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Clinical Trial Agreement

Smlouva o provedeni klinického
hodnoceni

This Clinical Trial Agreement (together with
Attachment A, the “Agreement”) among

AVEO Pharmaceuticals, Inc., a United States
Delaware corporation with an office at One
Broadway, 14™ Floor, Cambridge, MA 02142 USA
(“Sponsor” or “AVEO”) represented by
PAREXEL International (IRL) Limited, with a
registered address at 70 Sir John Rogerson’s Quay,
Dublin 2, Ireland, based on Power of Attorney
(“PAREXEL”)

And

Fakultni nemocnice Hradec Kralové, with a
place of business at Sokolsk4 581,

500 05 Hradec Krilové — Novy Hradec Kréalové,
Czech Republic, Iden.number: 00179906

Tax Iden.number: CZ00179906

Jepresented prof. MUDr. Roman Prymula, CSc.,
Ph.D.

(“Institution”)

and

with a place of business at Department of Oncology
and Radiotherapy Fakultni nemocnice Hradec
Kralové, Fakultni nemocnice Hradec Kralové,
Sokolska 581,500 05 Hradec Kralové — Novy Hradec
Kréalové,Czech republic,

(“Investigator”)

when signed by all parties, is effective as of the
date of last signature
(the “Effective Date”).

Tato smlouva o provedeni klinického hodnoceni
(dale jen, spolu s pfilohou A, "smlouva") se
uzavira mezi

AVEO Pharmaceuticals, 1Inc., spolecnost
registrovand ve stit¢ Delaware (USA) se sidlem
One Broadway, 14" Floor, Cambridge, MA 02142
USA (ddle jen ‘“zadavatel” nebo “AVEQ”)
zastoupena spole¢nosti PAREXEL International
(IRL) Limited, se sidlem 70 Sir John Rogerson’s
Quay, Dublin 2, Irsko (déle jen “PAREXEL”)

A

Fakultni nemocnice Hradec Kralové se sidlem
Sokolskd 581, 500 05 Hradec Kralové — Novy
Hradec ~ Krdlové, ICO: 00179906, DIC:
CZ00179906

zastoupena: prof. MUDr. Romanem Prymulou,
CSc., Ph.D., feditelem

(déle jen “poskytovatel )

A

pracovisté: Klinika onkologie a radioterapie,
Fakultni nemocnice Hradec Kralové, Sokolska 581,
500 05 Hradec Kridlové — Novy Hradec Kralové,

Ceska republika
(dale jen “zkousSejici”)

a po jejim podepsani vSemi smluvnimi stranami
nabyva ucinnosti k datu, kdy ji podepiSe posledni
smluvni strana (déle jen "datum Géinnosti").

AVEQO is the sponsor of a multi-center clinical trial
of Tivozanib Hydrochloride (the “Trial Drug”)
under protocol number AV-951-15-303 entitled “A
Phase 3, Randomized, Controlled, Multi-Center,
Open-Label Study to Compare Tivozanib
Hydrochloride to Sorafenib in Subjects with

Spole¢nost AVEO je zadavatelem multicentrického
klinického hodnoceni ptipravku Tivozanib
hydrochlorid (déle jen “studijni 1é¢ivo”),
provadéného dle protokolu ¢islo AV-951-15-303 s
nazvem “ Randomizované, kontrolované,
multicentrické, otevirené klinické hodnoceni faze
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Refractory Advanced Renal Cell Carcinoma” as
it may be amended from time to time, the
“Protocol”; the performance of the Protocol at all
sites is referred to in this Agreement as the “Multi-
Center Clinical Trial”. Sponsor wishes to engage
Institution and Investigator to participate in the
conduct of the Multi-Center Clinical Trial (such
conduct at Institution, the “Trial”). AVEO has
engaged Parexel as a contract research organization
to set up and manage the conduct of the Trial

3 porovnavajici tivozanib hydrochlorid se
sorafenibem u subjektu s refrakternim
pokrocilym renalnim karcinomem*

(déle jen "protokol'). Protokol miiZe byt ¢as od
casu zménén. Plnéni ustanoveni protokolu ve vSech

centrech uvedenych v této smlouvé se dale
oznacuje  jako "multicentrické Kklinické
hodnoceni".  Zadavatel si  pfeje  zavazat

poskytovatel a zkousejictho k ucasti na provadéni
multicentrického klinického hodnoceni (pokud je
provadéno ve zdravotnickém zafizeni Poskytovateli
bude dédle v textu oznaCovano jako 'klinické
hodnoceni''). Spoleénost AVEO povéfila firmu
Parexel jako smluvni vyzkumnou organizaci, za
ucelem nastaveni a vedeni klinického hodnoceni.

The parties agree as follows:

Smluvni strany se proto dohodly na nasledujicim:

1. Investigators and Trial Staff.

1. Zkousejici a spolupracujici osoby podilejici
se na provadéni klinického hodnoceni.

1.1 Investigator. The Investigator, who is 1.1 ZkouSejici. ZkouSejici, ktery je
employed by, will be responsible for zaméstnancem poskytovatele bude
the conduct of the Trial in accordance odpovédny za provedeni klinického
with the terms of this Agreement. hodnoceni v souladu s ustanovenim

této smlouvy.

1.2 Sub-investigators and Trial Staff. 1.2 SpoluzkouSejici a  spolupracujici
Institution and Investigator will osoby podilejici se na provadéni
ensure that only individuals who are klinického hodnoceni. Poskytovatel
appropriately trained and qualified a zkousejici jsou povinni zajistit, aby
assist in the conduct of the Trial as se na provadéni klinického hodnoceni
sub-investigators or research staff jako spoluzkouSejici a spolupracujici
(collectively, the “Trial Staff”). osoby podilejici se na provadéni

klinického hodnoceni (ddle jen
"Clenové tymu klinického hodnoceni")
podilely pouze ftadné proskolené a
kvalifikované osoby.

1.3 Obligations of  Institution and 1.3 Povinnosti poskytovatele a
Investigator. Institution and zkousSejiciho. Poskytovatel a
Investigator are responsible to zkousejici odpovidaji zadavateli za to,
Sponsor for compliance by all Trial Ze vSichni Clenové tymu klinického
Staff with the terms of this hodnoceni budou dodrZovat
Agreement. Institution  and ustanoveni této smlouvy.
Investigator will ensure that any Trial Poskytovatel a zkousejici jsou povinni
Staff who assist in the conduct of the zajistit, aby osoby, které se podili na
Trial are informed of and agree to provadéni klinického hodnoceni, byly
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abide by all terms of this Agreement
applicable to the activities they
perform. Institution and Investigator
will conduct the Trial in accordance
with (a) the Protocol; (b) Sponsor’s or
its designee’s written instructions; and
(c) all applicable laws especially Law
No. 378/2007 Coll the
Pharmaceuticals , Law No. 372/2011
Coll Healtcare Services , Law
No0.101/2000 Coll. Data Protection
and Decree No. 226/2008 Coll., on
good clinical practice and conditions
for clinical trials as amended, ethical
principles, regulations and guidances
governing the performance of clinical
investigations where the Trial is being
performed including, without
limitation, all relevant International
Conference on Harmonization-Good
Clinical Practice (“ICH GCP”)
guidelines and standards, and all laws
and regulations relating to data
protection, data privacy, anti-bribery
and anti-corruption (collectively,
"Applicable Law"). Investigator will
complete and return to Sponsor or its
designee (i) United States Food and
Drug Administration (the “FDA”)
Form 1572 Statement of Investigator;
and (ii) the financial disclosure
document provided by Sponsor or its
designee, which document discloses
the amounts payable to Investigator
and any financial interests which
Investigator and/or his/her family
members may have in Sponsor and/or
the Trial Drug. Investigator will
ensure that all sub-investigator(s)
complete and provide Sponsor or its
designee  with  such  financial
disclosure forms.  Such financial
disclosure forms will be kept updated
by Investigator and any sub-
investigators for a period of one (1)
year after Trial completion.

fadné informovany 0 vSech
ustanovenich této smlouvy, ktera se
tykaji Cinnosti, které provadéji a aby
se zavézaly tato ustanoveni dodrZovat.
Poskytovatel a zkouSejici se zavazuji
provést klinické hodnoceni v souladu
(a) s ustanovenim protokolu; (b) s
pisemnymi pokyny zadavatele nebo
zadavatelem jmenovaného zastupce; a
(c) v souladu se vSemi platnymi
zdkony, zejména  zdkonem €.
378/2007 Sb., o 1é¢ivech, zakonem C.
372/2011 Sb., o zdravotnich sluzbach,
zdkonem ¢. 101/2000 Sb., o ochrané
osobnich tdaji a vyhlaskou ¢.
226/2008 Sb., o spravné klinické
praxi, etickymi zdsadami, ptedpisy a
smérnicemi, kterymi se fidi provadéni
klinickych hodnoceni. Soucasné plati,
Ze klinické hodnoceni musi byt vzdy
provddéno v piisném souladu se
véemi  platnymi  zdsadami  pro
spravnou klinickou praxi mezinarodni
konference o harmonizaci ("ICH
GCP") a v souladu se vSemi platnymi
zdkony a predpisy, které se tykaji
ochrany dat, ochrany osobnich udaji a
boje proti dplatkim a korupci (dale
jen souhrnné¢ "platné zakony").
Zkousejici se zavazuje vyplnit a vratit
zadavateli nebo jeho =zdstupci (i)
formuléf prohldSeni zkousejictho ¢&islo
1572 Utadu pro schvalovani 16&iv a
potravin (,,FDA*) Spojenych statl
Americkych; a  (ii)) dokument
finan¢niho prohlasent, ktery poskytne
zadavatel nebo jeho zastupce a ve
kterém je uveden rozpis financ¢nich
¢astek zaplacenych zkouSejicimu a
pfipadné financni podily, které
zkousejici a/nebo jeho/jeji rodinni
pfislusSnici  mohou  vlastnit ve
spoleCnosti  zadavatele a/nebo na
studijnim  1éCivu. ZkouSejici je
povinen  zajistit, aby  finanéni
prohlaseni vyplnili a odevzdali
zadavateli nebo jeho zastupci také
vSichni  spoluzkousejici. Tyto
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formuléfe finan¢niho prohlaseni musi
byt zkousejicim a spoluzkousejicimi
uchovavany po dobu jednoho (1) roku
po ukonceni klinického hodnoceni a
musi byt po celou tuto dobu
aktualizovany.

