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CLINICAL STUDY AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

THIS CLINICAL STUDY AGREEMENT
(“Agreement”) valid as on the date on which it is
signed by the last party (“Validity Date”) and
effective as on the date on which it is published in
the Register of Contracts (“Effective Date”) is
made by and between:

TATO SMLOUVA O KLINICKEM HODNOCENI
(dale jen ,Smlouva”), platnd ode dne podpisu
posledni stranou (,Den platnosti”) a ucinna ode
dne zvefejnéni v registru smiuv (dale jen ,Den
ucinnosti’) je uzaviena mezi:

inVentiv Health Clinical UK Limited, with an
address at Thames House, 17-19 Marlow Road,
Maidenhead, SL6 7AA, United Kingdom together
with any clinical Affiliate; (“CRO"); and

spole€nosti inVentiv Health Clinical UK Ltd se
sidlem v Thames House, 17-19 Marlow Road,
Maidenhead, SL6 7AA, Spojené kralovstvi,
spole€né se svymi pfidruzenymi  klinickymi
spole¢nostmi (dale jen ,CRO"); a

Fakultni nemocnice u sv. Anny v Brné
(“Institution”), whose principal place of business
is at Pekarska 664/53, 656 91 Brno, Czech
Republic and with a Tax ID 00159816 and VAT ID
CZ00159816,

(“Investigator”), whose permanent address is
shall
serve as Principal Investigator for this Study.

Fakultni nemocnice u sv. Anny v Brné (dale jen
Jnstituce”), se sidlem na adrese Pekafska
664/53, 656 91 Brno, Ceska republika s
identifikaCnim ¢&islem 00159816 a darfiovym
identifikacnim &islem CZ00159816,

(dale jen
bydlisté
, bude
fungovat jako hlavni zkouSejici pro toto klinické
hodnoceni.

,ZkousSejici”), s adresou trvalého

BACKGROUND ZAKLADNI UDAJE

Q) Eisai Ltd. (“Sponsor”), whose registered | (1) Eisai Ltd. (dadle jen ,Zadavatel”),
office is at European Knowledge Centre, spole€nost se sidlem v European
Mosquito Way, Hatfield, Hertfordshire, Knowledge Centre, Mosquito Way,
AL10 9SN UK, is in the business of Hatfield,  Hertfordshire, = AL10 9SN,
innovating, making, selling, and Spojené kréalovstvi se zabyva inovacemi,
distributing pharmaceuticals; and vyrobou, prodejem a distribuci I€kd; a

(2) CRO is acting as an independent | (2) CRO jedna jako nezavisly dodavatel
contractor of the Sponsor to arrange and zadavatele pfi provadéni multicentrického
administer a multi-centre study to clinically klinického hodnoceni za u¢elem klinického
evaluate the Study Drug and has entered hodnoceni hodnoceného I1éCiva a uzaviela
into an agreement with the Sponsor se zadavatelem smlouvu tykajici se
concerning the design, funding and sledovani, provadéni plateb a spravy
administration of the Study; and klinického hodnoceni; a

) Institution and Investigator have reviewed | (3) Instituce a zkouSejici se seznamili s
available information regarding Sponsor’s dostupnymi informacemi tykajicimi se
Study Drug, the Protocol for the Study, hodnoceného léCiva zadavatele,
and the Investigator brochure to evaluate protokolem tohoto klinického hodnoceni a
their interest in participating in the Study, brozurou pro zkousejiciho k vyhodnoceni
and desire to participate in the Study as svého zajmu o uCast v klinickém
more particularly described in this hodnoceni a preji si zu¢astnit se klinického
Agreement. hodnoceni v souladu s tim, jak je blize

uvedeno v této smlouvé.
AGREEMENT SMLOUVA

1. Definitions: 1. Definice:

11 Affiliate: means any subsidiary of or entity | 1.1 Pridruzena spoleénost: znamena
under common control with, CRO or jakékoli dcefiné spolecnosti Ci subjekty
Sponsor as the context requires. pod spoleénou kontrolou s CRO nebo

zadavatelem v souladu s kontextem.

1.2 Confidential Information: means any and | 1.2 Davérné informace: znamena jakékoli (i)
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all (i) Study Results and Intellectual
Property Rights (ii) oral, written and other
proprietary materials, in whatever form,
including, but not limited to, data and
reports on the Study Drug, the Protocol,
the Clinical Investigator Brochure, and
unpublished data and reports that CRO
and/or Sponsor consider to be trade
secrets which are provided by CRO and/or
Sponsor. Confidential Information is
owned solely by Sponsor.

vysledky klinického hodnoceni a autorska
prava, (ii) ustni, pisemné &i jiné materialy
zadavatele vCetné, ale bez omezeni na,
udaju a zprav o hodnoceném Iégivu,
protokolu, brozury pro zkouSejiciho,
nezvefejnénych udaju a zprav, které CRO
a/nebo zadavatel povaZuji za obchodni
tajemstvi a které jsou poskytnuty CRO
a/nebo zadavatelem. D(vérné informace
jsou vyhradnim majetkem zadavatele.

1.3 CRF(s): means a Case Report Form | 1.3 Formular(e) CRF: znamena Formulaf pro
which is a printed, optical, or electronic zaznamy o subjektu hodnoceni (Case
document designed to record Protocol Report Form) ve wytidténé, optické i
required information to be reported to the elektronické verzi, ureny k zaznamenani
Sponsor for each Subject. informaci poZzadovanych protokolem, které

budou zadavateli nahlaSeny o kazdém
subjektu klinického hodnoceni.

1.4 EC: Means Ethics Committee, whether | 1.4 EK: znamena etickou komisi, at uz mistni
local or central. ¢i centralni.

15 ICH GCP: means the ICH Harmonised | 1.5 Smeérnice ICH GCP: Znamena
Tripartite Guideline for Good Clinical Harmonizované smérnice spravné klinické
Practice (CPMP/ICH/135/95), together praxe (ICH GCP Guidelines)
with such other good clinical practice (CPMP/ICH/135/95), spole¢né s jinymi
requirements as are specified in Directive postupy pro spravnou klinickou praxi, které
2001/20/EC of the European Parliament jsou uvedeny ve smérnici Evropského
and the Council of 4 April 2001 on the parlamentu a Rady 2001/20/ES ze dne 4.
approximation of the laws, regulations and dubna 2001 o sbhlizovani pravnich a
administrative provisions of the Member spravnich  predpisti  ¢lenskych  statl
States relating to the implementation of tykajicich se uplatiiovani spravné klinické
good clinical practice in the conduct of praxe pfi provadéni klinickych hodnoceni
clinical trials on medicinal products for humannich 1éCivych pfipravkd a v
human use and in guidance published by pokynech zvefejnénych Evropskym
the European Commission pursuant to spole€enstvim v souladu s touto smérnici.
such Directive.

1.6 Intellectual Property Rights: includes | 1.6 Autorskd prava: zahrnuji protokoly,
Protocols, data, CRFs, Confidential Udaje, formulafe CRF, davérné informace,
Information, materials, including any Study materialy, v€etné jakychkoli hodnocenych
Drug, rights to Study Results, economic léCiv, prava k vysledkim klinického
copyrights, together with Inventions and hodnoceni, ekonomicka autorska prava
other like forms of protection, and other spolu s vyndlezy a jiné podobné
intellectual property rights, and Know How prostfedky ochrany a jina autorska prava a
therein conceived, generated or reduced know-how, vytvofené ¢&i prevedené do
to practice during the Study. praxe v priibéhu klinického hodnoceni.

1.7 Invention: shall be understood in the | 1.7 Vynélez: bude chapan v nejSirSim
widest sense of the word, in particular vyznamu slova, zvlasté bude zahrnovat
including but not limited to patentable and patentovatelné i nepatentovatelné
nonpatentable technical inventions, technické vynalezy, objevy, vylepSeni,
discoveries, improvements, modifications modifikace a inovace jakéhokoli typu.
and innovations of any kind.

1.8 Know How: means all technical and other | 1.8 Know-how: znamena vSechny technické

information not in the public domain,
including but not limited to the following:

a jiné informace, které nejsou znamy
vefejnosti, véetné (ale bez omezeni na)

information comprising or relating to informaci tykajicich se konceptd, objevd,
concepts, discoveries, data, designs, dat, designu, vzorcd, napadu, vynalez(,
formulae, ideas, inventions, methods, metod, modell, procedur, postupd,
models, procedures, processes, technickych udajl, technik, laboratornich
specifications, techniques, laboratory zaznamu, klinickych udajd, vyrobnich
records, clinical data, manufacturing data, udajq, informaci obsazenych v
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information contained in submissions to
regulatory authorities, and designs and
results related to experiments and tests.

komunikacich s regulatornimi organy a
designu a vysledk( pokusu a testu.

1.9 Law: means any and all applicable | 1.9 Zakony: znamena vSechny platné
national, state, and local laws, regulations, narodni, statni ¢i mistni zakony, pfedpisy
or standards including (i) the Declaration a normy vCetné (i) Helsinské deklarace
of Helsinki World Medical Association Svétové |ékarfské asociace pro |ékare
Recommendations Guiding Physicians in zabyvajici se biomedicinskym vyzkumem
Biomedical Research Involving Human zahrnujicim lidské Ucastniky; (ii) smérnici
Subjects; (ii) ICH GCP; (iii) all applicable ICH GCP; (iii) vSechny platné zakony na
data protection laws, including but not ochranu osobnich udajl, véetné (ale bez
limited to European Directive 95/46/EC on omezeni na) Smérnice Evropského
the Protection of Personal Data, and parlamentu a Rady ¢. 95/46/ES o ochrané
applicable laws of Czech Republic osobnich Gdajd, a platnych zakont Ceské
implementing such directive, including but republiky implementujicich tuto smérnici,
not limited to the Act No. 101/2000 Coll. v€etné zakona ¢€. 101/2000 Sb. o ochrané
on Protection of Personal Data, as osobnich ddaju, ve znéni pozdéjsich
amended; (iv) any and all applicable predpist; (iv) veSkeré a vSechny platné
directives, rules, regulations, laws, smérnice, pravidla, pfedpisy, zakony,
guidelines, professional standards, and pokyny, profesionalni normy a kodexy,
codes of practice, including but not limited vCetné (ale bez omezeni na) zakona ¢.
to the Act on Pharmaceuticals No. 378/2007 Sb., Zakon o léCivech, ve znéni
378/2007 Coll., as amended, the Act on pozdéjSich predpisu, zakona ¢. 372/2011
Health Care Services No. 372/2011 Coll., Sb., Zakon o zdravotnich sluzbach, ve
as amended, Decree No. 226/2008 Coll. znéni pozdéjSich predpisl, vyhlasky ¢&.
on Good Clinical Practices and on 226/2008 Sbh., o spravné Klinické praxi a
Detailed Conditions for Evaluation of bliz§ich podminkach klinického hodnoceni
Pharmaceutical Products, and Decree No. léCivych prostfedkll, vyhlasky €. 84/2008
84/2008 Coll. on Good Pharmacy Practice. Sh., o spravné lékarenské praxi.

1.10 Party: means the CRO, Institution and | 1.10 Strana: znamena CRO, instituci a
Investigator, and “Parties” shall mean all zkouSejiciho a ,Strany” zahrnuje je
of them. vSechny.

1.11  Protocol: means the description of the | 1.11  Protokol: znamena popis klinického
Study and all amendments thereto hodnoceni a vSech jeho zmén
identified by protocol number identifikovanych ¢&islem protokolu

nazvem
". The Protocol will be considered
final after it is signed by the Sponsor and " . Protokol
approved by the EC. Thereafter, it may be bude povazovan za konecny poté, co
amended only with prior written consent of bude podepsan zadavatelem a schvalen
Sponsor and subsequent approval by or EK. Poté ho Ize zménit pouze s
notification to the EC. A copy of the pfedchozim pisemnym souhlasem
Protocol has been provided separately zadavatele a naslednym schvalenim i
from this Agreement to the Investigator. upozornénim EK. Kopie protokolu byla
zkouSejicimu poskytnuta nezavisle na této
smlouvé.

1.12 Screening: means the process of | 1.12 Screening: znamena proces identifikace
identifying potential Subjects according to moznych pacientd v souladu s kritérii a
the criteria and procedures outlined in the postupy uvedenymi v protokolu.

Protocol.

1.13  Study: means the investigation to be | 1.13  Klinické hodnoceni: je provedeni
conducted at the Study Site in accordance klinického hodnoceni na  pracovisti
with the Protocol. klinického hodnoceni v souladu s

protokolem.

114 study Drug: means | | 114 Hodnocené lé¢ivo: znamena
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-), as defined in the Protocol.

souladu s

I

protokolem.

1.15 Study Results: means any and all data, | 1.15 Vysledky klinického hodnoceni: jsou
information, and results arising directly or vSechny Udaje, informace a vysledky
indirectly from the Study. vzniklé pfimo, ¢&i nepfimo z klinického

hodnoceni.

1.16  Study Site: means the premises on which | 1.16  Pracovisté klinického hodnoceni: misto,
the Study will be carried out. kde bude klinické hodnoceni provedeno.

1.17 Study Team: means the Investigator, | 1.17 Tym klinického hodnoceni: znamena
Sub-Investigator(s), Institution staff or any zkousejiciho a  spoluzkouSejici a
person involved in the conduct of the zaméstnance instituce ¢&i jiné osoby
Study at the Study Site. zapojené do  provadéni  klinického

hodnoceni na  pracovisti  klinického
hodnoceni.

1.18 Sub-Investigator: means a qualified | 1.18 SpoluzkouSejici: je kvalifikovany IékaF
physician appointed by the Investigator to povéifeny zkouSejicim k pomoci pfi
assist in the performance of services provadéni €innosti spojenych s klinickym
related of the Study at the Study Site. hodnocenim na pracovisti  klinického

hodnoceni.

1.19 Subject: means a person participating or | 1.19  Subjekt: znamena osobu, ktera se ucastni
being screened for participation in the klinického  hodnoceni  €i  prochazi
Study. screeningem pro ucast v klinickém

hodnoceni.

2. Conduct of the Study 2. Provedeni klinického hodnoceni

2.1 Shared Responsibilities: 2.1 Sdilené povinnosti:

The Institution and Investigator shall administer
and/or conduct the Study in strict compliance with:

Instituce a zkouSejici budou Fidit a/nebo provadét
klinické hodnoceni pfisné v souladu s:

2.1.1 The terms of this Agreement, 2.1.1 podminkami této smlouvy,

2.1.2 All conditions specified in the 2.1.2 vSemi podminkami uvedenymi v
Protocol and Protocol protokolu a ve zménach protokolu;
amendments;

2.1.3 ICH GCP and/or other nationally 2.1.3 ICH GCP al/jinymi statnimi pokyny
established guidelines; a smeérnicemi;

2.1.4 The approval of the EC; and 2.1.4 schvalenim EK; a

2.1.5 The Law. 2.1.5 platnymi zakony.

The Institution and the Investigator shall further
ensure that all Study Team members are duly
qualified and legally capable of complying with the
obligations set forth in this Section and that they
hold all licences, permits and consents necessary
to conduct the Study.

