CLINICAL TRIAL AGREEMENT with an
INSTITUTION AND INVESTIGATOR

Name of the Investiﬁational Product | EGzG

and Study Number

This Clinical Trial Agreement (“AGREEMENT”)
is entered into and effective as of the last
signature date below (“EFFECTIVE DATE”).

BETWEEN: UCB BIOSCIENCES GMBH, a
corporation incorporated under the laws of
Germany having its registered offices at Alfred-
Nobel-Strale 10, 40789 Monheim, Germany,
acting for itself and on behalf of its AFFILIATES
including UCB BIOSCIENCES, INC., a
corporation incorporated under the laws of the
state of Delaware whose principal place of
business is at 8010 Arco Corporate Drive, Suite
100, Raleigh, North Carolina 27617 USA,

hereinafter collectively referred to as the
“SPONSOR”

AND

Fakultni nemocnice Ostrava, having its

registered office at 17. listopadu 1790, 708 52
Ostrava — Poruba, the Czech Republic,
Company ID number (IC): 00843989,
Tax ID number: CZ00843989, The foundation
deed of Ministry of Health of the Czech Republic
dated 25t November 1990
No. OP-054-25.11.90, represented by MUDr.
Svatopluk Némecek, MBA, Director; in matters of
this AGREEMENT is authorized to negotiate and
sign: MUDr. Josef Srovnal, deputy director for
medical care ("INSTITUTION")

AND

the investigator and employee of the Pediatric
and Neurology Clinic, Fakultni nemocnice
Ostrava, 17.listopadu 1790, 708 52 Ostrava —
Poruba, Czech Republic (“INVESTIGATOR").

"PARTY" the

Individually a and

"PARTIES".

together

WHEREAS, the SPONSOR and its AFFILIATES
are engaged in research and development of
pharmaceutical products and/or medical devices
and has developed or acquired proprietary know-
how and technical information relating to such

ev. ¢. FNO: 08/0VZ/15/018-P

SMLOUVA O KLINICKEM HODNOCENI s
INSTITUCI A RESITELEM

Hodnoceny ptipravek [ 2 ¢islo studie
]

Tato smlouva o klinickém hodnoceni (dale
jen "SMLOUVA") se uzavirA a nabyva
platnosti nize uvedenym dnem posledniho
podpisu (dale jen ,,DATUM UCINNOSTI®).

MEZI: ucCB BIOSCIENCES GMBH,
spole¢nosti  zaloZzenou podle  zakond
Némecka se sidlem v Alfred-Nobel-Straf3e
10, 40789 Monheim, Némecko, za sebe a
jménem svych SESTERSKYCH
SPOLECNOSTI véetngé UCB BIOSCIENCES,
INC., spoleCnosti zalozené podle zakonl
statu Delaware, jejiz hlavni sidlo je v 8010
Arco Corporate Drive, Suite 100, Raleigh,
North Carolina 27617 USA, dale spolecné
oznacované jako ,ZADAVATEL”

A

Fakultni nemocnici Ostrava, se sidlem
17. listopadu 1790, 708 52 Ostrava — Poruba,
Ceska republika IC: 00843989, DIC:
CZ00843989, Zfizovaci listina MZ CR ze dne
25.listopadu 1990 ¢&.j. OP-054-25.11.90
zastoupenou feditelem MUDr. Svatoplukem
Némeckem, MBA; ve vécech této SMLOUVY
je opravnén jednat a podepisovat: MUDr.
Josef Srovnal, naméstek feditele pro
Ié€ebnou pédi (,INSTITUCE®)

A

I

feSitelem a zaméstnancem Kliniky détské
neurologie, Fakultni nemocnice Ostrava,
17. listopadu 1790, 708 52 Ostrava — Poruba,
Ceska republika (,RESITEL").

Jednotlivé ,STRANA® a spole¢né ,STRANY*.

VZHLEDEM K TOMU, ZE ZADAVATEL a
jeho SESTERSKE SPOLECNOSTI se
zabyvaji vyzkumem a vyvojem
farmaceutickych produktt a/nebo prostfedku
zdravotnické techniky a vyvinuli nebo ziskali
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products or devices.

WHEREAS, SPONSOR engaged
Pharmaceutical Research Associates
International, a Clinical Research Organisation
(“CRQO”) to act as an independent contractor, but
not as a party to this AGREEMENT, to carry out
on behalf of SPONSOR certain aspects of
SPONSOR'’S responsibilities hereunder, which
may include, but are not limited to contact
execution payment, monitoring and/or other
STUDY activities; and

has

WHEREAS, UCB BIOSCIENCES, INC. is the
named SPONSOR of the STUDY (as defined
hereinafter) and has delegated responsibility for
conduct of such STUDY to its AFFILIATE UCB
BIOSCIENCES GMBH for the purposes of this
AGREEMENT; and

WHEREAS, the SPONSOR wishes to appoint
the INSTITUTION to arrange and administer a

“STUDY DRUG");
(the “STUDY”); and

WHEREAS, INVESTIGATOR is employed by the
INSTITUTION and shall serve as the
INVESTIGATOR for the STUDY (defined above);
and

WHEREAS, the INSTITUTION and the
INVESTIGATOR have reviewed sufficient
information regarding the STUDY DRUG and the
PROTOCOL (defined hereinafter) to evaluate
their interest in participating in the STUDY.

NOW, THEREFORE, the PARTIES, intending to

be legally bound, have entered into this

AGREEMENT and do specifically agree as

follows:

1. CONDUCT OF THE TRIAL

11 The INSTITUTION and INVESTIGATOR
each agree to perform the clinical trial in
strict accordance with the protocol
entitled,

STUDY, dated 29 May 2014, which

ev. ¢. FNO: 08/0VZ/15/018-P

vlastni know-how a technické informace o
takovych produktech a prostfedcich.

VZHLEDEM K TOMU, ZE ZADAVATEL najal

klinickou vyzkumnou organizaci
Pharmaceutical Research Associates
International (,CRO”), aby jednala jako

nezavisly dodavatel, ale ne jako strana této
SMLOUVY, jménem ZADAVATELE za
ucelem provedeni urcCitych aspektd kol
ZADAVATELE uvedenych nize, jako
napfiklad splnéni SMLOUVY, zaplaceni,
monitorovani a/nebo jiné c&innosti v ramci
STUDIE; a

VZHLEDEM K TOMU, ZE spole¢nost UCB
BIOSCIENCES, INC. je jmenovana
ZADAVATELEM STUDIE (jak je definovano

nize) a delegovala odpovédnost za
provadéni takové STUDIE na svoji
SESTERSKOU  SPOLECNOST  UCB
BIOSCIENCES GMBH ktera je dale

oznacovana jako ZADAVATEL pro ucely této
SMLOUVY; a

VZHLEDEM K TOMU, ZE si ZADAVATEL
preje zmocnit INSTITUCI k organizovani a
rovedeni

,STUDOVANY LEK*)

(,STUDIE®); a

VZHLEDEM K TOMU, ZE RESITEL je
zaméstnan INSTITUCI a bude pusobit jako
RESITEL pro STUDII (definovano vyse); a

VZHLEDEM K TOMU, ZE INSTITUCE a
RESITEL ptezkoumali dostate&né mnoZstvi
informaci tykajicich se STUDOVANEHO
LEKU a PROTOKOL (definovano nize) pro
vyhodnoceni jejich zajmu o u¢ast na STUDII.

PROTO NYNI STRANY v umyslu byt pravné
vazany uzavrely tuto SMLOUVU a domluvily
se zvlasté na nasledujicim:

1. PROVEDENI HODNOCENI

1.1  INSTITUCE a RESITEL se zavazuji
kazdy zvlast provést Kklinické
hodnoceni v pfisném souladu s

protokolem od nazvem

STUDIE , ze dne 29 kvétna
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forms, through this reference, part of this
AGREEMENT and may be amended
from time to time, such amendments also
forming part of this AGREEMENT (the
‘“PROTOCOL”). The PROTOCOL fully
details the clinical research activities and
responsibilities to be undertaken with all

due diligence by
and/or the INVESTIGATOR.

INSTITUTION
In the event

the

of a conflict between the terms of the
PROTOCOL and this AGREEMENT, the
PROTOCOL shall prevail with respect to
the medical treatment of the patients and

this AGREEMENT shall

prevail with

respect to all other matters.

1.2  The INSTITUTION and INVESTIGATOR
further agree to:

(@)

(b)

()

conduct this STUDY in strict
compliance with all requirements
of the host INSTITUTION or
facility, any and all applicable
laws, directives, rules,
regulations, guidelines,
professional standards, and
codes of practice in the country
in which the STUDY is to be
undertaken (the “TERRITORY”)
and including those relating to
the preparation, use and
submission of data arising out of
clinical trials, especially with Act
378/2007 Coll., on
pharmaceuticals (as amended),
with  Act 372/2011 Coll.,, on
medical services (as amended),
Act 226/2008 Coll., on good
clinical practice (as amended)

and Act 101/2000 Coll.,, on
personal data protection (as
amended);

fulfil their obligations to the
applicable ethics committee
(“IEC”) in the TERRITORY
where the STUDY is to be

undertaken and to the hospital or
institution responsible for the
operation of the site at which the
STUDY is to be undertaken;

submit all data and information,
and undertake all activities, so
that the time schedules set forth

1.2

ev. ¢. FNO: 08/0VZ/15/018-P

2014, ktery tvofi timto odkazem
soucast této SMLOUVY a ktery mlze
byt nékdy upraven a jako dodatky
rovnéz tvofit soucast této SMLOUVY
(,PROTOKOL"). PROTOKOL upIné
specifikuje Cinnosti klinického
vyzkumu a povinnosti, které musi byt
splnény s veSkerou naleZitou
odpovédnosti  INSTITUCI  a/nebo
RESITELEM. V pfipadé rozporu mezi

podminkami PROTOKOLU a této
SMLOUVY bude PROTOKOL
rozhodujici  ohledné  Iékafského

oSetfeni pacientl a tato SMLOUVA
bude rozhodujici ve vSech ostatnich
vécech.