1.4 No _Substitution. Institution and 1.4 Zékaz zastupovani. Poskytovatel ani
Investigator may not reassign the zkousejici nesmi provadénim
conduct of the Trial to a different klinického hodnoceni povéfit jiného
investigator without prior written zkousejicitho bez pfedchoziho
authorization from Sponsor. Any pisemného  souhlasu  zadavatele.
replacement Investigator will be Vsichni ndhradni zkouSejici musi
required to agree to the terms and pisemné souhlasit s ustanovenim a
conditions of this Agreement in podminkami této smlouvy. V ptipade¢,
writing. In the event Sponsor does Ze zadavatel neschvali nédhradniho
not approve a replacement zkousejictho, muze tuto smlouvu
Investigator, Sponsor may terminate vypovédét, v souladu s ustanovenim
this Agreement in accordance with Clanku 15 (Vypoved).

Section 15 (Termination).

1.5 Compliance with Institutional 1.5 Dodrzovani vnitinich pfedpisi a
Policies. Investigator will comply nafizeni poskytovatele Zkousejici se
with the policies and procedures of zavazuje dodrzovat vSechny ptredpisy
Institution, including any applicable a smérnice poskytovatele, vcetné
financial policies. Investigator will platnych finan¢nich predpist.
notify Sponsor and its designee Zkousejici se zavazuje neprodlené
promptly of any conflict between the informovat zadavatele nebo jeho
terms of this Agreement and any such zastupce o pripadnych rozporech mezi
policy or procedure, and the parties ustanovenim  této  smlouvy a
will attempt to reach an appropriate ustanovenim takovych predpist C¢i
accommodation. smérnic a smluvni strany se zavazuji

sjednat vhodné nahradni ustanoveni.

1.6 Data Transfer. Both prior to and 1.6 Pirenos tudaju. ZkousSejici a osoby
during the conduct of the Trial, podilejici se na provadéni klinického
Investigator and the Trial Staff may hodnoceni mohou zadavateli nebo
provide Sponsor and its designee with jeho zastupci poskytovat osobni
personal data. Such data may include udaje, a to jak pfed zahdjenim
names, contact information, , work klinického hodnoceni, tak béhem jeho
experience, qualifications, provadéni. Mezi tyto osobni tudaje
publications, resumes, educational mohou patfit jméno, kontaktni
background, performance informace,  pracovni  zkuSenosti,
information, facilities, staff kvalifikace, publikace, Zivotopisy,
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capabilities, and other information
relating to the Trial (the “Personal
Data”). Investigator consents to the
processing (including use, disclosure
or transfer) of his/her Personal Data
by Sponsor and its designee, and their
respective agents and affiliates and
national and foreign governmental or
regulatory agencies for the following
purposes (the “Purposes”): (a) the
conduct of clinical trials; (b) review
by governmental or regulatory
agencies, Sponsor and its designee
and their respective agents, and
affiliates; (c) satisfying legal or
regulatory requirements; and (d)
storage in databases for wuse in
selecting investigators and institutions
for future clinical trials. Investigator
also agrees to a transfer of his/her
Personal Data abroad, even if such
Personal Data is transferred to
countries that do not ensure an
equivalent level of protection as in the
country where the Trial is taking
place. Institution and Investigator
represent that all Trial Staff have
consented to the processing of their
Personal Data for the Purposes,
including the transfer to other
countries not having an equivalent
level of protection as the country
where the Trial is taking place, and
shall notify Sponsor or its designee
immediately if such consent has been
withdrawn.

vzd€lani, informace o vykonnosti,
vybaveni, schopnostech zaméstnanct
a ostatni informace tykajici se
klinického hodnoceni (ddle jen
"osobni udaje"). Zkousejici souhlasi
se zpracovanim svych osobnich
informaci (veetné pouZivani,
sdélovdni a  pfeddvani  téchto
informaci{) zadavatelem nebo jeho
zastupcem,  jejich  zdstupci a
sesterskymi spole¢nostmi a ndrodnimi
¢i zahrani¢nimi stitnimi ufady nebo
organy statnitho dozoru pro nasledujici
ucely (déle jen "acely"): (a) provadéni
klinickych hodnoceni; (b) kontroly ze
strany statnich tfadd ¢i organd
stitntho dozoru, zadavatele a jeho
zastupce C¢i  jejich  zdstupcli a
sesterskych spole¢nosti; (c) plnéni
zdkonnych pozadavkii a poZzadavki
organt statniho dozoru; a (d) ukladani
v databdzich pouZivanych pfi vybéru
zkousejicich a zdravotnickych
zafizeni pro  budouci  klinickd
hodnoceni. Zkousejici také souhlasi s
poskytnutim  jeho/jejich  osobnich
udaji do zahranici, a to i v piipade,
kdy budou tyto osobni tdaje
poskytovdny  do  zemi,  které
nezajistuji stejnou troven ochrany
udaji jako v zemi, kde klinické
hodnoceni probihd. Poskytovatel a
zkousejici prohlasuji, Ze vSechny
osoby podilejici se na provadéni
klinického hodnoceni, souhlasily se
zpracovanim svych osobnich udaji
pro shora uvedené ucely, vcetné
ptipadného poskytnuti téchto
osobnich udajii do zemi, které nemaji
stejnou drovenn ochrany jako v zemi,
kde klinické hodnoceni probihd a
soucasn¢ se zavazuji zadavatele nebo
jeho zastupce neprodlené informovat
v piipad€, kdy nékterd z téchto osob
svij souhlas odvola.

2.  Informed Consent Form/Protocol. Sponsor | 2.  Formuldf informovaného souhlasu/protokol.
will provide Investigator with an informed Zadavatel se zavazuje  zkouSejicimu
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consent form approved by the responsible
ethics committee (the “EC”) and Sponsor
(the “Informed Consent Form”) which
Investigator will use in the Trial. If the EC
requires changes to the Informed Consent
Form, such changes will not be implemented
unless and until Sponsor gives its written
approval. Investigator will ensure that the
Informed Consent Form is signed by all
subjects enrolled in the Trial prior to their
enrolment in the Trial (the “Trial Subjects”).
Any changes or supplements to the Protocol
may be made by Sponsor from time to time,
on written notice to Institution and
Investigator. If required by Applicable Law,
changes to the Protocol must be approved by
the EC and the applicable regulatory
authority.

poskytnout formuldt informovaného souhlasu
schvileny pfiisluSnou odpovédnou etickou
komisi (ddle jen ‘"etickA komise") a
zadavatelem (dale jen "formular
informovaného souhlasu"), ktery zkousejici
bude pro ucely klinického hodnoceni
pouzivat. Pokud si etickd komise vyzida
provedeni zmén v informovaném souhlasu,
nesmi byt piislusny formuléi informovaného
souhlasu pouZivan az do obdrzeni pisemného
souhlasu od zadavatele. ZkouSejici zajisti,
aby informovany souhlas podepsaly vSechny
subjekty hodnoceni zarazené do klinického
hodnoceni, a to pfed jejich zafazenim do
klinického hodnoceni (ddle jen "subjekty
hodnoceni"). Zadavatel mlzZze protokol
zmeénit nebo ho upravit formou dodatku, a to
na zdkladé pisemného ozndmeni zaslaného
poskytovateli a zkouSejicimu. Pokud je to
vyZzadovadno platnymi zdkony, musi byt
zmény protokolu schvdleny pfisluSnou
etickou komisi a orgdnem statniho dozoru.

Ethics Committee.  Before the Trial is
initiated, Institution and Investigator will
ensure that the Trial is approved by the EC.
Institution and Investigator will further
ensure that the Trial is subject to continuing
oversight by the EC throughout its conduct.

Etickd komise. Pred zahdjenim klinického
hodnoceni musi poskytovatel a zkousejici
zajistit schvdleni klinického hodnoceni ze
strany etické komise.  Poskytovatel a
zkouSejici se ddle zavazuji zajistit, aby
klinické hodnoceni bylo po celou dobu jeho
provadéni pod neustilym dohledem etické
komise.

Trial Drug. Sponsor or its designee will
provide the Trial Drug at no cost to
Institution or Investigator in amounts
sufficient for the conduct of the Trial, as well
as certain materials to be determined by
Sponsor at its sole discretion (collectively,
the “Trial Supplies”). All Trial Supplies are
and will remain the sole property of Sponsor.
Institution and Investigator will maintain
control of the Trial Drug in accordance with
Applicable Law (as well as with the
applicable terms and conditions stipulated by
LEK-12 Directive issued by State Institute
for Drug Control), and in the manner
outlined in the Protocol and any additional
documents provided by Sponsor or its

Studijni 1é¢ivo. Zadavatel nebo jeho zdstupce
poskytnou poskytovateli nebo zkousejicimu
bezplatn¢ studijni léCivo v dostateCném
mnoZstvi ~ pro  provedeni  klinického
hodnoceni a také, vyhradné na zdkladé
rozhodnuti zadavatele, dal$i materidl, ktery
zadavatel ur¢i (ddle jen souhrnné jako
"potireby pro Kklinické hodnoceni").
Vsechny potieby pro klinické hodnoceni jsou
a  zOstdvaji  vyhradnim  vlastnictvim
zadavatele. Poskytovatel a zkousSejici mus{
se studijnim lé¢ivem nakladat v souladu s
platnymi zdkony (vCetné vSech platnych
ustanoveni a podminek pfedepsanych
smérnici LEK-12, kterou vydava Statni dstav
pro kontrolu 1é&iv - SUKL) a zpiisobem
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designee related to the storage and
distribution of the Trial Drug. Institution and
Investigator will ensure that the Trial
Supplies are (i) solely used for the purpose of
conducting the Trial in accordance with the
Protocol and for no other purpose; (ii) stored
separately from other medication in the
pharmacy; and (iii) that the Trial Supplies are
not transferred to any third parties.
Institution and Investigator will be
responsible to Sponsor for the Trial Supplies
entrusted to them and will notify Sponsor or
its designee immediately if any Trial
Supplies are lost, damaged or destroyed.