Instituce a zkouSejici dale zajisti, aby vSichni
Clenové tymu klinického hodnoceni byli plné
kvalifikovani a pravné schopni dodrZovat
povinnosti uvedené v tomto Cldnku a aby vlastnili
vSechny licence, povoleni a souhlasy pozadované
k provadéni klinického hodnoceni.

2.2 Joint and several Undertakings of
Institution and Investigator:

2.2 Spole¢né a nerozdilné zavazky instituce a
zkousejiciho:

Institution and Investigator undertake to do the

Instituce a zkouSejici se timto zavazuji k

following: nasledujicimu:

2.2.1 Cooperate in good faith and in 2.2.1 Spolupracovat  pfi provadeéni
accordance with the Law in the klinického hodnoceni v dobré vife
conduct of the Study; a v souladu se zakony;

2.2.2  Prohibit a Subject to be enrolled 2.2.2  Zabranit tomu, aby byl subjekt bez

simultaneously in this Study and
another clinical trial without prior
written approval of CRO;

pfedchoziho pisemného souhlasu
CRO zahrnut zaroven v tomto
klinickém hodnoceni a v jiném
klinickém hodnoceni;
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2.2.3 Ensure that all Study data, Study 2.2.3 Zajistovat, aby vSechny udaje
records and CRFs, including any klinického hodnoceni, zaznamy
master or source documents klinického hodnoceni a formulare
which identify and link each CRF, v&etné jakychkoli vzorovych
Subject to their CRF, are stored ¢i zdrojovych dokumentl, které
securely, such that they are identifikuji ¢ spojuji subjekt s
accessible only with the jeholjejim formulafem CRF, byly
knowledge of the Institution and bezpecné ulozeny tak, aby byly
the Investigator; and pfistupné pouze s védomim

instituce a zkousejiciho; a;
2.2.4  Cooperate with CRO and Sponsor 2.2.4  Spolupracovat s CRO a

in efforts to monitor the Study and
conduct audits/inspections by
providing necessary access and
assistance. The Institution and
Investigator further acknowledge
and agree that their compliance
with applicable laws, regulations,
guidelines and this Agreement
may be inspected or audited by
regulatory authorities, the Sponsor
or CRO, and it will provide all

necessary assistance,
documentation, personnel and
resources required to conduct

such audits or inspections.

zadavatelem pfi usili sméfujicim k

monitorovani klinického
hodnoceni a provadéni
auditi/kontrol poskytovanim
nutného pfistupu a pomoci.

Instituce a zkouSejici dale berou
na védomi a souhlasi s tim, Ze
jejich  dodrzovani  pfislusnych
zakon(, predpisu, pokynl a této
smlouvy mlze byt kontrolovano &i
byt soucasti auditu regulatornich
organu, zadavatele nebo CRO a

Ze jim poskytnou veSkerou
poZadovanou spolupraci,
dokumentaci, veSkeré
zameéstnance a zdroje

pozadované k provadéni takovych
auditli ¢i kontrol.

2.3

Responsibilities of Investigator:

2.3

Povinnosti zkouSejiciho:

Investigator undertakes to:

ZkousSejici se zavazuje:

2.3.1 Ensure that during Screening, a 2.3.1 Zajistit, aby v dobé screeningu
medical professional, competent profesionalni zdravotni pracovnik,
to answer all relevant questions ktery bude kompetentni
concerning the Study, obtains odpovédét na veSkeré otazky
from each Subject who is tykajici se klinického hodnoceni,
selected, or where applicable, the ziskal od vSech subjektll, ktefi
Subject’s legal guardian, a signed jsou vybrani, ¢€i v pFisluSnych
written, informed consent in the pfipadech od pravniho zéastupce
form approved by EC to subjektu, podepsany pisemny
participate in the Study and to the informovany souhlas s uc€asti v
fair and lawful processing of data klinickém  hodnoceni a ke
obtained by CRO and Sponsor. spravnému a zakonnému
Changes to approved documents zpracovani dat ziskanych CRO a
shall not be implemented until the zadavatelem ve formatu
Sponsor and the EC have schvaleném EK. Zmény do
approved their use. schvalenych dokumentd nesmi byt

provedeny bez predchoziho
schvaleni jejich pouziti
zadavatelem a EK.

2.3.2 Review all Subject CRFs to 2.3.2 Prekontrolovat v8echny formulérie
assure accuracy and CRF subjektd pro spravnost a
completeness and to provide, in Uplnost a poskytnout, ve formatu a
the format and manner agreed zpUsobem dohodnutym stranami,
upon by the Parties, in an v pseudonymizovaném formatu,
pseudonymised form, all CRFs vSechny formulafe CRF a jakékoli
and any other Study data or jiné udaje klinického hodnoceni &i
samples; vzorky;

2.3.3 Comply with Time Schedules and 2.3.3 Dodrzovat Casové plany a
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Correct Errors in CRFs;

opravit chyby ve formulafich CRF;

2.3.4 Reasonably assist CRO in any 2.3.4 Pifiméfené& poskytovat soucinnost
appropriate manner required to; CRO vhodnym zpusobem;
a. Ensure that the time a. ZajiStovat pfisné plnéni
schedules set forth in the ¢asovych planda uvedenych v
Protocol and this Agreement protokolu a v této smlouvé,;
are strictly met;
b. Resolve any discrepancies or b. Resit jakékoli nejasnosti &i
errors in the CRFs; and chyby ve formulafich CRF; a
c. Perform audits of original case c. Provadét audity puvodnich
records, laboratory reports zaznamu pripadq,
and/or other raw data sources laboratornich zprav a/nebo
underlying the data recorded jinych nezpracovanych dat, na
on the CRFs. kterych se zakladaji Udaje
zaznamenané ve formulafich
CRF.
2.3.5 Report Serious Adverse Events 2.3.5 Hlasit zavazné nezadouci
(“SAEs"): udalosti:
a. Within twenty-four (24) hours of a. Do ¢tyfiadvaceti (24) hodin od
first knowledge of any SAE, zjisténi  jakékoli zavazne

Investigator must notify CRO
or Sponsor in accordance with
the Protocol and also notify the
EC that accorded approval of
the Protocol within seven (7)
working days of the occurrence
via fax or telephone. This
applies also for any event that
could affect the safety of the
Study Subjects or the conduct
of the Study.

nezadouci udalosti musi
zkousSejici upozornit CRO nebo
zadavatele v souladu s
protokolem, do sedmi (7)
pracovnich dnli od vyskytu
musi navic telefonicky nebo
faxem upozornit EK, ktera
schvalila protokol. Tato
povinnost plati pro vSechny
udalosti, které by mohly ovlivnit
bezpecnost subjektl klinického
hodnoceni nebo provadéni
klinického hodnoceni.

b. The relevant information should
be completed on the "adverse
event form for expedited
reporting” that can be found in
the Study documents. The form
must be completed and
forwarded to CRO immediately
by fax to +44 (0)01628
461184, who will notify the
Sponsor immediately following
receipt.

b. Pfislusné informace musi byt
vyplnény na Formulafi pro
rychlé hlaSeni nezadoucich
udalosti, ktery je soucasti
dokumentace klinického
hodnoceni. Formulaf musi byt
vyplnén a okamZité odeslan
faxem CRO na ¢dislo +44
(0)01628 461184, CRO
zadavateli okamzité potvrdi
pfijeti.

c. If a Study Subject is admitted
for a SAE or develops an
Adverse Event related to the
Protocol or the Study Drug,
Sponsor with the cooperation
and assistance of the Institution
and Investigator will assess
relatedness to the Study Drug
or the Protocol. Sponsor, acting
reasonably, and after
consultation with the Institution
and Investigator will assess
and provide compensation as
required in terms of local laws,
rules and regulations.

c. Jestlize je subjekt klinického
hodnoceni hospitalizovan kvuli
zavazné nezadouci udalosti Ci
u ného dojde k nezadouci
udalosti spojené s protokolem
nebo hodnocenym |éCivem,
zadavatel ve spolupraci a s
pomoci instituce a
zkouSejiciho vyhodnoti
spojeni S hodnocenym
léCivem nebo protokolem.

Zadavatel, jednajici
pfiméfenym zplsobem a po
poradé s instituci a

zkouSejicim,  vyhodnoti a
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poskytne kompenzaci %
souladu s mistnimi zakony,
pravidly a pfedpisy.

d. Take appropriate action in
order to protect Subjects
included in the Study.

d. Podniknout pfisludné kroky k
ochrané subjektl zahrnutych
do klinického hodnoceni.

2.3.6 Perform and direct the Study in 2.3.6  Provadét a fidit klinické hodnoceni
accordance with the Protocol, v souladu s protokolem,
GCP, and the Law, while spravnymi klinickymi postupy a se
exercising independent medical zakony, a zaroven uplatfovat
judgment as to the compatibility of nezavisly IékaFsky Usudek
each  Subject with Protocol vzhledem ke kompatibilité
requirements. kazdého subjektu s poZzadavky
protokolu.
2.3.7 Immediately notify CRO and the 2.3.7 OkamZzit¢ upozornit CRO a

relevant EC of any failures to
comply with the Protocol.

pfislusnou EK na jakakoli selhani
v dodrZovani protokolu.

2.4 Responsibilities of Institution: 2.4 Povinnosti instituce:
2.4.1 Institution hereby undertakes to 2.4.1 Instituce timto souhlasi, ze
make available the facilities, zpfistupni pracovisté, vybaveni a
equipment, administrative and, poskytne administrativni i jinou
other non-clinical support, as neklinickou podporu, jak si to bude
necessary to support the conduct vyZzadovat provedeni klinického
of the Study. hodnoceni.
2.5 Study Drug 2.5 Hodnocené IéCivo:

2.5.1 Sponsor/CRO shall arrange for

Institution to receive, at no charge,
sufficient quantities of Study Drug,
as well as other materials required
by the Protocol, such as any
placebo, comparator, adjunctive
use or other products, lab kits, as
required to perform Study under
the Protocol (together with Study
Drug, “Study Supplies”)
Study Drug will be delivered to the
Institution’s  hospital pharmacy.
Institution undertakes to ensure
that Study Drug is stored in the
pharmacy separately from other
medicinal products and that
preparation / modification, control,
storage and dispensing of Study
Drug is conducted in accordance
with the Protocol, applicable
Czech legislation and good
pharmacy practice and also under
the conditions specified in LEK-12
issued by the State Institute for
Drug Control. Investigator
undertakes to take the Study Drug
from the Institution’s pharmacy in
accordance with the Protocol.

251

Zadavatel/CRO zajisti, aby

instituce zdarma obdrzela
dostatecné mnozstvi
hodnoceného [éCiva a jinych
materiall pozadovanych

protokolem, jako jsou placebo,
porovnavaci pfipravky, pfidruzené
pripravky a dalSi  produkty,
laboratorni soupravy, pozadované
k provadeéni klinického hodnoceni
v souladu s protokolem (spole¢né
s hodnocenym légivem ,Zasoby
klinického hodnoceni”)
Hodnocené |éCivo bude dodano
do nemocni¢ni lékarny Instituce.
Instituce se zavazuje, Ze zajisti,
aby hodnocené IéCivo  bylo
ulozeno v lékarné oddélené od
ostatnich 1éCiv a aby pfiprava /
Uprava, kontrola, uchovavani a
vydavani hodnoceného [éCiva
probihaly v souladu s Protokolem,
platnymi pravnimi predpisy Ceské
republiky a se spravnou
Iékarenskou praxi a rovnéz dle
podminek stanovenych v pokynu
LEK-12 vydaném Statnim
ustavem pro kontrolu IéCiv.
ZkouSejici se zavazuje, Ze bude
hodnocené 1éCivo odebirat =z
lékarny Instituce v souladu s
Protokolem.
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2.5.2 The Investigator and the Institution
shall use Study Supplies solely for
the purpose of properly
completing the Study and shall
maintain all Study Supplies in a
locked, secured area at all times
in accordance with Sponsor's
instructions and/or the Protocol.
Upon completion or termination of
the Study at the Institution, the
Institution and Investigator shall
promptly make available for
collection by Sponsor, CRO or
their designees, all unused Study
Supplies and materials and copies
of Confidential Information as
mentioned under art 7.

2.5.2 ZkouSejici a instituce budou
zasoby  klinického  hodnoceni
pouzivat pouze pro fadné
provedeni klinického hodnoceni a
vesSkeré zasoby klinického
hodnoceni budou vzdy udrzovat
na uzamceném, zabezpeCeném
mist¢ v souladu s pokyny

zadavatele a/nebo protokolem. Po
dokonceni ¢i ukonceni klinického
hodnoceni v instituci instituce a
zkousSejici urychlené zajisti, aby
vesSkeré nespotfebované zasoby
klinického hodnoceni, materialy a
kopie dlvérnych informaci, jak
uvedeno v Clanku 7, byly k
dispozici k odbéru zadavatelem,
CRO ¢i jimi povéfenymi osobami.

3. Investigator Replacement 3. Nahrada zkouSejiciho

3.1 Institution and Investigator agree that no | 3.1 Instituce a zkouSejici souhlasi s tim, ze
other investigator may be substituted for zkousejici nemlze byt nahrazen jinym
the Investigator without the prior written zkousejicim bez predchoziho pisemného
approval of CRO. schvaleni CRO.

3.2 In the event that the Investigator becomes | 3.2 V pfipadé, ze zkousSejici neni ochoten &i
unwilling or unable to perform the duties schopen vykonavat povinnosti vyplyvajici z
required by this Agreement, Institution and této smlouvy, instituce a zkouSejici budou
Investigator will cooperate, in good faith v dobré vife a v€as spolupracovat pfi
and expeditiously, to find a replacement hledani nahradniho zkouSejiciho
investigator acceptable to CRO and pfijatelného pro CRO a zadavatele. V
Sponsor. In the event an acceptable pfipadé, Ze nebude nalezena pfijatelna
substitute is not found, this Agreement nahrada, tato smlouva muze byt CRO
may be terminated by CRO in accordance ukonéena v souladu s ustanovenimi o
with the termination provisions set forth in ukon&eni uvedenymi nize v této smlouvé.
this Agreement.

4, Subject Recruitment 4. Nabor subjekt

4.1 Investigator shall commence recruitment | 4.1 ZkouSejici zahaji nabor subjektd do
of Subjects into the Study during the klinického hodnoceni bé&hem obdobi
enrolment period provided the necessary naboru za predpokladu, ze bylo ziskano
approval has been attained from the EC. pozadované schvaleni od EK.

4.2 Once the enrolment period has ended, the | 4.2 Po ukonleni obdobi naboru zkousejici
Investigator shall not enrol further Subjects nesmi do klinického hodnoceni zarfadit
into the Study unless notified by CRO in zadné dalsi subjekty kromé pfipadd, kdy
writing that the enrolment period has been ho CRO pisemné& upozorni, Ze obdobi
extended. naboru bylo prodlouzeno.

