On the day and month stipulated below,

CRO:

PAREXEL International Czech Republic s.r.o
address: Sokolovska 651/136a,

18600 Prague, Czech Republic

represented by: MUDr. Michaela Tich4, pursuant
to the power of attorney

dated 7.12.2010

Identification number: 27160360

Tax identification number:DIC: CZ27160360

Entered in Companies Register: registered by
kept by the Municipal Court in Prague (section C,
inset 100886),

(hereinafter referred to as “CRO”)
and
Hospital:Institut ~ klinické a
mediciny
With its Registered Office in: Videniska 9/1958,

140 21 Praha 4
Czech Republic

experimentalni

Represented by: doc.MUDr.Jan Maly,CSc,,
Managing Director

Company Registration Number: 00023001
VAT:CZ000

Bank Conta

Account No

(hereinafter referred to as “Institution”)

{(hereinafter referred to as “Investigator™)

hereby make this
AGREEMENT

in conformity with Section 269, paragraph 2, Act
no. 513/1991 Coll., Commercial Code as
amended.

The purpose of the agreement is the clinical stud
entitled

Dne a mésice uvedeného nize

CRO
PAREXEL International Czech Republic s.r.o
se sidlem: Sokolovska 651/136a,

18600 Praha, Ceska republika

zastoupena MUDr. Michaelou Tichou, na
zakladé plné moci ze dne 7.12.2010,

ICO: 27160360

DIC: CZ27160360

Zapsana v OR vedeném u Méstského soudu Praha
oddil C, vlozka 100886

(dale jen ..,CRO")
A

nemocnice:
mediciny

se sidlem:

140 21 Praha 4
Ceska republika

Institut klinické a experimentalni

Videriska 9/1958,

zastoupena doc.MUDr.Jan Maly,CSc. ,
feditelem
IC: 00023001

DIC:CZ00023001
&.08tu

(dale jen “zdravotnické zaFizeni”)

a

(dale jen ,.zkouSejici®)

Uzaviraji tuto
SMLOUVU

v souladu s ustanovenim § 269 odst. 2 zakona ¢.
513/1991 Sb., Obchodniho zakoniku, ve znéni
pozdégjsich piedpist.

hodnoceni

Pfedmétem smlouvy je klinické

nazvané
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I (hercinafter referred to as “Study” or
“Clinical Trial®) sponsored by Eli Lilly and
Company, with its registered office at Lilly
Corporate Center, Indianapolis, IN46285, United
States, which is represented in the European
Union by Eli Lilly and Company, with its
registered office at Erl Wood Manor, Sunninghill
Road, Windlesham, Surrey, GU206PH, United
Kingdom (hereinafter referred to as “Lilly” and/or
“Sponsor”), according to protocol BCB 109
(Protocol), which is incorporated herein by
reference (Appendix number 3). The study will be
conducted at Institut klinické a experimentalni
mediciny, Videnska 9/1958,

preventivni

kardiologie

The SPonsor has engaged the contractual research
organization PAREXEL International Czech
Republic s.r.o (hereinafter referred to as the
“CRO™) to provide services of , inter alia,
monitoring and organization of the Study,
including negotiation of research contracts with
participating sites in connection with the Study.
The engagement of CRO in the form of a
Delegation Letter forms Appendix 2 of this
Agreement.

This agreement (“Agreement”) sets forth the
obligations applicable to performance of this
Study and rights and obligations of the
contractual parties.

Investigator and Institution understand and agree
that Lilly is a third party beneficiary to this
Agreement and, in this capacity, can enforce and
assign any rights and terms as if Lilly were a
party hereto. In the event that Lilly is not able to
do so for any reason, Investigator and Institution
agree that CRO may have the benefit of Lilly’s
rights hereunder (including without limitation
those rights concerning confidentiality and
intellectual property) and may transfer such rights
and benefits to Lilly.

140 21 Praha 4 (site
b rincipal investigator
e

I (dale jen jako ,studie” nebo

»klinické hodnoceni) zadavatele spole¢nosti Eli
Lilly and Company, se sidlem Lilly Corporate
Center, Indianapolis, IN46285, United States,
kterd je v Evropské unii zastoupena spole¢nosti
Eli Lilly and Company se sidlem Erl Wood
Manor, Sunninghill Road, Windlesham, Surrey,
GU206PH, United Kingdom (dale jen ,Lilly“
nebo ,zadavatel), podle protokolu BCB 109
(dale jen jako ,,protokol®), pfi¢emz protokol tvofi
nedilnou soucast této smlouvy (priloha ¢islo 3 ).
Studie bude provedena v Institutu klinické a
experimentalni mediciny, Videniska9/1958, , 140
21 Praha 4, dale jen “TeSitelské centrum”, v Cele

s hlavnim__zkouscjicim [N
Pracovisté preventivni

kardiologie.

V souvislosti se studii zadavatel povéril smluvni
vyzkumnou organizaci PAREXEL International
Czech Republic s.r.o (dale jen ,,CRO*) mimo jiné
monitorovanim a  organizaci  klinického
hodnoceni, véetné vyjednani a uzavieni smlouvy
o provadéni klinického hodnoceni s ucastnicimi
se zkouSejicimi centry. Zplnomocnéni CRO ve
formé Delegation Letter tvofi prilohu €. 2 této
smlouvy.

Ugelem této smlouvy ( ,,Smlouva“) je stanovit
podminky k provedeni studie a vymezit prava a
povinnosti smluvnich stran pro prib¢h a
zpracovani studie.

ZkouSejici a Zdravotnické zafizeni berou na
védomi a souhlasi s tim, ze spolecnost Lilly je,
jakoZto tieti subjekt, ptijemcem plnéni pro Ucely
této Smlouvy a z tohoto titulu mé pravo vymahat
a postupovat veskera prava a povinnosti dle této
Smlouvy stejné, jako kdyby byla jednou ze
smluvnich stran této Smlouvy. V piipadé, Ze
spole¢nost Lilly nebude z jakéhokoli diivodu
schopna vymahat a postupovat sva prava a
povinnosti dle této Smlouvy, berou Zkousejici a
Zdravotnické zafizeni na védomi a souhlasi s tim,
7ze CRO ma pravo vykonavat vSechna prava a
povinnosti jménem firmy Lilly (a to véetn¢ prav
tykajicich se dusevniho vlastnictvi a davérnych
informaci) a miiZe tato prava a vyhody prevést na
spolecnost Lilly.
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I. INVESTIGATOR AND INSTITUTION
OBLIGATIONS

Investigator and Institution assume the following
obligations in executing this Agreement:

A. Conduct of the Study

a) Investigator agrees to personally
conduct and supervise the Study in the
Institution.

b) Investigator and Institution agree to
comply with the following: all
conditions specified in the Protocol and
Protocol amendments and/or addenda;
Good Clinical Practice Guidelines; the
approval of the Ethical Review Board
(“ERB”); and the State Institute for
Drug Control and all other applicable
national, state and local laws,
regulations and standards that constitute
a component of the generally binding
legal regulations of the Czech Republic,
namely Act No. 378/2007 Coll., on
Drugs as amended, Act No. 20/1966
Coll., on Care on the People’s Health as
amended and Regulation No. 226/2008
Coll., as amended that stipulates Good
Clinical Practice and more detailed
conditions for Clinical Trials, as well as
all national laws, European directives
and  regulations regarding data
protection (including, without
limitation, Directive of the European
Parliament and Council No. 95/46/EC,
dated 24 October 1995, on protection of
persons in processing of personal data
and on free circulation of such data) as
implemented in national laws by Act
No. 101/2000 Coll., on Protection of
Personal Data, as amended;

¢) Investigator and Institution shall ensure
that all of Investigator’s and
Institution’s associates, colleagues and
employees involved in the conduct of
the Study at the Institution also
understand and assume  these
obligations.

d) Investigator shall ensure that a licensed
physician is an investigator or sub-
investigator at the site and will be
responsible for patient care and other

1. ZAVAZKY ZKOUSEJICIHO A

ZDRAVOTNICKEHO ZARIZENI

Zkousejici a zdravotnické zafizeni pfijimaji
nasledujici zavazky vyplyvajici z této smlouvy:

A. Provadéni studie

a)

b)

d)

zkousejici bude osobné provadét a dohlizet
na provadéni studie v fesitelském centru;

zkouSejici a zdravotnické zafizeni budou
plnit vSechny podminky stanovené v
protokolu a jeho dodatcich a/nebo dopliicich,
platné smérnice o Spravné klinické praxi
nebo jiné celostatni platné smérnice,
podminky  specifikované v  souhlasu
piisludné etické komise a Statniho ustavu pro
kontrolu 1é&iv a v8echny dalsi platné zdkony
a normy, které jsou soucasti obecné
zévaznych pravnich predpisi CR a to
zejména zdkon &. 378/2007 Sb. o léCivech,
ve znéni pozdé&jsich predpisd, zdkon C.
20/1966 Sb., o péli o zdravi lidu, ve znéni
pozd&jsich predpisti a vyhlasky ¢. 226/2008
Sb. ve znéni pozdé&jsich piedpist, kterou se
stanovi Spravna klinickd praxe a blizsi
podminky klinického hodnoceni IéCivych
piipravkl, jakoz 1 veSkerou narodni
legislativu, evropskd nafizeni a predpisy
ohledné ochrany udaji (zejména Nafizeni
Evropského parlamentu a Rady ¢. 95/46/ES
ze dne 24. fijna 1995 o ochrané osob pfi
zpracovani osobnich 0daji a o volném
pohybu takovych udaji) tak, jak byly
implementovany na narodni Grovni zdkonem
&. 101/2000 Sb., o ochrané osobnich Gdaji, v
platném znéni, véetné pripadnych Gprav;