Institution shall appoint agent/agents meeting
professional qualification criteria for the
medical position of a pharmacist or
pharmaceutical  assistant  pursuant to
Applicable Law, who shall be responsible for
handling of Trial Supplies and keeping full
records thereon in accordance with
Applicable Law, the Protocol and any written
instructions furnished by or on behalf of
Sponsor. Immediately after appointing such
agent, Institution shall notify SPONSOR in
writing of the name and surname of the
appointee(s) along with the appropriate
contact details, if applicable. Such
appointee(s) are included in the definition of
the Trial Staff.

popsanym v protokolu a ve vSech dalSich
dokumentech, tykajicich se skladovani a
distribuce studijntho 1éciva, poskytnutych
zadavatelem  nebo  jeho  zd4stupcem.
Poskytovatel a zkouSejici se zavazuji zajistit,
aby potieby pro klinické hodnoceni: (i) byly
pouzivany vyluéné pro provadéni klinického
hodnoceni v souladu s ustanovenim
protokolu a nikoli k Zddnym jinym dceltim;
(ii) byly skladovany oddélené od ostatnich
1éCiv v 1ékarng; a (iii) nebyly poskytovany
ttetim strandm. Poskytovatel a zkousSejici
odpovidaji zadavateli za svéfené potfeby pro
klinické hodnocenf a jsou povinni neprodlené
zadavatele nebo jeho zdstupce informovat
pokud, dojde k jejich ztraté, poskozeni c¢i
zniceni.

Poskytovatel se zavazuje jmenovat jednoho
nebo vice zastupcii, kteti spliuji kvalifika¢ni
pozadavky na vykon povolani 1ékarnika nebo
farmaceutického  asistenta ve  smyslu
ustanoveni platnych zdkond. Tito zastupci
budou odpovédni za manipulaci s potfebami
pro klinické hodnoceni a =za vedeni
kompletnich  zdznamti, v souladu s
ustanovenim platnych zdkond, protokolu a
pisemnych pokynti zadavatele nebo jeho
zéastupce. Neprodlen¢ po jmenovani tohoto
zastupce, ozndmi poskytovatel
ZADAVATELI pisemné jméno a piijmeni
povéiené osoby (povefenych osob), spolu s
pifslusnymi kontaktnimi informacemi. Tento
zastupce/tito zastupci patii mezi osoby
podilejici se na provadéni klinického
hodnocent.

Budget and Payment Schedule. Sponsor,
either directly or through its designee, will
provide the financial support to Institution set
out in Attachment A (Budget and Payment
Schedule) for the conduct of the Trial in
accordance with the terms of the Protocol.
The amounts specified in Attachment A
represent Institution’s and Investigator’s
costs of conducting the Trial. All amounts
are inclusive of all direct, indirect, overhead
and other costs, including laboratory and

RozpocCet a platebni kalendar. Zadavatel,
bud piimo nebo prostiednictvim svého
zastupce poskytne poskytovateli finan¢ni
podporu dle ustanoveni pifilohy A (Rozpocet
a platebni kalenddf), a to za provedeni
klinického  hodnoceni v  souladu s
ustanovenim protokolu. Céstky uvedené v
priloze A predstavuji naklady poskytovatele
a zkouSejictho na provedeni klinického
hodnoceni. VSechny ¢astky zahrnuji vSechny
pfimé a nepiimé naklady, reZijni ndklady a
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ancillary service charges, and will remain
firm for the duration of the Trial, unless
otherwise agreed in writing by the parties.
Neither Institution nor Investigator will
directly or indirectly seek or receive
compensation from third-party payers for any
material, treatment or service that is required
by the Protocol and provided or paid for by
Sponsor, including, but not limited to, Trial
Drug, Trial Subject screening, physician and
nurse services, and diagnostic tests.

Payments of approved costs will be made in
Czech crown within forty-five (45) days after
Sponsor’s or its designee’s receipt of invoice.
All payments to the Institution/Investigator
will be payable to the following bank
account:

Bank:Ceska sporitelna

Bank account:2651552/0800

IBAN: CZ7408000000000002651552
SWIFT Code:GIBACZPX

Sponsor undertakes not to sign any other
agreement or contract with the Principal
Investigator or/and with other employee of the
Institution for this Clinical Trial

ostatni naklady, v¢etn¢ ndkladt laboratoie a
naklady za doplitkové sluzby a tyto naklady
zustavajii. po celou dobu klinického
hodnoceni neménné, pokud nebude mezi
smluvnimi stranami pisemné dohodnuto
jinak.  Poskytovatel ani zkouseji, nesmi
pifmo ¢i nepiimo poZadovat ani si nechat
vyplatit Zddnou odménu od tfetich stran za
materidl, 1écbu ¢&i sluzby, které jsou
vyzadovany protokolem a které jiz byly
zaplaceny nebo poskytnuty zadavatelem,
véetné mimo jiné studijniho 1é¢iva, skrininku
subjekt hodnocenti, sluzeb Iékate a zdravotni
sestry a diagnostickych testd.

Uhrada schvilenych nakladi bude provedena
v korunéch , a to ve lhite Ctyficeti péti (45)
dnti po obdrzeni faktury zadavatelem nebo
jeho zastupcem. Vsechny platby
poskytovateli jsou splatné na nasledujici
bankovni tcet:

Banka: Ceska spofitelna

Cislo tétu: 2651552/0800

IBAN: CZ7408000000000002651552
SWIFT Code: GIBACZPX

Zadavatel se zavazuje, Ze na tuto studii
neuzavie se zkouSejicim ani  jinou
spolupracujici osobou Zadnou dalsi smlouvu.

Trial Subject Enrollment. Institution and
Investigator have agreed to enroll Trial
Subjects in the Trial in accordance with the
Protocol. Sponsor may require Institution and
Investigator ~ to  discontinue  subject
enrollment at Institution if the total
enrollment needed for the Multi-Center
Clinical Trial has been achieved.

Nébor subjektti hodnoceni. Poskytovatel a
zkouSejici se zavazuji do klinického
hodnoceni zatadit subjekty hodnoceni, v
souladu s  ustanovenim  protokolu.
Zadavatel miZe po poskytovateli a
zkouSejicim poZadovat ukonceni naboru
pacienti  ve zdravotnickém  zafizen{
poskytovatele, pokud bude dosaZeno
celkového  pfedepsaného  poctu  pro
multicentrické klinické hodnoceni.

Adverse Events. Institution and Investigator
will report adverse events experienced by
Trial Subjects in accordance with instructions
in the Protocol and pursuant to Applicable
Law.

Nezadouci prihody. Poskytovatel a
zkousSejici se zavazuji hldsit nezddouci
ptihody, které se u subjekti hodnoceni
vyskytnou, a to v souladu s pokyny
uvedenymi v protokolu a v souladu s
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platnymi zékony.

8. Confidential Information. 8. Duvérné informace.

8.1 Definition. “Confidential 8.1 Definice. “Diivérné informace” jsou
Information” means (a) any and all (a) vSechny védecké, technické,
scientific, technical, business, obchodni, regulatorni a financni
regulatory, or financial information in informace v jakékoli formé (pisemné,
whatever  form  (written,  oral, Ustni, elektronické ¢i vizudlni), které
electronic or visual) that is delivered byly pfeddny nebo jakymkoli jinym
or otherwise disclosed to Institution or zpisobem sdéleny poskytovateli nebo
Investigator, by or on behalf of zkouSejicimu, zadavatelem nebo
Sponsor including through disclosure prostiednictvim zdstupce zadavatele,
by its designee, including without véetné, mimo jiné, protokolu,
limitation,  the  Protocol,  the ptirucky pro zkousSejici pro nakladani
Investigators’ Drug Brochure, se studijnim 1é¢ivem, informaci, které
information contained in or comprised jsou soucasti objevli nebo informact,
of Inventions (as defined in Section ze kterych se objevy skladaji (ve
11 (Inventions)), and the financial smyslu definice uvedené v ¢lanku 11
terms of this Agreement; (b) all (Objevy)) a veetné finanénich
approvals and correspondence with or ustanoveni této smlouvy; (b) vSechny
from the EC or other entities with souhlasy a korespondence s etickou
oversight responsibilities for the Trial, komisi ¢i jinymi organy, které
including data safety monitoring odpovidaji za dozor nad klinickym
committees, all Trial correspondence, hodnocenim, vcetné¢ komisi pro
all Trial Drug accountability forms, monitorovani bezpe€nosti dat, veskeré
and all CRFs (as defined in Section korespondence tykajici se klinického
9.1 Trial Data; and (c) all Trial Data hodnoceni, vSech informaci
(as defined in Section 9.1 (Trial z formuldf tykajicich se pouZiti
Data)); provided, however, that studijniho 1é¢iva a vSech chorobopisi
Institution and Investigator may use (formulait CRF) (ve smyslu definice
and/or publish Trial Data solely in dle clanku 9.1 Data z klinického
accordance with Section 12 hodnoceni) a (c) vSechny data
(Publications). z klinického hodnoceni (ve smyslu

definice dle c¢lanku 9.1 Data z
klinického hodnoceni). Soucasn€ vSak
plati, Ze poskytovatel a zkouSejici
mohou pouZivat a/nebo publikovat
data z klinického hodnoceni vyhradné
v souladu s ustanovenim ¢lanku 12
(Publikovani).