4.3 CRO reserves the right, on written notice, | 4.3 CRO si vyhrazuje pravo pisemnym
to limit the number of Subjects to be upozornénim omezit pocet subjektl, které
included in the Study, including, but not maji byt zahrnuty v klinickém hodnoceni,
limited to instances where the recruitment vCetné téch pfipadl (ale bez omezeni na
target has been reached. né), kdy bylo dosazeno cile naboru.

4.4 All Subject recruitment advertisements to | 4.4 Veskeré inzeraty k naboru subjekt(l, které
be placed by the Institution or Investigator instituce nebo zkousejici zada, si vyzaduji
require review and written approval by kontrolu a pisemné schvaleni CRO i
CRO or Sponsor and EC. zadavatelem a EK.

5. Budget and Payment 5. Rozpocet a platby

5.1 In consideration for performance of the | 5.1 Timto se zde souhlasi, Ze jako protipInéni

Study, it is hereby agreed that
compensation for Services to be
performed will be paid in accordance with
the provisions set out in Appendix A (the

za provedeni klinického hodnoceni bude
uhrazena odména v  souladu s
ustanovenimi uvedenymi v pfiloze A (dale
jen ,Rozpoc€et a plan plateb”).
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“Budget and Payment Schedule”).

5.2 The Budget may be modified only upon | 5.2 Rozpocet muze byt pozménén pouze po
the prior written agreement of all Parties. pfedchozi pisemné dohodé vSech stran.

5.3 Payees” information and payment | 5.3 Informace o pfijemcich plateb a Gdaje k
instructions are included in Appendix A. platbé jsou uvedeny v pFiloze A. Udaje o
Payees” details may be changed on pfijemcich plateb mohou byt zménény
written notice to CRO. pisemnym oznadmenim CRO.

5.4 By law, payments made under this | 5.4 Zakony mohou vyzadovat, aby platby
Agreement may be required to be reported vyplyvajicich z této smlouvy byly hlaSeny
by Sponsor or CRO. zadavatelem ¢i CRO.

6. Data Protection and Privacy 6. Ochrana osobnich udaji a soukromi

6.1 The Parties agree to adhere to the | 6.1 Strany souhlasi s dodrzovanim principu
principles of medical confidentiality in ochrany lékarskych udaji ve spojeni se
relation to Study Subjects involved in the subjekty klinického hodnoceni u€astnicimi
Study. Personal data shall not be se klinického hodnoceni. Osobni Udaje
disclosed to the Sponsor or CRO by the nebudou instituci, zkouSejicim nebo ¢leny
Institution, Investigator or Study Team tymu klinického hodnoceni zpfistupnény
Members save where this is required zadavateli nebo CRO kromé pfipadu, kdy
directly or indirectly to satisfy the se to pfimo &i nepfimo vyzaduje k plnéni
requirements of the Protocol or for the pozadavkl protokolu ¢&i pro Ucely
purpose of monitoring or adverse event sledovani nebo hlaSeni neZzadoucich
reporting. udalosti.

6.2 The Institution and Study Team Members | 6.2 Instituce a ¢lenové tymu klinického
further agree that personal data related to hodnoceni souhlasi, Ze osobni (daje
them and their employees may be used for tykajici se zkouSejiciho, tymu a jejich
the Study; provided that CRO and Sponsor zameéstnancu mohou byt pouzity pro
may: (a) disclose such personal data as klinické hodnoceni, s tim, Zze CRO a
required by regulators, for example zadavatel mohou: (a) zpfistupnit takove
through websites, (b) review and store osobni Gdaje, kde si to vyzaduji regulatorni
personal data in databases for legal, organy, jako napfiklad na webovych
regulatory and Investigator and Institution strankach, (b) kontrolovat a ukladat osobni
selection purposes. Udaje v databazich pro pravni a

regulatorni ucCely a pro ucely vybéru
zkouSejiciho a instituce.

6.3 The Institution and Investigator shall, | 6.3 Instituce a zkouSejici v pfislusnych
where relevant, obtain from each Study pfipadech od kazdého subjektu klinického
Subject and employee a written consent to hodnoceni a zaméstnance ziska pisemny
the processing, disclosure and transfer of souhlas ke zpracovani, zpfistupnéni a
their personal data in and from the Study prevodu jejich osobnich udaji v zemi
territory to other territories including those provadéni klinického hodnoceni a ze zemé
outside the European Economic Area provadéni klinického hodnoceni do jinych
(“"EEA™) some of which may not have zemi, vC€etné téch mimo Evropsky
equivalent data protection procedures. hospodarsky prostor (dale jen ,EHP”), kde
CRO confirms that Sponsor has indicated nékteré z té&chto zemi nemusi mit
that it will take all reasonable steps to ekvivalentni postupy na ochranu osobnich
ensure that personal data are protected udaji. CRO potvrzuje, ze zadavatel uvedl,
and maintained in accordance with Ze podnikne vSechny pfiméfené kroky k
applicable law. zajisténi ochrany osobnich Udaji a jejich

udrzovani v souladu s platnymi zakony.

6.4 During the course of the Study and also | 6.4 Zadavatel a strany jsou povinny v priibéhu

after its termination Sponsor and the
Parties are obliged to protect the personal
data and information about personal
circumstances of the Subjects enrolled
into the Study according to the relevant
legal regulations of the Czech Republic.

The Parties agree to use all reasonable
efforts to assist each other to comply with
applicable data protection laws and

klinického hodnoceni i po jejim ukon&eni
dbat podle pfislusnych pravnich predpisu
Ceské republiky o ochranu osobnich dat a
informaci o osobnich pomérech subjektl
hodnoceni zafazenych do klinického
hodnoceni.

Strany souhlasi, Ze vynalozi veSkerou
snahu k tomu, aby si navzdjem pomohli s
dodrzovanim platnych zakonu a pfedpist
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regulations including providing assistance
with Subject access requests.

tykajicich se ochrany osobnich udajd,
v€etné poskytnuti pomoci pfi Zadostech
subjektll o pfistup k udajim.

6.5 The obligations stated in this Section shall | 6.5 Povinnosti uvedené v této C&asti plati
survive termination of this Agreement neomezengé i po ukonceni této smlouvy.
indefinitely.

7. Confidential Information 7. Duavérné informace

7.1 Neither the Institution nor the Investigator | 7.1 Instituce ani zkousejici nezpfistupni zadné
shall disclose any Confidential Information divérné informace tfetim stranam kromé
to third parties other than those third téch, které je potfebuji znat, jako napfiklad
parties with a need to know, such as Clenové pfislusnych EK, zaméstnanci,
members of the relevant EC, employees, zastupci, konzultanti a  pfidruzené
agents, consultants, and affiliates involved spole¢nosti podilejici se na provadéni
in conducting the Study. Institution and klinického  hodnoceni. Instituce a
Investigator shall ensure that any zkousSejici zajisti, aby jakékoli povolené
permitted disclosure is subject to like zpfistupnéni podléhalo stejnym
conditions of non-disclosure by such third podminkam nezpfistupnéni pfislusnou treti
party, and Institution and Investigator shall stranou, a instituce a zkouSejici budou
be deemed responsible for such third povazovéani za zodpovédné za dodrzovani
party’s compliance with such obligations. téchto povinnosti tfeti stranou.

7.2 The non-disclosure obligations set out | 7.2 Zde uvedené povinnosti nezpfistupnit
herein shall not apply if the Confidential neplati, jestlize diivérné informace:
Information is:

7.2.1 Or becomes part of the public 7.2.1 Se dostanou ¢aste¢né &i zcela na
domain through no fault of the vefejnost bez pochybeni instituce
Institution or Investigator; or nebo zkousSejiciho; nebo

7.2.2 Already lawfully known to 7.2.2 Jsou instituci ¢&i zkouSejicimu
Institution or Investigator prior to legadlné zndmé  pfed timto
disclosure hereunder, as shown zpFistupnénim, coz je vidét z
by prior written records; or drivéjsi pisemné dokumentace;

nebo

7.2.3 Permitted to be disclosed by 7.2.3 Povoleni k jejich zpfistupnéni je
written permission of the Sponsor; pisemné& potvrzeno zadavatelem;
or nebo

7.2.4 Necessary to obtain EC approval 7.2.4 Jsou nezbytné k ziskani schvaleni
of the Study or required to be klinického hodnoceni EK ¢&i se
disclosed to the Study Subject to jejich  zpfistupnéni pozaduje k
obtain written informed consent ziskani pisemného informovaného
when disclosed exclusively for souhlasu, kdy jsou zpfistupnény
those purposes; or vyhradné pro tyto ucely; nebo

7.2.5 Required to be disclosed by Law, 7.2.5 Jejich zpfistupnéni si vyzaduji
court order, or other government zakony, soudni pfikazy ¢&i jiné
institution; or vladni organy; nebo

7.2.6 Independently  developed by 7.2.6 Byly nezavisle vyvinuty instituci
Institution or Investigator, without nebo zkouSejicim, bez pouziti Ci
use of or reference to the odkazu na dlvérné informace, jak
Confidential Information as shown ukazuji pisemné zaznamy; nebo
by written records; or

7.2.7 Necessary to disclose for Study 7.2.7 Jejich zpfistupnéni je nutné pro
Subject safety. bezpecnost subjekttd klinického

hodnoceni.

7.3 The Institution and Investigator agree to | 7.3 Instituce a zkouSejici souhlasi, ze davérné

use Confidential Information only for the
purpose of fulfiling their respective
obligations under this Agreement and shall
return all Confidential Information to CRO
or Sponsor on termination of this
Agreement or on earlier demand for

informace budou pouzivat pouze pro Ucely
pinéni svych povinnosti vyplyvajicich z
této smlouvy a ze veskeré duavérné
informace vrati CRO nebo zadavateli po
ukonéeni této smlouvy &i, jestlize si je z
jakéhokoli dlvodu vyzada, jiz dfive.
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whatever reason. Institution or Investigator
may retain, for a maximum period of ten
(10) years, a single archival copy of the
Confidential Information for the sole
purpose of determining the scope of its
obligations incurred under this Agreement,
notwithstanding the Institution’s and/or
Investigator's obligation to keep study
documents longer, to the extent required
by applicable laws and regulations.

Instituce a zkouSejici mohou, az po dobu
maximalné deseti (10) let, udrzovat jednu
archivni  kopii ~ davérnych  informaci
vyhradné pro ucely ur€eni rozsahu svych
povinnosti vyplyvajicich z této smlouvy,
bez ohledu na povinnosti instituce a/nebo
zkousejiciho uchovavat dokumenty
klinického hodnoceni déle, v rozsahu
pozadovaném platnymi zakony a pfedpisy.

7.4 Institution and Investigator shall procure | 7.4 Instituce a zkouSejici zajisti od vSech
non-disclosure agreements with the same ¢lend tymu klinického hodnoceni souhlas o
breadth of coverage as that provided in nezpfistupnéni davérnych informaci ve
this Section from all members of the Study stejném rozsahu, jak je popsan v této
Team. Casti.

7.5 The obligations stated in this Section shall | 7.5 Ustanoveni v této ¢asti plati i po ukonceni
survive termination or expiration of this ¢i vyprSeni této smlouvy.
Agreement. CRO a zadavatel berou na védomi, Ze
With respect to Act No. 340/2015 Coll., On s ohledem na zakon ¢&. 340/2015 Sb., o
the Register of Contracts, as amended, registru smluv, ve znéni pozdéjSich
CRO and Sponsor acknowledge that predpisu, je Instituce povinna tuto smlouvu
Institution is obliged to publish this a jeji pripadné dodatky zvefejnit v registru
Agreement and its possible amendments smluv. Takovémuto zvefejnéni nepodléhaji
in the register of contracts. Such ty Udaje, které tvofi obchodni tajemstvi
disclosure shall not apply to such data nékteré ze stran. Za zvefejnéni této
which constitute the trade secret of any of smlouvy odpovida Intituce. Pokud Instituce
the Parties. Intitution is responsible for nezvefejni tuto Smlouvu v zakonné Ihité
publication of this Agreement. If Institution tficeti (30) dni, mdize byt Smlouva
does not publish this Agreement within zvefejnéna CRO ¢i zadavatelem.
thirty (30) days, the Agreement may be
published by CRO or Sponsor.

8 Publication 8. Zverejnéni

Institution and Investigator acknowledge that
Sponsor has the right to use the Study Results in
any manner deemed appropriate to Sponsor’s
business interests, both during, and following
termination of, this Agreement. All publications or
presentations relating to this Agreement, the Study
or data derived from this Study (“Publication”) will
be submitted to the Sponsor prior to any
submission or presentation. Such publication by
Institution and/or Investigator may be no earlier
than after a multi-centre publication has been
published with Sponsor or one (1) year from the
date of completion or termination of the Study and
only after review and comment by Sponsor.
Institution and Investigator agree to provide
Sponsor a copy of the proposed publication at
least ninety (90) days prior to submitting or
presenting a publication to any third party, provide
to Sponsor a copy of such Publication, and allow
Sponsor to comment on it within this period.
Moreover, on Sponsor or CRO’s request,
Institution and Investigator shall withhold a
Publication from submission for publication for an
additional six (6) months from the date of first
submission to allow for the filing of a patent
application or any other protective actions
available. The Study shall be registered at

Instituce a zkouSejici souhlasi, Zze zadavatel ma
pravo pouzit vysledky Kklinického hodnoceni
jakymkoli zplsobem, ktery bude zadavatel z
hlediska svych obchodnich zajm( povazovat za
vhodny, a to jak béhem této smlouvy, tak po jejim
ukon&eni. Veskeré publikace nebo prezentace
tykajici se této smlouvy, klinického hodnoceni
nebo Udaju ziskanych z tohoto klinického
hodnoceni (dale jen ,Publikace”) budou pred
odeslanim ¢&i prezentaci pfedlozeny zadavateli.
Takova zvefejnéni instituci a/nebo zkouSejicim
nesmi byt dfive nez po zvefejnéni multicentrické
publikace zadavatelem nebo jeden (1) rok od data
dokonceni ¢&i ukonCeni Kklinického hodnoceni a
pouze po kontrole a komentafi zadavatele.
Instituce a zkouSejici souhlasi, Ze zadavateli
poskytnou kopii navrhované publikace minimalné
devadesat (90) dnu pfed predlozenim i
prezentaci publikace jakékoli tfeti strang, Ze
zadavateli poskytnou Kkopii publikace a bé&hem
tohoto obdobi mu ji umozni komentovat. Instituce
a zkouSejici navic na zadost zadavatele nebo
CRO pozdrzi publikaci pfed odeslanim po dobu
dalSich Sesti (6) mésicG od data prvniho
predloZzeni, aby se umoznilo podani zadosti o
patent &i jiné ochranné kroky. Klinické hodnoceni
bude v souladu se zakony zaregistrovano na

Eisai_| NGz T c7= cTA TR site 4202 I 120ct17_Final

Page 11 of 42




Eisai, Ltd.