INSTITUCE a RESITEL se dale

dohodli na:

(@) provést tuto STUDII v pfisném
souladu se vSemi pozadavky
hostitelské INSTITUCE nebo
zafizeni, jakymkoliv a vSemi
pFislusnymi zakony, smérnicemi,
pravidly, nafizenimi, pokyny,
profesionalnimi  standardy a
kodexy pro praxi ve statu, ve
kterém ma byt STUDIE
provedena (,TERITORIUM®), a
véetné takovych pfedpisu, které
se vztahuji na pFipravu, pouziti a
predlozeni dat zjiSténych pfi
klinickych hodnocenich, tj.
zejména zakonem ¢&. 378/2007
Sh., o IéCivech, v platném znéni,
zakonem ¢&. 372/2011 Sb., o
zdravotnich sluzbach, v platném
znéni, vyhlaSkou ¢&. 226/2008
Sh., o spravné Klinické praxi a
blizSich podminkach klinického
hodnoceni, vplatném znéni a
zakonem ¢&. 101/2000 Sb., o
ochrané osobnich udaja,
v plathém znéni;

(b) splnit své zavazky vuci prislusné
etické komisi (,IEC*) \%
TERITORIU, kde méa byt
STUDIE provedena, a vudi
nemocnici nebo instituci
odpovédné za provoz zafizeni,

ve kterém ma byt STUDIE
provedena;

(c) predlozit veSkera data a
informace a provést veskeré
¢innosti, aby casové
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13

in the PROTOCOL and this
AGREEMENT are strictly met;

(d) return all unused compounds,
drugs, devices, equipment, and
related materials and all copies of
CONFIDENTIAL INFORMATION
(as defined in Article 6), including
Case Report Forms (“CRFs”) and
those materials that incorporate
or otherwise record any
intellectual property rights relating
to the STUDY, to the SPONSOR
within thirty (30) days of the
earlier termination or completion
of the STUDY.

(e) STUDY DRUG will be in
compliance with Decree No.
226/2008 Coll., as amended,
stored in the Pharmacy of the
INSTITUTION, which undertakes
to comply with conditions of good
pharmaceutical practice and
related guidance of SUKL and
ensures the handling of the
STUDY DRUG is carried out only
by authorized persons.

SPONSOR will provide Electrocardiogram
machine ("ECG”) and
Electroencephalogram machine (“EEG”),
based on separate Loan Agreement,
without charge for the sole purpose of
conducting the STUDY. The ECG and
EEG will be returned to SPONSOR or its
designee at the completion or termination
of the STUDY. INSTITUTION agrees to
implement reasonable and appropriate
administrative, physical and technical
safeguards to protect the ECG and EEG
and shall at all times while the ECG and
EEG is in its possession, maintain
adequate and appropriate insurance
coverage for the ECG and EEG, and
shall promptly notify SPONSOR or its
designee of any malfunctioning ECG
and/ or EEG, and SPONSOR or its
designee shall use reasonable efforts to
repair or replace any malfunctioning ECG
and EEG, at its own expense, unless
such disrepair or malfunction is the
result of the negligence or misconduct of

ev. ¢. FNO: 08/0VZ/15/018-P

harmonogramy  stanovené v
PROTOKOLU a této SMLOUVE
byly pfesné dodrzeny;

(d) wvratit veskere nepouzité
slouceniny, léky, prostfedky,
vybaveni a dalSi souvisejici
materidly a vSechny kopie
DUVERNYCH INFORMACI (tak,
jak je definovano v Clanku 6),
v€etné Formulafe s dokumentaci
o pripadu Case Report Forms
(,CRFs") a takovych materiald,
které obsahuji nebo jinak
zaznamenavaji jakakoliv prava
duSevniho vlastnictvi vztahujici
se ke STUDII, ZADAVATELI ve
lhaté  tficeti  (30) dni od
pred¢asného ukonceni nebo od
dokonc&eni STUDIE.

() STUDOVANY LEK bude

v souladu s vyhlaskou c.
226/2008 Sb., v platném znéni,
uskladnén v Lékarné
INSTITUCE, ktera se zavazuje
dodrzovat podminky spravné
|ékarenské praxe, souvisejici
pokyny SUKL a zaruduje
manipulaci se STUDOVANYM
LEKEM pouze opravnénymi
osobami.

1.3 ZADAVATEL bezplatné poskytne pfistroj

elektrokardiogram 1.2 (,EKG") a
pFistroj elektroencefalogram (,EEG")
za jedinym ucelem provadéni STUDIE
a to na zakladé separatni smlouvy o
vypljcce. EKG a EEG bude vraceno
ZADAVATELI nebo jeho zastupci pfi
dokon¢eni nebo preruseni STUDIE.
INSTITUCE se =zavazuje pfijmout
vhodné a pfimérené spravni, fyzické a
technické zaruky kochrané EKG a
EEG a musi po celou dobu vlastnictvi
EKG a EEG udrzovat vhodné a
pfiméfené pojisténi EKG a EEG a
neprodlené informuje ZADAVATELE
nebo jeho =zastupce o jakémkoli
selhani EKG a/ nebo EEG a
ZADAVATEL nebo jeho zastupce musi
vynaloZit pfiméfené Usili pro opravu
nebo vyménu jakychkoli vad EKG a
EEG na své vlastni naklady, pokud
neni tato vada nebo porucha
dusledkem nedbalosti nebo pochybeni
INSTITUCE, véetné jejich
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21

2.2

the INSTITUTION, including its
employees, agents and subcontractors.
INSTITUTION will coordinate repair with
SPONSOR'’s designated service
provider. SPONSOR MAKES NO
REPRESENTATIONS OR
WARRANTIES OF ANY KIND
CONCERNING THE ECG and EEG,
EXPRESS OR IMPLIED, INCLUDING
WITHOUT LIMITATION WARRANTIES
OF MERCHANTABILITY, FITNESS FOR
A PARTICULAR PURPOSE OR TITLE.
In the event of a conflict between this
AGREEMENT and the separate Loan

Agreement, the provisions of this
AGREEMENT shall prevail.
WARRANTIES

The INVESTIGATOR and the
INSTITUTION each represent and
warrant that:

The INSTITUTION and the

INVESTIGATOR have the experience,
capabilities, and resources including, but
not limited to: (a) sufficient personnel and
equipment; and (b) sufficient patients
meeting enrolment criteria (‘ENROLLED

SUBJECTS”) to efficiently and
expeditiously perform the STUDY
hereunder in a professional and

competent manner and they will dedicate
the necessary resources at all times to
perform the STUDY hereunder in such a
manner. The INVESTIGATOR  will
thoroughly familiarize him or herself with
the properties of the STUDY DRUG, the
PROTOCOL, the latest version of the
ICH-GHP and any other applicable laws,
regulations, and standard operating
procedures prior to beginning the
STUDY and ensure that the STUDY is
conducted in compliance with the same.

The INSTITUTION, the INVESTIGATOR,
and any of the INSTITUTION'S
employees or other staff members
performing the STUDY have such current
licenses and permits as may be required
to perform clinical studies and that none
of them is now nor in the past ever been
debarred or excluded from any national
healthcare programs nor are any of them
currently under investigation by the U.S.

21

2.2

ev. ¢. FNO: 08/0VZ/15/018-P

zaméstnancd, zastupcu a
subdodavateld. INSTITUCE bude
koordinovat opravy spole¢né

s poskytovatelem sluzeb povéfenym
ZADAVATELEM. ZADAVATEL
NEPOSKYTUJE ZADNE ZARUKY
JAKEHOKOLIV DRUHU TYKAJICI SE
EKG a EEG, VYSLOVNE NEBO
IMPLICITNI, VCETNE A BEZ
OMEZENI ZARUK PRODEJNOSTI,
VHODNOSTI PRO URCITY UCEL
NEBO NAROKU. V pfipadé rozporu
mezi touto SMLOUVOU a
samostatnou smlouvou o vypUjcce,
ujednani  této  SMLOUVY  maji
prednost.

ZARUKY

RESITEL a INSTITUCE kazdy zvlast
prohlasuji a zaruduiji, ze:

INSTITUCE a RESITEL maiji zkuSenosti,
schopnosti a prostfedky  zahrnujici,
ale ne omezené jen na: (a) dostacujici

personal a vybaveni; a (b)
prfedpokladany  dostatek pacientd
splfiujicich kritéria zarazeni
(ZARAZENE SUBJEKTY®), aby

mohly uc¢inné a rychle provést tuto

STUDII profesionalnim a
kompetentnim zpUsobem, a vénuji
vzdy potfebné prostfedky na

provedeni této STUDIE podle této
SMLOUVY takovym zpusobem.
RESITEL se ddkladné seznami s
vlastnostmi STUDOVANEHO LEKU,
PROTOKOLEM, nejnovéjsi verzi ICH-
GHP a veskerymi pfisluSnymi zakony,
smérnicemi a standardnimi provoznimi
postupy pfed zahajenim STUDIE a
zajisti, ze STUDIE bude provedena v
souladu s nimi.

INSTITUCE, RESITEL a kazdy
zameéstnanec INSTITUCE nebo clen
personalu provadéjicihno STUDII ma
aktualni opravnéni a povoleni, ktera
jsou vyzadovana pro provadéni
klinickych studii, a Ze Zadny z nich
nyni neni ani v minulosti nebyl zbaven
opravnéni nebo vyfazen z jakéhokoliv
narodniho programu zdravotni péce Ci
neni v sou€asnosti pfedmétem Setfeni
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2.3

2.4.

2.5

Food and Drug Administration (“FDA”)
for debarment action or license debarred
pursuant to the U.S. Generic Drug
Enforcement Act of 1992 (21 U.S.C. 301
et seq) or other national equivalent, and
the INSTITUTION shall notify SPONSOR
immediately in accordance with Article 14
(Notices) upon any inquiry concerning or
the commencement of any such
proceeding concerning any person
performing the STUDY.

As of the EFFECTIVE DATE, neither the
INSTITUTION, the INVESTIGATOR, nor
any of INSTITUTION'S employees or
other staff members performing the
STUDY are a party to any agreement or
participating in any other study, which
could have an adverse effect on the
availability of ENROLLED SUBJECTS for
the STUDY being performed hereunder.

If the INSTITUTION wuses electronic
systems  for creating, = modifying,
maintaining, archiving, retrieving or

transmitting any records that are required
by, or subject to inspection by the FDA,
including CRFs, medical records,
informed consents, test results or other
source documents, then the Institution
warrants that its systems for such
electronic records are, at all times when
utilized hereunder will be, in compliance
with Section 21 of the United States
Code of Federal Regulations, Part 11 as
amended from time to time and all other
applicable legal and regulatory
requirements in the TERRITORY.

The INSTITUTION declares that it has
concluded in accordance with § 45 par. 2
clause n) Act No. 372/2011 Coll., on
medical services, as amended, an
insurance liability for damage caused to
citizens in connection with the provision
of health care.