8.2 Obligations of Confidentiality. Unless 8.2 Povinnost mlcenlivosti. Pokud

Sponsor  provides prior  written
consent, Institution and Investigator
may not use Confidential Information
for any purpose other than for the
purpose of conducting the Trial, nor

zadavatel neposkytne predem svij
pisemny souhlas, nesmi poskytovatel
ani  zkouSejici vyuzivat davérné
informace k Zadnému jinému ucelu
nez pro ucely provadéni klinického
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may Institution or Investigator
disclose Confidential Information to
any third party other than Trial Staff,
who are subject to obligations of
confidentiality substantially similar to
those set forth in this Section 8, for
the sole purpose of conducting the
Trial.

hodnoceni a stejné tak poskytovatel
ani zkouSejici nesmi sdélovat divérné
informace Ziddnym tfetim stranim s
vyjimkou osob podilejicich se na
provddéni klinického hodnoceni, na
které se vSak vztahuji stejné
povinnosti naklddani s davérnymi
informacemi, jako jsou povinnosti
uvedené v tomto ¢lanku 8, tedy jejich
vyuzivani pouze pro ucely provadéni
klinického hodnoceni.

8.3  Disclosure Required by Law. If 8.3 Sdélovani  davérnych  informaci
disclosure of Confidential Information vyzadované zdkonem. Pokud je na
beyond that expressly authorized in zakladé platnych zakonl vyZadovéano
this Agreement is required by sdéleni duavérnych informaci nad
Applicable Law, that disclosure does rdmec vyslovne povoleny
not constitute a breach of this ustanovenim této smlouvy,
Agreement so long as Institution and nepfedstavuje takové sdéleni
Investigator notify Sponsor in writing informaci poruSeni ustanoveni této
as far as possible in advance of the smlouvy, pokud poskytovatel a
disclosure so as to allow Sponsor to zkouSejici pisemné a v rdmci
take legal action to protect its moZznosti co  nejdiive  pfedem
Confidential Information, discloses informuji zadavatele o takovém
only that Confidential Information sdéleni tak, aby zadavatel mohl
required to comply with the legal podniknout pravni kroky k ochrané
requirement, and continues to svych duveérnych informaci; a pokud
maintain the confidentiality of this budou duvérné informace pouze v
Confidential Information with respect rozsahu nezbytné nutném pro splnéni
to all other third parties. daného poZadavku zdkona a pokud

poskytovatel a zkouSejici i nadile
zachovaji ~ davérnost  duvérnych
informaci ve vztahu ke vSem ostatnim
tretim strandm.

8.4  Exclusions. The obligations of non- 8.4 Vyjimky. Povinnost nesdélovani a
disclosure and non-use under this nevyuzivani ddvérnych informaci
Agreement will not apply to any uvedend v této smlouvé se nevztahuje
portion of Confidential Information na davérné informace, u kterych
which Institution and Investigator can poskytovatel a zkouSejici mohou
demonstrate by competent proof is (a) spolehlivé prokéazat, Ze: (a) v dobé
generally known to the public at the sdéleni byly jiZ tyto informace vefejné
time of  disclosure or becomes znamé nebo se staly vefejn¢ znamymi
generally  known, through no jinak neZ pochybenim na strané
wrongful act on the part of Institution poskytovatele nebo zkousSejiciho; (b)
or Investigator; (b) already known to se jednd o informace, které v dob¢
Institution or Investigator at the time sdé€leni jiz poskytovali a zkouSejicimu
of disclosure and is free of any byly zndmy a na které se nevztahuje
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obligations of confidentiality; or (c) is
obtained by Institution or Investigator
from a third party who has a lawful

povinnost mlcéenlivosti; nebo (c) se
jednd o informace, které poskytovatel
nebo zkousejici ziskali od tfeti strany,

right to disclose it. kterd méla zdkonné priavo tyto
informace sdé€lovat.
8.5 Survival of Obligations. The 8.5 Pietrvavajici  platnost.  Povinnost

obligations of non-disclosure and non-
use under this Section 8 will apply
during the Trial and for a period of ten
(10) years following conclusion of the
Multi-Center Clinical Trial.

nesdé€lovani a nepouZzivani didvérnych
informaci na zdklad€ tohoto ¢lanku 8
plati po celou dobu trvani klinického
hodnoceni a jest¢ deset (10) let po
ukonéeni multicentrického klinického
hodnoceni.

9. Trial Data, Biological Samples, and Records.

9.

Data z klinického hodnoceni,

biologické

vzorky a zaznamy.

9.1 Trial Data. During the course of the 9.1 Data z klinického hodnoceni. Béhem
Trial, Institution and Investigator will klinického hodnoceni budou
collect and submit to Sponsor or its poskytovatel a zkousejici
designee all data generated in the shromazd’ovat a predavat zadavateli
conduct of the Trial (the ‘“Trial nebo jeho =zdstupci vSechna data
Data”). Trial Data, includes, without vytvoiend a ziskana béhem provadéni
limitation, completed case report klinického hodnoceni (ddle jen "data
forms in the form and/or electronic z klinického hodnoceni"). Mezi data
medium supplied or specified by z klinického hodnoceni, mimo jiné,
Sponsor or its designee (“CRFs”), X- patii vyplnéné chorobopisy, a to na
rays, MRIs or other types of medical ptedepsaném formulafi a/nebo na
images, ECGs, EEGs or other types of elektronickém médiu dle formatu
tracings or printouts, and data dodaného nebo  specifikovaného
summaries, as well as any other zadavatelem nebo jeho zdstupcem
documents or materials resulting from (ddle jen "CRFs"), rentgenové
the conduct of the Trial. Institution snimky, snimky z  magnetické
and Investigator will ensure accurate rezonance €i z jinych zobrazovacich
and timely collection, recording, and technologif, zdznamy z
submission of Trial Data. Sponsor is elektrokardiografu (EKG),
the exclusive owner of all Trial Data. elektroencefalografie (EEG) ¢i jiné

zdznamy nebo vytisky, souhrny dat a
také vSechny ostatni dokumenty a
materidly ziskané b&hem provadéni
klinického hodnoceni. Poskytovatel
a zkouSejici se zavazuji zajistit pfesny
a vCasny sbér, nahrdvani a preddvani
dat z  klinického  hodnoceni.
Vyhradnim vlastnikem vsSech dat z
klinického hodnoceni je zadavatel.

9.2 Medical Records. Institution and 9.2 Lékatské zdznamy. Poskytovatel a
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Investigator will maintain complete
and accurate medical records with

zkouSejici se zavazuji vést Uplnou a
pfesnou zdravotnickou dokumentaci

respect to Trial Subjects. All Trial subjekt hodnoceni. Veskera

Subject medical records will be the zdravotnickd dokumentace subjekti

property of Institution. hodnoceni bude vlastnictvim
poskytovatele.

9.3 Biological Samples. “Biological 9.3. Biologické vzorky. “Biologické
Samples” means blood, fluid and/or vzorky” predstavuji vzorky krve,
tissue samples collected from Trial télesnych  tekutin  a/nebo  tkani
Subjects as may be set forth in the odebiranych subjektim hodnoceni na
Protocol, and tangible materials zéklad€ ustanoveni protokolu a veskeré
directly or indirectly derived from hmotné materidly, které jsou z téchto
such  samples. Institution and vzorkli pfimo ¢i nepiimo odvozeny.
Investigator will collect, retain and/or Poskytovatel a zkouSejici se zavazuji
use Biological Samples solely as set odebirat, uchovdvat a/nebo pouZivat
forth in the Protocol. Institution biologické vzorky vylu¢né v souladu s
and/or Investigator will provide ustanovenim protokolu. Poskytovatel
Sponsor with quantities of Biological a/nebo  zkouSejici se  zavazuji
Samples as required by the Protocol. zadavateli poskytnout takové mnozZstvi
Sponsor may use such Biological biologickych  vzorkd, kolik je
Samples as specified in the Protocol, poZadovdno protokolem. Zadavatel
and as permitted in the Informed miZe vyuzivat tyto biologické vzorky
Consent Form and by Applicable tak, jak je uvedeno v protokolu a tak,
Law. jak mu povoluje informovany souhlas a

platné zakony.

9.4  Records. Institution  and 9.4 Zéznamy. Poskytovatel a zkouSejici
Investigator will retain in a safe and se zavazuji uchovavat na bezpecném a
secure location at least one (1) copy of zajisténém misté alespont jednu (1)
all printed and electronic data and kopii veskerych tisténych a
reports resulting from their conduct of elektronickych dat a zprav ziskanych
the Trial. In no event will Institution pfi provadéni klinického hodnoceni..
The Provider shall archive Study
related documents for 5 years at no Poskytovatel provede bezplatnou
cost, pursuant to provisions of archivaci 5 let v souladu se zdkonem
378/2007 Coll. Further archiving of ¢. 378/2007 Sb. a na dalsich 10 let
Study related documents for a period provede zpoplatnénou archivaci -
of 10 years will come with a cost of Na zpoplatnénou

The fee for paid archivaci bude vystavena faktura po
archiving shall be charged on an podpisu smlouvy.
invoice, issued at the execution of the Zadavatel v predstihu 6 mésic od
Agreement. konce zpoplatnéné archivace ozndmi
If the Sponsor requires extension of poskytovateli, Ze trvd na dalsi
archiving period, it shall notify the archivaci a uhradi ndklady s tim
Provider of such request no later than spojené.
6 months prior the expiry of the paid V piipadé, Ze osoba, kterd vykondva
archiving period and shall pay the funkci zkousejiciho, prestane byt v
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related costs.

