/or
their agents, employees and representatives.

2. Investigator(s) and Hospital (which shall
include their employees, agents and
representatives) each agree to be solely
responsible for their negligen acts or
omissions, willful misconduct, and/or reckless
acts or omissions in the performance of their
duties hereunder, and/or any breach by
Hospital, Investigator(s), or their agents,

studie, béhem odhadovaného ¢&asového
obdobi stanoveného v ¢&lanku Il této
smlouvy.

ZkouSejici pouzije hodnocené lécivo i dalSi
materialy specifikované v protokolu klinické
studie vyhradné pro ucel provadéni klinicke
studie. Nepouzité studijni materialy nebo
vybaveni poskytnuté objednatelem,
zkousSejici vrati objednateli po dokonceni
nebo ukonceni klinické studie v nemocnici.

IX.
Nepredvidané udalosti béhem klinické
studie

Nemocnice a zkouSejici jsou povinni bez

prodleni, avSak nejpozdéji do dvaceti Ctyr
(24) hodin, informovat objednatele a etickou
komisi o vSech zavaznych neodekavanych
pfihodach nebo zavaznych nezadoucich
ucincich, které jsou definovany v protokolu,
nebo jinych zavaznych a/nebo
neoCekavanych nezadoucich pfihodach
vzniklych v prabéhu této klinické studie,
vCetné mimo jiné vyskytu jakékoli pfihody,
ktera je fatalni, zZivot ohroZzujici, vyzaduje
nebo prodluzuje  hospitalizaci, vede
k vyznamné invalidité, predstavuje vazné
riziko, je vrozenou anomalii, rakovinou
nebo predavkovanim.

X.
Odskodnéni a pojisténi

Zadavatel odSkodni nemocnici na zakladé
pojisténi, které uzavrel dle § 52 zakona ¢.
378/2007 Sb., o lédivech. Zadavatel
odpovida za Skodu,ktera bude zplsobena
Vv souvislosti s klinickym hodnocenim
subjektim hodnoceni s vyjimkami
uvedenymi  nize.  Objednatel nema
povinnost odskodnit zkousejici(ho),
nemocnici ani jejich agenty, zaméstnance Ci
zastupce.

ZkouSejici a nemocnice (coz zahrnuje také
jejich zaméstnance, agenty a zastupce)
souhlasi stim, Ze jsou vyhradné
zodpovédni za sva opomenuti nebo
zanedbani, zamérné nekalé jednani a/nebo
nedbalosti & opomenuti pfi plnéni svych
povinnosti podle této smlouvy, a/nebo za
vesSkera poruSeni ze strany nemocnice,
zkousejiciho/zkouSejicich €i jejich agent,
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employees or contractors of: (a) this
Agreement; (b) the Protocol; (c) any written
instructions delivered by Orderer or Sponsor
concerning administration of the Study Drug
or devices; or (d) applicable laws or
regulations and shall be financially and
legally responsible for all liabilities, costs,
damages, expenses and attorney fees
resulting from or attributable to any and all
such acts or omissions.

Except as to breach of the Sections of this
Agreement on Confidentiality, Intellectual
Property, and Article X Section 2 above,
neither Hospital nor Investigator(s) shall be
liable to Orderer or Sponsor, and neither
Orderer nor Sponsor shall be liable to
Hospital or Investigator(s) for incidental,
special, indirect or consequential damages to
persons or property including but not limited
to the right to be paid for loss of time, loss of
services, loss of production, lost profits, lost
business, lost savings or other economic or
business loss or claims of any kind
whatsoever, arising out of or as a
consequence of the services performed or
otherwise under this Agreement, even if
advised of the possibility of such damages.

Hospital declares that it holds an Insurance
Contract in accordance with § 45 par. 2n) of
law 372/2011 Sb. On Health Care Services
for liability for damage caused during the
provision of health care. This Insurance is
maintained for all duration of the Hospital's
delivery of health care. Proof of said
insurance shall be supplied to Orderer upon
request.

XI.
Protection of Confidential Information

“Confidential Information”  means  all
information that is (a) provided by or on
behalf of Sponsor or Orderer to Hospital or
Investigator in  connection  with  this
Agreement or the Clinical Study, or (b)
developed, obtained, or generated by
Hospital, Investigator, or Study Personnel as

zaméstnancl nebo dodavatelG: (a) této
smlouvy; (b) protokolu; (c) jakychkoli
pisemnych pokynu dodanych
objednavatelem nebo zadavatelem ohledné
podavani hodnoceného IéCiva nebo pouziti
zarizeni; nebo (d) pfislusnych zakond nebo
predpisu, a jsou finanéné i pravné
zodpovédni za vSechna ruc€eni, naklady,
Skody, vydaje a poplatky za pravnika, které
vzniknou nésledkem nékteré nebo vsech
téchto Cinnosti €i zanedbani, nebo v jejich
souvislosti.

S vyjimkou poruseni odstavcl této smlouvy
tykajicich  se  duavérnosti, dusevniho
vlastnictvi a ¢lanku X odstavce 2 vyse,
nejsou nemocnice, ani zkousejici
zodpovédni objednateli ani zadavateli a
rovnéz objednatel ani zadavatel nejsou
odpovédni nemocnici ani zkousejicim(u) za
nahodné, zvlastni, nepfimé ani nasledné
Skody na osobach €i majetku, véetné mimo
jiné prava na uhrazeni ztraceného casu,
ztraty sluzeb, ztraty produkce, udlého zisku,
uslého obchodu, ztracenych Uuspor ani
jinych hospodarskych &i obchodnich ztrat &i
pohledavek Zadného druhu, které vznikaji
nebo vyplyvaji v souvislosti se sluzbami
provadénymi nebo jinak poskytovanymi
podle této smlouvy, a to ani kdyZ jsou o
moznosti téchto Skod informovani.

Nemocnice prohlaSuje, Z2e ma uzavieno
nezbytné pojisténi v souladu s ustanovenim
§ 45 odst. 2, pism. n) zakona €. 372/2011
Sb., o zdravotnich sluzbach o odpovédnosti
za Skodu zplsobenou pfi poskytovani
zdravotni péce. Toto pojisténi pokryva
celou dobu poskytovani zdravotni péce ze
strany nemocnice. Na vyzvu objednatele je
povinna prfedloZit potvrzeni o tomto
pojisténi.

XI.
Ochrana davérnych informaci

,D0vérné informace“ znamenaji vSechny
informace, které jsou (a) poskytnuté
zadavatelem nebo objednatelem nebo
jejich jménem nemocnici &i zkousejicimu v
souvislosti stouto smlouvou nebo s
klinickou studii; nebo (b) vyvinuté, ziskané
nebo vytvofené nemocnici, zkous$ejicim
nebo personalem provadéjicim studii
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2.

a)

b)

a result of performing the Clinical Study under
this Agreement (except for a Study subject’s
medical records), including, but not limited to,
the Protocol, Study data, results, and reports
from all sites conducting the Study.
Confidential Information and all tangible
expressions, in any media, of Confidential
Information are the sole property of Sponsor
or Orderer, as applicable.