2.3

2.4

ev. ¢. FNO: 08/0VZ/15/018-P

Uradu pro potraviny a léky USA (U.S.
Food and Drug Administration) (,FDA")
za ucelem vylouceni nebo odebrani
licence na zakladé zakona USA o
prosazeni generickych |ékl z roku
1992 (U.S. Generic Drug Enforcement
Act of 1992 (21 U.S.C. 301 et seq) &i
jinych  narodnich  ekvivalentld, a
INSTITUCE vyrozumi ZADAVATELE
okamzit¢ v souladu s Clankem 14
(Oznameni) pfi jakémkoliv pfislusném
dotazu nebo zahajeni takového Fizeni
tykajiciho se osoby provad§jici
STUDII.

Od DATA PLATNOSTI A UCINNOSTI
INSTITUCE, RESITEL ani zadny ze
zaméstnancl INSTITUCE nebo ¢lend
personalu provadeéjici STUDII nejsou
stranou smlouvy ani se neucastni jiné
studie, ktera by méla nepfiznivy vliv na
dosazitelnost ZARAZENYCH
SUBJEKTU pro STUDII provadé&nou
na zakladé této SMLOUVY.

Jestlize INSTITUCE pouziva
elektronické systémy pro vytvareni,
modifikaci, udrzbu, archivovani,
stahovani nebo pfenos jakychkoliv

zaznaml, které jsou pozadovany nebo
jsou pfedmétem kontroly ze strany
FDA, vcetné CRF, zdravotnickych
zaznam(, informovanych souhlas,
vysledkl testd nebo jinych zdrojovych
dokumentt nez INSTITUCE, zarucuje,
Ze jeji systémy jsou pro takové
elektronické zaznamy vzdy, kdy jsou
pouzivany podle této SMLOUVY,
v souladu s paragrafem 21 Kodexu
federalnich predpisu USA, c¢ast 11 ve
znéni zmén a vSemi ostatnimi platnymi
pravnimi a regulacnimi pozadavky na
UZEMI.

2.5 INSTITUCE prohlaSuje, ze ma v souladu

s ustanovenim 8§ 45 odst. 2 pism. n)
zak. ¢. 372/2011 Sb., zdkon o
zdravotnich sluzbach, v platném znéni,
uzavieno pojisténi odpovédnosti za
Skodu zpusobenou obcéanim
v souvislosti s poskytovanim zdravotni
péce.
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3.1

3.2

51

REPLACEMENT

In the event that
becomes either unwilling or unable to
perform the duties required by this
AGREEMENT, INSTITUTION and
INVESTIGATOR will cooperate, in good
faith and expeditiously, to find a
replacement INVESTIGATOR  with
similar  qualifications acceptable to
SPONSOR; however there will be
amendment to this AGREEMENT
concluded in the event of
INVESTIGATOR replacement.
INVESTIGATOR shall continue to be
bound by all relevant obligations and
conditions of this AGREEMENT following
any replacement.

In the event a substitute acceptable to
the SPONSOR and the INSTITUTION is
not found within a reasonable time
period, this AGREEMENT may be
terminated in accordance with Article 9.
The INSTITUTION’S and the
INVESTIGATOR'’s cooperation in finding
an acceptable replacement does not
release them from their obligations to
perform this AGREEMENT up to and
including the effective date of
termination.

TERM

This AGREEMENT shall be effective as
of the EFFECTIVE DATE and shall
continue until close-out of the STUDY
site and completion of all obligations
herein, including receipt by the
SPONSOR of all ENROLLED SUBJECT
data and any corresponding queries in a
form acceptable to SPONSOR, or until
termination pursuant to Article 9. It is
estimated that the STUDY duration will
be approximately 3 years.

FEES AND PAYMENT

In consideration for performance of the
STUDY, the SPONSOR will compensate
the INSTITUTION in accordance with the
PAYMENT SCHEDULE AND BUDGET
attached as Appendix | hereto and made
a part hereof (the “BUDGET”). If the
INVESTIGATOR, or any other employee,

3.

3.2

ev. ¢. FNO: 08/0VZ/15/018-P

NAHRAZENI

INVESTIGATOR 3.1 V pfipadé&, ze RESITEL nebude ochotny

nebo se stane nezplsobilym pinit
povinnosti vyZzadované touto
SMLOUVOU, INSTITUCE a RESITEL
budou spolupracovat v dobré vife a
rychle na nahrazeni RESITELE né&kym
s podobnou kvalifikaci pfijatelnym pro
ZADAVATELE; o] nahrazeni
RESITELE bude sepsan dodatek
k této SMLOUVE. RESITEL v$ak bude
nadale vazan vSemi zavazky a
podminkami z této SMLOUVY i po
nahrazeni.

V pfipadé, Ze neni nalezena nahrada
prijatelna pro ZADAVATELE a
INSTITUCI v pfiméfené dobé&, muze
byt tato SMLOUVA ukonéena v
souladu s Clankem 9. Spoluprace
INSTITUCE a RESITELE pfi hledani
vhodné nahrady je nezproStuje jejich
zavazkl plnit tuto SMLOUVU az do a
v€etné data definitivniho ukonceni.

DOBA TRVANI

Tato SMLOUVA  bude ucinna od
DATA PLATNOSTI A UCINNOSTI a
bude trvat az do uzavieni centra
STUDIE a splnéni vSech zavazkl
vCetné toho, ze ZADAVATEL obdrzi
veskera data o ZARAZENYCH
SUBJEKTECH a veskeré odpovidajici
namitky ve formé& pfijatelné pro
ZADAVATELE nebo az do ukonceni
podle Clanku 9. Predpokladana doba
trvani STUDIE je 3 roky.

POPLATKY A PLACENI

Na zakladé provadéni STUDIE
ZADAVATEL odméni INSTITUCI v
souladu s ROZVRHEM PLATEB A
ROZPOCTEM pfipojenym jako pfiloha
l, tvorici soudast SMLOUVY
(,ROZPOCET"). Jestlize se RESITEL
nebo jiny zaméstnanec nebo ¢len
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5.2

5.3

5.4

or other staff member of the
INSTITUTION, sees ENROLLED
SUBJECTS at a location other than the
location(s) agreed upon by the PARTIES
for this STUDY, then any fees, costs,
expenses or liabilities that arise from
seeing ENROLLED SUBJECTS away
from such location(s) will be solely the
responsibility of the INSTITUTION. The
BUDGET may be modified only upon the
prior written consent of the PARTIES.
Likewise, non-emergency additional tests
or services (tests or services not required
by the PROTOCOL or performed in
excess of PROTOCOL requirements)
shall not be compensable hereunder
without the prior written consent of the
SPONSOR. Payments shall be made in
accordance with the provisions set forth
in the BUDGET, with the last payment
being made after the INSTITUTION and
INVESTIGATOR complete all their
obligations hereunder, and the
SPONSOR has received all completed
CRFs and, if the SPONSOR requests, all
other CONFIDENTIAL INFORMATION
as defined in Article 6.

The INVESTIGATOR acknowledges and
agrees that his judgment with respect to
his advice to and care of each
ENROLLED SUBJECT is not affected by
the compensation PAYEE (as defined
below) receives hereunder.

The PARTIES hereto agree that
compensation paid hereunder
represents the fair market value of
services rendered and that no part of
any consideration paid pursuant to this
AGREEMENT is a prohibited payment
for the recommending or arranging for
the referral of business or the ordering
of items or services, nor are the
payments intended to induce illegal
referrals of business.

The INSTITUTION and/or
INVESTIGATOR designate the
following PARTY as payee ("PAYEE")

5.2

53

54

ev. ¢. FNO: 08/0VZ/15/018-P

persondlu INSTITUCE setkd se
ZARAZENYMI SUBJEKTY na jiném
misté nez na misté/mistech
dohodnutych STRANAMI pro tuto
STUDII, tak pujdou veskeré poplatky,
naklady, vydaje €i odSkodnéni, které
vzniknou v dlsledku setkani se
ZARAZENYMI  SUBJEKTY  mimo
takové misto/mista, vyhradné k tizi
INSTITUCE. ROZPOCET muze byt
upraven jen s pfedchozim pisemnym
souhlasem STRAN. Podobné z
dodate¢nych testl nebo sluzeb, které
nejsou naléhavé (testy nebo sluzby
nevyzadované PROTOKOLEM nebo
provadéné nad rozsah pozadavk
PROTOKOLU), nevznika narok na
zaplaceni bez prfedchoziho pisemného
souhlasu ZADAVATELE. Platby musi
byt provadény v souladu s
ustanovenimi uvedenymi v
ROZPOCTU, ptitemz posledni platba

musi byt uskuteCnéna poté, co
INSTITUCE a RESITEL splni v3echny
své zdvazky ze SMLOUVY a

ZADAVATEL obdrzel veskeré uplné
CRFs (zaznamove listy), a jestlize si to
ZADAVATEL vyzada, také veskeré
ostatni DUVERNE INFORMACE podle
definice v Clanku 6.

RESITEL uznava a souhlasi s tim, Ze
jeho posouzeni ohledné jeho rad a
péée o kazdy ZARAZENY SUBJEKT
neni ovlivnéno nahradou, kterou obdrzi
PRIJEMCE (jak je definovano nize)
podle této SMLOUVY.

STRANY této SMLOUVY souhlasi s
tim, Zze nahrada placena podle této
SMLOUVY predstavuje pfiméfenou
trzni cenu za poskytnuté sluzby a ze
Zadna cast jakékoliv nahrady placené
podle této SMLOUVY neni zakazanou
platbou za doporuceni nebo
zprostfedkovani obchodu nebo
objednani zbozZi nebo sluzeb a platby
nejsou urCeny ke snizeni ilegalnich
zprostfedkovani obchodu.

INSTITUCE a/nebo RESITEL urduji
nasledujici  STRANU jako pfijemce
(,PRIJEMCE®) podle této SMLOUVY.
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5.5

5.6

under this AGREEMENT. The
INSTITUTION and/or INVESTIGATOR
acknowledge that they have advised
PAYEE that PAYEE is accepting tax
liability for the work performed under
this AGREEMENT. Payment
instructions have been transmitted to
the SPONSOR and/or CRO hereto
below. Any changes to details shall be
notified in writing to SPONSOR and
CRO without delay. The service fees
shown in the BUDGET do not include
goods and services tax, Value Added
Tax (VAT), harmonized sales tax and
other  similar commodity taxes
(“TAXES”). IF such TAXES are
required under law, they should be
added to fees and shown on the
invoice at the local applicable rate.