In the event the individual named as
Investigator ceases to be affiliated
with the Institution, Institution will
ensure that such records remain
available to Sponsor at all times.

zaméstnaneckém poméru u
poskytovatele, je poskytovatel
povinen zajistit, aby zadavatel mél k
témto zaznamim stale piistup.

10. Access and Audits.

10. Pfistup a audity

10.1  Access. Institution will permit 10.1  Piistup. Poskytovatel se zavazuje
Sponsor and its designees, during umoznit zadavateli a jeho zastupctiim,
normal business hours and at mutually béhem béZné pracovni doby a ve
agreeable times, to inspect and make vzdjemn¢ dohodnutych terminech,
abstracts of Trial Data and to inspect provadét kontrolu a porizovani vypist
the facilities at which the Trial is z dat z klinického hodnoceni a také
conducted to verify compliance with provadét kontrolu prostor, ve kterych
this Agreement and the Protocol and klinické hodnoceni probihd za tcelem
the accuracy of Trial Data. Trial oveéfeni dodrzovani ustanoveni této
Subjects’ medical records, including smlouvy a protokolu a také za ticelem
those maintained in electronic format, oveéfeni pfesnosti dat z klinického
will be made available where hodnoceni. Zdravotnicka
appropriate for the purpose of source dokumentace subjekti hodnoceni,
document verification and/or audit véetné dokumentace v elektronickém
procedures. Investigator and formétu bude pfiméfené zpiistupnéna
appropriate  Trial Staff will be za  ucelem  oveéfeni  zdrojové
available during normal business dokumentace a/nebo v rdmci auditu.
hours and at mutually agreeable times Zkousejici a piislusné osoby podilejici
to discuss or review Trial Data and to se na provadéni klinického hodnoceni
resolve any questions relating to such se zavazuji byt béhem béZné pracovni
data. doby k dispozici a ve vzijemné

dohodnutych terminech k dispozici
pro ucely diskuze a kontroly dat z
klinického hodnoceni a odpovidani na
dotazy tykajici se téchto dat.

10.2  Audit by Regulatory Agency. If a 10.2  Audit ze strany organt stitniho
regulatory agency including but not dozoru. Pokud se orgin stitniho
limited to the State Institute for Drug dozoru vcetn¢, mimo jiné, Stitniho
Control (Statni ustav pro kontrolu tstavu pro kontrolu 1é¢iv - SUKL,
leciv -SUKL), wishes to audit rozhodne provést audit ve
Institution  or  Investigator  in zdravotnickém zatizeni poskytovatele
connection with the Trial, Institution nebo u zkouSejictho v souvislosti s
and Investigator agree to (a) promptly klinickym hodnocenim zavazuji se
notify Sponsor and its designee of poskytovatel a zkouSejici: (a)
such audit and allow Sponsor and/or neprodlené¢ informovat zadavatele a
its designees to reasonably participate jeho zastupce o takovém auditu a
in the audit preparation, including umoznit zadavateli a/nebo jeho
reviewing documentation to be zastupcim pfiméfenou ucast pfi
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provided to the regulatory agency;
and (b) cooperate with the regulatory
agency, comply with the legitimate
requirements of the audit, and make
appropriate Trial Staff available to
explain and discuss records and
documentation related to the Trial.

piipravé na audit, vcetné kontroly
dokumentace, kterd bude ptfedlozena
organu stitniho dozoru; a (b)
poskytnout orgdnu stidtniho dozoru
souCinnost,  dodrzovat  legitimni
pozadavky v rdmci auditu a zajistit,
aby pfislusné osoby podilejici se na
provadéni klinického hodnoceni byly
k dispozici pro podani vysvétleni k
zdznamim a dokumentaci tykajici se
klinického hodnoceni.

11. Inventions. All
know-how and improvements (including new
uses and improvements of the Trial Drug)
made by Institution, Investigator or Trial
Staff, alone or jointly with others, from the
performance of the Trial, or the use of the
Trial Drug or the Confidential Information
(the “Inventions”) will be owned exclusively
by Sponsor. Institution and Investigator will
promptly disclose to Sponsor in writing all
Inventions and each will assign and does
assign to Sponsor, and will cause Trial Staff
to assign to Sponsor, all right, title and
interest throughout the world to Inventions
without further payment or other obligation
to Institution, Investigator or Trial Staff.
Institution and Investigator will, and will
cause Trial Staff to (a) cooperate fully in
obtaining patent
protection for any patentable or protectable
Inventions all in the name of Sponsor and at
Sponsor’s cost and expense; and (b) execute
and deliver all
assignments, and other documents and take
such other measures as Sponsor reasonably
requests, in order to perfect and enforce
Sponsor’s rights in the Inventions.

inventions, discoveries, | 11.

and other proprietary

requested applications,

Objevy. VSechny objevy, vyndlezy, know-

how a vylepSeni (vCetné novych zplsobu
pouziti a vylepSeni studijntho 1écCiva),
zjisténé ¢ uCinéné  zdravotnickym
zafizenim, zkouSejicim nebo osobami
podilejicimi se na provadéni klinického
hodnoceni, a to jak samostatn¢ tak
spole¢né, v souvislosti s provadénim
klinického hodnoceni nebo pouZzivinim
studijniho 1é¢iva ¢i davérnych informaci
(didle jen "objevy") jsou vyhradnim
vlastnictvim zadavatele. Poskytovatel a
zkouSejici jsou  povinni  neprodlené
pisemné sdélit zadavateli informace o
vSech objevech a timto na zadavatele
prevadi, bude pievadét a zajisti, aby
vSechny osoby podilejici se na provadéni
klinického hodnoceni na zadavatele
prevedli celosvétové vSechna prava,
vlastnictvi a podily k objevim, a to
bezplatné a bez nutnosti plnéni jakychkoli
dalSich povinnosti vi¢i poskytovateli,
zkous$ejicimu nebo osobdm podilejicim se
na provadéni klinického hodnoceni.
Poskytovatel a zkouSejici se zavazuji a
soucasné jsou povinni zajistit, aby vSechny
osoby podilejici se na provadéni klinického
hodnoceni: (a) poskytly zadavatelovi plnou
soucinnost pii ziskdvani patentdi ¢i jiné
vhodné ochrany patentovatelnych Ci
chranénych objevl, a to na naklady a
vydaje zadavatele; a (b) podepsaly a dodaly
vSechny pozadované zadosti, prevody a
ostatni dokumenty a aby pfijaly ostatni
opatfeni, kterd zadavatel v pfiméfené mite
miize pozadovat za ucelem zajiSténi a
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vymahani svych prav k objevim.

12. Publications.
agree that no submission for publication or
public
Investigator
publication of the results of the Multi-Center
Clinical Trial, except as set forth in this
Section 12. After the first to occur of (a)
publication of the Multi-Center Clinical Trial
results; (b) notification by Sponsor that the
Multi-Center Clinical Trial submission is no
longer planned; or (c) the eighteen (18)
month anniversary of the completion or early
termination of the Multi-Center Clinical
Trial,
publish or publicly present the Trial Data in
accordance
subsections (12.1) and (12.2) below:

Institution and Investigator | 12.

disclosure
will be

by Institution or
made until after

Institution and Investigator may

with  the provisions of

Publikovini.

Poskytovatel a zkouSejici
souhlasi s tim, Ze nesmi publikovat Zadné
informace, s vyjimkou  informaci
uvedenych v tomto ¢lidnku 12, dokud
nebudou zvefejnény vysledky celého
multicentrického klinického hodnoceni.
Podle toho co nastane diive, bud: (a) po
zvetejnéni vysledkl za celé multicentrické
klinické hodnoceni; (b) po obdrZeni
informace od zadavatele, Ze zvefejnéni
vysledkii  multicentrického  klinického
hodnoceni jiZ neni pldnovano; nebo (c) po
uplynuti osmndcti (18) mésict od
dokonéeni nebo predCasného ukonceni
multicentrického klinického hodnoceni,
mohou poskytovatel a zkousSejici
publikovat nebo vefejné prezentovat data z
klinického hodnoceni, a to v souladu s
ustanovenim niZze uvedenych ¢lanki (12.1)
a (12.2):

12.1 Review Period. @A copy of any 12.1  Kontrola pfed publikovanim. Kopie
proposed publication or disclosure of navrhované publikace nebo
the results of the Trial will be given to zvefejiiovanych vysledktl klinického
Sponsor for review at least sixty (60) hodnoceni musi byt zadavateli
days prior to the date of submission poskytnuty ke kontrole alespon
for publication (including abstracts) or Sedesat (60) dnG pfed datem
of public disclosure (the “Review publikovani (vCetné abstraktd) nebo
Period”). If during the Review zvetejnéni (dile jen "kontrola pied
Period  Sponsor  requests  that publikovanim").  Pokud  b&hem
Institution and/or Investigator remove kontroly pted publikovanim zadavatel
any Confidential Information other pozada poskytovatel a/nebo
than Trial Data from a proposed zkousejiciho o odstranéni divérnych
publication or disclosure, Institution informaci z navrhované publikace c¢i
and/or Investigator will do so. textu ke zvefejnéni, zavazuji se
Institution and Investigator agree to poskytovatel a/nebo zkouSejici tyto
discuss with  Sponsor any of informace odstranit. Poskytovatel a
Sponsor’s suggestions with respect to zkousejici se zavazuji se zadavatelem
the presentation of Trial Data, and the projednat ptipadné navrhy zadavatele
timing of the proposed publication or ohledné prezentace dat z klinického
disclosure. hodnoceni, v¢etné doby zvefejnéni ¢i

publikovani.