L - site: 4202

www.clinicaltrials.gov in a manner compliant with
Law.

www.clinicaltrials.gov.

9. Debarment 9. Vyloucéeni
9.1 Institution and  Investigator  hereby | 9.1 Instituce a zkouSejici timto potvrzuji, ze
represent that neither Institution nor ani instituce ani zkouSejici ani kterykoli

Investigator, nor any member of the Study ¢len tymu klinického hodnoceni:

Team:

9.1.1 Is wunder investigation by the 9.1.1 Nejsou predmétem vySetfovani
regulatory authorities for regulatornich organu tykajiciho se
debarment action; vylouceni;

9.1.2 Is presently debarred; 9.1.2 Nemaji v souasnosti zakaz

Cinnosti;

9.1.3 Has a disqualification hearing 9.1.3 Neceli fizeni o diskvalifikaci; nebo
pending; or

9.1.4 Is otherwise disqualified by any 9.1.4 Nejsou jinak  diskvalifikovani

regulatory authority from carrying
out clinical studies and neither
have any of the individuals
involved in the administration of
the services for the Study.

regulatornimi organy od provadéni
klinickych hodnoceni, ani tomu tak
neni u jinych osob ucastnicich se
dodavani sluzeb pro toto klinické
hodnoceni.

9.2 If the Institution or the Investigator become | 9.2 Jestlize se instituce nebo zkouSejici dozvi
aware of the debarment, threatened o0 zakazu c&innosti, mozném zakazu,
debarment, disqualification or threatened diskvalifikaci ¢€i moznosti diskvalifikace,
disqualification, or the conduct of any nebo jakémkoli chovani, které by mohlo
activity that could lead to disqualification or vést k diskvalifikaci ¢i zakazu c&innosti,
debarment actions, they will immediately okamzité upozorni CRO.
notify CRO.

10. Financial Disclosures 10. Zpristupnéni finanénich adaji

To ensure Sponsor fulfils its certification and other | Aby mohl zadavatel splnit své povinnosti

financial disclosure obligations under 21 CFR Part
54 to the United States Food and Drug
Administration, and such other laws and
regulations as may from time to time be or become
applicable with respect thereto, Institution and
Investigator shall ensure that Study Team
members provide financial disclosures to Sponsor
at Sponsor’s request on forms Sponsor supplies or
approves. During the time the Study is being
conducted, and for one (1) year thereafter,
Institution and Investigator shall ensure that they
and each Study Team member update financial
disclosure forms promptly and provide them to
Sponsor when requested by Sponsor or whenever
any material change occurs in the information
disclosed by a previous form.

certifikace a povinnosti ohledné zpfistupnéni
finan€nich Gadaju podle ¢asti 54, CFR 21 v(di
Ufadu pro potraviny a léciva USA a ostatnim
zakonm a pfedpisim, které by se mohly
vztahovat na tuto smlouvu, instituce a zkousejici
zpfistupni a zajisti, aby &lenové tymu Kklinického
hodnoceni  zpfistupnili,  finanéni  informace
zadavateli na jeho zadost na formulafich
dodanych &i schvalenych zadavatelem. Po dobu
trvani klinického hodnoceni a jeden (1) rok po jeho
ukonéeni instituce a zkouSejici zajisti a zpUsobi,
aby oni i vSichni ¢&lenové tymu Kklinického
hodnoceni v€as aktualizovali formulare
zpfFistupnéni finannich informaci a poskytli je
zadavateli na jeho zadost, &i kdyz dojde k
materialni zméné v informacich zpfistupnénych na
pfedchozim formulafi.

11. Intellectual Property Rights 11. Autorskéa prava

11.1  Institution and Investigator shall duly notify | 11.1  Instituce a zkouSejici pisemné a ddvérné
Sponsor, in a confidential writing, of any upozorni zadavatele na jakékoli vynalezy
Invention and/or Intellectual Property a/nebo autorska prava vznikla vedle &i
Rights arising as an incident to and/or b&hem provadéni klinického hodnoceni.
during the conduct of the Study.

11.2 Institution and Investigator acknowledge | 11.2 Instituce a zkouSejici souhlasi, ze jakékoli

and agree that any Intellectual Property
Rights relating to the Study shall transfer
automatically to Sponsor. Institution and
Investigator hereby assign and shall
ensure that all members of the Study

vynalezy a autorskd prava vztahujici se ke
klinickému hodnoceni budou automaticky
pfevedeny na zadavatele. Instituce a
zkouSejici timto pfevadi veskera autorska
prava a zajisti, aby vSichni &lenové tymu
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Team assign all Intellectual Property
Rights they may have so as to allow the
Institution and/or Investigator to transfer
those rights to Sponsor or have a legal
obligation to disclose and assign to
Sponsor all their rights in the Intellectual
Property Rights.

klinického hodnoceni prevedli veSkera
autorska prava, ktera mohou mit, tak, aby
se zkousejicimu a/nebo instituci umoznilo
prevést tato prava na zadavatele, maji
také  pravni  povinnost  informovat
zadavatele o jejich podilu na autorska
prava a prevést tato na zadavatele.

11.3 Institution and Investigator undertake to | 11.3  Instituce a zkouSejici se zavazuji prevést
transfer to Sponsor the right to obtain na zadavatele prava ziskat patent na
patent on Invention. jakykoli vynalez.

11.4 Institution and Investigator shall take all | 11.4 Instituce a zkouSejici podniknou vSechny
steps necessary to secure Inventions and nezbytné kroky k zabezpeceni vynalezu a
Intellectual Property Rights for the benefit autorskych prav pro zadavatele. Aby se
of Sponsor. To ensure the duties set forth zajistilo plnéni povinnosti uvedenych vyse
in this Section are carried out, Sponsor v této Casti, zadavatel si muze, na své
may, at its own cost, request that naklady, vyzadat, aby zkouSejici a
Investigator and Institution prepare and instituce pfipravili a podepsali pfislusné
sign appropriate  documents  and dokumenty a schvéleni a provadéli
authorisations, as well as perform any jakékoli jiné kroky nutné pro plné a
other actions necessary for the rights to efektivni ziskani vynalezli a autorskych
Inventions and Intellectual Property Rights prav zadavatelem. Zadavatel ma vyhradni
to be vested fully and effectively in pravo vybrat si format ochrany autorskych
Sponsor. Sponsor has the exclusive right prav.
to choose the form of protection of
Intellectual Property Rights.

11.5 Institution and Investigator agree to refrain | 11.5  Instituce a zkouSejici souhlasi, ze se zdrzZi
from taking any actions that would jakychkoli krok(, které by mély jakykoli
prejudice the Intellectual Property Rights negativni dopad na autorskd prava
of the Sponsor in any way. Moreover, zadavatele. Instituce a zkouSejici dale
Institution and Investigator agree to inform souhlasi, ze budou zadavatele informovat
Sponsor of any known infringement of its 0 jakémkoli poruSeni autorskych prav a
Intellectual Property Rights, and to support podporovat zadavatele (na naklady
Sponsor, at Sponsor’'s expense, in actions zadavatele) v krocich uréenych na
intended to protect Sponsor’s Intellectual ochranu autorskych prav zadavatele.
Property Rights.

11.6  The provisions of this Section shall survive | 11.6  Ustanoveni v této Casti plati i po vyprSeni
the expiration and/or termination of this a/nebo ukoncéeni této smiouvy.
Agreement.

12. Liability & Insurance 12. Odpovédnost a pojisténi

12.1 CRO expressly disclaims any liability for | 121 CRO se vyslovné zbavuje jakékoli
any claim arising out of a condition caused zodpovédnosti za veSkeré naroky vzniklé
by or allegedly caused by the Study Drug, ze stav zplUsobenych &  udajné
the Protocol and the conduct and zpUsobenych hodnocenym |éCivem,
performance by the Parties and Sponsor protokolem a jednanim stran této smlouvy
hereunder provided that such claim is not a zadavatelem za pfedpokladu, Ze takové
attributable to (i) a material breach of naroky nejsou vysledkem (i) zavazného
statutory duty by CRO, (ii) the gross poruSeni zakonnych povinnosti ze strany
negligence or wilful misconduct of CRO, or CRO, (ii) hrubou nedbalosti ¢ umysinym
(i) a material breach by CRO of the terms pochybenim ze strany CRO, nebo (iii)
of this Agreement. This clause shall zavaznym poruSenim podminek této
survive the expiration and/or termination of smlouvy ze strany CRO. Toto ustanoveni
this Agreement. zUstava platné i po vyprSeni a/nebo

ukonéeni této smlouvy.

12.2  Sponsor is obliged to maintain clinical trial | 12.2  Po dobu trvani klinického hodnoceni musi

insurance in accordance with the Law for
the duration of the Study. Sponsor is
obliged, to the extent required by law
(Section 52(3) part f) of Act. No 378/2007
Coll., On Pharmaceuticals, as amended),

byt zadavatel podle zakona pojistén pro
klinické hodnoceni. Zadavatel je povinen v
zakonem pozZadovaném rozsahu (8 52,
odst. 3, pism. f) zak. &. 378/2007 Sb., o
IéCivech, ve znéni pozdéjSich predpisi)
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to maintain insurance for Sponsor and
Investigator in full force and effect during
the course of the Study in amounts
sufficient to cover the compensation of all
injuries caused to Subjects in direct
connection with the participation in the
Study. This Study insurance will also cover
the extent of the potential liability of the
Institution and Investigator.

udrzovat v prabéhu klinického hodnoceni
v plné platnosti a dc&innosti pojisténi pro
zadavatele a ZkouSejictho na Castky
dostaclujici ke kryti nahrady viech Skod na
zdravi zpUsobenych subjektlim v pfimé
souvislosti s U€asti v klinickém hodnoceni.
Toto pojisténi klinického hodnoceni bude
vtomto rozsahu rovnéz kryt pfipadnou
odpovédnost Instituce €i ZkouSejiciho.

12.3  Institution declares it has concluded an | 12.3 Instituce prohlaSuje, Ze ma dle § 45 odst.
insurance contract covering liability 2 pism. n) zakona ¢. 372/2011 Sb., o
insurance for damage caused by the zdravotnich sluzbach, uzavienu pojistnou
provision of health care pursuant to smlouvu na pojisténi odpovédnosti za
Section 45(2) part n) of Act No. 372/2011 Skodu zplUsobenou pfi  poskytovani
Coll.,, On Health Services. This insurance zdravotni péce. Tato pojistna smlouva je
contract is concluded to the extent uzaviena v zakonem pozadovaném
required by law and does not include rozsahu a neobsahuje pojisténi
liability insurance for the damage caused odpovédnosti za Skodu zplsobenou pfi
by the conduct of the Study. provadeéni klinického hodnoceni.

12.4  Neither the CRO nor the Sponsor shall be | 12.4 CRO ani zadavatel neponesou
responsible or liable for any loss, claim, cost zodpovédnost za jakékoliv ztraty, naroky Ci
(including reasonable legal costs) or naklady (v€etné pfiméfenych soudnich
demand arising from any injuries or nakladu) ¢i naroky vzniklé z jakékoli Gjmy na
damages resulting from the Institution's zdravi ¢&i Skod, které jsou vysledkem
and/or the Investigator's acts or omissions ¢innosti & zanedbani instituce a/nebo
including failure to adhere to the Protocol or zkousejiciho, v&etné nedodrZeni protokolu
regulations, failure to obtain informed ¢i predpist, neziskani informovaného
consent, the giving of unauthorized souhlasu, udé&leni neschvélenych zaruk,
warranties, breach of this Agreement, poruSeni této smlouvy, klinické nedbalosti ¢i
clinical malpractice or wilful misconduct and Umysiného pochybeni, a v souladu s tim
accordingly, the Institution and Investigator instituce a zkouSejici proto spolecné a
shall jointly and severally, to the extent nerozdilng, v rozsahu povoleném zéakony,
allowed by law, take responsibility for such pfijimaji zodpovédnost za takové Ciny di
acts or omissions and hold the Sponsor and opomenuti a zbavuji zadavatele a CRO
the CRO harmless from such acts or zodpovédnosti za tyto ¢iny nebo opomenuti.
omissions

125 Neither CRO nor Sponsor shall be | 125 CRO ani zadavatel neponesou VUCi
responsible to the Institution or instituci nebo zkouSejicimu zodpovédnost
Investigator for any lost profits, lost za jakékoliv ztraty zisku, ztracené
opportunities, or other consequential pfilezitosti Ci jiné nasledné Skody, instituce
damages, nor shall Institution and ani zkousejici také nebudou zodpovédni
Investigator be responsible to CRO or za jakékoliv ztracené zisky, pfileZitosti Ci
Sponsor for any lost profits, lost nasledné Skody CRO nebo zadavatele.
opportunities, or other consequential
damages.

12.6  This clause shall survive the expiration | 12.6  Toto ustanoveni zustava platné i po
and/or termination of this Agreement. vyprseni a/nebo ukongeni této smlouvy.