The Hospital and the Investigator will not
divulge Confidential Information to third
parties or use such information contrary to
the Orderer's or Sponsors instructions.
Confidential Information is considered the
exclusive property of the Orderer and
remains secret and stored by the Hospital
and the Investigator at a place reserved for
information of such nature unless the Hospital
or Investigator proves that the information is
not accessible by the public.Hospital and
Investigator shall safeguard Confidential
Information with the same standard of care
that is used with Hospital and Investigator's
Confidential Information, but in no event less
than reasonable care.

The term Confidential Information shall not be
deemed to include information that:

was publicly available at the time of receipt
from Orderer or Sponsor or becomes publicly
available through no fault of Hospital,
Investigator or Hospital's directors, officers,
employees or agents;

b)
Hospital can demonstrate it possessed prior
to, or developed independently from,
disclosure or development wunder this
Agreement;

Hospital receives from a third party without an
obligation of confidentiality to Orderer or
Sponsor.

Notwithstanding the foregoing, Hospital or
Investigator may disclose that part of
Confidential Information that is required by an
order of a court of competent jurisdiction to
be disclosed, provided that Hospital and/or
Investigator gives Orderer prompt and
reasonable notification of such requirement

v souvislosti s provadénim této Kklinické
studie podle této smlouvy (s vyjimkou
zdravotnich zaznamu subjektl studie),
v&etné&, mimo jiné, protokolu, studijnich dat,
vysledki a zprav ze vSech pracovist
provadéjicich studii. Duvérné informace a
vSechna hmotna vyjadfeni divérnych
informaci na jakémkoli médiu jsou
vyhradnim majetkem zadavatele, pfipadné
objednatele.

Nemocnice a zkousejici divérné informace
neprozradi tfetim stranam ani je nepouziji v
rozporu s pokyny objednatele nebo
zadavatele. D{vérné informace se pokladaji
za vyluény majetek objednatele, zlistanou v
tajnosti a ulozené nemocnici a zkouSejicim
na misté vyhrazeném pro informace této
povahy, pokud nemocnice nebo zkousejici
neprokazi, ze informace nejsou pfistupné
Siroké vefejnosti. Nemocnice a zkouSejici
budou duvérné informace chranit se
stejnym standardem péce, jaky nemocnice
a zkousejici pouzivaji pfi ochrané vlastnich
divérnych informaci, avS8ak nejméné
s pfimérenou péci.

Za soucast duvérnych pisemnych informaci
se nepovazuji informace:

které byly vefejné dostupné v dobé&, kdy je
objednatel nebo zadavatel pfijali, nebo se
staly vefejné dostupnymi jinak nez
provinénim nemocnice, zkous$ejiciho nebo
feditelt, zastupcl, zaméstnancl &i agentu
nemocnice;

o kterych muze nemocnice prokazat, Ze je
vlastnila pfed jejich pfedanim nebo vyvinula
nezavisle na predanych informacich nebo
vyvoji podle této smlouvy;

které nemocnice obdrzi od tfeti strany bez
povinnosti zachovavat jejich davérnost vuci
objednateli nebo zadavateli.

Bez ohledu na vySe uvedené ustanoveni
mohou nemocnice nebo zkousSejici predat
takovou ¢ast davérnych informaci, jejiz
predani vyzaduje pfikaz soudu s pfisluSnou
jurisdikci, a to =za pfedpokladu, Ze
nemocnice a/nebo zkouSejici predaji
objednateli  urychlené a  pfiméfené
oznameni o tomto pozadavku pred
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prior to such disclosure and takes all pfedanim informaci a podniknou vSechny

reasonable and lawful actions to obtain zakonné kroky k ziskani dGvérného
confidential treatment for such disclosure and zachazeni s takto pfedanymi informacemi a
to minimize the extent of such disclosure. The k minimalizaci rozsahu prfedanych
Hospital and Investigator commit to inform all informaci. Nemocnice a zkouSejici se
participants in the Clinical Study and persons zavazuji informovat vSechny Gc&astniky
with access to confidential information of their klinické studie a osoby s pfistupem
duty to maintain confidentiality in accordance k ddvérnym informacim o své povinnosti
with this Agreement. These persons are udrzovat davérnost téchto informaci
obliged to maintain the same degree of v souladu stouto smlouvou. Tyto osoby
confidentiality. jsou povinny udrZovat stejnou uroven
davérnosti.

5. Podle pozadavkl odstavce o divérnych

Subject to the requirements of the informacich si mdze nemocnice ponechat
Confidential Information section, Hospital ve svem viastnictvi ~kopii duvermnych
may retain in its possession a copy of informaci, ktera sestava z jakékoli casti Ci
Confidential Information that consists of any vsech dat, dokumentt a informaci tykajicich
and all data, documents or information se provadeni teto smlouvy pouze v mire,
related to the performance of this Agreement v jake to vyzaduji regulacni, zakonné nebo
solely as required for regulatory, legal, or pojistovaci predpisy.

insurance purposes.

XIl.
XIl. o Dusevni viastnictvi a publikovani vysledku
Intellectual Property and Publication of the klinické studie

Results of the Clinical Study
1. Nemocnice a zkouSejici berou na védomi,

Hospital and Investigator acknowledge that Ze zadavatel vlastni hodnocené IléCivo a
Sponsor owns the Study Drugs and all veskera prava k jeho duSevnimu vlastnictvi.
intellectual property rights therein. Neither Nemocnice ani  zkouSejici  nebudou
Hospital nor Investigator shall supply, transfer dodavat, pfevadét ani prodavat hodnocené
or sell any Study Drug to any third party or léCivo zadné treti strané ani osobam, které
person not performing the Clinical Study neprovadéji klinickou studii podle této
hereunder without the prior written consent of smlouvy, bez pfedchoziho pisemného
Orderer. souhlasu objednatele.

2. Zadavatel vlastni veskera prava, narok a

Sponsor shall own all right, title, and interest podil v jakémkoli vynélezu a ma vyhradni
in and to any Invention and shall have the pravo ziskat, pokud se tak rozhodne,
sole and exclusive right to obtain, at its patentovou ochranu k jakémukoli takovému
option, patent protection in the United States vynalezu ve Spojenych statech a v jinych
and other countries on any such Invention. zemich. Zadavatel je a bude vyhradnim a
Sponsor is and shall be the sole and jedinym vlastnikem vSech prav ke studijnim
exclusive owner of all rights in and to the zaznamum a hodnocenému IéCivu. Strany
Study Records and the Study Drug. It is se dohodly, Ze ani =zadavatel, ani
agreed that none of Sponsor, Orderer, objednatel, zkou$ejici &  nemocnice
Investigator, or Hospital transfers to any other nepfevedou nikomu jinému pfi vykonu této
by operation of this Agreement any patent smlouvy Zadna prava k patentim, autorska
right, copyright, trademark right, or other prava, prava na obchodni znacku ani jina
proprietary right of Sponsor, Orderer, vlastnicka prava zadavatele, objednatele,
Investigator, or Hospital, except as expressly zkousSejiciho ani nemocnice, kromé vyjimek
set forth herein. vyslovné uvedenych v této smlouveé.
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a) “Invention” means any discovery, invention, | a)
technology, result, data, material,
improvement, or idea, whether or not
patentable, resulting from or reduced to
practice as a result of conducting the Clinical
Study, or made using the Study Drug or
Confidential Information.