PAYEE Name:

Fakultni nemocnice Ostrava

PAYEE Address:

17 listopadu 1790,
708 52, Ostrava-Poruba, Czech

Republic
PAYEE’s Tax ID Number: CZ00843989

PAYEE’s VAT Registration Number (if
VAT is applicable): CZ00843989

PAYEE’s Bank: CSOB, a.s.

Bank address: Hollarova 5, 702 00
Ostrava, Czech Republic
Bank account
8010-0309258333/0300
IBAN: CZ29 0300 0080 1003 0925 8333
Variable symbol: 64907949

number:

The CRO shall make payment in Czech
Koruna (CZK) within thirty (30) days of
the date on which the invoice is received
by the CRO, if undisputed by the
SPONSOR.

Remuneration payments referred to in
the BUDGET are the only and exclusive
way of financial settlement between
PARTIES. SPONSOR hereby declares
that hasn't concluded a separate
AGREEMENT with the INVESTIGATOR
to reimburse INVESTIGATOR for the
STUDY. Remuneration will be distributed
between INSTITUTION and

5.5

5.6

ev. ¢. FNO: 08/0VZ/15/018-P

INSTITUCE a/nebo RESITEL
potvrzuji, Zze informovali PRIJEMCE o
tom, 2e PRIJEMCE piijima dafiovou
odpovédnost za praci vykonanou na
zakladé této SMLOUVY. Informace
uvedené nize musi byt pfedany
ZADAVATELI a/nebo CRO. Jakékoliv
zmény informaci musi byt bez odkladu
pisemné oznameny ZADAVATELI a
CRO. Servisni poplatky uvedené v
ROZPOCTU nezahrnuji daf ze zbozi a
sluzeb, dan z pfidané hodnoty (DPH),
harmonizované dané z prodeje a dalsi
komoditni dané (,DANE®). JESTLIZE
jsou DANE pozadovany zakonem,
musi byt pficteny k poplatkim a
uvedeny na faktufe ve vysSi platné
v daném miste.

PRIJEMCE jméno:
Fakultni nemocnice Ostrava

PRIJEMCE adresa:
17. IistoQadu 1790, 708 52 Ostrava-
Poruba, Ceska republika

Dariové identifikaéni &islo PRIJEMCE:
CZ00843989

Cislo registrace k DPH PRIJEMCE
(pokud je aplikovatelné): CZ00843989

N&zev banky PRIJEMCE: CSOB, a.s.
Adresa banky: Hollarova 5, 702 00
Ostrava, Ceska republika

Cislo uétu:

8010-0309258333/0300

IBAN: CZ29 0300 0080 1003 0925 8333
Variabilni symbol: 64907949

CRO musi ucinit platbu v &eskych
korunach (K¢) do fficeti (30) dnli od
data, kdy CRO obdrzi fakturu, neni-li
zpochybnéna ZADAVATELEM.

Platby odmény uvedené v ROZPOCTU
predstavuji jediny a vyluény zpusob
finan¢niho vyporadani mezi
SMLUVNIMI STRANAMI.
ZADAVATEL timto prohlasuje, Ze
neuzaviel s RESITELEM separatni
smlouvu na odménu za STUDII.
Odmeéna bude mezi INSTITUCI a
RESITELE rozd&lena po oded&teni
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5.7

6.1

6.2

INVESTIGATOR after deduction of
expenditure  according to internal
regulations of the INSTITUTION.

SPONSOR and INVESTIGATOR hereby
declare, that they will not conclude any
legal relationship regardless of relation to
this STUDY, without the expressed
consent of the INSTITUTION. The
PARTIES hereby declare that there is no
conflict of interest, financial or non-
financial, that would hinder the proper
conduct of the STUDY in accordance
with all applicable legal regulations and
regulatory requirements (especially with
good clinical practice).

CONFIDENTIAL INFORMATION AND
NONDISCLOSURE

All information supplied by SPONSOR or
the SPONSOR’S AFFILIATES (as such
term is defined in Article 12.4) to the
INVESTIGATOR or the INSTITUTION or
derived by the INSTITUTION'S staff
members (including without limitation the
INVESTIGATOR) or otherwise generated
during the course of this AGREEMENT
shall be deemed confidential and
proprietary information of SPONSOR
(“CONFIDENTIAL INFORMATION”).
CONFIDENTIAL INFORMATION shall
not be used for any purpose other than
that of the STUDY, shall be maintained
in strict confidence and shall not be
transferred or disclosed to any third party
other than the INSTITUTION’S staff
members involved in the STUDY
provided such staff members are bound
by confidentiality provisions no less
stringent than those of this Article 6.

The foregoing obligation of nondisclosure

shall not apply to CONFIDENTIAL

INFORMATION that:

(@) is or becomes publicly available
through no fault of the
INSTITUTION and/or

INVESTIGATOR,;

is disclosed to the INSTITUTION
and/or INVESTIGATOR by a third
party entitled to disclose such
information not subject to any

(b)

5.7

6.1

6.2 Predchozi

ev. ¢. FNO: 08/0VZ/15/018-P

nakladd podle
INSTITUCE.

vnitfnich  predpist

ZADAVATEL a RESITEL prohlasuji, ze
neuzaviou zadny pravni vztah bez
ohledu na to, zda se vztahuje k této
STUDII, aniz by stim INSTITUCE
vyjadfila souhlas. SMLUVNI STRANY
timto prohladuji, Ze =zjejich strany
neexistuje zadny stfet zajmi finanéni
¢i nefinanéni povahy, ktery by branil
fadné realizaci STUDIE v souladu
sobecné platnymi  pfedpisy a
regulaénimi pozadavky (zejména se
spravnou klinickou praxi).

DUVERNE INFORMACE A ZAVAZEK
MLCENLIVOSTI

Veskeré informace poskytnuté
ZADAVATELEM nebo SESTERSKYMI
SPOLECNOSTMI ZADAVATELE (jak
je tento termin definovan v Clanku
12.4) RESITELI nebo INSTITUCI nebo
ziskané cleny personalu INSTITUCE
(véetné RESITELE bez omezeni) nebo
jinak  vytvofené v pribéhu této
SMLOUVY musi byt povazovany za
davérné a ve vlastnictvi ZADAVATELE
(,DUVERNE INFORMACE").
DUVERNE INFORMACE nesmi byt
pouzity pro jiny ucel nez pro ucely
STUDIE, musi byt pfisné chranény a
nesmi byt pfenaseny nebo prozrazeny
kterékoliv tfeti osob& nez c¢lendm

personalu INSTITUCE ucastnici se
STUDIE za predpokladu, ze tito
Clenové persondlu jsou  vazani

ustanovenimi o povinnosti mi¢enlivosti
minimalné stejné prisnymi jako jsou
ustanoveni tohoto Clanku 6.

zavazek miéenlivosti se
nevztahuje na DUVERNE
INFORMACE, které:

(@) jsou nebo se stanou verejné
znameé bez zavinéni
INSTITUCE a/nebo
RESITELE;

jsou prozrazeny INSTITUCI
a/nebo RESITELI treti
stranou opravnénou prozradit
takové informace, ktera

(b)
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6.3

7.1

obligation of confidence;

is already known by
INSTITUTION/INVESTIGATOR
prior to disclosure hereunder, as
shown by prior written records;

(c) the

(d) is necessary to obtain
IEC/Institutional Review Board
(“IRB”) approval of the STUDY or
that must be included in any
ENROLLED SUBJECT'S written

informed consent form;

(e) is required by applicable law to be
disclosed to federal, state or local

authorities;

can be documented to have been
independently developed by a
staff member of the INSTITUTION
not involved in the STUDY and
not privy to the CONFIDENTIAL
INFORMATION;

is published in accordance with
Article 7 (Publication and Release
of Information) herein.

(f)

(9)

Both PARTIES shall keep confidential all
information from individual ENROLLED
SUBJECTS and shall ensure that none
could be identified in any reports,
submissions or publications as further
detailed in Appendix Il (Data Protection).
Any data furnished to SPONSOR
concerning INSTITUTION’s SUBJECTS
will be furnished in a coded format in
accordance with the STUDY
PROTOCOL which protects SUBJECT s
identities. SPONSOR’S ability to review
the SUBJECT’s medical records shall be
subject to reasonable safeguards for the
protection of SUBJECT confidentiality.

PUBLICATION AND RELEASE OF

INFORMATION

The INSTITUTION and INVESTIGATOR
shall not publish or otherwise disclose

6.3

7.1

ev. ¢. FNO: 08/0VZ/15/018-P

nepodléha zavazku
mli&enlivosti;

jsou jiz
INSTITUCI/RESITELI  pred
prozrazenim podle  této
SMLOUVY, jak prokazuji
pisemné doklady;

jsou potfebné pro ziskani
IEC/Institutional Review
Board (,IRB“)  schvaleni
STUDIE nebo musi byt
zahrnuty na formulafi o
informovaném pisemném
souhlasu  kteréhokoliv  ze
ZARAZENYCH SUBJEKTU;

je vyzadovano pfisludnymi
zakony, aby byly prozrazeny
federalnim, statnim Ci
mistnim Gradim;

muze byt dolozeno, Ze byly
vyvinuty  nezavisle Cleny
personalu INSTITUCE
nezucastnénymi na STUDII a
nespadaji pod DUVERNE
INFORMACE;

jsou zvefejnény v souladu s
Clankem 7 (Publikovani a
zverejiiovani informaci) podle
této SMLOUVY.

znamé

(©)

(d)

(e)

()

@

Obé STRANY jsou povinny chranit
vesSkeré informace jako divérné pred

jednotlivymi ZARAZENYMI
SUBJEKTY a zajistit, aby nikdo
nemohl byt identifikovan v zadné

zprave, zadosti Ci publikaci, jak je dale
podrobné uvedeno v Pfiloze I
(Ochrana adaju). VeSkera data
poskytnutda ZADAVATELI tykajici se
SUBJEKTU INSTITUCE budou
predana v kddovaném formatu
v souladu s PROTOKOLEM STUDIE,
ktery chrani identity SUBJEKTU.
Moznost ZADAVATELE kontrolovat
zdravotni zaznamy SUBJEKTU se fidi
prislusnymi opatfenimi na ochranu
davérnych Gdajti SUBJEKTU.