ZkouSejici a zdravotnické zafizeni zajisti,
aby témto zavazkim porozuméli a aby je
pfevzali rovn&Z vsichni spolupracovnici,
kolegové a zaméstnanci podilejici se na
provadéni studie ve zdravotnickém zafizeni;

zkouSejici zajisti, aby ve zdravotnickém
zafizeni byl za pééi o pacienty a za dalsi
piisluiné aspekty této studie zodpovédny
pouze zkousejici lékat nebo  jeho
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g)

h)

appropriate aspects of this Study;

Investigator acknowledges that | e)
Investigator has read and understands
all information in the investigator’s
brochure provided to Investigator by
CRO, including the potential risks and
side effects of the Study drug;

Investigator and Institution agree not to | f)
pay fees to another physician for the
referral of patients;

Institution and Investigator undertake | g)
not to commence enrollment of subjects
in the Clinical Trial until (i) CRO or
Sponsor inform Investigator in writing
that all consents, permissions and
documents necessary to conduct the
Clinical Trial have been obtained, and
(i1) Investigator signs the Protocol,
undertaking to fulfill all obligations
specified therein. Investigator shall not
allow a subject to be enrolled
simultaneously in this Study and
another clinical trial without the CRO’s
advance written permission;

h)
Institution or Investigator shall not
conduct research based on this
Agreement, conduct the Clinical Trial
or administer any study medicine or
substance (or placebo, as the case may
be) to any subject until the respective
subject confirms in writing that it
received, read and agrees to grant its
informed consent with the Clinical
Trial. Investigator agrees to only use an
informed consent document which has
been reviewed and approved by the
CRO;

Investigator and Institution agree that | i)
CRO, Lilly, its designated
representatives and domestic or foreign
regulatory agencies may inspect the
procedures, facilities and Study records
(including portions of other pertinent
records for all patients in the Study) and
those procedures, facilities or Study
records of any contractor, agent or site
that is used in conducting the Study.
Investigator and  Institution shall
provide CRO with immediate notice of
any governmental or regulatory review,

spolupracovnik s opravnénim vykonavat
lékarskou praxi;

zkouSejici prohlasuje, Ze si pietetl a
porozumél vSem informacim uvedenym v
Souboru informaci pro zkousejiciho, které
mu CRO poskytl, véetné moZnych rizik a
vedlej$ich ucinkd 1é¢iva hodnoceného ve
studii;

zkousejici a  zdravotnické zafizeni
neposkytnou zddnou odménu jinému lékari
za dodani pacient;

zdravotnické zafizeni a zkouSejici se
zavazuji, Ze nezahaji zafazovani subjektl
do klinického hodnoceni, dokud (i) CRO
nebo zadavate]l pisemn& nevyrozumi
zkousejiciho o tom, Ze byly ziskany veskeré
souhlasy, povoleni a dokumentace nezbytné
pro provadéni klinického hodnoceni, a (ii)
zkousejici nepodepiSe protokol, &imz se
zavaze plnit vSechny povinnosti v ném
uvedené. ZkouSejici nepfipusti zafazeni
subjektu do této studie a souasné do jiné
klinické studie bez pfedchoziho pisemného
souhlasu CRO;

Zdravotnické  zafizeni ani  zkouSejici
nebudou provadét vyzkum na zakladé této
smlouvy, provadét klinické hodnoceni a ani
podavat Zadnému subjektu jakykoli studijni
lék nebo latku (nebo poptipadé placebo),
dokud piislusny subjekt pisemné nepotvrdi,
Ze obdrzel, prostudoval si a souhlasi s
ud€lenim  informovaného  souhlasu s
klinickym hodnocenim. ZkousSejici bude
pouZivat pouze dokument o informovaném
souhlasu, ktery byl posouzen a schvalen
CRO;

Zkousejici a zdravotnické zafizeni berou na
védomi, Ze CRO nebo Lilly, jim jmenovany
zéstupce nebo mistni ¢ zahraniéni organ
statntho dohledu, mlze podrobit kontrole
postupy  zdravotnického  zafizeni a
zkousejiciho Iékare, zkontrolovat vybaveni a
zaznamy  tykajici se studie (vCetn&
souvisejicich Iékarskych zaznamd vsech
pacientli ve studii) a dale postupy, vybaveni
nebo zaznamy tykajici se studie, které jsou

provadény  jakymkoliv  poskytovatelem,
zastupcem  nebo  zafizenim,  kterych
zdravotnické  zafizeni nebo  zkousejici
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audit or inspection of your facility or
processes related to the Study. CRO and
Lilly shall be given the opportunity to
provide assistance to Investigator and
Institution in responding to any such
review, audit or inspection. Information
obtained from such inspections may be
shared with Lillyy, CRO and Lilly-
designated representatives. In the event
that there is a lack of compliance with
this Agreement, Lilly or CRO is entitled
to secure compliance or discontinue
shipments of Study drug and end
Investigator’s  and/or  Institution’s
participation in the Study.

Clinical Trial Materials and Record

vyuziva pfi provadéni studie. Zkousejici a
zdravotnické zaiizeni neprodlené preda CRO
oznameni o jakékoliv kontrole, auditu i
inspekci  jejich instituce nebo procest
tykajicich se Studie ze strany statu ¢i organu
dohledu. Lilly a CRO bude dana piilezitost
poskytnout zkousejicimu a zdravotnickému
zafizeni pomoc pii odpovédi na jakoukoliv
takovou kontrolu, audit ¢&i inspekei.
Informace ziskané pfi takovychto kontrolach
budete sdilet spoleéné zadavatelem Lilly,
CRO a se zastupci jmenovanymi
zadavatelem. V  pfipadé  nedodrzeni
podminek této smlouvy, bude zadavatel nebo
CRO opravnén zajistit spln€ni téchto
pozadavki nebo prerusit dodavky léciva pro
studii a 1cast zdravotnického zafizeni a
zkousejiciho lékate ve studii ukoncit.

B. PouZivani hodnoceného 1é¢iva a uchovavani

Retention

Institution and Investigator undertake to use
furnished Drugs for the Study solely under
the Protocol and may not be used for any
other purposes. Investigator and Institution
shall follow CRO’s instructions related to
disposition of clinical trial materials.
Investigator and Institution shall be
responsible for compliance with all laws and
regulations applicable to any liquidation
permitted by Sponsor and/or CRO in writing
or disposition of clinical trial materials at the
site. The Institution undertakes to retain all
study records for fifteen (15) years after
completion or termination of the Study.

Confidentiality and Non-Use

All information provided to Investigator or
Institution by Lilly, CRO or other Lilly-
designated representatives, or generated by
Investigator or Institution in connection with
the Study, will be kept in confidence and not
used for any purpose not expressly provided
for in this Agreement for at least five (5)
years after the termination or conclusion of
the Study, except to the extent that Lilly
gives Investigator or Institution written
permission or particular information is
required by laws or regulations to be
disclosed to the ERB, the patient or local

zaznamu

Zdravotnické zafizeni a zkouSejici se
zavazuji pouzivat léky dodavané pro studii
vyluéné podle protokolu a nepouZivat je pro
zadné jiné ucely. Zdravotnické zafizeni a
zkousejici budou postupovat podle instrukef
CRO, tykajicich se zachdzeni s Iéky ve
studii. Zdravotnické zafizeni a zkouSejici
zajisti, Ze likvidace povolend pisemné
Zadavatel a/nebo CRO nebo vydavani 1é¢iv
ve studii bude probihat ve zdravotnickém
zatizeni v souladu se vSemi pfisluSnymi
zakony a predpisy. Zdravotnické zatizeni se
zavazuje vSechny zaznamy o studii
uchovavat po dobu 15-ti let od jejtho
dokonceni nebo zastaveni.

C. Uchovavani davérnych informaci a jejich
nepouziti

Zdravotnické zafizeni a zkousejici se
zavazuji uchovavat vSechny informace
poskytnuté Lilly, CRO ¢i jinym zéstupcem
zadavatele nebo ziskané v souvislosti se
studii jako diivérné a nepouzit je k zadnému
Gcelu, ktery neni stanoven touto smlouvou, a
to nejméné po dobu 5-ti let od ukonceni nebo
zastaveni studie, pokud jim Lilly neud¢li
pisemny souhlas nebo neni-li podle zakona
nebo  jiného  predpisu  vyZadovano
zpFistupnéni konkrétni informace etické
komisi, pacientovi nebo organu statniho
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regulatory agencies. To the extent disclosure
is requested by any other person or entity,
Investigator or Institution shall promptly
notify Lilly and shall not disclose any
information without Lilly’s prior written
consent. If such disclosure is sought by a
third party under a claim of legal right,
Investigator and Institution will reasonably
cooperate with Lilly in the event Lilly wishes
to take legal action to challenge such claim
or the disclosure; provided, however, in no
event shall Investigator or Institution be
obligated to defy any law, regulation or
judicial or governmental order. Investigator
and Institution shall be responsible for
ensuring that Investigator’s or Institution’s
employees, contractors and agents are
obligated to these same terms of
confidentiality and non-use. The terms of
confidentiality and non-use set forth herein
sffall supersede any prior terms of
confidentiality and non-use agreed to by the
parties in connection with this Study. The
terms of this Agreement shall also be
considered confidential information and may
be disclosed only to the extent required by
law or necessary for approval of this Study.