3. Institution will notify Sponsor, promptly and in | 3.
writing, of any Invention made by Hospital,
Investigator, and Study Personnel, whether
solely or jointly with others.

4. Sponsor shall be sole and exclusive owner of | 4.
all rights, title, and interest in and to any
Invention and Sponsor shall have the sole
and exclusive right to obtain, at its option,
patent protection in the United States and
other countries on any such Invention. The
Investigator hereby transfers in advance to
Sponsor all his rights to any Inventions.
Insofar as such rights cannot be legally
transferred, Investigator hereby grants in
advance to Sponsor an exclusive, assignable,
with respect to duration, geographic scope
and content unrestricted license of use with
the right to sublicense each such Invention.
The Hospital shall promptly make full
disclosure of any Invention which is reported
to it by Investigator and/or the Hospital's or
Investigator's agents or employees. If
Sponsor elects to file a patent application
concerning an Invention, Sponsor shall inform
the Hospital in writing. Hospital and
Investigator acknowledge and agree that all
Inventions shall become the exclusive
property of Sponsor upon such notice by
Sponsor to Hospital pursuant to this Section
XIll. The Hospital and the Investigator shall
furnish and execute any documents that
Sponsor shall require to establish the
Sponsor’s ownership of the patent, copyright,
or any other rights or interest in the Invention,
the Sponsor shall pay the Hospital its
reasonable costs for such assistance.

5. Hospital and Investigator agree not to | 5.
undertake any activities that could negatively
affect the intellectual property rights of the
Sponsor including but not limited to

,Vynalezem“ se rozumi jakykoli objev,
vynalez, technologie, vysledek, data,
material, zlepdeni nebo napad, at uz je
mozne je patentovat &i nikoli, plynouci nebo
uvedené do praxe Vv souvislosti s touto
klinickou studii, nebo provedené s pouzitim
hodnoceného IécCiva &i divérnych informaci.

Zafizeni uvédomi zadavatele, neprodlené a
pisemnou formou, o vSech vynalezech,
které nemocnice, zkousejici nebo personal
odvadéjici  studii  vynalezli, at uz
samostatné nebo spole¢né s jinymi
osobami.

Zadavatel je jedinym a vyhradnim
majitelem vSech prav, narokl a podil
v jakémkoli vyndlezu a méa vyhradni a
jedine¢né pravo podle svého rozhodnuti
ziskat patentovou ochranu vynélezu ve
Spojenych statech a jinych zemich.
Zkousejici timto pfedem prevadi zadavateli
vSechna sva prava k jakymkoli vynalez(im.
Pokud tato prava neni mozné podle zakona
prevadét, zkousejici timto predem udéluje
zadavateli vyhradni, pfevoditelnou a co se
tyCe trvani, geografického rozsahu a
obsahu neomezenou licenci k pouzivani
téchto vynalezl s pravem udélovat dilCi
licence. Nemocnice neprodlené preda plné
informace o jakychkoli vynalezech, které ji
budou oznameny zkouSejicim a/nebo
agenty C¢i zaméstnanci nemocnice (i
zkouSejiciho. Pokud se zadavatel rozhodne
podat zadost o patentovani pfislusného
vynalezu, informuje o tom zadavatel
nemocnici pisemné. Nemocnice a
zkouSejici berou na védomi a souhlasi
stim, Ze vSechny vynalezy se stanou
vyhradnim  majetkem zadavatele na
zakladé takového oznameni od zadavatele
predaného nemocnici podle clanku XII.
Nemocnice a zkousejici pfipravi a provedou
vesSkeré dokumenty, které bude zadavatel
pozadovat ke stanoveni zadavatelova
vlastnictvi patentu, autorskych prav nebo
jakychkoli jinych prav nebo zamu ve
vynalezu, zadavatel uhradi nemocnici
veSkeré pfiméfené naklady souvisejici
s touto asistenci.

Nemocnice a zkouSejici souhlasi s tim, Ze
nebudou provadét Zadné cinnosti, které by
mohly negativné ovlivnit prava k duSevnimu
vlastnictvi zadavatele, v€etné mimo jiné
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publishing, presenting, or disclosing to any
third party any Study data, Confidential
Information, or Invention, subject to the
conditions set forth in Section XI and Section
XII.

. The Hospital and the Investigator recognize | 6.
that the Clinical Study is a part of a
multicenter study. The facts and results of the
Clinical Study will be published once the
Clinical Study and final analysis are
completed. It is not possible to publish the
Clinical Study results from one centre before
the results from various locations are
published. The Sponsor and/or Orderer will
ensure that the Hospital's and Investigator's
participation in the Clinical Study is confirmed
in the publication. Neither the Hospital nor the
Investigator will publish or orally present the
full or partial results of the Clinical Study or
other Study data unless they receive previous
written consent from the Orderer.

Prior to any submission for publication, | 7.
presentation or communication of results or
information arising from the Study, the
Hospital and the Investigator shall provide
Orderer or Sponsor at least sixty (60) days to
review the proposed publication for the
purposes described below. Orderer or
Sponsor may request in writing, and Hospital
or Investigator shall agree to, (a) the deletion
of any Confidential Information, (b) any
reasonable changes requested by Orderer or
Sponsor, or (c) a delay of such proposed
submission for an additional period as
reasonably necessary to protect the potential
patentability of any technology described
therein. Sponsor, at its election, shall be
entitled to receive in any such publication an
acknowledgement of its sponsorship of the
Study.

The Hospital and the Investigator have | 8.
agreed that scientific publications relating to
discoveries or tested therapeutic agents will
not be made public by the Hospital or the
Investigator before the Sponsor applies for a
patent, provided that a patent application is
under consideration given the nature of the
results of the Clinical Study.

publikace, prezentovani nebo zvefejnéni
jakeékoli treti strané jakychkoli studijnich dat,
davérnych informaci nebo vynalezu, podle
podminek stanovenych v ¢asti XI a cCasti
XIl.