12.2 Patent Filings. If during the Review 12.2  Patentové fizeni. Pokud béhem
Period Sponsor notifies Institution kontroly pfed publikovanim zadavatel
that Sponsor desires patent uvédomi poskytovatele , Ze si pieje
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application(s) to be filed on any
Invention disclosed or contained in
the  proposed  publication  or
disclosure, Institution and Investigator
will defer publication or other
disclosure for a period, not to exceed
an additional sixty (60) days,
sufficient to permit Sponsor or its
designee to file or have filed any
desired patent application(s).

podat Zadost o patent k n€kterému z
objevi, ktery je v ramci navrhované
publikace ¢i zvefejnéni informaci
obsaZen, zavazuji se poskytovatel a
zkouSejici odloZit publikovani téchto
informaci ¢i jejich jiné zvefejnéni a to
o dobu, kterd nepiekro¢i dalSich
Sedesdt (60) dni, tak aby zadavatel
nebo jeho zistupce méli moZnost
podat piislusné Zziadosti o udéleni

patentu.

13. Use of Names; Publicity. Except to the Pouzivani nazvu; reklama. Pokud to neni
extent required by Applicable Law, no party vyZadovéno platnymi zdkony, nesmi Zadna
will use the name of another party in any smluvni strana pouZit ndzev druhé smluvni
form of advertising, promotion or publicity strany v Zadné inzerci, propagaci, reklamé
or in any press release, without the prior ¢i tiskové zpravé bez ptredchoziho
written consent of that other party. pisemného souhlasu doty¢né druhé smluvni
Institution and Investigator expressly consent strany.  Poskytovatel a zkouSejici timto
to Sponsor’s listing of information about the vyslovn¢ udéluji zadavateli souhlas, aby
Trial on publicly accessible internet sites (for informace o klinickém hodnoceni zvetejnil
example, ClinicalTrials.gov, patient na vefejné¢ dostupnych internetovych
recruitment sites, etc.), including the name strdnkdch (naptiklad ClinicalTrials.gov,
and contact information for Institution and/or strdnky pro nabor subjekti hodnocent,
Investigator. apod.), a to vcéetné ndzvu (jména) a

kontaktnich  informaci  poskytovatele
a/nebo zkousejiciho.

14. Indemnification and Insurance. Od3kodnéni a pojisténi.

14.1  Sponsor _indemnification. ~Sponsor 14.1  Odskodnéni zadavatelem. Zadavatel
agrees to indemnify, defend and hold se zavazuje  poskytovatel , jeho
harmless Institution, its directors, teditele, predstavitele, zaméstnance a
officers, employees, and agents, zastupce, a také zkouSejictho a
Investigator ~ and  Trial Staff spolupracujici osoby podilejici se na
(collectively, the “Institution provadeéni klinického hodnoceni (dile
Indemnitees”) against any third party jen souhrnné jako "odSkodihované
claims, including reasonable osoby na strané poskytovatele")
attorney’s fees for defending those odskodnit  chranit a  zprostit
claims, (each, a “Claim”), to the odpovédnosti za vSechny naroky
extent a Claim arises out of or relates tietich stran, vcetné pfimétenych
to (a) the use of the Trial Drug when ndkladli na pravni pomoc v souvislosti
administered in strict accordance with s obhajobou proti témto narokiim
the Protocol and Sponsor’s written (dale jen jednotlivé jako "marok"), a
instructions; (b) the negligence or to pokud dany ndrok vznikl na
willful misconduct of Sponsor; or (c) zédkladé nebo v souvislosti s: (a)
Sponsor’s failure to adhere to the pouzitim studijniho 1é¢iva, pokud toto
terms of this Agreement. The bylo poddvano v piisném souladu s
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foregoing indemnity will not apply to
the extent a Claim arises out of or
relates to (i) an Institution
Indemnitee’s (1) negligence or willful
misconduct; or (2) failure to adhere to
the terms of the Protocol or any
written instructions from Sponsor; or
(i) Institution’s or Investigator’s
failure to adhere to the terms of this
Agreement.

ustanovenim protokolu a pisemnymi
pokyny zadavatele; (b) nedbalosti
nebo dmyslnym zavinénim na strané
zadavatele; nebo (c) nedodrZzenim
ustanoveni této smlouvy ze strany
zadavatele. Shora  uvedené
odskodnéni neplati, pokud narok
vznikne na zdklad€ nebo v souvislosti
s: (1) umyslnym zavinénim nebo
nedbalosti, kterych se dopustily
odskodiiované osoby na  strané
poskytovatele (1) nebo nedodrZzenim
ustanoveni protokolu ¢i pisemnych
instrukci  zadavatele, kterych se
dopustily odSkodiiované osoby na
strané poskytovatele (2); nebo (ii)
nedodrZenim ustanoveni této smlouvy
ze strany  poskytovatele nebo

zkousejiciho.

14.2 Institution Indemnification. Institution 14.2  Odskodnéni zdravotnickym
agrees to indemnify, defend and hold zafizenim. Poskytovatel se zavazuje
harmless Sponsor and its affiliates and zadavatele, jeho sesterské spole¢nosti
its and their respective directors, a jejich teditele, pfedstavitele,
officers, employees and agents zaméstnance a zdstupce (dile jen
(collectively, the “Sponsor souhrnné jako "odSkodiiované osoby
Indemnitees”) against any Claim to na strané zadavatele") odskodnit,
the extent such Claim arises out of or chranit a zprostit odpoveédnosti vuci
relates to (a) an Institution vSem ndarokim, které vznikly na
Indemnitee’s (i) negligence or willful zékladé nebo v souvislosti s: (a) (i)
misconduct; or (ii) failure to adhere to nedbalosti nebo imysInym zavinénim,
the terms of the Protocol, any written které byly zpusobeny
instructions from Sponsor or its odskodnovanymi osobami na strané
designee; or (b) Institution’s or poskytovatele; nebo (ii) porusenim
Investigator’s failure to adhere to the ustanoveni protokolu ¢i pisemnych
terms of this Agreement. pokynil zadavatele nebo jeho zastupce

odskodnovanymi osobami na strané
poskytovatele; nebo (b) poruSenim
ustanoveni této smlouvy ze strany
poskytovatele nebo zkousejiciho.

14.3 Indemnification Procedure. The 14.3 Postup odSkodnéni. Shora uvedené
foregoing  indemnifications are odSkodnéni jsou podminéna
contingent upon the indemnified party nasledujicimi  kroky odSkodiiované
(a) providing the indemnifying party smluvni strany: (a) odSkodinovana
with prompt notice of any Claim; and smluvni strana musi neprodlené
(b) cooperating with the indemnifying informovat odskodiujici stranu o
party in the defense and/or settlement vzniku ndroku; a (b) odSkodiovand
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of such Claim.

smluvni strana musi poskytnout
odskodnujici smluvni strané
souCinnost pii obhajobé a/nebo

urovnani takového naroku.

14.4  Sponsor Disclaimer. Sponsor will not 144 Vylouceni odpové&dnosti zadavatele.
be liable for and is not a party to Zadavatel neni odpovédny ani se
unauthorized warranties made by nebude podilet na Zadnych
Institution or Investigator or any of neopravnénych zarukdch
their respective employees or agents poskytnutych zdravotnickym
relating to the Trial Drug. zafizenim, zkousSejicim nebo jejich

zaméstnanci ¢i zdstupci v souvislosti
se studijnim Ié¢ivem.

14.5 Sponsor Insurance. Sponsor will 14.5 Pojisténi zadavatele. Zadavatel se
obtain the mandatory clinical trial zavazuje zajistit povinné pojisténi
insurance, according the Sec.52 klinického hodnoceni souladu s ust. §
Subsection 3 letter F  378/2007 Coll 52 odst. 3, pism. f) zdkona ¢.
of Pharmaceuticals as amended and 378/2007 ., o écivech a je povinen
will provide Institution or Investigator p()skyt()vate]i a Zkougejfcfmu na
with evidence of such insurance upon vyzadani predlozit dikaz o uzavieni
request by Institution or Investigator. takového pojisténi.

14.6 Institution and Investigator Insurance. 14.6  PojiSténi poskytovatele a
Institution and Investigator  will zkousejiciho. Poskytovatel a
subscribe to and maintain adequate zkouSejici se =zavazuji uzaviit a
medical malpractice, general liability udrzovat platné pojisténi obecné
insurance  coverage and  other odpovédnosti za pochybeni zplisobené
appropriate insurance necessary to poskytovanim  zdravotni péce a

cover their and the Trial Staff’s
obligations under this Agreement.
Institution and Investigator  will
provide evidence of such insurance
upon request by Sponsor or its
designee.

piipadnd dalsi pojiSténi, kterd jsou
nezbytna pro plnéni jejich povinnosti
a povinnosti osob podilejicich se na
provadéni klinického hodnoceni na
zéklad¢ této smlouvy. VySe pojistné
Castky musi byt dostatecnd na pokryti
povinnost{ poskytovatele,
zkousSejicitho a osob podilejicich se na
provadéni klinického hodnoceni na
zéklad¢ této smlouvy. Poskytovatel a
zkouSejici se zavazuji na Zadost
zadavatele nebo jeho  zdstupce
predlozit diikkaz o uzavfeni takového
pojisténi.

15. Term and Termination; Trial Completion.

15.

Doba platnosti

smlouvy a jeji vypoveéd’;

dokoncéeni klinického hodnoceni.

15.1

Term. This Agreement is effective as

15.1

Doba  platnosti  smlouvy. Tato
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of the Effective Date and will
continue in effect through completion
of the Trial, unless earlier terminated
pursuant to Section 15.2.

smlouva nabyvd tcinnosti k datu
ucinnosti a plati az do dokonceni
klinického hodnoceni, pokud nebude
predtim ukoncena (vypovézena) diive,
v souladu s ustanovenim ¢lanku 15.2.