The foregoing obligations of confidentiality and
non-use will not apply to information that:

a) is or later becomes part of the public domain
other than through an act or omission of
Investigator or Institution;

b) was known by Investigator or Institution
prior to disclosure by Lilly, CRO or becomes
known from an independent source or third party
under no obligation to Lilly, CRO or any other
third party to keep such information confidential,
as can be shown by prior written documentation;
or

c) is independently developed, as shown by
written documentation, by Investigator or
Institution or Investigator’s or Institution’s
ersonnel who have not had access to confidential

dozoru. Jestlize je zpfistupnéni pozadovano
jakoukoli jinou fyzickou ¢i pravnickou
osobou, zdravotnické  zafizeni  nebo
zkouSejici to neprodlené oznami Lilly a
nezpfistupni  Zadnou  informaci  bez
pfedchoziho pisemného svoleni Lilly.
Jestlize tfeti strana usiluyje o takové
zptistupnéni narokovanim zakonného prava,
bude zdravotnické zafizeni nebo zkouSejici
pfiméfené spolupracovat s Lilly v pfipade, Ze
si Lilly pfeje podniknout pravni kroky
k napadnuti  takového  naroku  nebo
zpfistupnéni; avSak s tim, Ze zdravotnické
zafizeni ani zkouSejici nebudou v Zadném
pfipad€ povinni porusit zakon, ptedpis nebo
soudni ¢i vladni prikaz. ZkouSejici a
zdravotnické zafizeni jsou odpovédni za
zajisténi toho, Ze jeho zaméstnanci, smluvni
strany a  zastupci  budou  vazani
zachovavanim divérného charakteru
informaci a jejich nepouzitim ve stejném
smyslu.  Podminky  pro  uchovavani
divérnych informaci a jejich nepouZiti zde
stanovené budou nadfazeny jakymkoliv
pfedchozim podminkdm pro davémy
charakter a nepouzivani informaci, které
byly stranami dfive odsouhlaseny v
souvislosti s touto studii anebo hodnocenym
lé¢ivem. Podminky této smlouvy budou
rovné€z povazovany za divérné a mohou byt
zpfistupnény pouze v rozsahu pozadovaném
zakonem nebo v rozsahu nutném pro ziskani
souhlasu s  provadénim  studie ve
zdravotnickém zatizeni.

Shora uvedené zavazky na nezpfistupnéni a
nepouzivani udaji  se nevztahuji na
informace, které:

a) jsou nebo se stanou vefejné zndmymi jinym
zplisobem nez Cinnosti ¢ opomenutim
zdravotnického zatizeni nebo zkousejiciho,

b) byly znamy zdravotnickému zafizeni nebo
zkouSejicimu Iékatfi jiz predtim, neZz byly
zpiistupnény ze strany CRO, Lilly, nebo
jakoukoliv dalsi tfeti stranou bez jakéhokoliv
zavazku na zachovavani davérného charakteru
takovych informaci vi¢i CRO nebo Lilly nebo
vici jakékoliv treti strang, jak to lze prokazat
predchozi pisemnou dokumentaci nebo

c¢) byly ziskdny  nezavislou cinnosti
zdravotnického zatizeni nebo zkousejiciho Iékare,
ktefi neméli pristup k divérnym informacim
oskytnutym ze strany CRO nebo Lilly, jak to




information provided by Lilly or CRO.

D.

Data and Publications

The Institution and the Investigator accept
that data generated in connection with the
Study, excluding patient medical records not
recorded as case report forms, shall be the
sole property of Lilly and shall be subject to
the obligations of Confidentiality and Non-
Use set forth above in Article I(C).
Notwithstanding the obligations of I(C) set
forth above, Investigator and Institution will
be free to publish and present the results of
the Study subject to the following
conditions: Lilly will be furnished with a
copy of any proposed publication or
presentation for review and comment thirty
(30) days prior to such presentation or
submission for publication. Such thirty (30)
d¥y period does not begin until receipt of the
proposed publication or presentation at Lilly
in Indianapolis, Indiana, USA. At the
expiration of such thirty (30) day period,
Investigator or Institution may proceed with
the presentation or submission for
publication; provided, however, that in the
event Lilly has notified Investigator or
Institution in writing that Lilly reasonably
believes that prior to such publication or
presentation it must take action to protect its
intellectual property interests, such as the
filing of a patent application claiming an
invention or a trademark registration
application, Investigator or Institution shall
either (1) delay such publication or
presentation for an additional sixty (60) days
or until the foregoing action(s) have been
taken, whichever shall first occur; or (2) if
Investigator or Institution are unwilling to
delay the publication or presentation,
Investigator or Institution will remove from
the publication or presentation the
information which Lilly has specified it
reasonably believes would jeopardize its
intellectual property interests. Under certain
circumstances, a shorter review period may
be granted in writing by Lilly. Investigator or
Institution will assist Lilly in obtaining
reprints of Investigator’s or Institution’s
publication(s) resulting from the Study.

prokazuje pisemna dokumentace.

D. Udaje a publikovani

Zdravotnické zafizeni a zkousejici berou
na védomi, Ze udaje vzniklé ze studie, s
vyjimkou zdravotnickych zaznami, které
nebyly prepsany do zaznami subjektt
hodnoceni, budou vyluénym vlastnictvim
Lilly a budou podléhat zavazku o
zachovavani daveérného charakteru
informaci _a jejich nepouziti, jak je
stanoveno v bodé I(C) shora, aviak s tim,
Ze zkousejici a zdravotnické zafizeni ma
moZnost  zvefejiovat a  prezentovat
vysledky studie pfi splnéni nasledujicich
podminek: Lilly obdrzi kopii jakékoliv
navrhované publikace nebo prezentace k
posouzeni a k vyjadfeni 30 dnd pied
takovou prezentaci nebo odevzdanim k
publikovani. Lhuta tficeti (30) dnt zaéne
béZet od doruceni navrhovanych publikaci
¢i prezentaci Lilly Indianapolis, Indiana,
USA. Po uplynuti této lhity 30-ti dni je
mozZno pristoupit k prezentaci nebo k
publikovani. Jestlize vsak Lilly
zkousejicimu nebo zdravotnickému
zafizeni mezitim pisemné sdéli, Ze je
opravnéné presvédéen, ze pred takovym
zvefejnénim nebo prezentaci je nucen
uCinit kroky na ochranu svych zajmi na
poli duSevniho vlastnictvi, jako napfiklad
podéani patentové piihlasky, kterou vznasi
narok na vynalez nebo napiiklad podani
Zadosti o registraci ochranné znamky,
zavazuje se zkousejici nebo zdravotnické
zafizeni bud’ (1) pozdrzet zvefejnéni nebo
prezentaci o dalSich 60 dnd nebo do doby
dokud nebudou podniknuta vySe uvedena
opatieni podle toho co nastane d¥ive nebo
(2) pokud nebude zkouSejici nebo
zdravotnické zafizeni ochotni zvefejnéni
pozdrzet, zavazuje se zkousejici nebo
zdravotnické zafizeni 2z publikace nebo
prezentace odstranit ty informace, které
Lilly ur¢i a o nichZz bude opravnéné
pfesvédCen, ze by poskodily jeho zdjmy na
poli ochrany jeho duSevniho vlastnictvi.
Lilly —miZze pisemné stanovit k
pfezkoumani a vyjadfeni i krat§i Casové
obdobi. ZkousSejici nebo zdravotnické
zafizeni se zavazuji napomahat Lilly k
ziskani vytisk®i publikace/i zkousejiciho
nebo zdravotnického zatizeni vzeslych ze
studie.




E. Inventions

If during the course of the Study or within
one year after termination of this Agreement,
Investigator or Institution conceive or
actually reduce to practice what Investigator
or Institution believe to be a new invention
(including, without limitation, new uses,
processes, formulations, therapeutic
combinations or methods) occurring as a
result of the performance of the Study
covered by this Agreement or involving the
Study drug(s) or its simple derivatives (e.g.
salts, solvates, conformers, stereoisomers,
racemic mixtures, amorphous forms, crystal
forms, crystal habits, metabolites, prodrugs,
free acids, chelates, complexes, synthetic
intermediates, isotopic or radiolabeled
equivalents or mixtures thereof), Investigator
or Institution shall promptly notify the
Spomsor.

The new invention or use shall be the sole
property of and shall be assigned to Lilly by
Institution or Investigator under the terms
and conditions set out below.

Unless explicitly provided otherwise in this
Agreement, Sponsor retains all rights granted
or acknowledged on the basis of any
legislation relating to patents, copyright,
trademarks or industrial designs and any
other laws governing intellectual and
industrial property, whether or not registered,
including rights to any use of the above
(“Intellectual Property Rights”) with respect
to results of the Clinical Trial, the tested
compound, confidential information and
Protocol and anything derived from them or
with respect to their improvement or use, as
well as to any other work, discovery,
invention (whether or not patentable),
trademark, industrial design or any other
matter eligible for any protection based on
the Intellectual Property Rights (“Intellectual
Property”), disclosed or otherwise provided
by Lilly to Institution, its personnel and/or
Investigator hereunder. All Intellectual
Property Rights are governed by laws of the
jurisdiction of their origin.

E. Vynalezy

Jestlize v pribéhu studie nebo v dobé do
jednoho roku po ukonéeni platnosti této
smlouvy  zdravotnické  zafizeni nebo
zkousejici zformuluje nebo uplatni v praxi
skute¢nost, ktera je vysledkem provadéni
studie, jez je predmétem této smlouvy, o
které se domniva, ze Jjde o novy vynalez
(v€etné novych zpiisobt uZivani, Iékovych
forem, terapeutickych kombinaci, zpasobd
1é¢by) nebo ktera zahrnuje lé&ivo(a) ve
studii nebo jeho jednoduché derivaty
(napiiklad  soli, solvaty, konformery,
stereoizomery, racemické smési, amorfi
formy, krystalické formy, krystalové
struktury, metabolity, pro-lé¢iva, volné
kyseliny, chelaty, komplexni slougeniny,
syntetické meziprodukty, isotopové nebo
radioaktivné znagené ekvivalenty nebo
Jjejich  smési), zavazuje se o0 tom
neprodlené informovat Zadavatele.