Nemocnice a zkouS$ejici berou na védomi,
ze klinicka studie je soucasti studie konané
v riznych mistech. Skute¢nosti a vysledky
klinické studie budou publikovany, jakmile
bude dokonfena klinickd studie a
zavéreCna analyza. Publikovani vysledku
klinické studie z jednoho centra neni mozné
pred publikovanim vysledk( z riznych mist.
Zadavatel a/nebo objednatel zaruluji, ze
ucast nemocnice a zkousejiciho na klinické
studii je potvrzena v publikaci. Nemocnice
ani zkouSejici nepublikuji ani  Ustné
nezvefejni uplné nebo CasteCné vysledky
klinické studie nebo studijni data, pokud
neziskaji predchozi pisemny souhlas od
objednatele.

Pfed kazdym odeslanim vysledk( nebo
informaci plynoucich ztéto studie Kk
publikaci, prezentaci nebo komunikaci
nemocnice a  zkouSejici  poskytnou
objednateli &i zadavateli alesporni Sedesat
(60) dni na kontrolu navrhované publikace
pro uely popsané nize. Objednatel Ci
zadavatel mohou pozadovat pisemné, a
nemocnice Ci zkousSejici souhlasi s tim, Ze
provedou: (a) smazani vSech davérnych
informaci, (b) veSkeré pfiméfené zmény
pozadované objednatelem nebo
zadavatelem, nebo (c) odlozeni
navrhovaného odeslani pro ziskani dalsiho
Casu pfiméfené nutného k ochrané
potencialni patentovatelnosti jakékoli v ni
popsané technologie. Zadavatel ma pravo
podle svého uvazeni byt v jakékoli takové
publikaci uveden v podékovani za
sponzorovani studie.

Nemocnice a zkouSejici se dohodli, Ze
védecké publikace tykajici se objevl nebo
testovanych terapeutickych ucinnych latek
nebudou zvefejnény  nemocnici  ani
zkouSejicim pfedtim, nez zadavatel pozada
o0 udéleni patentu s tim, ze k zadosti o
udéleni patentu se pfihliZi s ohledem na
povahu vysledku klinické studie.
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X1I.
Publicity

No party shall disclose the existence or
substance of this agreement, except as
required by applicable law. Neither Hospital
nor Investigator shall use the name of
Sponsor or of any Sponsor employee without
Sponsor’s prior written consent or as required
by applicable law. The Parties agree that in
order for Hospital to satisfy its reporting
obligations, it may identify Orderer or
Sponsor and the amount of funding received
from Orderer for the Study, but will not
include in such report any information which
identifies the name of the Study Drug or the
therapeutic areas of the Clinical Study.

Notwithstanding the foregoing, nothing
contained in this Agreement shall prevent the
Clinical Study from being registered with
www.clinicaltrials.gov, or any equivalent
registry, including all information required by
the Uniform Requirements for Manuscripts
Submitted to Biomedical Journals of the
International Committee of Medical Journal
Editors in effect as of the date of initiation of
the Clinical Study (see www.icmje.org).

XIV.
Dispute Resolution and Out-of-Court
Settlement

The contracting parties have agreed that the
legal relationships resulting from this
Agreement will be subject to and construed in
accordance with the generally binding laws
and regulations of the Czech Republic

The contracting parties commit that they will
provide mutual assistance and any disputes
relating to their different views of procedures
and work methods will be resolved by
discussing the issue in a manner normally
applied by the contracting parties.

All  disputes not resolved by mutual
agreement pursuant to Sect. 2 of this Article
XIV shall be settled by courts in Czech
Republic

XIII.
Publicita

. Zadna ze stran nezvefejni existenci ani

povahu této smlouvy, kromé& pozadavki
zakona. Ani nemocnice, ani zkouSejici
nebudou pouzivat jméno zadavatele ani
Zadného zaméstnance zadavatele bez
prfedchoziho pisemného souhlasu
zadavatele, nebo pokud to nevyzaduje
zakon. Strany souhlasi s tim, Zze aby mohla
nemocnice splnit své povinnosti podavat
zpravy, mlze identifikovat objednatele nebo
zadavatele a vysi fondl obdrzenych od
objednatele pro studii, ale nebudou do této
zpravy zahrnovat zadné informace, které
identifikuji nazev hodnoceného Ié€iva nebo
terapeutickych oblasti klinické studie.

. Aniz by byla dot¢ena vySe uvedena

ustanoveni, zadné ustanoveni v této
smlouvé nebrani klinické studii v registraci
na strance www.clinicaltrials.gov, ani
vV jiném odpovidajicim registru, vcetné
vSech informaci poZadovanych jednotnymi
pozadavky na rukopisy posilané do
biomedicinskych ¢&asopisi Mezinarodniho
vyboru $éfredaktorli lékafskych Casopisu
platnych ke dni zahgjeni klinické studie (viz
Www.icmje.org).

XIV.
ResSeni sporl a smiréi

s

izeni

Pravni vztahy vyplyvajici z této smlouvy se
budou Fidit vyhradné pravem Ceské
republiky. K FeSeni sporli budou pfislusné
Ceské soudy.

Smluvni strany se zavazuji, Ze si navzajem
poskytnou pomoc a pfipadné spory tykajici
se jejich odliSnych pohledd na procedury a
zpusoby prace vyfeSi pomoci projednani
zalezitosti zplisobem aplikovanym obvykle
smluvnimi stranami.

VesSkeré spory nevyfeSené vzajemnou
dohodou v souladu s odst. 2 tohoto clanku
XIV budou feSeny soudy v Ceskeé republice.
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XV.
Compensation

The Orderer commits that it will compensate | 1.
the costs the Hospital incurs in connection
with the inclusion and examination of each
trial subject in the Clinical Study as described
in Schedule A.

The Orderer commits that it will compensate | 2.
a proportionate part of the costs for work
actually performed by the Hospital in
connection  with  the inclusion and
examination of each trial subject in the
Clinical Study, in the event that any trial
subjects do not continue to participate in or
complete the Clinical Study.

Payment will be transferred to the Hospital’s | 3.
account as set forth in the Schedule A.

It is understood and agreed that no | 4.
reimbursement will be provided by Orderer or
Sponsor for subjects who are randomized
into the Clinical Study in violation of the
Protocol, or who do not conform to the
Protocol’s inclusion and exclusion criteria or
for whom serious deviations from the Protocol
are made.

As compensation for the Hospital's and | 5.
Investigator’s proper conduct of the study
according to the terms of this Agreement, the
Orderer or its representative will pay the
Hospital financial consideration pursuant to
Schedule A attached to this Agreement and
incorporated by reference herein. The
Hospital will accept payment from the Orderer
or its representative as full consideration for
the services delivered. Unless the Hospital
and Orderer agree otherwise in writing, all
costs designated in Schedule A will remain
fixed for the entire duration of the Clinical
Study. The budget provided in Schedule A
includes all applicable taxes. In this case the
duty to pay VAT does not apply because the
Orderer Medpace, Inc. is based in the United
States. The Orderer will transfer payment to
the Hospital pursuant to this Agreement from
the funds provided to it by the Sponsor.