13. Equipment 13. Vybaveni

CRO and/or Sponsor may provide, or arrange for a
third party to provide, certain equipment to
Institution and the Study Team for the conduct of
the Study by Institution and the Study Team
(“Equipment”). The Equipment will be used by the
Investigator or Institution exclusively for Study
purposes. The Equipment will be used in
accordance with any manuals, user manuals or
instructions during the whole period that it is held
by Investigator or Institution. Sponsor and CRO
shall bear all expenses in connection with the

CRO a/nebo zadavatel mohou poskytnout, Cdi
zajistit, aby tfeti strana poskytla, instituci a tymu
klinického hodnoceni vybaveni k provadéni
klinického hodnoceni instituci a tymem klinického
hodnoceni (dale jen ,Vybaveni”). Vybaveni bude
ZkousSejicim nebo Instituci pouzivano vyluéné pro
Ucely Klinického hodnoceni. Vybaveni bude
pouzivano v souladu s jakymikoli manualy, navody k
pouziti ¢i pokyny, a to po celou dobu jeho drzeni
ZkouSejicim nebo Instituci. Zadavatel a CRO
ponesou vesSkeré vydaje v souvislosti s dodanim,
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delivery, installation and return of Equipment.
Sponsor and CRO undertake to ensure transfer or
collection of Equipment from Institution or ensure
its destruction at their own expenses as soon as
possible and appropriate. All repairs and services
of the borrowed equipment, its routine
maintenance and necessary spare parts, as well
as prescribed checks, inspections and revisions of
the Equipment will be paid by Sponsor or CRO. An
employee of the Department of Instrumentation or
the IT Department (depending on the type of
device) must be present during the transfer of
Equipment to Institution. The transfer report will
be drawn up with this employee and he/she will be
given all related documents by Sponsor or CRO
(e.g. CE certificate and instructions for use).
Unless specified otherwise in writing by CRO, the
Equipment will remain property of CRO or
Sponsor, as applicable, and will be returned by
Institution and/or the Study Team upon CRO’s
request or expiry or termination of this Agreement.
Institution, Investigator, and the Study Team will
use the Equipment only for the purpose of
performing its obligations under this Agreement
and in accordance with CRO’s and/or Sponsor’'s
written instructions. Institution, Investigator, and
the Study Team will use the Equipment with care
and they will store it under conditions that
correspond to the nature of the Equipment and
that minimize the risk of loss or damage. Where
Institution’s,  Investigator’'s or Study Team
members’ acts or omissions are the cause of any
loss or damage to the Equipment, Institution
and/or Investigator will be responsible for the cost
of repair or the full replacement cost of the
Equipment. Reimbursement of equipment repair or
replacement costs will be solved separately. It is
not possible to deduct these costs from payments
stipulated herein. If requested by the Sponsor,
Institution and  Investigator shall  provide
certification upon return of any Equipment that
they have not used any of such Equipment for any
research, study or purpose other than as permitted
herein.

instalaci a vracenim Vybaveni. Zadavatel a CRO se
zavazuji, Zze zajisti pfevzeti &i odvoz Vybaveni z
Instituce ¢i zajisti jeho likvidaci na své naklady, a to
nejdfive jak to bude mozné a vhodné. VeSkeré
opravy a servis zapujéeného Vybaveni, jeho béZnou
udrzbu a potifebné nahradni dily, jakoz i pfedepsané
kontroly, prohlidky a revize Vybaveni bude hradit
zadavatel ¢ CRO. Pfi pfedani vybaveni Instituci
musi byt pfitomen pracovnik Oddéleni pfistrojové
techniky nebo Useku informatiky (dle typu pfistroje),
se kterym bude sepsan piedavaci protokol a
kterému budou ze strany zadavatele nebo CRO
predany veSkeré souvisejici dokumenty (napf.
certifikat CE a navod k obsluze). Kromé pfipadd,
kdy CRO pisemné uvede jinak, vybaveni zlstava
majetkem CRO ¢&i zadavatele a bude instituci
a/nebo tymem klinického hodnoceni vraceno na
zadost CRO ¢i po vyprSeni nebo ukonceni této
smlouvy. Instituce, zkou$ejici a ¢&lenové tymu
klinického hodnoceni budou vybaveni pouzivat
pouze pro Uucely plnéni svych povinnosti
vyplyvajicich z této smlouvy a v souladu s
pisemnymi pokyny CRO a/nebo zadavatele.
Instituce, zkouSejici a ¢&lenové tymu Kklinického
hodnoceni budou vybaveni pouzivat s péci a
budou ho udrzovat za podminek odpovidajicich
druhu vybaveni, aby se minimalizovalo riziko ztrat
Ci poSkozeni. V pfipadech, kdy jednani ¢i
zanedbani instituce, zkouSejiciho & tymu
klinického hodnoceni zpuUsobi jakékoli ztraty Cdi
Skody na vybaveni, instituce a/nebo zkouSejici
ponesou zodpovédnost za naklady na opravu Ci
Uplnou vymeénu vybaveni. Nahrada nakladl na
opravu ¢i vyménu vybaveni bude FeSena
samostatné. Neni mozné tyto naklady odecitat
z plateb stanovenych touto smlouvou. Na zadost
zadavatele instituce a zkouSejici pfi vraceni
jakékoli vybaveni poskytnou potvrzeni, ze takové
vybaveni nepouzili pro zadny jiny vyzkum, jina
klinicka hodnoceni €i jiné ucely, nez jsou povoleny
v tomto dokumentu.

14. Term and Termination 14. Doba trvani a ukonéeni

14.1  This Agreement shall commence on the | 14.1 Tato smlouva zacéne platit v den U&innosti
Effective Date and shall continue in effect smlouvy a bude platna do doby, nez CRO
until all required CRFs, reports and other obdrzi vSechny poZadované formulaie
required documentation has been received CRF, zpravy a jiné pozadované
by CRO. dokumenty.

142 CRO hereby reserves the right to | 14.2 CRO si timto vyhrazuje pravo ukondit tuto
terminate this Agreement at any time with smlouvu kdykoli z jakéhokoli ddvodu
or without cause on written notice. pisemnou vypovédi.

14.3  If this Agreement is terminated, Institution | 14.3  Jestlize je tato smlouva pfedcasné
and Investigator shall use their respective ukoncena, instituce a zkousSejici vyvinou
best endeavours to minimise further costs. co nejvétsi snahu k minimalizaci jakychkoli

dalSich nékladd.

14.4  After receipt of any and all documentation, | 14.4 Poté, co CRO obdrzi veSkerou

data, and information regarding the Study

dokumentaci, Udaje a informace tykajici se

Eisai_| NGz T c7= cTA TR site 4202 I 120ct17_Final

Page 15 of 42




Eisai, Ltd.

L - site: 4202

by CRO from Institution and Investigator,
CRO shall make payment for any non-
refundable, non-cancellable reasonable
costs properly incurred and approved by
CRO up to the date of termination.

klinického hodnoceni od instituce a
zkouSejiciho, CRO provede platbu za
vesSkeré nevratné, nezruSitelné pfimérené
naklady, které fadné& vznikly a byly
schvaleny CRO aZ do dne ukonceni.

145 This  Agreement will automatically | 14.5 Tato smlouva bude automaticky s
terminate with immediate effect without okamzitou platnosti ukoncena bez vlivu na
prejudice to the accrued rights and ziskana prava a povinnosti stran podle
liabilties of the Parties under this této smlouvy, jestlize:

Agreement in the event:

a. the Study is withdrawn by the a. zadavatel zrusi klinické
Sponsor prior to proposed hodnoceni pfed navrhovanym
commencement date, and/or; zaCatkem, a/nebo;

b. the Study does not meet b. klinické hodnoceni nespliuje
applicable regulatory pFisludné regulatorni poZadavky
requirements and is rejected by a je zamitnuto EK nebo jinym
the EC or other regulatory regulatornim organem.
authority.

146  Notwithstanding termination of this | 14.6 Bez ohledu na ukonleni této smlouvy z
Agreement for any reason, any rights, jakéhokoliv  dlvodu, veSker4 préava,
obligations or clauses which by the terms vesSkeré povinnosti a ustanoveni, které
of this Agreement survive termination, will podle této smlouvy plati i po ukonceni,
remain in full force and effect. zustanou nadale pIné platnymi a Ga&innymi.
Institution may terminate this Agreement Instituce je opravnéna ukongit tuto smlouvu
by written notice, if as a result of an pisemnou vypovédi, jestlize v disledku
obstacle which arose independently of its vzniku pfekazky, jeZz nastala nezavisle na
will, for unforeseen event and situation, jeji vuli, pro nepredvidatelnou udalost a
which is out of control of the Institution, situaci, ktera je mimo kontrolu instituce,
Institution will not be able to complete the nebude Instituce dlouhodob& schopna
Study over the long term without being dokonéit klinické hodnoceni, aniz by tim
negatively affected its main activity which nebyla negativné ovlivnéna jeji hlavni
is the provision of health care. The notice ¢innost, kterou je poskytovani zdravotni
period shall be 60 days and shall péce. Vypovédni Ihdta ¢ini 60 dnl a pocéina
commence on the day following the date of bézet dnem nasledujicim po dni doruéeni
delivery of this notice to the other Parties. této vypovédi ostatnim smluvnim stranam.

15. Audits and Inspections 15. Audity ainspekce

15.1  Institution and/or Investigator shall notify | 15.1 Instituce a/nebo zkouSejici okamzité
CRO immediately by telephone or telefonicky ¢i faxem upozorni CRO,
facsimile if the Food and Drug jestlize si Ufad pro potraviny a légiva USA
Administration  (FDA), the European (FDA), Evropska lékova agentura (EMEA)
Medicines Agency (EMEA) or any other ¢i jiny regulatorni organ vyzada povoleni k
regulatory authority requests permission to inspekci &i provede inspekci pracovisté
or does inspect the Study Site, klinického hodnoceni, pracovisté
Investigator's facilities, or research records zkousSejiciho & vysledkd  klinického
during the term of this Agreement and will, hodnoceni béhem trvani této smlouvy, a v
to the extent allowed by law, provide in rozsahu povoleném zakony poskytnou
writing to CRO copies of all materials, CRO pisemné kopie vSech materiald,
correspondence, statements, forms, and veskeré korespondence, vypisu, formulari
records which Institution and/or a zaznamu, které instituce a/nebo
Investigator receives, obtains or generates zkouSejici obdrzi &i vytvofi na zakladé
pursuant to any such inspection, subject to jakékoli takové inspekce v souladu s
applicable rules regarding the protection of platnymi pravidly pro ochranu Iékafského
medical secrecy, personal data and tajemstvi, osobnich udajl a zdravotnich
medical data of individually designated udajl jednotlivych subjektl.

Subjects.
15.2 Institution and Investigator agree that, | 15.2 Instituce a zkouSejici souhlasi s tim, ze

during an inspection or audit concerning
the Study, they will not disclose

béhem inspekce ¢i auditu tykajicich se
klinického hodnoceni nezpfistupni bez
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information and materials relating to the
Study that are not required to be disclosed
without the prior written consent of CRO.

pfedchoziho pisemného souhlasu CRO
Zzadné informace a materialy spojené s
klinickym hodnocenim, jejichz zpfistupnéni
neni vyZadovano.

15.3 Institution and Investigator shall permit | 15.3 Instituce a zkouSejici povoli CRO ¢&i jejim
CRO or its representatives to examine or zastupclm prekontrolovat i provést audit
audit the work performed hereunder, the ¢innosti provedenych podle této smlouvy,
Study Site, facilities, systems and pracovisté klinického hodnoceni, systéma,
equipment at or with which the work is procedur a vybaveni, se kterymi je takova
conducted and records related to such ¢innost provadéna, a zaznamu spojenych
work, upon reasonable advance notice s takovou ¢innosti, po pfiméfeném
during regular business hours to determine pfedchozim upozornéni bé&hem bézné
that the Study is being conducted in pracovni doby, aby bylo mozno potvrdit,
accordance with the agreed requirements zda klinické hodnoceni je provadéno v
and that the facilities are adequate. CRO souladu s dohodnutymi poZadavky a Ze
or Sponsor shall inform the Institution vybaveni je adekvatni. CRO nebo
(Department for Clinical Trials) about the zadavatel jsou povinni informovat Instituci
dates of planned initiation, termination, (Oddéleni klinickych studii) o datech
audit and monitoring  visits, to planovanych iniciaénich, ukoncovacich,

e-malil address. auditnich a monitorovacich navstév, a to
Sponsor or CRO are obliged to provide e-mailem na adresu .
this information to Institution at least 3 Tuto informaci jsou zadavatel nebo CRO
days before the planned visit. Sponsor and povinni Instituci poskytnout alespon 3 dny
CRO agree such visits will be attended, in pfed planovanou navstévou. Zadavatel a
addition to the Investigator, by another CRO souhlasi, Ze se téchto navstév bude
Institution’s  authorized employee, if v pfipadé  potieby  UCastnit  kromé&
necessary. ZkousSejiciho i dalSi povéfeny pracovnik

Instituce.

15.4 The terms outlined in this Section shall | 15.4  Ustanoveni v této ¢asti plati i po vyprSeni
survive the expiration and/or termination of a/nebo ukoncéeni této smiouvy.
this Agreement.

16. Independent Contractors 16. Nezavislost stran

Each Party to this Agreement shall act as an
independent contractor and shall not be construed
for any purpose as the partner, agent, employee,
servant, joint venture, or representative of any
other Parties. The employee(s) of one Party shall
not be considered to be employee(s) of any other
Party, and no Party shall enter into any contract or
Agreement with a third party which purports to
obligate or bind any or all of the other Parties.

Kazda strana této smlouvy bude jednat jako
nezavisly uUcastnik a nebude pro zadné ucely

povazovana za spolec¢nika, jednatele,
zaméstnance, pomocnika, nebo za spoleCny
podnik Ci za =zastupce Zadnych jinych stran.

Zaméstnanec/zaméstnanci jedné strany nebudou
povazovani za zameéstnance zadné jiné strany a
zadna strana neuzavie Zadnou smlouvu nebo
dohodu se ftfeti stranou, ktera by zavazovala jiné
strany &i nékterou z nich.

17. Anti-Bribery and Corruption

17. Opatreni proti tplatkiim a korupci

17.1  Should the Sponsor or its agents or
Affiliates, including CRO ever become the
subject of an audit or investigation by a
governmental authority, including under
any applicable anti-corruption laws and
regulations, Institution and Investigator
agree to cooperate fully and procure
cooperation with such audit and inspection
including providing any information and
records that are required as part of such
audit.

17.1  Jestlize se zadavatel nebo jeho zastupci
nebo pfidruzené spolecnosti, véetné CRO,
kdykoli stanou pfedmétem auditu nebo
vySetfovani vlddnimi organy, vcetné
platnych zakonu a predpisu proti korupci,
instituce a zkouSejici budou pIné
spolupracovat a zajisti pro takové audity a
inspekce  plnou  spolupraci  v€etné
poskytnuti jakychkoli informaci a zaznamu
pozadovanych pro audit.
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17.2  Institution and Investigator acknowledge | 17.2  Instituce a zkouSejici si jsou védomi a
and agree that there are anti-corruption souhlasi s tim, ze zadavatel a CRO
laws to which Sponsor and CRO are podléhaji zakondm proti korupci, které
subject that prohibit the payment or zakazuji platby ¢i nabizeni nebo pfijimani
offering or receiving of anything of value, Cehokoli hodnotného vladnim
to or from, a government employee or zaméstnancim nebo ufednikim nebo od
official for the purpose of: inducing or vladnich zaméstnancli nebo Ufednikd za
influencing any governmental act or Ucelem: umoznéni C€i ovlivnéni jakékoliv
decision affecting the Sponsor, to help vladni ¢innosti &i rozhodnuti s dopadem na
Sponsor obtain or retain any business, to zadavatele, pomoci zadavateli pfi ziskani
serve as an inducement for approval, ¢i udrZzeni zakazek, stimulace schvaleni,
reimbursement, prescription, or purchase nahrady, doporuCeni ¢&i  zakoupeni
of any Sponsor product (including, the jakéhokoliv produktu zadavatele (vCetné
Study Drug), to influence the outcome of hodnoceného |éc€iva), ovlivnéni vysledku
any clinical trial (including, the Study); or jakéhokoliv klinického hodnoceni (vCetné
to otherwise improperly benefit the tohoto klinického hodnoceni); nebo k
Sponsor’'s business activities. Institution ziskani jakékoli jiné necestné vyhody pro
and Investigator agree, and will ensure podnikatelské ¢innosti zadavatele.
Study Team Members agree, to refrain Instituce a zkouSejici souhlasi a zajisti,
from any activity in connection with this aby c¢lenové tymu klinického hodnoceni
Agreement or the Study that would souhlasili, s tim, Ze se ve spojeni s touto
constitute a violation by Institution, smlouvou a s timto klinickym hodnocenim
Investigator or Study Team Members of zdrzi  v8ech ¢innosti, které by
such laws. predstavovaly poruseni takovych zakonu

instituci, zkouSejicim ¢&i ¢leny tymu
klinického hodnoceni.