Novy vynalez nebo zpiisob pouZiti budou

vyluénym vlastnictvim Lilly a
zdravotnické zafizeni nebo zkousejici se
zavazuji mu je postoupit dle podminek
stanovenych niZe,

Neni-li v této smlouvs vyslovné uvedeno
Jjinak, zadavatel si ponechava veskera
prava, kterd jsou udélena & uzndna na
zakladé jakékoliv legislativy tykajici se
patentl, autorskych prav, ochrannych
znamek nebo primyslovych vzori a
Jjakychkoliv jinych zakonu vztahujicich se
na dusevni a primyslové vlastnictvi, at’ jiz
registrované &i nikoliv, a to véetné prav k
jakémukoliv vyuziti vySe uvedeného (dale
jen ,Prava z dusevniho vlastnictvi®), ve
vztahu k vysledkim klinického hodnoceni,
hodnocenému  piipravku, divérnym
informacim a protokolu i k ¢emukoliv od
nich odvozenému nebo k jejich vylepseni
¢i uzit, jakoz i k jakémukoliv dal$imu
dilu, objevu, vynalezu (patentovatelnému
¢ nikoliv), ochranné Znamce,
primyslovému vzoru nebo Jakékoliv jiné
zalezitosti zplsobilé k tomu, aby pozivala
Jjakoukoliv ochranu na zakladé Priv z
duSevniho vlastnictvi (dale jen ,Dusevni
vlastnictvi), sd&lené ¢&i Jinak poskytnuté
spole€nosti Lilly zdravotnickému zafizeni,
Jjeho personalu anebo zkousejicimu na
zékladé této smlouvy. Veskera Préva
dusevni etvi  se  Fidi zdkony
8




The Intellectual Property Rights to any
Intellectual Property discovered or created
by Investigator and/or personnel of
Institution, ~ whether  independently  or
together with a third party, in the course of
performance of this Agreement, including
Intellectual Property relating to the tested
compound, the Clinical Trial, Protocol,
results recorded during the Clinical Trial
and/or any data, information or results
obtained as a result of independent work or
cooperation of the parties as part of the
Clinical Trial (“Inventions™) shall be deemed
the exclusive and vested property of Lilly.

Sh#uld, based on applicable laws and
regulations, any Intellectual Property Rights
to Inventions accrue to Institution, its
personnel, Investigator and/or Institution as
the employer of Investigator or any member
of the personnel exercising proprietary
copyright of such person as an author,
Institution hereby transfers all transferrable
Intellectual ~ Property Rights to any
Inventions (in particular, the right of
Institution to exercise proprietary rights to
works of authorship) to Lilly. In the event
that the character of the Intellectual Property
Rights makes it impossible to transfer all or
any of these rights in the above manner,
Institution  hereby grants an explicit,
exclusive, irrevocable and royalty-free
license to Lilly for use and, to the extent
permitted by applicable laws, exercise of any
Intellectual Property Rights to Inventions.
Notwithstanding the above, Institution
hereby agrees that Lilly has the right to grant
a sublicense or transfer the license granted to
it hereunder to a third party. Institution shall
immediately inform Lilly of any Inventions
in writing and shall provide Lilly with
information and assistance as may be
reasonably required by Lilly for exercise of
its rights hereunder. Should any mandatory
provisions of applicable laws of the given
jurisdiction provide for the right of
Institution, its personnel and/or Investigator
to demand compensation for granting a
license and/or for any commercial use of
such Inventions by Lilly, the parties shall
agree upon a commercially adequate amount

Jurisdikce, ve které takové pravo vzniklo.

Prava z  duSevniho vlastnictvi k
Jakémukoliv Dusevnimu vlastnictvi
objevenému & vytvofenému zkousSejicim
anebo personalem zdravotnického zafizeni,
at’ jiz samostatné nebo spoleiné se tieti
stranou, v ramei plnéni této smlouvy,
veetné Dudevniho vlastnictvi tykajiciho se

hodnoceného  piipravku, klinického
hodnoceni, protokolu, vysledki
zaznamenanych béhem klinického

hodnoceni anebo  jakychkoliv udaja,
informaci & vysledku dosaZenych
samostatnou nebo spole¢nou praci stran na
klinickém hodnoceni (dale jen
»Vynalezy*), budou povaZovina za
vyhradni a  nezcizitelné  vlastnictvi
spolecnosti Lilly.

Pokud by na zaklad& piislugnych zdkonii
a predpistit pfipadla Prava z duSevniho
vlastnictvi k Vynéalezim zdravotnickému
zafizeni, jeho personalu, zkousejicimu
anebo  zdravotnickému  zafizeni jako
zaméstnavateli zkousejiciho nebo
nekterého ¢lena personalu vykonévajicimu
majetkovd autorskd prava takové 0soby
JjakoZto autora, prevadi timto zdravotnické
zatizeni veskerd prevoditelnd Priva z
duSevniho  vlastnictvi k  jakymkoliv
Vynalezim (zejména pravo
zdravotnického zatizeni vykonavat
majetkova prava k autorskym diltm) na
spoleCnost Lilly. V pfipad¢, e charakter
Prav z duSevniho vlastnictvi znemoziuje
viechna ¢ nékterd tato priva vyse
uvedenym zplisobem prevést, udéluje
timto zdravotnické zafizeni spolecnosti
Lilly vyslovnou, vyhradni, neodvolatelnou
a bezplatnou licenci na uZiti a v rozsahu
povoleném pfislusnymi zdkony vykon
jakychkoliv Prav z dusevniho vlastnictvi k
Vynalezim. Bez ohledu na vy$e uvedené
timto zdravotnické zafizen{ souhlasi s tim,
Ze spoleCnost Lilly ma pravo udélit
sublicenci nebo pievést licenci udglenou ji
dle tohoto ¢&lanku na tfeti stranu.
Zdravotnické zafizeni bude spoletnost
Lilly neprodleng pisemné informovat o
Jakychkoliv Vynélezech a poskytne ji
informace a soudinnost, kterou mtze
spolecnost Lilly divodné pozadovat k
vykonu svych prav dle této smlouvy. Pro
pfipad, Ze by zivaznia ustanoveni
fislusnv akonti  dané  jurisdikce
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of compensation based on the contribution of
each party to the creation of the respective
Invention and taking into account the
established practice common in the industry
in such matters.

F. Publicity

Consistent with the obligations of set forth
above in Article [(C), Investigator and
Institution agree to the following:

»

(a) Solicitation of patients.

Lilly and ERB must approve, in writing,
the text of any communication soliciting
patients for the Study before placement,
including, but not limited to, newspaper
and radio advertisements, direct mail
pieces, internet advertisements or
communications, and newsletters. Such
communications must comply with
applicable laws and guidelines.

(b) Press releases.
Lilly must approve, in writing, press
statements by Investigator or Institution
regarding the Study or the Study drug(s)
before the statements are released.

(c) Inquiries from media and financial
analysts.

During and after the Study Investigator or
Institution may receive inquiries from
reporters or  financial  analysts.
Investigator and Institution agree to
confer with Lilly’s Research Physician
or Medical Director at ELI LILLY CR,
s.r.0., Pobtezni 394/12, Praha 8, 180 00

(te!/I) o: Lilly’s Corporate

Communications Department in the

before responding to such inquiries.

opraviiovala zdravotnické zarizeni, jeho
personal anebo zkouSejictho poZadovat
kompenzaci za poskytnuti licence anebo za
jakékoliv  komeréni wvyuziti takovych
Vynalezli spolecnosti Lilly, se strany
dohodnou na obchodné ptiméfené vysi
kompenzace, a to na zakladé pfispéni
kazdé strany ke vzniku daného Vynélezu a
s ohledem na zavedené postupy, které jsou
v daném odvétvi v takovych zalezitostech
b&zné.

F. Zvetejtiovani

V souladu s pozadavky na zachovavani
diivérného charakteru informaci a jejich
nepouziti, jak je stanoveno v bod¢ I(C)
vySe, zkouSejici a zdravotnické zafizeni
souhlasi s nasledujicim:

a) Ziskavani pacienti.

Lilly a etickA komise musi pred
zvefejnénim pisemné schvalit text vSech
sdéleni, vybizejicich pacienty k ucasti ve
studii. Tykd se to napiiklad (nikoliv
pouze) inzeratl uvedenych v novinach a
v rozhlase, v pfimych postovnich
zasilkach, na Internetu a v informacnich
letacich. Takova inzerce musi byt v
souladu s pfisluSnymi zékony a
smérnicemi.

b) Tiskové prohlaseni.
Lilly musi pisemné schvalit tiskova
prohlaseni zdravotnického zafizeni nebo
zkousejiciho, tykajici se studie nebo
pfipravku hodnoceného ve studii a to
pfedtim, nez jsou tato prohlaSeni vydana
ke zvefejnéni.

c)Dotazy sd€lovacich prostiedki a
finanénich analytiki.
V pribéhu studie a po jejim ukonceni
muze byt Zdravotnické zafizeni nebo
Zkousejici dotazovan ze strany reportéri
nebo  finan¢nich  analytikG.  Lilly
pozaduje, aby se zdravotnické zafizeni
nebo zkousejici poradili s jim uréenym
lékatem pro klinicky vyzkum Lilly nebo
s vedoucim Iékarského oddéleni Lilly
vELI LILLY CR, sr.o., QPobrezni
394/12, Praha 8, 180 00 (tel.
nebo Lilly’s orporate
Communications Department in the




(d) Use of name.

Neither CRO nor Investigator and
Institution will not use the name or
names of another party, Lilly or either
party’s employees in any advertising or
sales promotional material or in any
publication ~ without prior  written
permission; provided, however,
Investigator and Institution agree to the
use of their name in Study publications
and communications, including clinical
trial web sites and Study newsletters.

G#» Debarment Certification

Investigator and Institution agree that
Investigator and Institution are not and have
not been debarred or disqualified from
participating in clinical research by the
Regulatory Body of the Czech Republic, any
United States regulatory authority or by any
other regulatory authority, and that
Investigator and Institution will not use or
involve any person or organization in
connection with this Study that is or has been
debarred or disqualified by any regulatory
authority from participating in clinical
research. In the event that any person involve
in connection with the Study should become
debarred or disqualified during the course of
the Study, Investigator and Institution agree
to promptly notify Lilly in writing.