XV.
Nahrada

Objednatel se zavazuje, Ze nahradi
naklady, které vzniknou nemocnici v
souvislosti se zahrnutim kazdého subjektu
hodnoceni do klinické studie a s jeho/jejim
vySetfenim, jak je popsano v rozpoctu
studie A.

Objednatel se zavazuje, Ze nahradi
pomérnou c¢ast nakladl, které vzniknou
nemocnici v souvislosti se zahrnutim
kazdého subjektu hodnoceni do Kklinické
studie a s jeholjejim vySetfenim, i kdyz
subjekt hodnoceni nepokraduje ve své
ucasti na klinické studii.

Platba bude poukazana na ucet nemocnice
uvedeny v rozpoctu studie A.

Strany se dohodly a souhlasi stim, ze
objednatel ani zadavatel neposkytnou
zadné odskodnéni pro subjekty, které jsou
randomizovany do klinické studie v rozporu
s protokolem, nebo které nesplniuji kritéria
zarazeni a vylouéeni stanovena
protokolem, nebo u kterych doSlo
k zavaznym odchylkéam od protokolu.

Nahradou za fadné provadéni studie ze
strany nemocnice a zkouSejiciho podle
podminek této smlouvy bude objednatel
nebo jeho zastupce nemocnici vyplacet
finanéni odménu v souladu s rozpocetem
studie A pfilozenym k této smlouvé a tvofici
soucast smlouvy formou odkazu.
Nemocnice pfijme platbu od objednatele
nebo jeho zastupce jako plnou odménu za
dodavané sluzby. V8echny naklady
stanovené v rozpocCtu studie A zlstanou
pevné po celou dobu trvani studie, pokud
se nemocnice a objednatel pisemné
nedohodnou jinak. RozpoCet uvedeny v
rozpoCtu studie A zahrnuje veSkeré
pfislusné dané. Povinnost platit DPH se
vtomto pfipadé nevztahuje, protoze
spoleénost Medpace, Inc. sidli v USA.
Objednatel poukaze nemocnici platbu podle
této smlouvy z fondu, které mu svéfil
zadavatel.
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b)

Invoices are sent to:

Medpace Inc.

Attn: Accounting Department

5375 Medpace Way

Cincinnati, OH 45227, United States

The Orderer declares that it does not have an | 6.
organizational unit, branch or other
permanent operations in the Czech Republic.
Medpace Ceska republika, s.r.o. is a
separate legal entity and is not a contractual
party to this Agreement.

XVI.
Provisions Against Bribery/Corruption

The Hospital certifies that neither it nor | 1.
Investigator is employed nor associated,
with or without compensation, or in any
manner, in or with a position as described
below:

a government or public institution or official, | a)
agent or employee of a public administration
or any other function under the terms of
which an individual is endowed with public
authority, responsible for a mission of public
services or holding an elected office;

a permanent or occasional member, expert or | b)
consultant, within any government health
agency or regulatory body of government; or

any other position within the government or a | c)
nongovernmental international health
organization, such as the WHO (the World
Health Organization) or UNICEF.

The Hospital certifies that neither it nor | 2.
Investigator shall use their powers or their
real or potential influence to improperly or
unlawfully influence a decision, an act, an
action or an omission with respect to the
activities of Sponsor or Orderer.

Faktury se odeSlou na:
Medpace Inc.

Komu: uéetni oddéleni
5375 Medpace Way
Cincinnati, OH 45227, USA

Objednatel  prohladuje, Ze v Ceské
republice nema organizacni  slozku,
poboCku nebo jinou stalou provozovnu.
Medpace Ceska republika, s.r.o. je
samostatny pravni subjekt a neni smluvni
stranou této smlouvy.

XVI.
Ustanoveni proti uplatkiim/korupci

Nemocnice potvrzuje, Ze ani nemochice
samotna, ani zkousSejici nejsou
zaméstnani ani spojeni, at uz za uhradu
¢i bez, ani jinym zpusobem, s nize
uvedenymi pozicemi:

Vladni nebo vefejna instituce nebo cinitel,
zastupce nebo zaméstnanec statni spravy
Ci jina funkce, podle jejichz podminek je
danému jedinci svéfena vefejna moc, se
zodpovédnosti za provadéni vefejnych
sluzeb nebo zastavani voleného ufadu;

Trvaly nebo pfilezitostny €len, odbornik Ci
konzultant vladni zdravotnické agentury
nebo regulacniho organu viady; nebo

Jakékoli jina pozice ve vladni nebo nevladni
mezinarodni zdravotnické organizaci, jako
je WHO (Svétova zdravotnicka organizace)
nebo UNICEF.

Nemocnice potvrzuje, Ze ani nemocnice, ani
zkouS$ejici nepouZiji své moci nebo svého
skute¢ného Ci potencialniho vlivu
k nesprdvnému nebo nezdkonnému
ovliviiovani rozhodnuti, ¢inu, ¢innosti nebo
zanedbani s ohledem na ¢innosti
zadavatele nebo objednatele.

In the event of a conflict of interest or the risk | 3. V pfipadé stfetu zajmu nebo rizika stfetu

of a conflict of interest, Hospital agrees, and
shall ensure that Investigator agrees, to (i) to
withdraw from the position listed above and in
any case (i) not to improperly or unlawfully
participate in any duties or tasks of any
official position held when the duty or task

zajmu se nemocnice zavazuje a zarovef
zajisti zadvazek zkouS$ejiciho, Ze (i) opusti
vySe uvedenou pozici a v zadném pfipadé
(i) se nebude nevhodné nebo nezakonné
uCastnit zadnych povinnosti ani ukoll
Zadné zastavané vefejné pozice, pokud se
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relates to the activities of Sponsor or
Orderer.

The Hospital certifies that neither it nor | 4.
Investigator shall offer or provide any
payment, gift or anything of value, either
directly or indirectly, to any government
official, including, but not limited to, public
officials, agents or employees of a public
administration, persons acting on behalf of
any of the foregoing, or any person
responsible for a mission of public services or
an elected office, representatives of any
political party, candidates for public office,
representatives of other businesses or
persons acting on behalf of any of the
foregoing, for the purpose of improperly or
unlawfully influencing decisions, acts or
omissions, with respect to the activities of
Sponsor or Orderer.

Medpace acknowledges that the Hospital as |5.
a commercial company founded by the
Region Zlin as a public corporation and the
Investigators or other employees or members
of statutory bodies of the Hospital may be in
the course of it's medical profession
members  of expert committees or
professional associations or other
professional institutions made in accordance
with the laws of the healthcare sector. The
membership is not inconsistent with this
Article (section XVI).