PUBLIKOVANIi A ZVEREJNOVANI

INFORMACI

INSTITUCE a RESITEL nesmsji
publikovat €i jinak prozradit jakakoliv
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7.2

8.1

8.2

any findings resulting from the STUDY or
any scientific work with respect to the
STUDY DRUG or its development
without SPONSOR’S prior consent.

SPONSOR may use, refer to, and
disseminate  reprints of  scientific,
medical, and other published articles
relating to the STUDY which disclose the
name of INVESTIGATOR and/or
INSTITUTION, consistent with relevant
copyright laws. No PARTY to this
AGREEMENT shall use the
SPONSOR’S name or the name of any
PARTY hereto in connection with any
advertising or promotion of any product

or service without the prior written
permission of such PARTY or
SPONSOR, as appropriate. Each

PARTY agrees that it will not disclose the
terms of this AGREEMENT to any
outside party without the permission of
the other PARTIES, except as required
by applicable law.

INSPECTIONS
The INSTITUTION and/or
INVESTIGATOR  shall  notify  the

SPONSOR immediately by telephone or
fax of any inquiries, correspondence or
communications with or from any
governmental or regulatory authority,
including (without limitation) the FDA,
EMA and MHRA.

If any governmental or regulatory
authority, including (without limitation) the

FDA, EMA and MHRA requests
permission to or does inspect the
INSTITUTION’S facilities or research

records relating to this STUDY, the
INSTITUTION will allow the SPONSOR
to attend such inspections, and shall
make all reasonable efforts to coordinate
any scheduling of such inspections to
permit SPONSOR to attend such
inspections.

7.2

8.1

8.2

ev. ¢. FNO: 08/0VZ/15/018-P

zjisténi vyplyvajici ze STUDIE nebo
jakékoliv védecké prace tykajici se
STUDOVANEHO LEKU nebo jeho
vyvoje bez predchoziho souhlasu
ZADAVATELE.

ZADAVATEL smi pouzivat, odkazovat
na a rozSifovat kopie védeckych,
lékafskych a jinych publikovanych
¢lanka tykajicich se STUDIE, které
prozrazuji jméno RESITELE a/nebo
INSTITUCE v souladu s pfislusnymi
predpisy o autorskych pravech. Zadna
ze STRAN této SMLOUVY nesmi
pouzivat jméno ZADAVATELE ani
jméno  kterékoliv. STRANY  této
SMLOUVY ve spojeni s reklamou
nebo propagaci jakéhokoliv produktu i
sluzby bez predchoziho nalezitého
pisemného souhlasu pfislusné
STRANY nebo ZADAVATELE. Kazda
STRANA souhlasi s tim, Ze neprozradi
podminky této SMLOUVY nikomu
nezudastnénému na této SMLOUVE
bez souhlasu ostatnich STRAN, s
vyjimkou pfipadl, kdy to vyzaduje
pfisludny zakon.

INSPEKCE

INSTITUCE a/nebo RESITEL maji
povinnost informovat ZADAVATELE
okamzité telefonicky nebo faxem o
jakychkoliv dotazech, korespondenci Ci
komunikaci s nebo od jakéhokoliv
vladniho nebo regulaéniho Ufadu,
vCetné (ale bez omezeni na) FDA,
EMA  (Evropskd agentura  pro
hodnoceni IéCivych pfipravk(l) a MHRA
(britsky regulaéni urad).

Jestlize jakykoliv vladni nebo regulacni
Ufad, vCetné (ale bez omezeni na)
FDA, EMA a MHRA, si vyzada svoleni
k nebo provadi inspekci zafizeni
INSTITUCE nebo zaznam( o vyzkumu
tykajicich se této STUDIE, INSTITUCE
dovoli ZADAVATELI| =zuc&astnit se
takové inspekce a vyvine pfiméfené
usili pro koordinaci prubéhu takovych

inspekci, aby bylo umoznéno
ZADAVATELI zicastnit se takové
inspekce.
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8.3

8.4

9.1

The SPONSOR shall have the right itself
or through a third party, upon reasonable
prior written notice and during normal
business hours, to audit the site(s) where
the STUDY is being performed.

The INVESTIGATOR and the
INSTITUTION will provide in writing to
SPONSOR copies of all materials,
correspondence, statements, forms, and
records which the INSTITUTION
receives, obtains, or generates pursuant
to any such inspection or in connection
with any inquiries, communications or
correspondence from any governmental
or regulatory authorities including
(without limitation) the FDA, EMA and
MHRA. The INSTITUTION will make
reasonable efforts to segregate, and not
disclose, any documents and materials
that are not required to be disclosed
during such an inspection, including
financial data and pricing information.

TERMINATION

This Agreement may be terminated, in
whole or in part, by the following
PARTIES prior to the completion date
established in Article 4 on written notice if
any of the following conditions occur:

€) By any PARTY, effective
immediately, if authorization to
conduct the STUDY is not
obtained or is withdrawn by the
FDA or other government,
regulatory, ethics, or competent
authority or if the emergence of
any adverse reaction or side
effect with the STUDY DRUG
administered in the STUDY is of
such magnitude or frequency in
the opinion of either the
INVESTIGATOR or SPONSOR
to support termination;

(b) By the SPONSOR, effective
immediately in accordance with
Article 3 (Replacement) hereof;
By the SPONSOR, effective

immediately, if the

(©

8.3

8.4

9.1

ev. ¢. FNO: 08/0VZ/15/018-P

ZADAVATEL ma pradvo séam nebo
prostfednictvim zastupce na zakladé
pisemného oznameni sdéleného s
pfiméfenym predstihem provést v
obvyklé provozni dobé kontrolu centra
STUDIE (center STUDIE), ve kterém je
STUDIE provadéna.

RESITEL a INSTITUCE poskytnou
ZADAVATELI pisemné kopie
veSkerych materiali, korespondence,
prohlaseni, formularl, a zaznamu,
které INSTITUCE obdrzi, ziska nebo
vytvofi v dusledku jakékoliv takové
inspekce nebo v souvislosti s
jakymikoliv dotazy, komunikaci nebo
korespondenci od vladnich nebo
regulacnich Gfadl vcéetné (ale bez
omezeni na) FDA, EMA a MHRA.
INSTITUCE vyvine pfiméfené usili na
oddéleni a neprozrazeni jakychkoliv
dokumentd a materiald, u kterych neni
pozadovano, aby byly prozrazeny v
pribéhu takové inspekce, vcetné
financnich udajd a informaci o cenach.

UKONCENI

Tato SMLOUVA muze byt ukon&ena,
celd nebo jeji ¢ast, nasledujicimi
STRANAMI pfed datem spinéni
stanovenym v Clanku 4 na zékladé
pisemné vypovédi, jestlize nastane
kterakoliv z nasledujicich podminek:
@) kteroukoliv STRANOU s
okamzitou ucinnosti, jestlize
nebylo ziskano nebo bylo
odebrdno povoleni  provést
STUDII  FDA nebo jinym
vladnim, regulacnim, etickym &i
jinym pfisluSnym ufadem, nebo
jestlize je  vyskytnuti se
nepfiznivé reakce nebo
vedlejSich uc€inkd ve spojeni se
STUDOVANYM LEKEM  pfi
STUDII takového rozsahu nebo
tak Casté dle nazoru bud
RESITELE nebo
ZADAVATELE, Ze je divodem
pro ukonéent;

ZADAVATELEM s okamzZitou
ucinnosti v souladu s ¢lankem
3 (Nahrazeni) této SMLOUVY;
ZADAVATELEM s okamzZitou
ucinnosti, jestlize INSTITUCE

(b)

(©
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9.2

INSTITUTION and/or
INVESTIGATOR fails to
perform the STUDY in
accordance with the terms of
the PROTOCOL, this
AGREEMENT, or applicable
laws or regulations, including
FDA  guidelines, or the
INSTITUTION becomes
debarred or excluded from
national programs or becomes
subject to a threat of debarment

or exclusion from national
programs;
(d) By the SPONSOR, effective

immediately, if it determines, in
its sole discretion, that the
INVESTIGATOR has failed to
recruit or enroll a sufficient
number of SUBJECTS for
participation in the STUDY to
make it likely that the statistical
requirements applicable to the
STUDY will be met;

By the SPONSOR with or
without cause, upon thirty (30)
days’ written notice.

(e)

0 By INSTITUTION upon thirty

(30) days’ written notice if
INVESTIGATOR becomes
unable to perform or complete
the STUDY.

In the event of termination of this
AGREEMENT prior to completion of the
STUDY pursuant to any of the sub-
paragraphs of Article 9.1, the SPONSOR
shall make a final payment for services
actually performed in accordance
herewith and for costs incurred through
the date of termination, subject to the
obligation of INSTITUTION to mitigate
costs as far as reasonably possible. The

SPONSOR will also reimburse
INSTITUTION for reasonable, non-
cancellable commitments properly

incurred prior to the date of termination
provided, however, that SPONSOR shall
not be obligated to pay for non-
cancellable  commitments  if  this
AGREEMENT is terminated pursuant to
Article 9.1(b) or (c). In any of the above
situations in which the SPONSOR has
the right to terminate this AGREEMENT,

9.2

ev. ¢. FNO: 08/0VZ/15/018-P

a/nebo RESITEL neprovede

STUDII v souladu S
podminkami PROTOKOLU,
této SMLOUVY nebo

prislusnymi zakony a predpisy,
vCetné smérnic FDA, nebo je
INSTITUCE zbavena
opravnéni nebo vyfazena z
narodnich programd nebo ji
zacne hrozit zbaveni opravnéni
nebo vyfazeni z narodnich
programd;

ZADAVATELEM s okamzZitou
ucinnosti, jestlize uréi jen na
zakladé vlastniho uvazeni, ze
RESITEL nedokazal ziskat
nebo zaradit dostatecny pocet
SUBJEKTU pro udéast ve
STUDII, aby bylo
pravdépodobné, Ze budou
splnény statistické pozadavky
pouzitelné pro STUDII;
ZADAVATELEM s uvedenim
ddvodu nebo bez ve Ihité
triceti (30) dni na zakladé
pisemné vypovedi.

INSTITUCI ve Ihaté tficeti (30)
dni na zakladé pisemné
vypovédi, jestlize se RESITEL
stane nezplsobilym provést
nebo dokoncit STUDII.