H. Equipment

In case Lilly and/or CRO is providing
Investigator and Institution with leased
equipment (“Equipment”) for use in this
Study, Investigator and Institution agree to
comply with all manuals and instructions
from Lilly and/or the Lessor regarding the
use, care and return of the Equipment.
Investigator and Institution agree that the
Equipment shall remain in the same
condition, ordinary wear and tear excepted,
and that Investigator and Institution shall
remain responsible for the Equipment
including the maintenance or any risk of loss

G. OsvédCeni o zplisobilosti

United States (N - |

to jeSté pred tim, nez budou na takové
dotazy odpovidat.

d) Pouzivani jména.

Zdravotnické zafizeni, Zkousejici a CRO
se zavazuji nepouZivat jméno ani jména
smluvnich stran, Lilly nebo jejich
zaméstnancll v zadném reklamnim nebo
prodejnim propagadnim materialu ani v
Zadné jiné publikaci bez piedchoziho
pisemného svoleni Lilly , av$ak s tim, Ze
Zdravotnické zafizeni a Zkousejici
souhlasi, Ze jejich jméno mize byt
pouzito v publikacich nebo sdélenich o
studii, vCetn¢ webovych stranek o studii.

H. Vybaveni

ZkouSejici a  zdravotnické  zafizeni
prohlasuje, Ze neni a nikdy nebylo vylougeno
z ulasti na klinickém vyzkumu orginem
statniho dozoru Ceské republiky, Spojenych
stati americkych nebo jakymkoliv jinym
zahrani¢nim organem, a Ze nebude davat
néjakou funkci Zadné fyzické ani pravnické
osob€ v souvislosti s provadénim studie,
kterd byla vyloudena z casti na klinickém
vyzkumu né&kterym regulaénim Gfadem.
Pokud jakékoliv osoba podilejici se na této
studii bude vyloutena nebo se stane
pfedmétem vylucovaciho fizeni v pribéhu
této studie, zkouSejici nebo zdravotnické
zafizeni o tom neprodleng pisemné uvédomi
Lilly

Lilly —amebo CRO  zkouSejicimu a
zdravotnickému zafizeni poskytne k pouZiti
ve studii [nazev zaptjéeného vybaveni] (dale
jen  vybaveni)  formou  vypijeky.
Zdravotnické zafizeni a Zkousejici souhlasi
s tim, Ze budou dodrzovat viechny navody a
pokyny Lilly nebo pronajimatele, které se
tykaji pouziti, péfe a wvraceni tohoto
vybaveni. Zdravotnické zafizeni a zkousejici
souhlasi stim, Ze v pribéhu studie zistane
toto vybaveni ve stejném stavu s vyjimkou
bézného opotfebeni, ¢ za ng& bude
odpovidat, udrzovat ho v i4dném stavu a
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in connection with the Equipment during the
term of the Study. Neither Lilly nor CRO
shall be responsible for replacement of
Equipment that becomes inoperative as a
result of Investigator’s and/or Institution’s
misuse or neglect.

I. Site Personnel Data

CRO and Lilly may collect personal information
from Investigator and Institution personnel
including but not limited to names, titles and
business contact information (“Site Personnel
Data”) to fulfill purposes of the Study and other
business activities of Lilly, including:

(1) Compliance with applicable and US
regulations regarding possible financial
conflicts of interest;

(2) *Assessment of personnel qualifications to
conduct the Study;

(3) Quality control and Study management;
and
(4) Disclosures to IRBs or federal or foreign

regulatory authorities in connection with
their performance of review or oversight
responsibilities for the Study.

Site Personnel Data may, subject to consent of
the personnel, also be aggregated with data
from other CRO and/or Lilly and evaluated for
business decisions including those involving
future research. CRO and/or Lilly may store or
process such Site Personnel Data in the U.S. or
other countries at CRO, Lilly or Lilly-
associated facilities, as long as a business need
or legal obligation exists.

Investigator and Institution personnel may have
access to Site Personnel Data about themselves
that CRO or Lilly has collected and may have
corrections made to Site Personnel Data about
themselves that is inaccurate.

Investigator or Institution may contact CRO or

Lilly with inquiries regarding Lilly’s collection
or use of Site Personnel Data.

II.  CRO SUPPORT

CRO shall inform the State Institute for Drug
Control and ethical committees for multi-center
studies on commencement of the Clinical Trial

ponesou riziko jeho ztraty. Zadavatel ani
CRO nenahradi vybaveni, které prestane byt
provozuschopné v disledku nedbalosti &1
nespravného pouziti ze strany zdravotnického
zafizeni nebo zkouSejiciho.

L. Udaje o pracovnicich fesitelského centra

CRO a Lilly mohou shromazd’ovat osobni udaje o
zkouSejicich a pracovnicich zdravotnického
zafizeni, zejména informace o jménech, funkcich
a pracovnich kontaktech (dale jen ,udaje o
pracovnicich feSitelského centra®) pro dosaZeni
cilt studie a dalsi obchodni aktivity Lilly, véetné:

1) dodrZzovani ptedpisi USA ohledné mozného
financniho stfetu zajmi;

2) hodnoceni kvalifikace pracovniki k provadéni
studie;

3) kontroly kvality a fizeni studie; a

4) zptistupnéni udaji etickym komisim nebo
federalnim ¢i zahraniénim organtim statniho
dozoru v souvislosti s plnénim kontrolnich &i
dozorovych povinnosti téchto organii v ramci
studie.

Udaje o pracovnicich fesitelského centra mohou
byt se souhlasem pracovnikii rovnéz
kombinovény s daji z jinych zdroji CRO a/nebo
Lilly a vyhodnocovany pro tucely obchodnich
rozhodnuti véetné rozhodnuti tykajicich se
budouciho vyzkumu. CRO a/nebo Lilly mohou
ukladat nebo zpracovavat udaje o pracovnicich
feSitelského centra v USA nebo v jinych zemich,
a to v zafizenich CRO, Lilly nebo zafizenich s
Lilly spojenych po dobu existence obchodnich
potieb nebo pravnich zévazki.

ZkousSejici a pracovnici zdravotnického zafizeni
budou mit pfistup ke svym udajim, které CRO
nebo Lilly shromazdili a mohou nechat provést
opravy ve svych udajich, pokud jsou v nich
nepresnosti.

Zkousejici nebo zdravotnické zafizeni se mohou
obratit na CRO nebo Lilly sdotazy ohledné
shromazd’ovani ¢i vyuZivani (idajii o pracovnicich
fesitelského centra zadavatelem.

I.ZAVAZKY CRO

CRO bude informovat Statni dstav pro kontrolu
l&Civ a etické komise pro multicentrickd
hodnoceni o zahajeni klinického hodnoceni
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within 60 days of its actual commencement
pursuant to Sec. 55 (8) of the Act on Drugs and
Sec. 15 of Decree No. 226/2008 Coll., on Good
Clinical Practice, as amended. CRO shall submit
reports on the course of the Clinical Trial to
relevant bodies every 12 months during the entire
course of the Clinical Trial pursuant to Sec. 58 (8)
of the Act on Drugs.

CRO through coordination with Lilly will provide
Investigator with Study drug(s). In addition,
following receipt of funds from Lilly, CRO will
provide financial support for the Study as
follows:

A. Payee
Payment in connection with the Study will

be made to the name and address listed
below:

Institut klinické a experimentaini mediciny:
Address Videiiskd 9/1958

140 21 Praha 4

Czech Republic

Company Registration Number: 00

The parties acknowledge that division of the
financial ~ support between Institute and
Investigator is provided for in Exhibit 1 to this
Agreement. The Principal Investigator fee will be
calculated according to the Internal guidelines of
the Institution which is taking the responsibility
to pay the fee to the Principal Investigator.

B. Payment Schedule

In connection with the Study the Investigator and
Institution will be paid in accordance with the
terms set forth in the budget (“Budget”), attached
hereto as Appendix I, namely in the maximum
amount of CZK per single patient who complied
with all criteria for enrollment. For those amounts
designated for patient services, Investigator and
Institution will receive payment only for data
received based on the actual number of visits and
rocedures performed in accordance with agreed

nejpozd€ji 60 dnii po jeho skute¢ném zahdjeni v
souladu s ust. § 55 odst. 8 zdkona o lé¢ivech, a §
15 vyhlasky €. 226/2008 Sb., o spravné klinické
praxi, v platném znéni. CRO bude predkladat
pribéZné zpravy o pribéhu klinického hodnoceni
pfisluSnym organim, a to kazdych 12 mésict po
celou dobu trvani klinického hodnoceni, v
souladu s ust. § 58 odst. § zakona o 1é¢ivech.

CRO, ve spolupraci s Lilly, se zavazuje
poskytnout zkousejicimu hodnocené Ié¢ivo pro
studii. Déale se CRO, po obdrzeni finan&nich
prostiedki od zadavatele, zavazuje poskytnout
finan¢ni odménu za studii, a to nasledujicim
zpisobem:

A. Prijemce platby

Platba za toto klinické hodnoceni se uskutegni ve
prospéch jména a adresy uvedenych niZe:

Institut klinické a experimentalni mediciny:
adresaVidetiska 9/1958

140 21 Praha 4

Ceska republika

IC: 00023001

Smluvni strany berou na védomi, Ze rozdéleni
finan¢ni odmény mezi zdravotnické zatizeni a
zkousejiciho je upraveno v piiloze & 1 k této
smlouvé.

Zdravotnické zafizeni je povinno proplatit
odménu zkousejicim a jeho spolupracovnikim v
souladu s vnitfni smérnici zdravotnického
zarizeni.