XVII.
Term and Termination

This Agreement shall commence as of the | 1.
Effective Date and shall continue until the
earlier of (a) completion of all obligations
herein, including without limitation, receipt by
Orderer of all study data and responses to
any corresponding queries in a form
acceptable to Orderer, or (b) in the event of
early termination of the Clinical Study as set
forth in this Section, completion by Hospital
and Investigator of all obligations set forth in
Section XVII-5.

tyto povinnosti nebo ukol tykaji Cinnosti
zadavatele nebo objednatele.

Nemocnice potvrzuje, ze ani nemocnice,
ani zkousejici nenabidnou ani
neposkytnou Zzadnou platbu, dar ani
Zadnou jinou cennost, at' uz pfimo nebo
nepfimo, zadnému vladnimu Ciniteli,
v€etné mimo jiné vefejnych Ccinitelu,
zastupcl nebo zaméstnancu vefejné
spravy, osobam jednajicim jejich
jménem, ani jakékoli osobé zodpoveédné
za provadéni vefejnych sluzeb nebo
zastavajici voleny ufad, zastupcim
politické strany, kandidatim na vefejny
Ufad, zastupcum dalSich podnikd nebo
osobam jednajicim jejich jménem, pro
ucCely nespravného nebo nezakonného
rozhodovani, €innosti nebo zanedbani
tykajicich se cinnosti zadavatele nebo
objednatele.

Medpace bere na védomi, ze
nemocnice je obchodni spolecCnosti
zaloZzenou Zlinskym  krajem jako
vefejnopravni korporaci a zkouSejici
nebo jini zaméstnanci ¢&i Clenové
statutarnich organt nemocnice mohou
byt V ramci vykonu svého
zdravotnického povolani Cleny
odbornych  komisi  ¢i  odbornych
spolecnosti nebo jinych odbornych
instituci ustanovenych v souladu
S pravnimi predpisy na useku
zdravotnictvi. Dané Clenstvi neni
v rozporu s timto ¢lankem (Elanek XVI).

XVIL.
Doba trvani a ukonéeni smlouvy

Tato smlouva zacina platit od data ucinnosti
z téchto dvou udalosti: (a) dokonceni v8ech
povinnosti podle této smlouvy, v€etné mimo
jiné pfijeti vSech dat studie objednatelem a
zodpovézeni vSech pfislusnych dotazl
formou pfijatelnou pro objednatele, nebo (b)
v pfipadé predCasného ukonceni klinické
studie, jak je uvedeno vtomto odstavci,
splnéni v8ech povinnosti nemocnici a
zkouSejicim uvedenych v &l. XVII-odst. 5.
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Hospital and Investigator may terminate this
Agreement if Orderer materially breaches this
Agreement and Orderer fails to cure the
breach within sixty (60) days after receipt of
written notice from a party specifying in detail
the nature of the breach. Orderer may
terminate this Agreement at any time for any
reason upon giving fifteen (15) days’ advance
written notice to Hospital and Investigator. In
the event a proposed new principal
investigator is not acceptable to Sponsor as
provided in Article Ill, Orderer may
immediately terminate the Clinical Study at
the Hospital by providing written notice to the
Hospital. Notwithstanding the foregoing, any
party may terminate the Clinical Study
immediately upon written notification to the
other parties when immediate termination is
necessary, in such party’s reasonable
judgment, in the interest of subject safety.

Orderer shall be obligated to pay Hospital
solely for those items set forth in the
Schedule A that have been incurred prior to
the date of termination. Hospital shall
promptly refund to Orderer all unearned
advance payments made by Orderer under
the Schedule A. Upon completion or
termination of this Agreement, in no event
shall Orderer be obligated to pay any invoices
submitted after the time period for submitting
final invoices set forth in Schedule A has
expired.

Upon completion or termination of this
Agreement, Hospital and Investigator shall,
upon Orderer’s request, return or destroy all
documents, information, and/or supplies,
including, but not limited to, Study drug(s)
and related devices, equipment, and any
biological samples or other materials
provided by Orderer or Sponsor for the
conduct of the Clinical Study, to Sponsor or
Orderer within thirty (30) days. If Orderer
requests that such documents, information or
supplies be destroyed, Hospital or
Investigator, as applicable, agrees to destroy
same and provide Orderer with written
certification of such destruction. The
Confidential Information, Recordkeeping,
Monitoring and Inspection, Term and

2. Nemocnice a zkouS$ejici mohou tuto
smlouvu ukoncit, pokud objednatel tuto
smlouvu porusi zasadnim zplsobem a
nenapravi toto poruseni do Sedesati (60)
dnl od pfijeti pisemného oznameni od
druhé strany specifikujiciho podrobné
povahu daného poru$eni. Objednatel maze
tuto smlouvu ukoncit kdykoli z jakychkoli
ddvodu stim, Ze poda patnact (15) dnu
pfedem nemocnici a zkou$ejicimu pisemné
oznameni. Pokud navrhovany novy hlavni
zkousejici neni pro zadavatele pfijatelny,
jak je uvedeno ve ¢Clanku Ill, muaze
objednatel okamzité ukongit klinickou studii
v nemocnici stim, Ze nemocnici posle
pisemné oznameni. Bez ohledu na vySe
uvedené ustanoveni muze kterakoli ze
stran klinickou studii okamzité ukondit
s pisemnym oznamenim druhym stranam,
pokud je okamzité ukonc€eni podle usudku
dané strany nezbytné v zajmu bezpecnosti
subjektd.

3. Objednatel ma povinnost uhradit nemocnici
vyhradné naklady za polozky stanovené
v rozpoCtu studie A, které vznikly pred
datem ukonceni. Nemocnice neprodlené
vrati objednateli vSechny neodpracované
zalohové platby, které mu objednatel poslal
podle rozpoc¢tu studie A. Po dokonc&eni
nebo ukonCeni této smlouvy nema
objednatel zadnou povinnost platit zadné
faktury zaslané po skonceni doby k zasilani
kone¢nych faktur, stanovené v rozpoctu
studie A.

4. Po dokoncCeni nebo ukonc€eni této smlouvy
nemocnice a zkouSejici na zakladé
pozadavku objednatele navrati zadavateli
nebo objednateli nebo zniCi vSechny
dokumenty, informace a/nebo materidly,
v€etn& mimo jiné hodnoceného IéCiva a
souvisejicich zafizeni, vybaveni a vSech
biologickych vzorkd nebo jiného materialu,
které poskytl objednatel nebo zadavatel pro
provadéni studie, a to do ftficeti (30) dni.
Pokud objednatel pozada o zniCeni téchto
dokumentd, informaci nebo materiald,
nemocnice nebo zkousejici souhlasi s tim,
Ze je zni¢i a objednateli poskytnou pisemné
potvrzeni o tomto zni€eni. Odstavce
Davérné informace, Vedeni zaznamd,
Monitorovani a kontroly, Doba trvani a
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b)

C)

Termination, Intellectual Property,
Publications and Publicity, Indemnification,
and Dispute Resolution and Out-of-Court
Settlement  sections shall survive the
termination or expiration of this Agreement.