17.3 Institution and Investigator acknowledge | 17.3  Instituce a zkouSejici souhlasi s tim, ze
and agree that the compensation provided odmé&ny poskytované podle této smlouvy
hereunder constitutes fair market value for pfedstavuji spravedlivou trzni hodnotu
the performance of the Study and that no provedeni klinického hodnoceni a Zze

part of the payments hereunder shall be
paid to or shared with, directly or indirectly,
any government or political party official
(including as applicable the Investigator or
sub-investigator)  for any  purpose
described as prohibited in this Section.

zadna cCast plateb podle této smlouvy
nebude placena nebo pfimo &i nepfimo
sdilena s vladnimi ¢&i politickymi Ufedniky
(toto plati pro zkousSejiciho i
spoluzkousSejici) pro zakazané ucely
popsané v této Casti.

18. Waiver/Severability

18. Vzdani se prava/Oddélitelnost

Failure to insist upon compliance with any of the
terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of
any such terms or conditions, and the same shall
remain at all times in full force and effect. In the
event that any provision of this Agreement is held
illegal or invalid for any reason, such provision
shall not affect the remaining parts of this
Agreement, but this Agreement shall be construed
and enforced as if that provision had never been
inserted.

Nebude-li néktera strana trvat na dodrzeni nékteré
podminky této smlouvy, nebude to znamenat
v8eobecné vzdani se nebo zfeknuti se plnéni
podminek této smlouvy a vSechny podminky této
smlouvy zUstanou nadale platné a ucinné. V
pfipadé, Ze bude nékteré ustanoveni této smlouvy
povazovano z jakéhokoliv dlivodu za protipravni
nebo neplatné, nebude to mit Zadny vliv na ostatni
Casti této smlouvy, ale tato smlouva bude
vykladana a bude plnéna, jako kdyby toto
ustanoveni nikdy nebylo jeji sou€asti.

19. Force Majeure

19. VyS§Si moc

Performance of this Agreement by each Party

shall be pursued with due diligence in all
requirements hereof; however, no Party shall be
liable for any loss or damage for delay or non-
performance due to causes not reasonably within
its control. In the event of any delay resulting from
such causes, the time for performance and
payment hereunder shall be extended for a period
of time necessary to overcome the effect of such

Kazda strana bude tuto smlouvu fadné a
svédomité plnit, coz se tyka vSech povinnosti
vyplyvajicich z této smlouvy, Zadna strana vSak
nebude odpovédna za jakoukoliv ztratu nebo
Skodu zpusobenou zpozdénim nebo neplnénim v
dasledku udalosti mimo jeji pfiméfenou kontrolu. V
pfipadé jakéhokoliv zpozdéni, ke kterému dojde z
téchto davodu, budou doba pInéni a platby podle
této smlouvy posunuty tak, aby bylo moZno
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delays. In the event of any delay or non-
performance caused by such uncontrollable
forces, the Party affected shall promptly notify the
others in writing of the nature, cause, date of
commencement thereof, and the anticipated extent
of such delay, and shall indicate whether it is
anticipated that the completion date of the
Agreement would be affected thereby. Where
Institution or Investigator is the affected Party any
episode of force majeure which continues for thirty
(30) days from the date of notification of its
existence shall give CRO the right to terminate
this agreement upon fourteen (14) days additional
notice.

prekonat nasledky zpozdéni. V pfipadé zpozdéni
nebo neplnéni zpusobeného udalostmi
vylu€ujicimi  jakoukoliv  odpové&dnost  bude
poSkozena strana okamzité pisemné informovat
udalosti a pfedpokladaném rozsahu zpozdéni, a
odhadne, zda tim nebude ovlivnéno datum spinéni
smlouvy. Kde je postizenou stranou instituce nebo
zkousSejici, jakakoli doba trvani vySSi moci, ktera
pokracuje po ftficet (30) dni od vyrozuméni o jeji
existenci, poskytne CRO pravo ukoncCit tuto
smlouvu ¢trnact (14) dnd po dalSim upozornéni.

20. Notices

20. Oznameni

All notices necessary or appropriate to be given
pursuant to this Agreement shall be effective when
personally delivered, faxed with a confirmation of
receipt, or sent by registered post, certified, to the
appropriate Party at the address or number stated
below. A Party may change its address or number
for notice by giving notice in accordance with this
paragraph.

VSechna oznameni, ktera bude zapotfebi
vyhotovit, nebo bude vhodné, aby byla v souladu s
touto smlouvou vyhotovena, budou u¢&inna, kdyz
budou doru¢ena pfislusné strané osobné, faxem s
potvrzenim o pfijeti, nebo doporuc¢enou posStou
pfislusné strané na adresu ¢i Cislo uvedené nize.
Strana mdlze oznamenim v souladu s timto
odstavcem zménit adresu nebo €islo pro pfijem
oznameni.

To CRO/CRO:
inVentiv Health Clinical, LLC
Attention: Legal Department
202 Carnegie Center, Suite #200

Princeton, New Jersey 08540, USA

Phone: +1 609-282-8100
Fax: +1 609-375-9958

To Institution / Instituci:
Attn: Oddéleni klinickych studii

Fakultni nemocnice u sv. Anny v Brné

Pekaiska 664/53
656 91 Brno
Czech Republic

To Investigator / ZkouSejicimu
Attn: _

I. neurologicka klinika

Fakultni nemocnice u sv. Anny v Brné

Pekarska 53

656 91 Brno
Czech Republic
21. Assignment 21. Postoupeni
21.1 No assignment by Institution or |21.1  Postoupeni této smlouvy, nebo nékterych
Investigator of this Agreement or any of prav nebo povinnosti ze strany instituce
their respective rights, duties or obligations nebo zkouSejiciho nebude bez
shall be binding on CRO without CRO'’s pfedchoziho pisemného souhlasu CRO
prior written consent. CRO may assign its pro CRO zavazné. CRO muze kdykoliv
rights and obligations hereunder to Affiliate postoupit sva prava a povinnosti
or to Sponsor at any time. vyplyvajici z této smlouvy na kteroukoliv
pridruZenou spole¢nost nebo na
zadavatele.
21.2  Institution and Investigator acknowledge | 21.2  Instituce a zkouSejici uznavaji a souhlasi,

and agree that Sponsor has reserved the
right to cause CRO to assign this
Agreement to Sponsor and to assume
CRO'’s obligations under this Agreement,

Ze zadavatel m& pravo pozadovat vuci
CRO prevést tuto smlouvu na zadavatele
a prevzit povinnosti CRO vyplyvajici z této
smlouvy; instituce a zkouSejici souhlasi s
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and Institution and Investigator consent to
such assignment and agree that in such
event, CRO shall have no further liability
under the terms of this Agreement to
Institution or Investigator.

takovymto pfevodem a s tim, Ze v
takovém pripadé CRO nebude mit vugi
instituci nebo zkouSejicimu zadnou dalsi
odpovédnost vyplyvajici z ustanoveni této
smlouvy.

22. Choice of Law, Jurisdiction &

Settlement of Disputes

22. Rozhodné pravo a feSeni sport

This Agreement shall be governed by and
construed in accordance with the laws of Czech
Republic and any dispute arising out of or relating
to this Agreement shall be brought before the
competent courts of Czech Republic.

Tato smlouva se bude Fidit a bude vykladana v
souladu se zékony Ceské republiky. Jakékoli
spory vzniklé ve spojeni s touto smlouvou budou
predvedeny pred pfislusné soudy v Ceské
republice.

23. Third Party Rights

23. Prava tretich stran

CRO, Institution and Investigator each executes
this Agreement as principals and not as agents for
any other person. Nothing in this Agreement is
intended to confer on any third party other than the
Sponsor any right to enforce any term of this
Agreement and the Parties do not intend that any
third party shall have such right of enforcement.

CRO, instituce a zkouSejici vyhotovuji tuto
smlouvu jako hlavni strany a nikoliv jako zastupci
jiné osoby. Nic v této smlouvé neni uréeno k
pfiznani prava ftfeti strané pozadovat splnéni
nékteré z podminek této smlouvy a strany nemaji
v umyslu zajistit, aby méla néjaka tfeti strana
pravo poZadovat splnéni nékteré podminky.

24, Critical Queries

24, Kritické dotazy

Institution and Investigator shall reasonably
cooperate with Sponsor to answer critical queries
related to the Study data generated by the
Institution and Investigator that may arise after the
completion of the Study. Investigator and Study
site staff will, upon reasonable notice and during
normal business hours, be available to provide
information requested by Sponsor or its designee
regarding such critical queries.

Instituce a  zkouSejici budou  pfiméfené
spolupracovat se zadavatelem pfi zodpovézeni
kritickych dotaz(i tykajicich se dat klinického
hodnoceni vytvorfenych instituci a zkousejicim, ke
kterym muaze dojit po dokonéeni klinického
hodnoceni. Zkou$ejici a zaméstnanci pracovisté
klinického hodnoceni budou, po pfiméfeném
upozornéni a béhem bézné pracovni doby, k
dispozici k poskytnuti informaci vyzadanych
zadavatelem ¢&i jeho zmocnénci pro tyto kritické
dotazy.

25. Conflicts with the Protocol

25. Konflikty s protokolem

Should there be any inconsistencies between the
Protocol and this Agreement, the terms and
conditions of the Protocol shall prevail with respect
to all scientific, medical, and/or technical matters,
and the terms and conditions of this Agreement
shall prevail with respect to all legal, business,
and/or financial matters.

Jestlize dojde k jakymkoli rozdilim mezi
protokolem a touto smlouvou, podminky protokolu
budou rozhodujici pro vSechny védecké, zdravotni
Ci technické zalezitosti, a podminky této smlouvy
budou rozhodujici pro vSechny pravni, obchodni &i
financni zalezitosti.

26. Complete Agreement and Counterpart | 26. Uplna smlouva a stejnopisy
Originals

26.1 This Agreement, together with its |26.1 Tato smlouva s pfisluSnymi pFilohami
appendixes,  supersedes  all prior nahrazuje ve8keré predchozi dohody a
agreements and understandings between ujednani mezi stranami ohledné pfedmétu
the Parties related to the subject matter of této smlouvy. Tuto smlouvu lze upravovat,
this Agreement. This Agreement may be meénit nebo doplfiovat pouze pisemnymi
altered, changed or amended only by dodatky podepsanymi kazdou stranou této
written amendments signed by each of the smlouvy.
Parties.

26.2 This Agreement is executed in three | 26.2 Tato smlouva je vypracovana ve 3

counterparts, each party shall receive one.

This Agreement is executed in English and
Czech language version. In the event of
any discrepancy the Czech version shall
prevail.

stejnopisech, z nichz kazda smluvni strana
obdrzi po jednom.

Tato Smlouva je vyhotovena v anglickém a
Ceském jazykovém znéni. V pfipadé
jakéhokoli rozporu bude rozhodujici Ceska
jazykové verze.
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In accordance with Sec. 558 (2) of Act No
89/2012 Coll.,, The Civil Code, as
amended, the Parties expressly exclude
the use of business practices in their legal
relations in  connection  with  this
Agreement.

Sponsor and CRO hereby undertake to
not enter into any other contract with any
employee of the Institution in connection
with this Study.

Strany timto v souladu s § 558 odst. 2
zakona ¢. 89/2012 Sb, obc¢anského
zékoniku, v platném znéni, vyslovné
vylu€uji pouziti obchodnich zvyklosti ve
svém pravnim styku v souvislosti s touto
smlouvou.

Zadavatel a CRO se timto zavazuji, Zze v
souvislosti s timto klinickym hodnocenim
neuzaviou zadnou jinou smlouvu s Zadnym
zaméstnancem Instituce.

[Signature Page to Follow]

[Nasleduje stranka s podpisy]
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In WITNESS WHEREOF, the Parties hereto have
signed this Agreement, effective as of the Effective
Date above

Na DUKAZ TOHOTO strany podepsaly tuto
smlouvu, ktera je u¢innd ode dne ucinnosti
uvedeného vyse.

inVentiv Health Clinical UK Limited

SIGNATURE / PODPIS

NAME / JMENO:

TITLE / POZICE

DATE / DATUM: il

Fakultni nemocnice u sv. Anny v Brné

SIGNATURE / PODPIS

NAME / JMENO:

TITLE / POZICE Director / feditel

DATE / DATUM: 24.10.2017

INVESTIGATOR / ZKOUSEJICI

SIGNATURE / PODPIS

NAME / JMENO:

DATE / DATUM: 23.10.2017
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APPENDIX A — INSTITUTION AND INVESTIGATOR
BUDGET AND PAYMENT SCHEDULE

PRILOHA A — ROZPOGET A PLAN PLATEB PRO
INSTITUCI A ZKOUSEJICIHO

A. Per Subject Cost

A. Naklady na subjekt

The per-subject cost is based upon completion
of all visits and procedures in accordance with
the Study specifications set forth in the Protocol.
Payments will be calculated based on Study
Data received by Sponsor and CRO and
approved by the CRO Study team, and will be
paid to the designated Payees via wired bank
transfer following the receipt of a complete
invoice every quarter. The per-patient total
includes overhead.

Naklady za kazdy subjekt na zakladé vSech
dokoncenych navstév a procedur v souladu se
specifikacemi klinického hodnoceni uvedenymi v
protokolu. Platby budou vypocitany na zakladé
Udaji o klinickém hodnoceni obdrzenych
zadavatelem a CRO a schvalenych tymem
klinického hodnoceni CRO a budou uhrazeny
ur¢enym pfijemcim prostfednictvim bankovniho
pfevodu po pfijeti vyplnéné faktury kazdé
Ctvrtleti. Celkové naklady na subjekt zahrnuji
rezijni naklady.

CRO, on behalf of Sponsor, will reimburse the
Payees quarterly, on a completed visit (as per
CRF, paper or electronic) per-Study subject
basis in accordance with the Budget and
Payment Schedule. Ninety percent (90%) of
each payment due, including any Screening
Failure that may be payable under the terms of
this Agreement, will be made based upon prior
3-months’ enrollment data and upon the
confirmation and verification by CRO of the
Study subject CRF (paper or electronic) from the
Investigator.

CRO jménem zadavatele bude Pfijemcim
Ctvrtletné hradit vydaje na zakladé dokoncéenych
navstév (podle vyplnénych formulafd CREF,
papirovych ¢&i elektronickych) za subjekt v

souladu s rozpoétem a planem plateb.
Devadesat procent (90%) kazdé splatné
platby,  vCetn& jakéhokoli  neuspé&sného

screeningu, které mohou byt splatné podle této
smlouvy, bude zaplaceno v souladu s Udaji o
naboru za pfedchozi 3 mésice a po potvrzeni a
ovéfeni CRO formulafl CRF (papirovych nebo
elektronickych) od zkouSejiciho.

Any expense or cost incurred by Site in
performing this Agreement that is not specifically
designated as reimbursable by CRO or Sponsor
under the Agreement (including this Budget and
Payment Schedule) is Site’s sole responsibility.