(d)

(e)

()

V pfipadé ukonceni této SMLOUVY
pfed dokonenim STUDIE podle
kteréhokoliv odstavce c&lanku 9.1 je
ZADAVATEL povinen zaplatit
koneCnou platbu za sluzby skutecné
provedené v souladu s touto
SMLOUVOU a za vzniklé naklady az
do data ukon&eni, pfiemz je
INSTITUCE povinna snizit naklady tak,
jak je to pfiméfené mozné.
ZADAVATEL také odskodni
INSTITUCI za pfiméfené nezrusitelné
smluvni zavazky, které vznikly nalezité
pfed datem ukondeni, avSak za
predpokladu, ze ZADAVATEL nebude
povinen zaplatit za nezrusitelné
zavazky, jestlize bude tato SMLOUVA
ukonéena na zékladé Clanku 9.1(b)
nebo (c). Ve kterékoliv ze shora
uvedenych situaci, ve kterych ma
ZADAVATEL pravo ukondit tuto
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10.

101

10.2

or in which it reasonably believes that

termination may be required, the
SPONSOR shall have the right to
suspend enroliment under this

AGREEMENT, or suspend performance
of all or a part of the STUDY (subject to
patient safety issues), while it determines
whether termination is appropriate.
Receipt of notice of termination of the
STUDY by the SPONSOR shall not
release the INSTITUTION or the
INVESTIGATOR from their obligations to
perform this AGREEMENT up to and
including the effective date of
termination.

INTELLECTUAL PROPERTY

INSTITUTION and the INVESTIGATOR
agree and acknowledge that the
SPONSOR owns all rights in and to the
STUDY DRUG and any and all clinical
data generated from the STUDY. The
INSTITUTION and INVESTIGATOR
agree to disclose promptly to the
SPONSOR or its nominee any and all
inventions, discoveries and
improvements conceived or made by the
INVESTIGATOR and/or other staff
members of the INSTITUTION relating to
the STUDY DRUG which arise during the
STUDY and agree to assign their
respective interests therein to the
SPONSOR or its nominee.

The SPONSOR shall have the right, at its
sole discretion and expense to seek

protection for any such inventions,
discoveries and improvements and
INVESTIGATOR and/or INSTITUTION

shall reasonably assist SPONSOR in
such actions by executing and delivering
or having executed and delivered any
and all instruments necessary to make,
file and prosecute all such applications
for protection including but not limited to
patent applications and any divisions,
continuations, extensions, substitutions,
confirmations, registrations,
revalidations, or reissues
thereof.

additions

10.

10.

10.2

ev. ¢. FNO: 08/0VZ/15/018-P

SMLOUVU, nebo ve které je
opravnéné nazoru, ze ukonéeni mulze
byt poZadovano, bude ZADAVATEL
mit pravo pozastavit zarazovani
subjektt’ do STUDIE podle této
SMLOUVY nebo pozastavit provadéni
celé nebo ¢asti STUDIE (s ohledem na
otazky bezpec€nosti pacientl), kdyz
mezitim rozhodne, zda je ukonc&eni
pfiméfrené. Pfijeti oznameni o
ukonéeni STUDIE ZADAVATELEM
nezprosti INSTITUCI nebo RESITELE
jejich zavazku plnit tuto SMLOUVU az
do skute€ného data ukonc&eni v€etné.

DUSEVNIi VLASTNICTVi

1 INSTITUCE a RESITEL souhlasi a
uznavaji, ze ZADAVATEL vI@stm’
veSkera prava ke STUDOVANEMU

LEKU a k veskerym jednotlivym
klinickym ~ Udajim odvozenym  ze
STUDIE. INSTITUCE a RESITEL

souhlasi s tim, Ze okamzité oznami
ZADAVATELI nebo jeho povéfenci
vSechny vynalezy, objevy a zlepSeni
vymys$lené & ucinéné RESITELEM
a/nebo  jinymi  ¢leny  personalu
INSTITUCE vztahujici se ke
STUDOVANEMU LEKU, které
vzniknou v pribéhu STUDIE, a
souhlasi s tim, ze postoupi své
prislusné naroky na nich ZADAVATELI
nebo jeho zmocnénci.

ZADAVATEL bude mit pravo na
zakladé svého vyhradniho uvazeni a
na své naklady domahat se ochrany
takovych vynalez, objevl a zlepSeni a
RESITEL a/nebo INSTITUCE budou
mit povinnost pfiméfené napomahat
ZADAVATELI v takovych cinnostech
provadénim a poskytovanim nebo
provedenim a poskytnutim jakychkoliv
a v8ech prostfedkd pro uplatnéni,
zazalovani a prosazovani vSech
takovych podani na ochranu véetné
avSak bez omezeni na patentové
pfihlasky a veskera jejich rozdéleni,
pokraCovani, rozsifeni, nahrazeni,
potvrzeni, registrace, obnoveni
platnosti, doplnéni nebo opakovani.
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10.3

10.4

11.

111

11.2

12.

12.1

INSTITUTION and INVESTIGATOR
further  acknowledge SPONSOR’S
ownership of the PROTOCOL and any
CRF and other data record generated
pursuant to the performance of the
STUDY.

Other than grant of a limited license to
the INSTITUTION and INVESTIGATOR
solely to permit them to carry out the
STUDY hereunder, this AGREEMENT
does not constitute any grant, option or
license under any intellectual property
rights of the SPONSOR.

PRODUCT LIABILITY

The INSTITUTION and the
INVESTIGATOR shall promptly notify the
SPONSOR in writing of any claim of
illness or injury which the
INVESTIGATOR reasonably determines
to be an adverse reaction to the STUDY
DRUG or control drug, and shall allow
the SPONSOR to handle such claim
(including settlement negotiations), and
cooperate fully with the SPONSOR in its
handling of the claim.

The SPONSOR concluded insurance
contract for the STUDY in compliance
with provision § 52, par. 3, point f) of Act
No. 378/2007 Coll. on Pharmaceuticals,
as amended. The insurance certificate is
attached to this AGREEMENT as
Appendix V and forms an integral part of
the AGREEMENT.

INDEMNIFICATION

In accordance with the SPONSOR'’S
standard practice, the SPONSOR shall

indemnify and hold harmless the
INSTITUTION and all staff members
working under the INSTITUTION'S

direction, including without limitation the
INVESTIGATOR, in the conduct of the
STUDY, from and against claims for
damages and liabilities imposed by law
for adverse drug experiences resulting in

ev. ¢. FNO: 08/0VZ/15/018-P

10.3 INSTITUCE a RESITEL dale uznavaji

10.4

1.

ZADAVATELOVO vlastnictvi
PROTOKOLU a veSkerych CRF
(zaznamovych  listl) a  dalSich

zaznam( dat ziskanych na zakladé
provadéni STUDIE.

Kromé udéleni omezené licence pro
INSTITUCI a RESITELE dovolujici jim
pouze provést STUDIlI dle této
SMLOUVY neposkytuje tato
SMLOUVA Zzadny grant, opci nebo
licenci ohledné jakychkoliv prav k
duSevnimu vlastnictvi ZADAVATELE.

ODPOVEDNOST ZA VYROBEK

11.1 INSTITUCE a RESITEL maji povinnost

11.2

okamzité pisemné vyrozumeét
ZADAVATELE o jakémkoliv naroku z
nemoci Gi poranéni, které
ZADAVATEL rozumné wuréi jako

nepfiznivou reakci na STUDOVANY
LEK nebo kontrolni Iék, a jsou povinny
umoznit ZADAVATELI se zabyvat
takovym narokem (vCetné& jednani o
smirném urovnani) a spolupracovat
piné se ZADAVATELEM pfi jeho
zpracovani naroku.

ZADAVATEL uzavrel pojisténi STUDIE
dle ustanoveni § 52 odst. 3 pism. f)
zakona €. 378/2007 Sb., o lécivech, ve
znéni pozdéjsich predpist. Pojistny
certifikat je pfilozen ke SMLOUVE jako
jeji PFiloha V a tvofi jeji nedilnou
soucast.

12. ODSKODNENI
12.1 V souladu se standardni praxi
ZADAVATELE se ZADAVATEL

zavazuje odskodnit a branit INSTITUCI
a vsechny cleny personalu pracujici
pod vedenim INSTITUCE, vcetné
RESITELE bez omezeni, pfi provadéni
STUDIE za a pred naroky na nahradu
Skody a z odpovédnosti stanovené
zakonem kvuli nepfiznivym zazitkim s
léky s naslednou télesnou Ujmou u
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bodily injury to the

ENROLLED

SUBJECTS caused directly by the
administration of STUDY DRUG(S).

122 The

SPONSOR’S obligation of

indemnification is further contingent upon
the following:

(@)

(b)

(©)

(d)

(e)

(f)

the terms of the PROTOCOL or
any written instruction relative to
the administration of the STUDY
DRUG(s) are strictly adhered to;

the INSTITUTION and/or
INVESTIGATOR used reasonable
medical  judgement in the
administration, or in the control of
the administration of the STUDY
DRUG(s);

the INSTITUTION and/or
INVESTIGATOR complying with
applicable national, state and local
laws, and has conducted the
STUDY in accordance with EU
regulations and the latest
applicable ICH-GCP;

the damage is not attributable to
the negligent act, omission or wilful
misconduct or breach of statutory
duty on the part of the
INSTITUTION, its staff members
and/or INVESTIGATOR involved in
the STUDY;

the INSTITUTION shall have given
the SPONSOR prompt written
notice of any claims involving the
STUDY DRUG(s) and shall have
cooperated fully with SPONSOR in
the defence thereof including, but
not limited to, allowing SPONSOR
complete access to all relevant
records; and

the INSTITUTION and/or
INVESTIGATOR not making any
admission or taking any other
action (or omitting to take any
action) that could prejudice the
conduct of any action or claim,
provided that this provision shall
not be breached if the
INSTITUTION and/or
INVESTIGATOR can demonstrate
that it has acted in accordance with
its internal complaint, accident

ZARAZENYCH
zpUsobenych  pfimo
STUDOVANEHO LEKU(U).

ev. ¢. FNO: 08/0VZ/15/018-P

SUBJEKTU
podavanim

12.2 Zavazek ZADAVATELE k odskodnéni
je dale zavisly na néasledujicim:

(@) podminky PROTOKOLU nebo
jakékoliv pisemné pokyny
ohledné podavani
STUDOVANEHO LEKU(U) musi
byt pfisné dodrzovany;

(b) INSTITUCE a/nebo RESITEL

pouzili pfiméfené lekarskeé
posouzeni pfi podavani nebo
fizeni podavani

STUDOVANEHO LEKU(U);

(c) INSTITUCE a/nebo RESITEL
jsou v souladu s pfislusnymi
statnimi, regionalnimi a mistnimi
zakony a provedli STUDII v
souladu se smérnicemi EU a
nejnovéjSimi  prislusnymi ICH-
GCP;

(d) Skodu nelze povazovat za
nésledek nedbalosti, opomenuti
nebo Umysiného jednani nebo
poruSeni zakonné povinnosti na
strané INSTITUCE, ¢lenl jejiho
personalu a/nebo RESITELE
zucastnénych na STUDII;

(e) INSTITUCE poda ZADAVATELI
okamzité pisemnou zpravu o
jakychkoliv narocich zahrnujicich
STUDOVANY LEK (Y) a bude
piné spolupracovat se
ZADAVATELEM na obrané proti
nim vcetné, ale bez omezeni na,
umoznéni plného pristupu
ZADAVATELE ke vSem
relevantnim zaznamuim; a

() INSTITUCE a/nebo RESITEL
necini zadné pfiznani nebo jina
opatieni  (nebo  neopomijeji
provést jakakoliv opatfeni), ktera
by poskodila pribéh jednani
nebo narok za predpokladu, ze
toto ustanoveni nebude
poruseno, jestlize INSTITUCE
a/nebo RESITEL mudzZou
prokazat, Ze jednali v souladu se
svoji interni stiznosti, hlasenim
uraz( nebo disciplinarnim
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12.3

12.4

reporting or disciplinary procedures
or where any statement or action is
required by law.