Upon termination of the Study pursuant to | 5.
Section XVII-1 or XVII-2:

Investigator will promptly stop treatment with | a)
Study Drugs to the extent medically
permissible for subjects and neither Hospital
nor Investigator shall screen or enroll any
additional subjects;

ukonéeni, Du8evni vlastnictvi, publikace a
publicita, Odskodnéni a FeSeni sporu a
mimosoudni urovnani zustavaji v platnosti i
po ukonc€eni nebo vyprdeni této smlouvy.

Po ukonCeni této smlouvy podle
¢l./odstavce XVII/1 nebo XVII/2:

ZkousSejici neprodlené ukonCi lécbu
hodnocenym léCivem v rozsahu, ktery je
z lékafského  hlediska pro  subjekty
pfijatelny, a zkouSejici ani nemocnice
nebude provadét screening ani pfijimani
zadnych dalSich subjektd

All of Investigator's and Hospital's rights to | b) VeSkera prava nemocnice a zkousejiciho

use the Confidential Information and Study
Drugs shall terminate; and

Investigator and/or Hospital shall deliver to | c)
Orderer all Data and respond to any
corresponding queries and shall cooperate
fully with Orderer in efforts to verify Data and
account for remaining Study Drugs.

XVIIL.
Assignment and Delegation

This Agreement shall be binding upon and
inure to the benefit of the parties hereto and
their successors and assigns, provided that
neither the Hospital nor Investigator may
assign or transfer any or all of their rights or
obligations under this Agreement without the
prior express written consent of Orderer. Any
attempt made by Hospital or Investigator to
assign or delegate this Agreement in violation
of this section shall be of no force or effect.
Hospital and Investigator acknowledge that
Medpace shall have the right to assign or
delegate this Agreement or any portion
thereof without the consent of Hospital or
Investigator.

XIX.
Independent Contractor

The relationship of the Parties is that of
independent contractors, and no employment
or agency relationship shall be construed to

k pouzivani  ddvérnych informaci a
hodnoceného léc¢iva kon¢i; a

ZkouSejici a/nebo nemocnice dorudi
objednateli veSkera data a odpovi na
vSechny pfislusné dotazy a budou
s objednatelem pIné spolupracovat ve
shaze o0 ovéfeni dat a vyuctovani
zbyvajiciho hodnoceného léCiva.

XVIII.
Prevedeni a delegovani

Tato smlouva je zavazna pro obé strany,
jejich nastupce a nabyvatele a musi byt
vykladana v jejich prospéch, za
predpokladu, Zze ani nemocnice ani
zkouSejici nemohou pfepsat ani prevést
zadna ze svych prav ani povinnosti podle
této smlouvy bez pfedchoziho vyslovného
pisemného souhlasu objednatele. Zadny
pokus ze strany nemocnice nebo
zkousejiciho o prevedeni nebo delegovani
této smlouvy v rozporu s timto odstavcem
nema zadny vyznam ani platnost.
Nemocnice a zkouS$ejici berou na védomi,
ze spoleCnost Medpace ma pravo na
pfevedeni nebo delegovani této smlouvy
nebo jakékoli jeji Casti bez souhlasu
nemocnice nebo zkousejiciho.

XIX.
Nezavisly dodavatel

Vztah mezi obéma stranami je vztahem
nezavislych dodavatell a mezi stranami
neexistuje zadny zaméstnanecky ani
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exist between the Parties. Neither Medpace
nor Sponsor shall be responsible for any
employee benefits, pensions, workers’
compensation, withholding or employment-
related taxes relating to Hospital, Investigator
or Study Personnel.

XX.
Changes to the Protocol

The Protocol may be amended only at the | 1.
direction of Sponsor, subject to subsequent
approval of the Ethics Committee, except
when, based on the Investigator’'s reasonable
medical judgment, an immediate change is
required to address an imminent subject
safety concern so long as Investigator
provides Medpace and/or Sponsor with
prompt notice of any such change and
Investigator complies with  subsequent
modifications by Medpace or Sponsor to the
extent permitted by the Ethics Committee. No
financial adjustments shall be made because
of such modifications unless the Parties
hereto amend this Agreement accordingly.

In the event the Ethics Committee or Hospital | 2.
requires changes to the Protocol or the
Informed Consent Form, such changes shall
not be implemented without Sponsor’s prior
written approval.

XXI.
Sponsor as Third-Party Beneficiary

The Parties to this Agreement recognize
and agree that Sponsor takes the benefit of
this Agreement as a third-party beneficiary
and agree that Sponsor may enforce such
rights either directly itself or indirectly through
Medpace.

XXII.
Entire Agreement, Waiver

This Agreement represents the entire
understanding of the Parties and supersedes
all prior negotiations, understandings or
agreements (oral or written) between the
Parties concerning the subject matter hereof.
In the event of any inconsistency between
this Agreement and the Protocol, the terms of

agenturni vztah. Ani spole¢nost Medpace
ani zadavatel neponesou zodpovédnost za
zadné zaméstnanecké vyhody, penze,
odmény pracovnikl, srazky ani dané ze
mzdy v souvislosti se  zdravotnickym
zarizenim, zkouS$ejicim nebo personalem
provadéjicim studii.

XX.
Zmény protokolu

Protokol muze byt upraven pouze na pokyn
zadavatele s naslednym schvalenim
etickou komisi. Vyjimkou jsou pfipady, kdy
je na zakladé pfiméfeného Iékafského
usudku zkouS$ejicihno zapotfebi okamzita
zména feSici obavy o bezprostfedni
bezpeCi  subjektt, pokud zkouSejici
poskytne spole¢nosti Medpace a/nebo
zadavateli urychlené oznameni o takoveé
zméné a zkouSejici splni nasledujici upravy
spole¢nosti Medpace nebo zadavatele
v rozsahu, ktery schvali etickA komise.
Kvali takovym Upravam nebudou provadény
zadné finan¢ni zmény, pokud se na tom
strany této smlouvy nedohodnou.

Pokud etickd komise nebo nemocnice
pozaduji Zmeénu protokolu nebo
informovaného souhlasu, nebude takova
zména zavedena bez  predchoziho
pisemného souhlasu zadavatele.

XXI.
Zadavatel jako opravnéna treti strana

Strany této smlouvy berou na védomi a
souhlasi stim, Ze zadavatel tézi ztéto
smlouvy jako opravnéna ftreti strana a
souhlasi stim, Ze zadavatel muze
uplatiiovat tato pravo pfimo sam, nebo
nepfimo prostfednictvim spolecnosti
Medpace.