15.2

Termination. = The Trial may be
terminated (a) immediately by written
notice from Sponsor to Institution and
Investigator, if Investigator and
Sponsor  mutually agree  such
termination is necessary to protect the
safety, health or welfare of Trial
Subjects; or (b) by Sponsor, (i)
immediately upon written notice to
Institution, for Institution’s failure to
find a suitable replacement for the
Investigator as set forth under Section
1.4; (ii) immediately upon written
notice to Institution and Investigator
(y) in the event the regulatory
authorization to perform the Multi-
Center Clinical Trial is withdrawn or
(z) if Investigator fails to screen,
recruit or enroll a sufficient number of
subjects to participate in the Trial; or
(iii) upon thirty (30) days prior written
notice to Institution and Investigator.
In addition, either Sponsor or
Institution  (the  “Non-Breaching
Party”) may  terminate  this
Agreement for a material breach of
this Agreement by the other party (the
“Breaching Party”) including, if
Institution is the breaching party, any
such breach by Investigator, if such
breach is not cured within thirty (30)
days following the Breaching Party’s
receipt of written notice of such
breach from the Non-Breaching Party.

15.2

Vypovéd. Klinické hodnoceni mutze

byt ukonceno: (a) s okamzitou
platnosti na  zdkladé  pisemné
vypovedi zaslané zadavatelem

poskytovateli a zkouSejicimu, pokud
se zkouSejici a zadavatel vzijemné
dohodnou, ze je takové ukonceni
nutné z divodu bezpecnosti, ochrany
zdravi ¢i ku prospéchu subjektl
hodnoceni; nebo (b) zadavatelem, a to
(i) s okamzitou platnosti ke dni
doruceni pisemné vypovedi
poskytovateli, pokud  poskytovatel
nedokdZe najit vhodného ndhradniho
zkousejiciho dle ustanoveni c¢lanku
1.4; (i) s okamZitou platnosti ke dni
doruceni pisemné vypovédi
poskytovateli a zkouSejicimu (y) v
pfipadé, kdy bude odvoldn souhlas
stitnich  organi s  provedenim
multicentrického klinického
hodnoceni nebo (z) pokud zkousejici
do klinického hodnoceni neprovede
skrinink, nezaradi ¢i  nenabere
dostatecny pocet subjekti hodnoceni;
nebo (iii) na zdkladé¢ pisemné
vypovédi zaslané poskytovateli a
zkousejicimu s vypovédni lhlitou
tiicet (30) dnt. Zadavatel i
poskytovatel (ddle jen "neporusujici
smluvni strana") mohou ddle tuto
smlouvu  vypovédét v  piipadé
zdvazného poruSeni této smlouvy
druhou smluvni stranou (déle jen
"porusujici smluvni stranou"). V
piipadé, ze je poruSujici smluvni
stranou poskytovatel , povaZuje se za
zédvazné poruSeni této smlouvy také
poruseni ustanoveni smlouvy
zkou$ejicim, pokud toto  neni
napraveno do tficeti (30) dnl od data,
kdy porusSujici smluvni strana obdrzi
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od neporuSujici smluvni strany
pisemné upozornéni na takové
poruseni.

15.3  Effects of Termination or Trial 153 Udinky vypovédi a dokonceni
Completion. Upon an early klinického hodnoceni. V piipade
termination under Section 15.2: (a) pfedcasného ukonceni (vypovézeni)
this Agreement will terminate; na zdkladé¢ clanku 15.2: (a) skonci
(b) Investigator will immediately stop platnost této smlouvy; (b) zkousejici
enrolling subjects into the Trial and okamzit¢ prestane do klinického
cease administering Trial Drug to hodnoceni nabirat nové subjekty
Trial Subjects and conducting Trial hodnoceni, pfestane podévat studijni
procedures on Trial Subjects, to the lé¢ivo  subjektim  hodnoceni a
extent medically advisable; (c) prestane provadét vySetfeni subjekttl
Sponsor will pay all reasonable costs hodnoceni pro ducely klinického
accrued by Institution in the hodnoceni, pokud je to z lékatského
performance of the Trial as of the date hlediska mozné; (c) zadavatel uhradi
of notice of termination, in zdravotnickému zafizeni pfimétené
accordance with Attachment A, ndklady, které mu vzniknou v
including non-cancelable obligations souvislosti s provadénim klinického
incurred prior to the date of notice of hodnoceni do data jeho piedcasného
termination; (d) any funds not due ukonceni (vypovédi), v souladu s
under the foregoing calculation but pfilohou A, vcetné neodvratnych
already paid by Sponsor to Institution nakladd, které vznikly pfed datem
will be promptly returned to Sponsor; vypovédi; (d) vSechny ¢astky, které na
and (e) Institution will (i) furnish to zdkladé¢ shora uvedenych vypocti
Sponsor, within thirty (30) days of the jesté nebyly splatné, ale jiz byly
effective date of termination, all Trial vyplaceny, je poskytovatel povinno
Data, including completed or partially neprodlené zadavateli vrétit; a (e)
completed CRFs; and (ii) in poskytovatel se zavazuje (i) predat
accordance with Sponsor’s zadavateli do tficeti (30) dnd od data
instructions, deliver to Sponsor or, at nabyti uUcinnosti vypovédi, vSechna
Sponsor’s option, dispose of, all Trial data z klinického hodnoceni, vcetné
Supplies and Confidential Information vyplnénych ¢i c¢asteéné vyplnénych
furnished by Sponsor or its designees zdznamd pacienta (CRFs); a (ii) na
to Institution or Investigator. Upon zaklad€ pokyna zadavatele (a vylucné
completion of the Trial, the terms of na zdkladé volby zadavatele): bud
Sections 15.3(a) through 15.3(e) will zadavateli vrétit veskeré potfeby pro
apply as of the Trial completion date. klinické hodnoceni a  davérné
Within thirty (30) days of termination informace poskytnuté zadavatelem
of this Agreement, Investigator will nebo jeho zastupci poskytovateli nebo
submit final written reports to zkousSejicimu; anebo tyto potieby pro
Sponsor as specified in the Protocol. klinické  hodnoceni a  davérné

informace zlikvidovat. Po dokonceni

klinického hodnoceni se od data

dokonceni  klinického  hodnoceni

uplatni ustanoveni ¢lankt 15.3(a) az

15.3(e). Do tficeti (30) dnd od
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vypovédi této smlouvy je zkouSejici
povinen piedlozit zadavateli kone¢né
pisemné zprdvy v souladu s
ustanovenim protokolu.

154  Survival. No termination of this 15.4  Pretrvavajici platnost. Vypoveéd této
Agreement will release the parties smlouvy z  jakéhokoli  davodu
from their rights and obligations nezprostuje smluvni strany jejich prav
accrued prior to the effective date of a povinnosti, které mély pted datem
termination. The rights and duties nabyti d¢innosti vypoveédi. Prava a
under Sections 1.3, 1.6, 4 through 14, povinnosti uvedené v clancich 1.3,
15.3, 15.4, and 16 through 25 will 1.6, 4 az 14, 15.3, 154, a 16 az 25
survive the termination of this maji pretrvavajici platnost a plati i po
Agreement regardless of the cause. vypovézeni této smlouvy z jakéhokoli

divodu.
16. Debarment/Exclusion. Institution  and | 16. Zdkaz Cinnosti/vylouéeni z Wcasti na

Investigator each certify that it/she/he is not
debarred by any regulatory authority or
restricted from conducting clinical research
under Applicable Law and will not use in any
capacity the services of any person debarred
by any regulatory authority or restricted from
conducting clinical research under Applicable
Law in connection with the conduct of the
Trial.

klinickych hodnocenich. Poskytovatel a
zkousejici kazdy jednotlivé prohlasuji, Ze
nemaji od statnich tradd zakaz Cinnosti ani
zdkaz ucCasti na klinickém vyzkumu na
zdkladé wustanoveni platnych zakonu a
zavazuji se v souvislosti s provadénim
klinického hodnoceni nevyuZivat sluzby
7Zadné osoby, kterd ma statnimi organy
zakézanou ¢innost nebo Gcast na provadéni
klinickych ~ hodnoceni na  zdkladg
ustanoveni platnych zdkond.

17. Assignment and Delegation. Sponsor may | 17.

assign, delegate or transfer this Agreement,
in whole or in part, without the consent of
Institution and
Institution nor
delegate  or

obligations under this Agreement, with the
prior written consent of Sponsor.
event that Sponsor provides its consent for
Institution or Investigator to subcontract any
of their obligations under this Agreement,
Institution and/or Investigator will execute a
written agreement with the permitted third
party subcontractor which, at a minimum,
provides for terms and conditions (including,
but not limited to, ownership of Trial Data
and Inventions, obligations of confidentiality
of information, etc.) that are consistent with
the intent and terms of this Agreement. No

Investigator. Neither
Investigator may assign,
transfer their respective

In the

Postoupeni prav a zastupovani. Zadavatel

miZe postoupit, delegovat nebo prevést
tuto smlouvu (a to jak jako celek tak
CasteCn€) na tfeti strany bez souhlasu
poskytovatele a zkousejiciho.
Poskytovatel ani zkouSejici nesmi pievést
sva prdva a povinnosti na zdklad¢ této
smlouvy na tfeti osobu bez pifedchoziho
pisemného souhlasu zadavatele. V piipadé,
7e zadavatel poskytovateli nebo
zkousejicimu povoli né€kterou z jejich
povinnosti na zdklad€ této smlouvy zajistit
prostfednictvim  subdodavatele,  jsou
poskytovatel  a/nebo zkouSejici povinni
uzaviit pisemnou smlouvu s pfisluSnou
tfeti stranou, ktera musi zavazovat
subdodavatele ke stejnym povinnostem
jako tato smlouva (vCetné, mimo jiné,
povinnosti tykajicich se vlastnictvi dat z
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assignment, delegation or transfer will relieve
any party of the performance of any accrued
obligation that such party may then have
under this Agreement.

klinického hodnoceni a vlastnictvi objevi,
povinnosti  tykajicich se  davérnych
informaci, apod.). Postoupeni prav, ptrevod
¢i zastupovani nezbavuji Zadnou smluvni
stranu odpovédnosti, kterou tato strana ma
na zéaklad¢ této smlouvy.