The SPONSOR shall secure and
maintain in full force and effect
throughout the performance of the
STUDY a liability insurance policy
providing sufficient coverage for its civil
and product liability, as is usual and
customary in the pharmaceutical industry
to procure.

The INSTITUTION shall indemnify and
hold the SPONSOR and its AFFILIATES
harmless from, any loss, claim, or
demand arising from any (a) injuries or
damages incurred if they are the result of
or are alleged to be the result of
negligence or wilful misconduct on the
part of the INSTITUTION and/or the
INVESTIGATOR; (b) research activities
contrary to the PROTOCOL or the terms
of this AGREEMENT; (c) unauthorized
warranties made by the INSTITUTION
and/or the INVESTIGATOR concerning
the product being tested; or (d) in any
case in which written informed consent
was not obtained for the ENROLLED
SUBJECT involved in accordance with
the PROTOCOL. For the purpose of this
AGREEMENT “AFFILIATES” shall mean
any entity that directly or indirectly
controls, is controlled by, or is under
common control with the SPONSOR. In
the case of companies and corporations
“‘control” and  “controlled” means
beneficial ownership of more than fifty
percent of the voting stock, shares or
equity in an entity. In the case of any
other legal entity, “control” and
“controlled” shall exist through the ability
to directly or indirectly control the
management and/or business of the legal
entity).

12.4

ev. ¢. FNO: 08/0VZ/15/018-P

fizenim nebo tam, kde je
jakékoliv prohlaseni nebo ¢innost
pozadovana zakonem.

12.3 ZADAVATEL je povinen zajistit a

udrzovat v plné platnosti a ucinnosti v
prabéhu STUDIE pojisténi
ob&anskopravni odpovédnosti a
odpovédnosti za Skodu zplsobenou
vyrobky s dostateCnou pojistnou
Castkou, jak je obvyklé a bézné Cinit ve
farmaceutickém primysilu.

INSTITUCE ma povinnost odskodnit a

chranit ~ ZADAVATELE a  jeho
SESTERSKE SPOLECNOSTI pred
jakoukoliv ~ ztratou, narokem nebo

pozadavkem v duUsledku jakychkoliv (a)
poranéni nebo vzniklych Skod, jestlize
jsou dusledkem nebo je o nich tvrzeno,
Zze jsou dusledkem nedbalosti nebo
umysiného  jednani na  strané
INSTITUCE a/nebo RESITELE; (b)
vyzkumnych  &innosti  odporujicich
PROTOKOLU nebo podminkam této
SMLOUVY; (c) neopravnénych zaruk
uginénych  INSTITUCI a/nebo
RESITELEM ohledné testovaného
produktu; nebo (d) ve kterémkoliv
pfipadé, ve kterém nebyl ziskan
pisemny informovany souhlas pro
ZARAZENY SUBJEKT zapojeny do
STUDIE v souladu s PROTOKOLEM.
Pro ucely této SMLOUVY
,SESTERSKE SPOLECNOSTI®
znamenaji  jakoukoliv  pravnickou
osobu, ktera pfimo nebo nepfimo
ovlada, je ovladana nebo podléha
spoleénému ovladani se
ZADAVATELEM. Y pfipadé
spoleCnosti a korporaci ,ovlada“ a
,2ovladana“ znamena nominalni
vlastnictvi vice nez padeséti procent
akcii, podili nebo cennych papird s
hlasovacim pravem pravnické osoby.
V pfipadé jakékoliv jiné pravnické
osoby, stav ,ovlada“ a ,ovladana“ musi
existovat na zakladé schopnosti pfimo
nebo nepfimo ovladat management
a/nebo obchodni zalezitosti pravnické
osoby).
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13.

14.

ENTIRE AGREEMENT

The PARTIES agree that this
AGREEMENT, the final PROTOCOL and
any attachments and appendices hereto
constitute the sole, full, and complete
AGREEMENT by and between the
INSTITUTION and/or the
INVESTIGATOR and the SPONSOR and
supersede all other written and oral
agreements and representations
between the INSTITUTION and/or the
INVESTIGATOR and the SPONSOR
with respect to the STUDY. No
amendments, changes, additions,
deletions, or modifications to or of this
AGREEMENT shall be valid unless
reduced to writing and signed by the
PARTIES.

NOTICES

Any requests for changes or
amendments or other notices or
communications concerning this

AGREEMENT should be in writing and
shall be deemed to have been given
when mailed by postage prepaid or
bonded courier and forwarded to the
following:

To SPONSOR:

To INSTITUTION:

Fakultni nemocnice Ostrava
Centrum klinickych studii
17. listopadu 1790

708 52 Ostrava - Poruba

Czech Republic
Tel.no.:
Fax:

13.

14.

ev. ¢. FNO: 08/0VZ/15/018-P

CELA SMLOUVA

STRANY souhlasi s tim, Zze tato
SMLOUVA, kone¢ny PROTOKOL a
jakékoliv pfilohy a dodatky k této
SMLOUVE tvofi jedinou, celou a
Gplnou SMLOUVU mezi INSTITUCI
a/nebo RESITELEM a
ZADAVATELEM a nahrazuji veskeré
jiné pisemné a ustni smlouvy a sdéleni
mezi INSTITUCI a/nebo RESITELEM
a ZADAVATELEM ohledné STUDIE.
Zadna zlepSeni, zmény, doplriky,
vypusténi nebo Upravy této SMLOUVY
nebudou platnd, pokud nebudou v
pisemné  formé a podepsané
STRANAMIL.

OZNAMENI

Jakékoliv zadosti o zmény nebo
ZlepSeni nebo jina oznameni nebo
sdéleni tykajici se této SMLOUVY
musi byt pisemna a budou
povazovana za ucinéna, jestlize byla
zaslana pfedem vyplacenou postou
nebo  prostfednictvim  kuryra Kk
dopraveni nasledujicim:

ZADAVATELL:

INSTITUCI:

Fakultni nemocnice Ostrava
Centrum klinickych studii
17. listopadu 1790

708 52 Ostrava - Poruba
Ceska republika

Telefon:

Fax:
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15.

16.

16.1

16.2

Attention: | IS

To INVESTIGATOR:

Fakultni nemocnice Ostrava
Pediatric and Neurology Clinic
17. listopadu 1790

708 52 Ostrava - Poruba

Czech Republic
Tel.no.:
Attention:

SURVIVAL

This AGREEMENT shall be binding upon
the PARTIES, their legal representatives,
successors, and assigns. The
obligations of the PARTIES contained in

the PROTOCOL and Atrticles 6
(Confidential Information and
Nondisclosure), 7 (Publication and

Release of Information), 8 (Inspections),
10 (Intellectual Property), 11 (Product
Liability), 12 (Indemnification), and 15
(Survival), 16 (Financial Disclosure), and
17 (Governing Law) shall survive the
termination or expiration of this
AGREEMENT.

FINANCIAL DISCLOSURE

The INSTITUTION hereby agrees that,
for each listed or identified
INVESTIGATOR or sub-INVESTIGATOR
who is directly involved in the treatment
or evaluation of research subjects (e.g.,
each INVESTIGATOR or sub-
INVESTIGATOR listed on the Form 1572
or any analogous national or device-
related form or list), it has attached
hereto, or shall promptly send to the
SPONSOR, a copy of the Financial
Disclosure by Clinical Investigators Form
that has been fully completed and signed
by such INVESTIGATOR or sub-
INVESTIGATOR.

No payments will be provided pursuant
to this AGREEMENT until the SPONSOR
has received a completed, signed form
for each INVESTIGATOR.

15.

16.

16.1

ev. ¢. FNO: 08/0VZ/15/018-P

K rukam: NN

RESITELI:

Fakultni nemocnice Ostrava
Klinika détské neurologie
17. listopadu 1790

708 52 Ostrava - Poruba

Ceska republika
Telefon:
K rukam:

PRETRVANIi ZAVAZKU

Tato SMLOUVA bude
STRANY, jejich pravni zéastupce,
nasledniky a pravni  nastupce.
Zavazky  STRAN obsazené v
PROTOKOLU a ¢lancich 6 (Davérné
informace a zavazek micenlivosti), 7
(Publikovani a zvefejfiovani informaci),
8 (Inspekce), 10 (DuSevni vlastnictvi),
11 (Odpovédnost za produkt), 12
(Od8kodnéni) a 15  (Pfetrvani
zavazkl), 16 (Financni pfiznani) a 17
(Rozhodné pravo) pretrvaji ukonc&eni
nebo uplynuti této SMLOUVY.

zavazovat

FINANCNIi PRIZNANI

INSTITUCE timto prohlasuje, Zze za
kazdého uvedeného nebo
identifikovaného RESITELE nebo sub-
RESITELE, ktery je pfimo zugastnény
na oSetfeni nebo vyhodnocovani
vyzkumnych subjektd (napf. kazdy
RESITEL nebo sub-RESITEL uvedeny
na formulafi 1572 nebo jakémkoliv
obdobném narodnim nebo s pfistrojem
souvisejicim formulafi nebo seznamu),

pfipojila k této SMLOUVE nebo
okamzité zaSle ZADAVATELI kopii
Finan¢niho  pfiznani za  pouziti

FormulaFe o klinickém RESITELI, ktery
byl UpIné vyplnén a podepsan timto
RESITELEM nebo sub- RESITELEM.