XXII.
Cela smlouva, zieknuti se prav

Tato smlouva predstavuje celé ujednani
mezi stranami a nahrazuje vSechna
pfedchozi vyjednavani, ujednani nebo
smlouvy (Ustni i pisemné) mezi stranami
tykajici se pfedmétu této smlouvy.
V pfipadé jakéhokoli rozporu mezi touto
smlouvou a protokolem plati ustanoveni
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this Agreement shall govern. The invalidity or
unenforceability of any term or provision of
this Agreement shall not affect the validity or
enforceability of any other term or provision
hereof. All waivers of the terms of this
Agreement shall be in writing. Failure to insist
upon compliance with any of the terms and
conditions of this Agreement shall not
constitute a general waiver or relinquishment
of any such terms or conditions, but the same
shall remain at all times in full force and
effect.

XXIII.
Final Provisions

This Agreement has been drawn up in a | 1.
Czech language version and an English
language version. In the event of any
discrepancies between the Czech and
English language versions then the binding
version shall be the Czech version.

This Agreement is executed in three | 2.
counterparts, with each contracting party
receiving one. Each counterpart shall be an
original and all of the counterparts together
shall be one document binding on all the
Parties, even though each of the Parties may
have signed different counterparts.

Changes to this Agreement are permitted | 3.
only in the form of a written amendment
bearing signature of all parties.

All delivered notices or notices which must be | 4.
delivered based on this Agreement will be
considered duly delivered if such notices are
in writing and delivered to the other parties to
their respective addresses, fax numbers or
email addresses listed below (or to the
address or fax number designated by the
parties in a duly delivered notice):

On the date of delivery in case of personal
delivery to the party to whom the notification
is addressed,

One (1) working day from the date it is placed
with an express delivery service, with written
confirmation of receipt;

této smlouvy. Neplatnost Ci
nevymahatelnost jakékoli podminky ¢i
ustanoveni této smlouvy neovliviiuje
platnost ani vymahatelnost Zadné jiné
podminky ¢&i ustanoveni této smiouvy.
Veskera zfeknuti se prav tykajici se
podminek této smlouvy museji byt
provedena pisemné. Pokud jedna ze stran
nevymaha dodrzeni jakékoli podminky
nebo ustanoveni této smlouvy, neznamena
to, Zze se dané podminky C¢i ustanoveni
zfekla, ale pfislusna podminka i
ustanoveni zlstavaji za vSech okolnosti
v pIné platnosti.

XXIII.
Zavérecna ustanoveni

Tato smlouva byla sepsana v Ceské a
anglické verzi. V pfipadé jakéhokoli rozporu
mezi obéma jazykovymi verzemi jsou
zavazna ustanoveni Ceské verze.

Tato smlouva se vyhotovuje ve tfech
stejnopisech, z nichz kazda smluvni strana
obdrZi jeden. Kazdy stejnopis je originalem
a vSechny stejnopisy spole¢né jsou jednim
dokumentem zavaznym pro vSechny
strany, i kdyz kazda ze stran muze
podepsat jiny stejnopis.

Zmény této smlouvy jsou mozné pouze
formou pisemného dodatku ke smlouvé
podepsaného vSemi stranami.

VeSkera  pfedana  oznameni  nebo
oznameni, jejichz pfedani se pozaduje na
zakladé této smlouvy, se budou pokladat za
fadné predana, pokud budou mit pisemnou
podobu a budou doruéena stranam na
jejich pfislusné adresy, faxova Cisla nebo
adresy elektronické posty uvedené nize
(nebo na takovou adresu nebo faxové cislo,
které strany urCi fadné predanym
oznamenim):

V den doruceni v pfipadé osobniho
doruceni strang, které je oznameni
adresovano;

Jeden (1) pracovni den ode dne ulozeni u
expresni doru€ovaci sluzby, s pisemnym
potvrzenim o pfijmu;
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Five (5) working days from the date of
submission in case of registered mail, proof
of delivery necessary, postage and fees paid
in advance, or otherwise via delivery by fast
mail which provides proof of delivery; or

On the date of confirmation of successful
transmission in case of dispatch by fax or
email, provided the printed copy of
transmission is enclosed in a registered letter
addressed to the other party’s respective
address within one (1) day of the date of

Pét (5) pracovnich dnG ode dne podani v
pfipadé  doporucené  zasilky, nutna
dorucenka, postovné a poplatky placeny
pfedem, nebo jinak prostfednictvim
doru€eni rychlou poStou, u které je k
dispozici doru¢enka; nebo

V den potvrzeni uspéSného pfenosu v
pfipadé odeslani faxem nebo elektronickou
postou s tim, ze tisténa kopie pfenosu se
vlozi do doporucéeného dopisu
adresovaného druhé strané na jeji
pfislusnou adresu do jednoho (1) dne ode

transmission.

Addressed to the Hospital:

Krajskd nemocnice T. Bati,v a.s., Havli¢kovo
nabreZi 600, 762 75 Zlin, Ceska republika

Attn: XXXXXXXXX
Phone: +420 577 552 300
Fax: +420 577 552 520

Addressed to Medpace

Medpace, Inc.

5375 Medpace Way
Cincinnati, Ohio 45227
United States of America
Attn: /2 XXXXXXXXX
Phone: +1 (513) 579-9911
Fax:/: +1(513) 579-0444

Addressed to the Sponsor

Shionogi Inc.

300 Campus Drive

Florham Park, New Jersey 07932 USA
Fax: 001 973-307-3870

dne pfenosu.

Adresovano nemocnici:

Komu: XXXXXXXXX
Telefon: +420 577 552 300
Fax: +420 577 552 520

Adresovano Medpace:

Medpace, Inc.

5375 Medpace Way

Cincinnati, Ohio 45227
U.S.A.

Komu: /: XXXXXXXXXXXX

Telefon: +1(513) 579-9911

Fax:/: +1 (513) 579-0444

Adresovano Zadavateli:

Shionogi Inc.

300 Campus Drive

Florham Park, New Jersey 07932 USA
Fax: 001 973-307-3870

Krajska nemocnice T. Bati, a.s., Havlickovo
nabfezi 600, 762 75 Zlin, Ceska republika
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In witness of their consent to the wording hereof,
the contracting parties attach their legitimate
signatures hereto.

Na dukaz svého souhlasu se znénim této
Smlouvy smluvni strany pfipojuji k této
Smlouvé své fadné podpisy.

Krajska nemocnice T. Bati, a.s.

Name/Iméno: X XXX XXXXXXX

Title/ Funkce: Chairman of the Board / Pfredseda predstavenstva

Signature/Podpis:

Date/Datum: 11.12.2014

Name/Imeno: XXXXXXXXXXXX

Title/ Funkce: Member of the Board / Clen predstavenstva

Signature/Podpis:

Date/Datum: 11.12.2014

Investigator/Zkousejici:

Name/IJmeéno: XXXXXXXXXX

Signature/Podpis:

Date/Datum: 9/DEC/2014

Medpace, Inc., as Sponsor’s representative

Name/IJmeéno: XXXXXXXXXXXXXXX

Title/Funkce: Country Manager

Signature/Podpis:

Date/Datum: 04/DEC/2014
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