Veskeré naklady ¢i vydaje pracovisté klinického
hodnoceni pfi vykonavani této smlouvy, které
nejsou vyslovné uvedeny jako proplatitelné CRO
Ci zadavatelem v souladu s touto smlouvou
(v€etné rozpodtu a planu plateb) jsou vyhradni
povinnosti pracovisté klinického hodnoceni.

VAT Language Text k DPH

The parties agree that services under this | Smluvni strany se dohodly, ze sluzby
Agreement are regulated under Art. 44 of the | poskytované na zakladé této smlouvy se budou
Council Directive EC 2006/112/EC and any | fidit ¢lankem 44 Smérnice Rady ES

considerations payable under this Agreement
will be exclusive of local VAT and will be subject
to reverse charge mechanisms. The relevant
VAT will be self-applied by the CRO. The
invoice will be paid at face value.

2006/112/ES a Ze veSkere Uhrady vyplacené na
zakladé této smlouvy nebudou zahrnovat mistni
DPH a budou podléhat mechanismu reverse
charge. Pfislusnou DPH bude za sebe odvadét
CRO. Faktury budou placeny v uvedené
hodnoté.

In the case, where this territorial rule would not
be applicable, the normal standard VAT rules or
any similar sales tax rule will be applied. In case
any other services or goods are subject to VAT,
a valid VAT invoice must be issued by the
supplier to the recipient in respect of the
transaction covered by the consideration. If VAT

V pfipadé nepouzitelnosti tohoto mistniho
pravidla budou uplatnéna bézna standardni
pravidla odvodli DPH nebo pfipadna obdobna
pravidla pro daf z pfidané hodnoty. V pfipadé,
Zze DPH podléhaji jakékoliv dalsi sluzby nebo
zboZi, musi byt dodavatelem pfijemci vystavena
platna faktura s DPH za transakci, k niz se
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is charged in error, it will be refunded upon
receipt of a refund from the relevant tax
authorities either by way of an actual refund or
by way of adjustment of the relevant VAT return.
If VAT is not charged but subsequently it is
found that it should have been charged or VAT
is assessed by the relevant tax authorities as
being due on the consideration, the VAT due
upon said consideration will be paid upon
presentation of a valid VAT invoice.

UOhrada vztahuje. Bude-li DPH uctovana
omylem, bude po vraceni pfislusnym finanénim
Ufadem navracena bud formou faktického
vraceni, nebo formou Upravy odvodu DPH.
Nebude-li DPH ucétovana, avSak nasledné se
zjisti, Ze uctovana byt méla, nebo posoudi-li
pfisludny finan¢ni ufad DPH za danou Uhradu
jako  nezaplacenou, bude dluzna DPH
zaplacena po predlozeni platné faktury s DPH.

Social Security Contributions (if payee is a
physical person)

Prispévky na socialni pojisténi (jestlize je
prijemce fyzicka osoba)

The parties agree that the Investigator as a
Payee is a physical person who shall be solely
responsible for making any and all required
social security contributions and filing any and
all required forms and documents in a timely
manner as may be required by local laws and
regulations.

Strany souhlasi s tim, ze zkouSejici, ktery je
pfijemce plateb je fyzick4 osoba, ktera ponese
celou zodpovédnost za provedeni vSech
pozadovanych plateb pFispévkl socialniho
pojisténi a v€asné podani viech poZadovanych
formulafd a dokumentl v souladu s mistnimi
zakony a predpisy.

Payment Currency and Tax Liability

Ména pro platby a danova povinnost

Payments under the Agreement will be made in
Czech Koruna and all bank charges are borne
by CRO. Institution acknowledges that it has
advised both Payees that Payee is accepting tax
liability for the work performed under this
Agreement and is responsible for any applicable
taxes on payments received.

Platby vyplyvajici z této smlouvy budou
provadény v c&eskych korunach a vSechny
bankovni poplatky hradi CRO. Instituce
potvrzuje, Ze oba pfijemce platby informovala,
Ze pfijemce pfijima zodpovédnost za dané za
provedenou praci vyplyvajici z této smlouvy a Ze
je zodpovédny za veSkeré dané z obdrZenych
plateb.

The Study budget is exclusive of all value added
tax, sales tax.

Rozpocet klinického hodnoceni nezahrnuje
zadné dané z pfidané hodnoty &i prodejni dané.

1. Payment to Institution / Platba ve prospéch instituce

Physician
Telephone
Core* / Call / CSF*** |
Visit Name / Hlavni* Telefonni MRI** | MR** mozkomisni
Nazev navstévy [CZK] hovor [CZK] mok (CSF)***
vedeny [CZK]
Iékafem
[CZK]

Tier 1 V1 Screen/
Uroven 1 N1 Screening

Tier 2 V1 Screen
Uroven 2 N1 Screening

Tier 3 V1 Screen
Uroven 3 N1 Screening

Tier 4 V1 Screen
Uroven 4 N1 Screening

1)
mn
in
m
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Visit Name /
Nazev navstévy

Core*/
Hlavni*
[CZK]

Physician
Telephone
Call/
Telefonni
hovor
vedeny
lékafem
[CZK]

MRI** /| MR*
[CZK]

CSF*** |
mozkomisni
mok (CSF)***
[CZK]

Tier 5 V1 Screen
Uroven 5 N1 Screening

Total Cost Per
Completed Subject /
Celkové naklady za
dokonéeny subjekt
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2. Payment to Investigator / Platba ve prospéch zkousejiciho

Visit Name /
Nazev navstévy

Core*/
Hlavni*
[CZK]

Physician
Telephone
Call /
Telefonni
hovor
vedeny
lékafem
[CZK]

MRI** /| MR*
[CZK]

CSF*** |
mozkomisni
mok (CSF)***
[CZK]

Tier 1 V1 Screen /
Uroven 1 N1 Screening

Tier 2 V1 Screen
Uroven 2 N1 Screening

Tier 3 V1 Screen
Uroven 3 N1 Screening

Tier 4 V1 Screen
Uroven 4 N1 Screening

Tier 5 V1 Screen
Uroven 5 N1 Screening
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Physician
Telephone
o Core* / Call / CSF*** |
Visit Name / Hlavni* Telefonni MRI** | MR** mozkomisni
Nazev navstévy [CZK] hovor [CZK] mok (CSF)***
vedeny [CzK]
lékafem
[CZK]

Total Cost Per

Completed Subject /
Celkové naklady za
dokonéeny subjekt

- |
. |

|
| I |

|
| I

* visits exclude transportation reimbursement, stipend, scans and CSF costs, to be paid as per
Electronic Data Capture (EDC) entry / ndvstévy nezahrnuji ndhrady za pfepravu, pravidelné platby,
skeny a naklady na CSF, budou uhrazeny dle zdznamu EDC

* MRI will be performed at Tier 4 V1, V9, V13 / Early Discontinuation Visit. MRI can be performed
also at Unscheduled visit if clinically indicated in the judgment of the Investigator. / MR se bude
provadét na Urovni 4 N1, N9, N13 / navitévé pii predéasném ukondéeni. MR miZe byt provedena i
na neplanované navstéve, pokud je to klinicky indikovano dle rozhodnuti zkouSejiciho.

*** CSF at V13 is for the subgroup / CSF pfi N13 plati pro podskupinu

NOTE: Imaging support fee for radiologist included at applicable visits with MRI. / POZNAMKA:

Odména pro radiologa za podporu pfi zobrazovani je zahrnuta v pfisluSnych navstévach MR.

B. Institution and Investigator Cost B. Index nakladu instituce a
Index zkouSejiciho
Payment terms
Site Cost / under an Executed
Section Néklafjvyv Amount / Currency Unit / Agre}ement//
5 / pracovisté Castka / Jednotka Platebni podminky
Cast klinického Ména podle uzaviené
hodnoceni smlouvy
1. NON- For CzK One-time Within forty-five (45)
REFUNDABLE Institution / payment / days after receipt and
START-UP FEE / | pro instituci: Jednorazova | approval of an
NEVRATNY [ platba itemized invoice by
START-UP CRO / Do Ctyficeti péti
POPLATEK (45) dnu od obdrzeni a
schvaleni  podrobné
faktury CRO
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Payment terms
Site Cost / under an Executed
Section Néklafjvyv Amount / Currency Unit / Agre,ement,/
. / pracovisté Castka / Jednotka Platebni podminky
Cast klinického Ména podle uzaviené
hodnoceni smlouvy
2. AMENDMENT FEE | For CzK Conclusion | Within forty-five (45)
/ POPLATEK ZA Institution / of one (1) days after receipt and
DODATEK pro instituci: amendment | approval of an
[ ] to the itemized invoice by
Agreement/ | CRO / Do &tyficeti péti
Uzavieni (45) dnli od obdrzeni a
jednoho (1) | schvaleni  podrobné
dodatku faktury CRO
smlouvy
3. ARCHIVAL FEE/ For CzK Site close out | Within forty-five (45)
POPLATEK ZA Institution / days after receipt and
ARCHIVACI pro instituci: approval of an
e itemized invoice by
CRO / Do Ctyficeti péti
(45) dnd od obdrzeni a
schvéleni  podrobné
faktury CRO
4. NON- For CzK One-time Within forty-five (45)
REFUNDABLE Institution / payment / days after receipt and
PHARMACY pro instituci: Jednorazova | approval of an
START-UPFEE/ | R platba itemized invoice by
NEVRATNY CRO / Do &tyficeti péti
ZAHAJOVACI (45) dnii od obdrZeni a
POPLATEK ZA schvéleni  podrobné
LEKARENSKE faktury CRO
SLUZBY
5. PHARMACY For CzK One-time Within forty-five (45)
MAINTENANCE Institution / payment/ | days after receipt and
FEE/ POPLATEK pro instituci: Jednorazova | approval of an
éﬁ‘LIJ‘ZE;f‘RENSKE e platba itemized invoice by
CRO / Do Ctyficeti péti
(45) dnl od obdrzeni a
schvéleni  podrobné
faktury CRO
6. STUDY For CzK Per CORE | These payments will
COORDINATOR Institution / visits and per | be invoiced together
FEE / POPLATEK | pro instituci: unscheduled | with the payments for
PRO STUDIINIHO | IR visits visits. / Tyto platby
KOORDINATORA (including budou fakturovany
early spole¢né s platbami
discontinuati | za navstévy.
on visit) / Za
hlavni
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Payment terms
Site Cost / under an Executed
Section Néklafjvyv Amount / Currency Unit / Agre,ement,/
. / pracovisté Castka / Jednotka Platebni podminky
Cast klinického Ména podle uzaviené
hodnoceni smlouvy
navstévy a
za
neplanovano
u navstévu
(vCetné
navstév
prfed¢asného
ukondeni)

7. SCREEN For CzK Per Screen | Within forty-five (45)
FAILURES /| Institution / Fail (max 20) | days after receipt and
NEUSPESNY pro instituci: | Za approval of an
SCREENING neuspésny | itemized invoice by

screening CRO / Do Ctyficeti péti
(max 20) (45) dnli od obdrzeni a
schvéleni  podrobné
faktury CRO
For
Investigator /
pro
zkousejiciho:
I
I
I
I
I
* Depends
on when
failure occurs
/Podle toho,
kdy dojde k
selhani

8. SUBECT TRAVEL | ] CZK per Subject
REIMBURSEMENT via meal completed reimbursement will be
/ NAHRADA vouchers visit of one | provided by CRO via
CESTOVNEHO / ve formé Study meal vouchers /
SUBJEKTUM stravenek Subject Nahrady  subjektim

(including bude poskytovat CRO
visits to the | ve formé stravenek
MRI and PET
centers, if a
separate trip
is required) /
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Section
/
Cast

Site Cost /
Naklady
pracovisté
klinického
hodnoceni

Amount /
Castka

Currency
/
Ména

Unit /
Jednotka

Payment terms
under an Executed
Agreement /
Platebni podminky
podle uzaviené
smlouvy

za
dokoncéenou
navstévu
jednoho
subjektu
klinického
hodnoceni
(vCetné
jakychkoli
navstév na
pracovistich
provadéjicich
MR a PET,
pokud je
nutna
samostatna
cesta)

CzZK
via meal
vouchers
/ ve formé
stravenek

per
completed
visit of one
Study
Partner
(including
visits to the
MRI and PET
centers, and
the CSF
sample
collection
center if a
separate trip
is required) /
za
dokoncenou
navstévu pro
doprovod
subjektu
klinického
hodnoceni
(vCetné
jakychkoli
navstév na

Study Partner
reimbursement will be
provided by CRO via
meal vouchers /
Nahrady pro doprovod
subjektu klinického
hodnoceni bude
poskytovat CRO ve
formé stravenek
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Payment terms
Site Cost / under an Executed
Section Néklafjvyv Amount / Currency Unit / Agre,ement,/
. / pracovisté Castka / Jednotka Platebni podminky
Cast klinického Ména podle uzaviené
hodnoceni smlouvy
pracovistich
provadéjicich
MR a PET a
pracovisté
provadéjiciho
odbér vzorku
mozkomisnih
0 moku,
pokud je
nutna
samostatna
cesta)
- CzK per one CSF | Within forty-five (45)
sample days after receipt and
collection of | approval of an
one Study itemized invoice by
Subject/ za | CRO / Do C&tyficeti péti
jeden odbér | (45) dnli od obdrzeni a
CSF jednoho | schvaleni  podrobné
subjektu faktury CRO
klinického
hodnoceni
9. UNSCHEDULED For CzK Per Within forty-five (45)
VISITS / Institution / Unscheduled | days after receipt and
NEPLANOVANE pro instituci: Visit/ Za | approval of an
NAVSTEVY [ ] neplanovano | itemized invoice by
u navstévu | CRO / Do c¢tyficeti péti
For (45) dnt od obdrzeni a
Investigator / schvaleni  podrobné
pro faktury CRO
zkousejiciho:
|
Site  Costs, which exceeds the above | Naklady pracovisté klinického hodnoceni,

amounts, will require Sponsor, and /or CRO,

které prekracuji vySe uvedené ¢astky, budou

written _approval before being eligible for

diive, nez vznikne narok na proplaceni,

payment.

vyZzadovat pisemné schvaleni zadavatele
a/nebo CRO.

C. Definitions For Optional Cost Index

C. Definice volitelnych index nakladu

1. NON-REFUNDABLE ONE-TIME
START-UP FEE

1. NEVRATNY JEDNORAZOVY START-
UP POPLATEK

CRO will pay a one-time payment to the

Na zakladé doruceni originalni faktury CRO
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Institution immediately after the signing of the
Agreement in the amount of | GcGczczNG
excluding VAT, based on the receipt of original
invoice. This administrative fee includes the
reimbursement of economic and legal costs in
connection with the negotiation of this
Agreement, the coordination of pharmacy
involvement and the evaluation of the feasibility
of the Study in the Institution. The above
payment will be payable within 45 days of
receipt of the invoice from the Institution, the
invoice will be issued immediately after the
execution of the contract.

uhradi jednorazovou platbu Instituci
bezprostfedné po podpisu Smlouvy, a to ve vysSi

I bc: DPH. Tento administrativni

poplatek zahrnuje Uhradu naklad
ekonomického a pravniho charakteru v
souvislosti s  vyjednanim této  Smlouvy,

koordinaci zapojeni lékarny a s vyhodnocenim
proveditelnosti klinického hodnoceni v Instituci.
Shora uvedena platba bude splatna ve lhaté 45
dnG od pfijeti faktury od Instituce, pficemz
faktura bude vystavena bezprostfedné po
uzavieni smlouvy.