B. Harmonogram plateb

V souvislosti se studii bude zkousejicimu a
zdravotnickému zafizeni vyplacena odména dle
rozpo¢tu pripojeného k této smlouvé jako piiloha
Cislo 1 (dale jen jako “rozpodet™), a to
v maximalni vy8i K¢ za jednoho pacienta, ktery
splnil vSechna kritéria pro zafazeni. Z &astky
uréené pro sluzby souvisejici s pacienty obdrzi
zkou3ejici a zdravotnické zafizeni platbu pouze za
skuteCny pocet provedenych navétév a procedur,

13



upon procedure fees outlined in the Budget. Such
compensation is limited to payment for patients
who are enrolled in the Study within the
enrollment period, unless CRO has given
Investigator or Institution written approval to
enroll additional patients or extend the enrollment
period. In the event that such approval is granted,
Investigator and Institution will be paid in
accordance with the fees set forth in the Budget
for the additional patients.

The payment will be made in Czech crowns. The
VAT rate is governed by enforceable laws at the
time of invoice issuance. Payment is payable
within 45 days after the invoice delivery.

To be eligible for payment, the procedures must
be performed in full compliance with the Protocol
and this Agreement, and the data submitted must
be complete and correct. For data to be complete
and cdtrect, each patient must have signed an
ERB-approved consent document, and all
procedures designated in the Protocol must be
carried out on a “best efforts” basis; omissions
must be satisfactorily explained. It is expected
that for all items required under the Protocol for
which CRO has agreed to provide compensation,
CRO will be the sole source of compensation.
Investigator or Institution will not seek payment
from any third party payer, whether public or
private, for any costs covered by payments made
by CRO under this Agreement.

Payments for the study will be disbursed on the
basis of budgeted and received data provided that:

a)  the final payment will be made when all
patients at the site have completed the
Study and all available data and electronic
case report forms have been received and
accepted by CRO; and

b)  matters in dispute shall be payable upon
mutual resolution of such dispute

When Investigator’s data are reviewed by an
on-site scheduled visit of a Lilly, CRO or

other Lilly-designated representative,
Investigator will have all reasonably
available data obtained through the

preceding day complete and ready for
evaluation. CRO reserves the right to refuse
payment for data not received by CRO
within ten (10) days after the representative’s
review.

a to ve shodé s odsouhlasenymi poplatky za
uskute¢néné procedury tak, jak jsou uvedeny v
rozpoCtu. Takova odména se omezuje pouze na
platbu za pacienty, ktefi budou zatfazeni do studie
béhem naborového obdobi, pokud CRO neda
pisemny souhlas se zafazenim dalSich pacientd
nebo s prodlouzenim obdobi pro zatazovani.
V pfipad€, Ze je tento souhlas udélen, obdrii
zkouSejici a zdravotnické zatizeni platbu za dalsi
pacienty ve vySi stanovené v ,,Rozpo&tu®.

Platba bude provedena v K&. Sazba DPH se fidi
platnymi zakony v dobg vystaveni faktury. Platba
bude splatna do 45 dnii od obdrzeni faktury.

Pro ziskéni narokd na odménu musi byt v§echny
postupy provadény plné v souladu s protokolem a
touto smlouvou a predloZzené ddaje musi byt
Uplné a spravné. Aby Gidaje byly upiné a spravné,
kazdy pacient musi podepsat dokument o
informovaném souhlasu schvéleny etickou komisi
a vSechny postupy vyzadované protokolem musi
byt provadény s vynaloZzenim “nejvétsiho
mozného usili*, pfiCemZ opomenuti musi byt
uspokojivé vysvétlena. Odekava se, Zze u viech
polozek pozadovanych podle protokolu, jeZ se
CRO zavéazal hradit, bude CRO vyhradnim
zdrojem  této  tUhrady. ZkouSejici  nebo
zdravotnické zafizeni nebudou pozadovat platbu
od kterékoliv tfeti strany, at’ jiz z vefejnych &i
soukromych zdrojt, k hradé nakladd pokrytych
platbami CRO na zakladé této smlouvy.

Platby za studii budou vyplaceny na zikladg
rozpoCtu a obdrzenych udaju s tim, Ze:

a) zav€reCna platba bude provedena tehdy, az
vSichni pacienti dokon&i studii a vsechny
dostupné tdaje a elektronické formulafe pro
zaznamy subjekti budou pfijaty a schvéleny
CRO,

b) zélezitosti, které jsou pfedmétem sporu, budou
uhrazeny po vzajemném vyfeSeni takového sporu.

Ve chvili, kdy budou udaje Zkousejictho
pfezkoumavany pfi planované navstévé Lilly,
CRO nebo jiného zastupce urfeného Lilly na
misté, zkouSejici se zavazuje, Ze bude mit
vSechny dostupné udaje ziskané az do predeslého
dne kompletni a pfipravené ke zhodnoceni. Pokud
budou nékteré tidaje chybét a nebudou dodateénd
poskytnuty  zdravotnickym  zafizenim nebo
zkouSejicim do deseti (10) dnit po navstévé
zastupce _CRO.__CRO__si vyhrazuje pravo
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In addition, if CRO requests the attendance
of Investigator or co-investigators at a Study
startup meeting or other meeting necessary
to provide information regarding the Study
or Study drug, CRO shall reimburse
Investigator or Institution for reasonable and
necessary travel, lodging and boarding
expenses incurred to attend such meeting(s)
that have been specifically approved in
advance by CRO. CRO shall make such
reimbursements within forty five (45) days
of receiving acceptable detailed
documentation of such expenses, provided
that CRO receives such documentation
within sixty (60) days of the date that the
expenses were incurred.

»
Subject Injury Reimbursement

CRO declares that Lilly has obtained a
contractual liability insurance for injury
covering the Investigator and Sponsor for the
entire period of the study which also
guarantees indemnity in the case of subject’s
death or in the case of subject’s injury of
health arising out of making the Clinical
Trial in compliance with provisions of
Section 52 (3) (f) of Act No. 378/2007 Coll.,
on Drugs, as amended. Certificate of
Insurance is mentioned in the Appendix No.
4 hereof.

Lilly agrees to reimburse Institution for the
following additional costs:

All reasonable and customary costs
incurred by Investigator or Institution
and associated with the diagnosis of an
adverse event involving the Study drug
or a Protocol procedure incurred by
Institution and Investigator and his/her
personnel; and

(1)

(2) All reasonable and customary costs
incurred for treatment of physical injury
to the subject if CRO determines after
consulting with Investigator that the
adverse event was reasonably related to
administration of the Study drug or

Protocol; provided, however, that:

the

such costs are not covered b

odmitnout platbu za tyto chybéjici Gdaje.

V piipadé, Ze CRO bude vyZadovat pfitomnost
hlavniho zkousejiciho nebo dalsich zkousSejicich
na zahajovaci informaéni schiizce o studii nebo
na jiném setkani nezbytném pro poskytnuti
informaci, které se tykaji studie nebo
hodnoceného Ié¢iva, uhradi CRO zdravotnickému
zafizeni pfiméfené a nezbytné penéité vydaje
spojené s cestovnimi a ubytovacimi naklady za
zkouejictho  (vetné  stravného) nutnymi k
zajisténi Gcasti zkousSejiciho na téchto schiizkéach,
po piedchozim schvaleni CRO. CRO poskytne
tuto penézni néhradu v pribéhu StyFicetipéti (45)
dnd  od  obdrzeni pfijatelné podrobné
dokumentace o t&chto vydajich za predpokladu,
Ze CRO tuto dokumentaci obdrzi do Sedesati (60)
dnit od data, kdy byly vydaje u¢inény.

C. Néhrada 4jmy zptisobené subjektu

CRO prohlasuje, ze Lilly v souladu s ust. § 52
odst. 3, pism. f) zék. &. 378/2007 Sb. o léCivech, v
platném znéni, zajistil na celou dobu provadéni
klinického  hodnoceni  smluvni pojisténi
odpovédnosti za $kodu pro zkoudejictho a
zadavatele, jehoz prostrednictvim je zajisténo i
odskodnéni v piipadé smrti subjektu hodnoceni
nebo v piipadé skody vzniklé na zdravi subjektu
hodnoceni v  disledku provadéni studie.
Osvéd&eni o pojisténi je uvedeno v priloze &islo 4
této smlouvy.

Lilly se zavazuje uhradit zdravotnickému zafizen{
nasledujici dalsi vzniklé naklady:

1) vSechny pfiméfené a  obvyklé naklady
souvisejici s diagnézou nezadouci ptihody
tykajici se hodnoceného 1é¢iva a postupti
obsazenych v protokolu vzniklé zdravotnickému
zatizeni a zkouSejicimu a jeho spolupracovnikim,

2) vSechny piiméfené a obvyklé naklady
vynaloZené na lébu subjektu, pokud CRO po
konzultaci se zdravotnickym zafizenim a
zkouSejicim rozhodne, Ze neZadouci ptihoda
souvisela s podanim hodnoceného 1é¢iva nebo s
postupem podle protokolu,

avsak za pfedpokladu, e:

Zadnym

pokryty
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subject’s medical or hospital insurance or other

governmental  program  providing  such
coverage;
(b) the adverse event is not attributable to the

negligence or misconduct of Investigator or
Institution or any Investigator or Institution
agents or employees;

(¢) the adverse event is not attributable toany
underlying  illness,  whether  previously
diagnosed or not; and

(d) Investigator and Institution have adhered
to and complied with the specifications of the
Protocol and all recommendations furnished by
Lilly and CRO for the use and administration of
any drug or device used in the Study.

CRO shall have the option of paying the
additional costs directly to the provider of

the service, Investigator or to Institution.