16.2 Zadné platby podle této SMLOUVY

nebudou provedeny, dokud
ZADAVATEL neobdrzi vyplnény a
podepsany formulaf pro kazdého
RESITELE.
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16.3

17.

18.

The INSTITUTION agrees to ensure that
all such forms are promptly updated, as
needed, to maintain their accuracy and
completeness during the term of this
AGREEMENT and for one (1) year
following completion of the STUDY. The
INSTITUTION further agrees to assist
the SPONSOR in obtaining analogous
completed, signed forms for each such
INVESTIGATOR and sub-
INVESTIGATOR one year after
completion of the STUDY, and to assist
in obtaining any information and
executing any documents necessary to
fully comply with 21 CFR part 54, or any
rules or regulations there under or
analogous national regulations. The
INSTITUTION acknowledges and agrees
that the completed forms may be subject
to review by governmental or regulatory
agencies.

GOVERNING LAW

This AGREEMENT shall be ruled and
interpreted according to the laws of the
Czech Republic. All disputes arising out
of or in connection with this
AGREEMENT, if not amicably settled,
shall be submitted to the Courts of the
Czech Republic.

RELATIONSHIP BETWEEN THE
PARTIES
The INSTITUTION shall act as an

independent contractor of the SPONSOR
and shall not be construed for any
purpose as the partner, agent, employee,
servant, or representative of the
SPONSOR. The SPONSOR shall not be
responsible for any employee benefits,
pensions, employer liability insurance,
withholding, or employment-related taxes
of the INSTITUTION. The INSTITUTION
shall not enter into any contract or
agreement with an outside party that
purports to obligate or bind the
SPONSOR, and the SPONSOR shall not

ev. ¢. FNO: 08/0VZ/15/018-P

16.3 INSTITUCE se zavazuje zajistit, Ze

17.

18.

veSkeré takové formulafe budou
okamzité aktualizovany dle potfeby pro
udrzovani jejich prfesnosti a Uplnosti v
pribéhu trvani této SMLOUVY a po
dobu jednoho (1) roku po dokonceni
STUDIE. INSTITUCE se dale
zavazuje pomahat ZADAVATELI pfi
ziskavani analogickych vyplnénych a
podepsanych formularid pro kazdého
RESITELE a sub-RESITELE jeden rok
po dokonéeni STUDIE a pomahat pfi
ziskadvani jakychkoliv informaci a
vypracovani veskerych dokladu
potfebnych pro uplné vyhovéni 21

CFR, c¢ast 54 nebo pravidlim i
smérnicim v ném nebo analogickym
narodnim  smérnicim.  INSTITUCE
uznava a souhlasi s tim, Ze vypnéné
formulafe mdzou byt podrobeny
kontrole vladnimi nebo regulaénimi
Ufady.

ROZHODNE PRAVO

Tato SMLOUVA se fidi a vyklada
v souladu s ¢eskym pravem. Veskeré
spory vznikajici z této SMLOUVY nebo
v souvislosti s ni budou predlozeny
souddm Ceské republiky, jestlize
nedojde k jejich smirnému narovnani.

VZTAH MEZI STRANAMI

INSTITUCE bude pGsobit jako
nezavisly dodavatel ZADAVATELE a
nebude interpretovana pro zadny ucel
jako partner, agent, zaméstnanec,
sluZzebnik ¢&i zastupce ZADAVATELE.
ZADAVATEL nebude odpovédny za
zadné zaméstnanecké benefity,
dichody, pojisténi  odpovédnosti
zaméstnavatele za Skodu, zadrzovani
srazek nebo na zaméstnani se
vztahujicich dani INSTITUCE.
INSTITUCE se zavazuje neuzavirat
zadnou smlouvu ¢&i dohodu s cizi
stranou, ktera by sméfovala k
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19.

20.

enter into any contract or agreement with
an outside party that purports to obligate

or bind the INSTITUTION. The
INSTITUTION and INVESTIGATOR
acknowledge that SPONSOR may

perform its obligations hereunder either
itself or through a third party, but only
with the prior written notice sent to the
INSTITUTION and INVESTIGATOR.

WAIVER AND SEVERABILITY

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. If any part of this
AGREEMENT is held unenforceable, the
rest of the AGREEMENT  will
nevertheless remain in full force and
effect.

NO ASSIGNMENT

Neither the INSTITUTION nor
INVESTIGATOR  shall assign or
subcontract any of its rights or
obligations under this AGREEMENT
without the written consent of the
SPONSOR. The SPONSOR shall have
the right to assign or transfer this
AGREEMENT in whole or in part upon
written notice to INSTITUTION and
INVESTIGATOR.

the

19.

20.

ev. ¢. FNO: 08/0VZ/15/018-P

zavazani ZADAVATELE, a
ZADAVATEL se zavazuje neuzavirat
zadnou smlouvu d&i dohodu s cizi
stranou, ktera by sméfovala k
zavazani INSTITUCE. INSTITUCE a
RESITEL uznavaji, 2e ZADAVATEL
muze plnit své zavazky podle této
SMLOUVY bud sam nebo
prostfednictvim tfeti strany, avSak
pouze pokud tuto skute€nost pfedem

pisesmné oznami INSTITUCI a
RESITELI.

ZREKNUTIi SE PRAV A
ODDELITELNOST

Netrvani na souladu s kteroukoliv z
podminek a ujednani této Smlouvy
nepredstavuje vSeobecné zfeknuti se
prav ¢ vzdani se takovych podminek
nebo ujednani. Jestlize je kterakoliv
Cast této SMLOUVY povazovana za
nevynutitelnou, zUstane zbytek
SMLOUVY presto pIné platny a ucinny.

ZAKAZ POSTOUPENI

INSTITUCE ani RESITEL nesméji
postoupit  nebo subdodavatelsky
prevést jakékoliv z prav nebo zavazki
z této SMLOUVY bez pisemného
souhlasu ZADAVATELE.
ZADAVATEL bude mit pravo postoupit
nebo prevést tuto SMLOUVU jako
celek nebo daste¢né na zakladé
pisemného oznadmeni INSTITUCI a
RESITELI.
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21. EXECUTION; PREVAILING LANGUAGE

21.1.

21.2.

This AGREEMENT shall not be
considered accepted, approved, or
otherwise effective until signed below by
the appropriate PARTIES. Each of the
PARTIES hereto represents and
warrants that the person signing below
on such PARTY'S behalf has the
authority to enter into this AGREEMENT,
and that this AGREEMENT does not
conflict with any existing agreement or
obligation of such PARTY. The
INSTITUTION and/or INVESTIGATOR
further represent that the PAYEE
designated herein is the proper payee for
this AGREEMENT.

This AGREEMENT was concluded in
English and Czech language version. In
case of any version discrepancy, the
Czech verion is decisive.

SIGNATURES APPEAR ON FOLLOWING

PAGE

21.

ev. ¢. FNO: 08/0VZ/15/018-P

PROVEDENI; ROZHODNY JAZYK

21.1 Tato SMLOUVA nebude povazovana

21.2

PODPISY

za pfijatou, schvalenou &i jinak ucinnou
dokud nebude podepsana nize
prislusnymi STRANAMI. Kazda ze
STRAN této SMLOUVY prohlasuje a
zaruCuje, ze osoba podepisujici nize
jménem  takové  STRANY ma
opravnéni uzavrit tuto SMLOUVU a ze
tato SMLOUVA neni v rozporu s
zadnou  existujici  smlouvou  &i
zavazkem této STRANY. INSTITUCE
a/nebo RESITEL dale prohladuji, Ze
zde uvedeny PRIJEMCE je spravny
pfijemce pro tuto SMLOUVU.

SMLOUVA je vyhotovena v anglické a
Ceské jazykové verzi. V pfipadé
rozporu obou jazykovych verzi je
rozhodujici Ceské znéni SMLOUVY.

NASLEDUJICI

JSOU NA

STRANE
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IN WITNESS WHEREOF, the PARTIES have
caused this AGREEMENT to be executed by
their duly authorised representatives.

Done in three copies, each PARTY having
received its copy.
The AGREEMENT consists of
documents:

following

e AGREEMENT
e PROTOCOL (stored by INVESTIGATOR)
e Appendices

List of A

endices:

agrLONDE

The PARTIES that these

acknowledge
documents may be amended from time to time
and agree that amendments to these documents
will not necessitate any amendments to this
AGREEMENT.

ev. ¢. FNO: 08/0VZ/15/018-P

NA DUKAZ CEHOZ STRANY rozhodly, aby
tato SMLOUVA byla podepséana jejich
fadné opravnénymi zastupci.

Sepsano ve tfech vyhotovenich, kazda
STRANA obdrzi jedno vyhotoveni.

SMLOUVA je tvofena nize uvedenymi
dokumenty:

o tato SMLOUVA

. PROTOKOL (zalozen u RESITELE)
. Prilohy

Seznam priloh:
6.
7.
8.
9.
10.

STRANY timto uznavaji, ze tyto dokumenty
mohou byt ¢as od €asu zménény a zmeény
téchto dokumentl nevyzaduji nutné dodatek
k této SMLOUVE.
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UCB BIOSCIENCES GMBH

By/Zast:

Authorised Signatory / Podpis opravnéné osoby

Name/Jméno:

Title/Titul:

Date/Datum:;

UCB BIOSCIENCES GMBH

By/Zast:

Authorised Signatory / Podpis opravnéné osoby

Name/Jméno:

Title/Titul;

Date/Datum:

FAKULTNI NEMOCNICE OSTRAVA

By/Zast:

Authorised Signatory / podpis opravnéné osoby
Name/Jméno: MUDr. Josef Srovnal
Title/Titul: Deputy director for medical care / Naméstek pro IéCebnou péci

Date/Datum:

INVESTIGATOR/RESITEL:

By/Zast:

Name/Jméno: - [N

Title/Titul: INVESTIGATOR / RESITEL

Date/Datum:
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APPENDIX | - V PRILOHA -V
[APPENDIX | - V - are kept blank for the [PRILOHY | - V - jsou ponechany prazdné z
reason of trade secret non-disclosure] dlvodu uchovani obchodniho tajemstvi]
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