18. Entire Agreement. This Agreement, together | 18.
with Attachment A, contains the complete
understanding of the parties and supersedes
all other agreements between the parties
concerning the specific subject matter of this
Agreement. This Agreement may only be
extended, renewed or otherwise amended in
writing, by the mutual consent of the parties.
No waiver of any term, provision or
condition of this Agreement, or breach
thereof, whether by conduct or otherwise, in
any one or more instances will be deemed to
be or construed as a further or continuing
waiver of any such term, provision or
condition, or any prior, contemporaneous or
subsequent breach thereof, of any other term,
provision or condition of this Agreement
whether of a same or different nature.

Uplnost dohody. Tato smlouva, spolu s jeji

piilohou A, predstavuje dplné ujedndni
mezi smluvnimi stranami ve véci jejitho
pfedmétu a nahrazuje vSechna ostatni
ujednani mezi smluvnimi stranami tykajici
se predmétu této smlouvy. Tuto smlouvu
lze prodlouzit, obnovit ¢i jakymkoli
zpusobem upravit pouze pisemné, a to se
souhlasem smluvnich stran. V pfipadé, Ze
se n€kterd smluvni strana vzdd néjakého
ustanoveni, plnéni ¢i  podminek této
smlouvy neznamend to, Ze by se takové
vzdani se prav vztahovalo i na piipadné
nasledné ¢i ptredchozi poruseni takového
ustanoveni (Gak  jednordzové tak
vicendsobné), podminky ¢i plnéni.

19. Severability; Reformation. Each provision in | 19.
this Agreement is independent and severable
from the others, and no provision will be
rendered unenforceable because any other
provision is found by a proper authority to be
invalid or unenforceable in whole or in part.
If any provision of this Agreement is found
by such an authority to be invalid or
unenforceable in whole or in part, such
provision will be changed and interpreted so
as to best accomplish the objectives of such
unenforceable or invalid provision and the
intent of the parties, within the limits of
applicable law.

Odd€litelnost. Zména neplatnych ustanoveni.

VSechna ustanoveni této smlouvy jsou
samostatnd a oddélitelnd od ostatnich a
74dné z ustanoveni této smlouvy se nestane
nevymahatelnym z divodu casteCné Cci
uplné neplatnosti nebo nevymahatelnosti
jiného ustanoveni této smlouvy. Pokud se
nekteré z ustanoveni této smlouvy stane
zcela nebo Castené neplatné nebo
nevymahatelné, bude toto ustanoveni
nahrazeno, v mezich moZnosti stanovenych
platnymi zdkony, ustanovenim novym,
platnym a vymahatelnym, které se z
hlediska pradvniho vyznamu co nejvice blizi
pivodnimu neplatnému ustanoveni a
pivodnimu zdméru smluvnich stran.

20. Conflict with Protocol. To the extent that the | 20.
terms or provisions of this Agreement
conflict with the terms and provisions of the
Protocol, the terms and provisions of the
Protocol will control as to technical research

Rozpor s ustanovenim protokolu. Pokud

nékteré z ustanoveni této smlouvy bude v
rozporu s ustanovenim protokolu, plati
ustanoveni protokolu v zdleZitostech
tykajicich se technického provadéni
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and scientific matters, and the terms and

vyzkumu a védeckych aktivit. Ve vSech

provisions of this Agreement will control for ostatnich  pfipadech  maji  pfednost
all other matters. ustanoveni této smlouvy.

21. Relationship of the Parties. Institution and | 21. Vztah mezi smluvnimi stranami.
Investigator are independent contractors and, Poskytovatel a zkouSejici jsou nezdvislymi
as such, none of Institution, Institution’s smluvnimi partnery a z tohoto titulu nemaji
employees, or Investigator will be entitled to poskytovatel , jeho zaméstnanci ani
any benefits applicable to employees of zkouSejici narok na Zadné vyhody, které se
Sponsor. No party is authorized or vztahuji na zaméstnance zadavatele. Zadna
empowered to act as agent for any other party ze smluvnich stran nema pravo jednat jako
for any purpose and will not, on behalf of zastupce druhé smluvni strany, ani jménem
another party, enter into any contract, druhé smluvni strany a nesmi jménem
warranty or representation as to any matter. druhé smluvni strany uzavirat Zadné
No party will be bound by the acts or conduct smlouvy, poskytovat zdruky ¢i jakékoli
of any other party. prohl4Seni. Zadnd ze smluvnich stran neni

odpovédna za skutky ¢i chovani druhé
smluvni strany.

22. Governing Law. This Agreement and any | 22. Rozhodné prdvo. Tato smlouva a vSechny
disputes arising out of or relating to this spory z ni vyplyvajici budou feSeny a
Agreement will be governed by, construed vykldddny na zdkladé zdkonti Ceské
and interpreted in accordance with the laws republiky.
of Czech Republic.

The Contractual Parties acknowledge and Smluvn} gtrany ‘ber(/)u, na  védomi 4
agree that any disputes, which the S?ElhlaSlj ze prDOJednaEm a rozhocvlovvam
Contractual Parties are unable to resolve prlPadnych Sp?nvl’ které nebuc{ouwvyr?se’:ny
by mutual agreement, shall be submitted to smirem, bude feseno s pomoct prislusného
appropriate court in Hradec Kralové for soudu v Hradci Kralové.

settlement.

23. Notices. All notices required under this | 23. Korespondence. VeSkerd korespondence
Agreement will be in writing and be deemed tykajici se této smlouvy musi byt
to have been given when hand delivered, sent pisemného charakteru a bude povaZovana
by overnight courier or certified mail, as za dorucenou, pokud bude dorucena
follows, provided that all urgent matters, osobné, kuryrem nebo doporucenou postou
such as safety reports, will be promptly s doru¢enkou za piedpokladu, Ze vSechny
communicated as specified in the Protocol, neodkladné zalezitosti, jako jsou napiiklad
and confirmed in writing: hlaSeni o nezddoucich pithodach ¢i

bezpecnostni hlaSeni, musi byt neprodlené
ohldSeny zptisobem uvedenym v protokolu
a nésledné pisemné potvrzeny:
Sponsor: Zadavatel:
Aveo Pharmaceuticals, Inc. Aveo Pharmaceuticals, Inc.
One Broadway, 14" Floor One Broadway, 14" Floor
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Cambridge, MA 02142

Institution:

Fakultni nemocnice Hradec Kralové

Sokolsk4 581

500 05 Hradec Krédlové- Novy Hradec
Kralové

Czech Republic
Attention: Legal
Prokupkova

Department - Dasa

Investigator:

Klinika onkologie a radioterapie

Fakultni nemocnice Hradec Kralové

Sokolska 581

500 05 Hradec Krédlové— Novy Hradec
Kralové

Cambridge, MA 02142

Poskytovatel :

Fakultni nemocnice Hradec Krélové

Sokolska 581

500 05 Hradec Kridlové — Novy Hradec
Kralové

Ceska republika

K rukdam: Pravni odbor — Dasa Prokiipkova

Zkousejici:

Klinika onkologie a radioterapie

Fakultni nemocnice Hradec Kralové

Sokolska 581

500 05 Hradec Krialové — Novy Hradec
Kralové

Czech Republic Ceska4 republika

24. Counterparts. This Agreement is executed in | 24.  Stejnopisy. Tato smlouva je vyhotovena v
five (5) counterparts, with one (1) pcti (5) stejnopisech, pficemZz jeden (1)
counterpart for the Institution, one (1) for the stejnopis obdrzi poskytovatel , jeden (1)
Investigator, two (2) for the PAREXEL and zkousejici, dva (2) spolecnost PAREXEL a
one (1) for the SPONSOR. Each counterpart jeden (1) zadavatel. Kazdy =z téchto
shall be deemed to be an original, and all of stejnopisi.  je povazovan za origindlni
such counterparts shall together constitute dokument a predstavuje tuto smlouvu.
one and the same Agreement.

25. Language This Agreement is executed in 25. Jazyk. Tato smlouva je vyhotovena v

both English and Czech language. In case
of any incoherence, contradiction or
discrepancy between the English and the
Czech version of this Agreement, the terms
of the Czech version will prevail.

anglickém a ceském jazyce. V piipadé
nesouladu, rozporu nebo nejednoznacnosti
mezi anglickym a ceskym znénim této
smlouvy, plati ustanoveni v ¢eském jazyce.

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE PODPISOVA STRANKA

IN WITNESS WHEREOF, this Agreement is
executed as of Effective Date by Investigator and
by a duly authorized representative of each of
Sponsor and Institution.

NA DUKAZ SOUHLASU SE ZNENIM TETO
SMLOUVY ji zkouSejici a oprdvnéni zdstupci
zadavatele a poskytovatele k datu udcinnosti
podepsali.

Confidential
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On Behalf of the Sponsor /Jménem Zadavatelel
AVEO PHARMACEUTICALS, INC.

By PAREXEL International (IRL) Limited

based on the Power of Attorney / Na zaklad¢ plné moci

By/Podpis:

Print Name/ Jméno:

Title/Titul:

Date/ Datum:

INTITUTION/Fakultni nemocnice Hradec Kralové

By/Podpis:

PrintName/Jméno: prof. MUDr. Roman Prymula, CSc., Ph.D.
Title/Titul: Director / feditel

Date/Datum:

INVESTIGATOR / ZKOUSEJiCi

Print Name / Jméno: ||| | | | | |

Date / Datum:
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Appendix A - BUDGET AND PAYMENT Priloha A - ROZPOCET A PLATEBNI
SCHEDULE ROZVRH
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