D. Limit of Patient Entry or Enrollment and

zdravotnim ani nemocniénim pojisténim subjektu,
ani jinym statnim programem zahrnujicim toto
pojistné kryti,

b) nezaddouci prihodu nelze pfipsat na vrub
zanedbani nebo nespravného polinani ze strany
zkousejiciho nebo zdravotnického zatizeni nebo
ze strany jejich zastupch ¢i zaméstnancd,

c) neZadouci pifihodu nelze pfFipsat na vrub
Zadného jiného doprovodného onemocnéni, at’ jiz
bylo pfedtim diagnostikovano ¢&i nikoliv,

d) hodnocené 1é¢ivo/zdravotnicky prostiedek bylo
podano/pouzit podle protokolu a postupy
piedepsané protokolem byly provadény ve shodé
s protokolem a dle vSech pokyni poskytnutych
CRO a Lilly.

CRO miize uhradit dodateéné naklady piimo
poskytovateli nebo zdravotnickému zatizeni.

D. Omezeni vstupu nebo zatazeni pacientd do

Study Termination

CRO reserves the right to limit entry or
enrollment of additional patients in the Study
at any time. This may occur in a competitive-
enrollment Study because sufficient patients
have been entered by other investigators to
complete the needs of the Study. CRO also
reserves the right to terminate Investigator’s,
Institution’s or any patient’s participation in
the Study or the Study itself at any time for
any reason. Investigator or Institution may
terminate this Agreement upon thirty (30)
days written notice in the event (i) there is a
breach of a material provision of this
Agreement by CRO, which breach is not
cured by CRO as applicable within ninety
(90) days following receipt from Investigator
or Institution of written notice thereof; (ii) if
the Investigator becomes unavailable due to
death or disability and CRO, Lilly,
Institution and/or Investigator are unable to
agree upon an acceptable replacement; or
(iii) if the authorization and approval to
perform the Study is withdrawn by any local
regulatory authority, any United States
regulatory authority or by the ERB.

In the event Investigator’s or Institution’s
participation in the Study or the Study itself
is_terminated, Investigator and Institution

studie a ukonéeni studie

CRO si vyhrazuje pravo kdykoli omezit vstup
nebo zafazeni dalSich pacientd do studie. Toto
miZe nastat ve studii se sout&Zni formou zafazeni
pacientl z diivodu, Ze jini zkouSejici jiz zaradili
poCet pacientii dostateény ke splnéni potteb
studie. CRO si také vyhrazuje pravo kdykoli a z
jakéhokoli divodu ukonéit G¢ast zdravotnického
zafizeni nebo  zkouSejictho nebo  Udast
jakéhokoliv pacienta ve studii nebo studii
samotnou. Tuto smlouvu muiZ¥e zdravotnické
zafizeni nebo zkousSejici 1ékaf ukongit pisemnou
vypovédi se Ihiitou tficeti (30) dnii v pfipadsg, Ze
(1) doslo k poruseni dulezitého ustanoveni této
smlouvy ze strany CRO, pfi¢emZ toto poruseni
CRO neodstrani do devadesati (90) dnd po
dorueni pisemného oznameni ze strany
zdravotnického zafizeni nebo zkousejiciho Iékare
o takovém poruseni; (ii) pokud zkousejici lékar
nebude zpisobily udastnit se studie pro amrti &i
pracovni neschopnosti a CRO, Lilly a
zdravotnické  zafizeni se nebudou moci
dohodnout na pfijatelné nahradé nebo (iii) pokud
mistni organ statniho dozoru, orgian dozoru
Spojenych statti americkych nebo etickd komise
odejmou opravnéni a souhlas s provadénim
studie.

V piipadé€, ze cast zdravotnického zaiizeni nebo
zkouSejictho ve studii nebo studie sama bude
ukonfena, souhlasi zdravotnické zafizeni a
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agree to return all Study drug(s) to Sponsor
through CRO or dispose of them in
accordance with instructions to be provided
by CRO and regulatory requirements. In the
event the Study is terminated, Institution and
Investigator undertake to enable Sponsor and
CRO access to the site and documentation
for the Study so that the site could be duly
closed and evaluated.

In the event of termination, payments will be
made for all work that has been performed
up to the date of termination and shall be
limited to reasonable non-cancelable costs
which were incurred by Institution in
connection with the Study as required under
the Protocol and contemplated in the Budget.
If the Advance or other payments exceed the
amount owed for work performed under the
Protocol, Institution agrees to return the
extess balance to CRO.

II1. INDEMNIFICATION, LIABILITY AND
PROFESSIONAL LIABILITY
INSURANCE

In connection with the performance by
Investigator, Institution and Institution’s
staff, officers, agents and employees
(“Indemnitees”) of the Study and always
only based on a final decision of a competent
authority, Lilly agrees to indemnify, defend
and hold harmless the Indemnitees from and
against loss, damage, cost and expense of

claims and suits (including reasonable
attorneys’ fees) resulting from an injury to a
patient  (especially claim on injury

compensation and making it more difficult to
make a living) seeking damages alleged to
have been directly caused or contributed to
by any substance or procedure administered
in accordance with the Protocol, including
the cost and expense of handling such claims
and defending such suits; provided, however,

(1) that Indemnitees have adhered to and
complied with all applicable national, state
and local regulations (including, without
limitation, obtaining informed consents and
ERB approvals), the specifications of the
Protocol and all recommendations furnished
by CRO and Lilly for the use and

zkousejici s tim, ze léky pro studii vrati zadavateli
prostiednictvim CRO nebo s nimi nalozi v
souladu s pokyny CRO a v souladu se zakonnymi
poZzadavky. V pripadé ukonceni studie se
zdravotnické zafizeni a zkouSejici zavazuji
umoznit zadavateli a CRO pfistup do fesitelského
centra a kdokumentaci ke studii tak, aby
resitelské centrum mohlo byt fadné uzavieno a
vyhodnoceno.

V pfipadé ukonceni studie budou provedeny
platby za veSkerou praci, ktera byla provedena az
do data ukonceni. Tyto platby budou omezeny na
pfiméfené a nezrusitelné naklady zdravotnického
zatizeni vzniklé v souvislosti se studii, jak je
pozadovano podle protokolu a jak se s nimi po¢ita
v rozpoc¢tu. Pokud platby presahnou ¢astku, kterd
zdravotnickému  zafizeni pfislusi za praci
vykonanou podle protokolu, souhlasi
zdravotnickée zatizeni, ze preplatek vrati CRO.

1. ODPVO\’/EDNOST ZA SKODU A
ODSKODNENI

V souvislosti s ¢innostmi vyzadovanymi podle
protokolu provedenymi zkousejicim,
zdravotnickym zafizenim a jeho personalem,
administrativnimi ~ pracovniky,  zastupci a
zaméstnanci (dale jen jako “odSkodnéné osoby™),
a vzdy pouze na zakladé konecného rozhodnuti
kompetentniho organu, souhlasi Lilly s tim, Ze
odskodni, bude hajit a uchrani odskodnéné osoby
pred a vidi ztraté, skode€, nakladim a vydajim
plynoucim ze Zalob a soudnich procest (vcetné
pfiméfenych nakladd na pravni zastoupeni),
vzniklych z titulu $kody zplsobené pacientovi
domahajicimu se odSkodnéni za ztratu (zejména
naroku na bolestné a ztizeni spolecenského
uplatnéni), ktera mu byla udajné primo zptsobena
latkou podéavanou podle protokolu nebo postupem
vyzadovanym v protokolu nebo k ni takova latka
¢i postup prispély, véetné néklad( a vydaji na
vyfizovani takovych Zalob a na obhajobu v
takovych procesech, avSak za predpokladu, ze:

1) odskodnéné osoby dodrzovaly a vyhovély
vSem pfisluSnym néarodnim, statnim a mistnim
pfedpisim (zejména ziskani informovanych
souhlasi. a  schvaleni etickou  komisi),
pozadavkim protokolu a vSem doporucenim
poskytnutym ze strany CRO a Lilly ohledné
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administration of any drug or device

described in the Protocol;

(2) that Lilly is promptly notified of any such
claim or suit;

(3) that the Indemnitees cooperate fully in the
investigation and defense of any such
claim or suit;

(4) that Lilly retains the right to defend the
lawsuit in any manner it deems appropriate
and in manner which does not damage the
interests of the Institution or the
Investigator, including the right to retain
counsel of its choice

(5) that Lilly shall have the sole right to settle
the claim or suit; provided, however, that
Lilly shall not admit fault on

*Indemnitees’ behalf without Indemnitees’
advance written permission.

Lilly’s obligation of indemnification shall not
extend to any loss, damage or expense arising
from (i) failure by the Indemnitee to comply
with this Agreement, Protocol or any other
written instruction delivered by CRO or
Sponsor or on their behalf or with applicable
laws and regulations, or (ii) negligence,
willful malfeasance, unlawful act, omission
or malpractice by the Indemnitees, it being
understood that the administration of any
substance in accordance with the Protocol
shall not constitute negligence, willful
malfeasance or unlawful act or malpractice
for purposes of this Agreement.

Investigator and Institution acknowledge that
CRO does not provide indemnification of any
kind for the services provided hereunder and
is not a party to the foregoing indemnification
obligation.

CRO  will not be responsible for, and
Investigator and Institution shall defend,
indemnify and hold CRO harmless from, any
loss, damage, injury, claim, expense 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
willful misconduct on the part of Investigator
or Institution or Institution’s emplovees or

podavani a pouziti jakéhokoliv Iéku nebo

prostfedku uvedeného v protokolu,

2) Lilly bude neprodiené informovan o jakékoliv
takové zalobé nebo Fizeni,

3) odskodnéné osoby budou plné spolupracovat
pfi vySetfovani a obhajobé u jakékoli takové
zaloby nebo Fizeni,

4) Lilly si ponecha pravo vést obhajobu pfi
soudnim sporu jakymkoli zplsobem, ktery
povazuje za vhodny a ktery neposkozuje zajmy
zdravotnického zafizeni a zkouSejiciho, véetné
prava najmout si pravniho poradce dle vlastniho
vybeéru,

5) Lilly bude mit vyhradni pravo narok ¢i spor
narovnat, avSak s tim, ze Lilly neuzna chybu
odskodnénych osob, pokud mu k tomu
odSkodnéna osoba neud€li predchozi pisemny
souhlas.

Povinnost Lilly poskytnout odskodnéni se
nevztahuje na jakoukoli ztratu, $kodu nebo naklad
vznikly z (i) nedodrZeni této smlouvy, protokolu
nebo jakéhokoliv jiného pisemného pokynu
doru¢eného CRO nebo zadavatelem ¢&i jejich
jménem nebo platnych zakonli a predpisi ze
strany odskodnované osoby nebo (ii) nedbalosti,
Umyslného protipravniho jednéni, nezadkonného
Ukonu, opominuti nebo ze zanedbani povinné
péce ze strany odSkodnénych osob, pfi¢emz je
dohodnuto, Ze pro ucely této smlouvy se podavani
jakékoliv latky v souladu s protokolem
nepovazuje za nedbalost, umyslné protipravni
jednani, nezakonny ukon nebo zanedbani povinné
péce.

Zkousejici a Zdravotnické zatizeni berou na
védomi, ze CRO neposkytuje Zzadné
odskodnéni za sluzby poskytnuté dle nize
uvedenych ustanoveni a soucasné neni
smluvni stranou z hlediska nize uvedené
povinnosti tykajici se poskytnuti odskodnéni.

CRO nenese zadnou odpovédnost za
ZkouSejici a Zdravotnické zafizeni se
zavazuji CRO chranit, odskodnit a zprostit
odpovédnosti za ztraty, Gjmy, skody, zranéni,
naroky, vydaje ¢&i pozadavky vzniklé v
dasledku (a) zranéni nebo poskozeni osob,
pokud k nim doSlo nebo je lze pfipsat
nedbalosti ¢i tmyslnému zavinéni ze strany
zkouseiiciho. zdravotnického zafizeni nebo
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agents; (b) acts or omissions contrary to the
Protocol and/or the terms and conditions of
this Agreement; (c) unauthorized warranties
made by Investigator or the Institution or
Institution’s employees or agents concerning
the product being tested; or (d) in any case in
which written informed consent was not
obtained for the patient involved in
accordance with the Protocol.

Investigator and Institution shall be liable
under this Agreement for direct damages
resulting from negligence or wilful
misconduct in the execution of the Study.

Investigator and Institution shall maintain in
full force and effect throughout the
performance of the Study professional
liability insurance in amounts appropriate to
cover its liability for any damage which may
be caused as a result of fault or negligence of
any Investigator or Institution professional
involved in the performance of the Study in
the amount required by local regulation .
Investigator and Institution shall provide
evidence of its insurance upon request by
CRO.

IV. SURVIVORSHIP CLAUSE

The obligations under the sections I and III shall
survive the expiration, termination or cancellation
of this Agreement.

V. INDEPENDENT CONTRACTOR

Institution, Investigator and CRO will be acting
as independent contractors and not as an agent,
partner or employee of the other party. Neither
Institution, nor Investigator nor CRO will have
any authority to make agreements with third
parties that are binding on the other party.

VI. FINAL PROVISIONS

This  Agreement represents the  entire
understanding between the parties and supersedes
all other agreements, express or implied, between
the parties concerning the subject matter hereof.
Parties to the Agreement agree that the legal

zamé&stnanct  ¢i  partnerd zdravotnického
zatizeni; (b) nedodrzeni nebo poruseni
ustanoveni Protokolu a/nebo ustanoveni a
podminek této Smlouvy; (c) neopravnénych
zaruk  poskytnutych  zkouSejicim  nebo
zdravotnickym zarizenim nebo zaméstnanci
¢i partnery zdravotnického zafizeni v
souvislosti s hodnocenym lé¢ivem; a/nebo (d)
skute¢nosti, ze poSkozeny pacient nepodepsal
informovany  souhlas, v souladu s
protokolem.

Zkousejici a zdravotnické zarizeni jsou na
zakladé této Smlouvy odpovédni za pfimé
§kody zplisobené v dusledku nedbalosti nebo
umyslného zavinéni v pribéhu provadéni
Klinického hodnoceni.

Po celou dobu provadéni Klinického
hodnoceni se zkouSejici a zdravotnické
zatizeni zavazuji mit uzaviené platné a ucinné
pojisténi  profesni  odpovédnosti.  Vyse
pojistného kryti musi byt dostate¢na tak, aby
pokryla vSechny S$kody, které mohou
vzniknout v dusledku pochybeni nebo
nedbalosti zaméstnanci zkousejiciho nebo
zdravotnického zafizeni, ktefi se podili na
provadéni klinického hodnoceni a jak
pozaduji mistni predpisy . Na Zadost CRO
pfedlozi zkouSejici a zdravotnické zafizeni
doklad o uzavteni takového pojiSténi.

IV.KLAUZULE O PRETRVANI NEKTERYCH
USTANOVEN(

I1I1.
nebo

a ¢lanku
ukondeni

Povinnosti podle ¢&lanku 1.
pfetrvavaji i po uplynuti,
vypovézeni této smlouvy.

V.NEZAVISLY POSKYTOVATEL

Zdravotnické zafizeni , zkouSejici i CRO budou
jednat jako nezavislé smluvni strany, nikoli jako
zastupce, partner nebo jako zaméstnanec druhé
strany. Zdravotnické zafizeni, ZkouSejici ani
CRO nebudou mit Zadnou pravomoc uzavirat
s tfetimi stranami smlouvy, které by byly zavazné
pro druhou stranu.

VLZAVERECNA USTANOVENI

Tato smlouva pfedstavuje uplnou dohodu mezi
stranami a nahrazuje veSkera jina ujednani mezi
stranami, vyslovna nebo konkludentni, tykajici se
pfedmétu této smlouvy. Smluvni strany se
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relationships and relations arising out of this
Agreement are governed by the generally binding
legal regulations of the Czech Republic. Legal
relationships not expressly regulated are governed
by the appropriate provisions of Commercial
Code. Parties to the Agreement undertake to
assist each other in processing of the trial and
possible disputes and discrepancies of view
concerning the procedure and method of works
should be solved by behavior usual for
contractual parties. The court bodies of the Czech
Republic will have the appropriate jurisdiction to
negotiate and decide upon possible disputes that
will not be solved by co-operation as stipulated
above.

Notwithstanding other provisions regarding
termination of this Agreement as provided for
hereinabove, CRO reserves the right to terminate
this Agreement by written notice delivered to the
other plrties and taking effect upon delivery due
to medical reasons, due to necessity to assure
patients’ safety, in association with measures
adopted by state bodies regulating the area of
drugs or due to other reasons on condition that it
happens in compliance with valid laws, rules and
Good Clinical Practice.

The Agreement may be terminated, amended or
extended only after a mutual agreement by a
written amendment signed by all parties to the
Agreement. The Agreement becomes effective on
the date of its signing by all parties to the
Agreement.

The Agreement is made in both English and
Czech language versions, each available in four
copies.Any issues not determined in this
Agreement shall be governed by the relevant
Czech law.

Each party to the Agreement will receive one

copy.

Parties to this Agreement confirm that it was
agreed no under disadvantageous terms that they
read it before execution and agree herewith and in
witness of their agreement with its wording they
attach their signatures hereto.

dohodly, Ze pravni vztahy a poméry vzniklé z této
smlouvy se fidi obecné zavaznymi pravnimi
ptedpisy Ceské republiky. Pravni poméry, touto
smlouvou  vyslovné neupravené, se Fidi
pfisluSnymi ustanovenimi obchodniho zakoniku.
Smluvni strany se zavazuji pfi zpracovani studie
si vzajemné¢ pomahat a pfipadné spory a
rozdilnost nazori na postup a zplisob praci Fesit
jednanim obvyklym u smluvnich stran. K
projednani a rozhodovani ptipadnych spori, které
nebudou piekonany spolupraci podle vyse
uvedeného, jsou pfisluiné soudni organy Ceské
republiky.

Bez ohledu na dal$i ustanoveni o ukonéeni této
smlouvy uvedena vySe v této smlouvé si CRO
vyhrazuje pravo ukonéit tuto smlouvu pisemnym
oznamenim dorufenym  ostatnim  smluvnim
stranam a Géinnym  okamZzikem dorudeni
zdivodi medicinskych, zdévodu nezbytnosti
zajiSténi  bezpelnosti pacientii, v souvislosti
s opatfenimi statnich organli regulujicich oblast
I€Civ nebo z dalSich divodd, za podminky, Ze se
tak stane v souladu s platnymi zakony, nafizenimi
a Spravnou klinickou praxi.
Smlouva miZe byt ukondena, zménéna &i
prodlouzena pouze po vzdjemné dohodé
pisemnym  dodatkem  podepsanym = vSemi
smluvnimi stranami. Smlouva nabyva adinnosti
dnem podpisu v§emi smluvnimi stranami.

Smlouva se vyhotovuje ve ¢tyfech stejnopisech v
Jazyce Ceském a anglickém. V piipadé rozporu
mezi Ceskou a anglickou jazykovou verzi
smlouvy, je rozhodujici verze &eska. Karda
smluvni strana obdrZi po jednom vyhotoveni.

Ukastnici této smlouvy potvrzuji, Ze jimi byla
ujednéna za nikoliv nevyhodnych podminek, Ze si
Jji pted podpisem pteletli, souhlasi s ni a na dikaz
souhlasu se jejim znénim pfipojuji své podpisy.
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CRO:

PAREXEL International Czech Republic s.r.o.,

represented further by MUDr. Michaela Ticha

25 -05- 2011

(Date)

INSTITUTION:

IKEM,,
Doc:MUDr.Jan Maly,CSc.

(Date)

INVESTIGATOR:

Jo-a57, 1/

(Date)
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