2. AMENDMENT FEE

2. POPLATEK ZA DODATEK

If the Parties concluded an amendment to the
Agreement, CRO agrees to pay a fee for
negotiation of aamendment to the Agreement

set at [N cxcluding VAT, which

Bude-li stranami uzavien dodatek ke smlouve,
zavazuje se CRO uhradit poplatek za sjednani
dodatku ke smiouvé ve vy$i | bez DPH,
ktery zahrnuje néklady instituce spojené s

includes the expenses of the Institution | administrativou a projednanim dodatku z
associated with the administration and | pravniho a ekonomického hlediska. Tento
discussion of amendment from a legal and | poplatek je fakturovdn bezprostfedné po
economic perspective. This fee shall be invoiced | podepsani dodatku vSemi stranami.
immediately after the signing of the amendment
by all Parties.

3. ARCHIVAL FEE 3. POPLATEK ZA ARCHIVACI
All Site Study records must be retained for a | VSechny zadznamy pracovist€¢  klinického
period of fifteen (15) years after completion of | hodnoceni musi byt uchovavany po dobu
the Study. Together with the final payment for | patnacti (15) let od ukon€eni Kklinického
the Study, a one-time, archiving fee for long- | hodnoceni. Instituci bude spolu s kone¢nou
term storage of Study documents, amounting to | platbou v  klinickém hodnoceni uhrazen

I il be made to Institution after the

completion of the Study at the Institution, receipt
by CRO of all completed contractual and
regulatory documentation and receipt of invoice.
Study documents shall be stored in a controlled,
secure facility.

jednorazovy archivaéni poplatek za dlouhodobé
skladovani dokumentl klinického hodnoceni ve
vwi | o ukonéeni klinického
hodnoceni v instituci, pfijeti veSkeré dokonéené
smluvni a regulatorni dokumentace a obdrzeni
faktury  CRO. Dokumentace klinického
hodnoceni bude ulozena na bezpecném,
kontrolovaném misté.

4. NON-REFUNDABLE
START-UP FEE

PHARMACY

4. NEVRATNY ZAHAJOVACI
POPLATEK ~ ZA  LEKARENSKE
SLUZBY

A Non-Refundable Pharmacy Start-up Fee of
B - be paid to the Institution upon
signing of the Study Agreement in return for time
spent receiving, handling and storing the Study
Drug; pharmacy staff training (participation at
the initiation visit); creation of Study specific
documents, etc. Payment will be made in

Nevratny Uvodni poplatek za lékarenské sluzby
ve wii Bl bude Instituci uhrazen po
podepsani smlouvy o klinickém hodnoceni za
dobu stravenou pfi pfijmu, manipulaci a
uchovavani  hodnoceného Iéciva; Skoleni
zaméstnanct lékarny (UCast pfi iniciaéni
navstévé); tvorbu  dokumentd  uréenych
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accordance to the amounts and timeframes
listed within the Site Cost Index.

The Start-up fee for pharmacy services will be
also paid if no patient is enrolled into the Study,
as the pharmacy has incurred administrative
costs associated with negotiations prior the
Study initiation, e.g. through receipt and storage
of the Study Drug or return of unused drugs, etc.

vyhradné pro klinické hodnoceni, atd. Platha
bude provedena v souladu s cCastkami a
C¢asovym rozmezim, jez jsou uvedeny v Indexu
nakladu pracovisté klinického hodnoceni.

Zahajovaci poplatek za lékarenské sluzby bude
vyplacen i tehdy, kdyz nebyl do klinického
hodnoceni zafazen Zzadny pacient, jelikoz
Iékarné presto vznikly naklady za
administrativni Gkony souvisejici s jednanimi
pfed zahajenim klinického hodnoceni, napf.
pfijmem a uchovavanim hodnoceného |éCiva
nebo vracenim nespotfebovaného Ié¢iva apod.

Any unused Study Drug shall be returned for | Nespotfebované  hodnocené IéCivo  bude
destruction. vraceno zpét k likvidaci.
5. PHARMACY MAINTENANCE FEE 5. POPLATEK ZA LEKARENSKE
SLUZBY
A Pharmacy Maintenance Fee of [N | Poplatek za 1ékarenské sluzby ve vysi [N |
will be paid to the Institution after Study Drug | ] bude instituci uhrazen po pfijeti
reception for time spent on handling, dispensing | hodnoceného |éCiva za ¢as straveny pfi

and storage of the Study Drug; management of
study specific documents; etc. Payment will be
made in accordance to the amounts and
timeframes listed within the Site Cost Index

manipulaci, vydeji a skladovani hodnoceného
léCiva, za spravu studijnich dokumentl, atd.
Platba bude provedena v souladu s ¢astkami a
¢asovym rozmezim, jeZ jsou uvedeny v Indexu
nakladl pracovisté klinického hodnoceni.

6. STUDY COORDINATOR FEE 6. POPLATEK PRO STUDIJNIHO
KOORDINATORA
CRO agrees to pay the Institution for the | CRO se zavazuje hradit instituci bez

services of the Study Coordinator |Gz
(ex. VAT) per CORE visits and unscheduled
visits (including early discontinuation visit).
These payments are invoiced on ongoing basis
together with the fees for visits.

DPH za hlavni navstévy a neplanované
navstévy  (vCetné navstév  prfedCasného
ukonéeni) za poskytovani sluzeb koordinatora
Oddéleni klinickych studii. Tyto platby jsou
fakturovany pribézné spole¢né s platbami za
navstévy.

7. SCREEN FAILURES

7. NEUSPESNY SCREENING

Reimbursement for screen failures will be at the
amount indicated on the screening visit of the
attached budget for which failure occurs, not to
exceed twenty (20) screen failure(s). To be
eligible for reimbursement of a screening visit,
completed screening CRF pages must be
submitted to CRO along with any additional
information, which may be requested by CRO to
appropriately document the subject screening
procedures. Screen Failures exceeding the
maximum allowed must have prior written
approval from Sponsor or CRO in order to be

Nahrada za neuspésny screening bude ve vysi
uvedené za navstévu screeningu v pfilozeném
rozpocCtu, pfi které k selhani doSlo, neprekroci
vSak vice nez dvacet (20) neuspéSnych
screeningl. K dosazeni naroku na nahradu za
screeningovou navstévu musi byt CRO
predloZzeny vypInéné stranky screeningu ve
formulafi CRF spoleéné s vesSkerymi dalSimi
informacemi, které mohou byt vyzadané CRO a
které odpovidajicim zpusobem dokumentu;ji
postupy screeningu subjektu. PFi pfekroCeni
maximalniho povoleného mnozZstvi
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eligible for reimbursement.

neuspésnych screeningu je k dosazeni naroku
na jejich proplaceni zapotfebi pFedchozi
pisemné schvaleni zadavatele nebo CRO.

For purposes of this Agreement, a Screen
Failure shall mean any subject, who initially
appears to meet the criteria for pre-screening,
signs the informed consent form, completes the
pre-screening and/or screening visit but does
not qualify to randomize into the Study.

Pro ucely této smlouvy znamena neuspésny
screening jakykoli subjekt, o kterém se puvodné
zda, Ze spliiuje kritéria pro pfedbé&zny screening,
podepiSe formulaf informovaného souhlasu,
dokondci pfedbézny screening a/nebo
screeningovou navstévu, ale nekvalifikuje se pro
randomizaci do klinického hodnoceni.

Additionally, if a Brain Magnetic Resonance
Imaging (MRI) is required according to the
Protocol and during a Screening Failure visit,
the procedure will be reimbursed on a pass-
through basis upon receipt of supporting
invoices from the institution with ||| | | | for
the Institution and [l for the Investigator,
which includes institutional overhead per brain
MRI. Subject numbers and procedure date must
be included on the invoice.

Jestlize se navic v souladu s protokolem bé&éhem
navstévy neuspé&Sného screeningu pozaduje
vySetfeni mozku s pouZitim magnetické
rezonance (MR), procedura bude proplacena
podle provedenych postupl po obdrzeni
podptrnych faktur od instituce ve vysi |
B o instituci a Il pro zkousejiciho, coz
zahrnuje rezijni naklady instituce na MR mozku.
Na faktufe musi byt uvedeny pocty subjektl a
datum procedury.

8. SUBJECT
REIMBURSEMENT

TRAVEL

8. NAHRADA CESTOVNEHO

SUBJEKTUM

Subject Reimbursement will be provided by
CRO via meal vouchers in amount of || Gz
per completed visit of one Study Subject
(including visits to the MRI and PET centers, if a
separate trip is required) and || loer
completed visit of one Study Partner (including
visits to the MRI and PET centers, and the CSF
sample collection center if a separate trip is
required) as a settlement of costs to cover travel
and meal expenses incurred by Subject and
Study Partner in connection with their
participation in the Study.

Additionally, Study Subject will be reimbursed
with a lump sum of | ]l oer one CSF
sample collection as compensation for
discomfort and pain. Reimbursement of these
costs will be made through the Institution’s bank
account.  Investigator shall forward all
documents approved by CRO for invoicing to
the Institution. Institution then invoices the costs
to CRO. Upon receipt of the payment, costs will
be reimbursed to Study Subject through
Institution”s accounts.

In case of any discrepancy between amounts for
Subject reimbursement in the Agreement and in

Nahrady subjektim bude poskytovat CRO ve
formé& stravenek ve vySi za
dokon€enou  navstévu  jednoho  subjektu
klinického hodnoceni (v€etné jakychkoli navstév
na pracovistich provadéjicich MR a PET, pokud je
nutna samostatnd cesta) a [ IEGzGzGz:z=
dokonCenou navstévu pro doprovod subjektu
klinického hodnoceni (v€etné jakychkoli navstév
na pracovistich provadégjicich MR a PET a
pracovisté provadgéjiciho odbér vzorku
mozkomisSniho moku, pokud je nutna samostatna
cesta) jako Uhradu nakladl spojenych s
cestovnym a stravnym, které subjektu a jeho
doprovodu vznikly v souvislosti s jejich ucasti
v klinickém hodnoceni.

Dale bude subjektu klinického hodnoceni
vyplacena pausalni sastka ve vysi | Gz za
jeden odbér CSF jako kompenzace za
nepohodli a bolest. Nahrada téchto nakladl
bude provedena pres bankovni Uéet Instituce.
Zkousejici prfeda veSkeré CRO schvalené
podklady k vyfakturovani Instituci. Instituce
posléze naklady vyfakturuje CRO. Po obdrzeni
platby budou naklady studijnimu subjektu
proplaceny pres pokladnu Instituce.

V pfipadé rozporu mezi vySi nahrady subjektu
ve smlouvé a v ICF, bude ICF rozhodujici.
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the ICF, the ICF will prevalil.

9. UNSCHEDULED VISITS

8. NEPLANOVANE NAVSTEVY

Unscheduled visits will be reimbursed upon
CRO’s receipt of invoice. In the event a
medically-necessary procedure is not included
in the Protocol, Institution must receive prior
written approval from Sponsor and/or CRO
before procedure is performed. The amount of
compensation for a procedure, that is not
included in Protocol, will be approved at the time
written approval for performance is provided.
Payment for unscheduled visit will be made in
accordance to the amounts and timeframes
listed within the Site Cost Index.

Nepldnované navstévy budou proplaceny,
jakmile CRO obdrzi fakturu. Jestlize neni
Iékafsky nutna procedura zahrnuta v protokolu,
Instituce musi pfed provedenim procedury
pfedem ziskat pisemny souhlas zadavatele
alnebo CRO. Castka kompenzace za
proceduru, ktera neni zahrnuta v protokolu,
bude schvalena v dobé& udéleni pisemného
souhlasu S provedenim. Platba za
neplanovanou navstévu bude provedena v
souladu s Castkami a Casovym rozmezim, jez
jsou uvedeny v Indexu nakladl pracovisté
klinického hodnoceni.

9. OTHER TERMS

9. DALSI PODMINKY

i ADDITIONAL TESTING,
TREATMENT, OR PROCEDURES:

i. DALSI TESTY, LECBA NEBO
PROCEDURY:

Institution or Investigator will not be reimbursed
for any additional testing, treatment, or
procedures not required by the Protocol or
specified in the Agreement or this Appendix A,
unless such additional testing, treatment or
procedures are pre-approved by CRO and/or
Sponsor.

Instituci ani zkouSejicimu nebudou proplaceny
zadné dalsi testy, lé€ba nebo procedury, které si
nevyzaduje protokol ¢&i nejsou uvedeny ve
smlouvé nebo této Pfiloze A kromé pfipadu, kdy
jsou takové dalSi testy, 1éEba nebo procedury
pfedem schvaleny CRO a/nebo zadavatelem.

ii. PROTOCOL DEVIATIONS:

ii. ODCHYLKY OD PROTOKOLU:

CRO will not pay Institution or Investigator for
any Study subject whose enrollment in the
Study deviates from the Protocol's eligibility
criteria or from whom Study Data cannot be
analyzed because of Protocol deviations, lack of
proper records or incomplete, uncorrected or

CRO instituci ani zkouSejicimu nezaplati za
zadné subjekty, které byly do Kklinického
hodnoceni zapsany v rozporu s kritérii pro ucast
v protokolu ¢&i jejichz udaje z Kklinického
hodnoceni neni mozno analyzovat kvl
odchylkam od protokolu, nedostatku Fadnych

unverifiable CRFs. zaznamO ¢&i  nelplnym, nespravnych nebo
neovéfitelnym formulaifdm CRF.

iii. AMENDMENTS iii. DODATKY

The following Study budget changes will be | Nasledujici zmény  rozpoctu klinického

documented by amendment signed by all
parties: (1) increases in the total Study budget,
with or without modification of the payment
schedule, or (2) modification of the payment
schedule with no change in total Study budget.

hodnoceni budou zdokumentovany dodatkem
podepsanym vSemi stranami: (1) zvySeni
celkového rozpoctu klinického hodnoceni, se
zménami, nebo beze zmén, planu plateb, nebo
(2) zmény v planu plateb bez zmén celkového
rozpoctu klinického hodnoceni.

iv. RESEARCH iv. LECBA UJMY NA ZDRAVI
INJURY TREATMENT: VZNIKLA VE SPOJENi S
VYZKUMEM:

Pursuant to the Indemnification and Research

V souladu s pravidly pro pojisténi zodpovédnosti
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Injury policy, Institution will promptly notify
Sponsor and/or CRO of any Research Injury.
Institution will submit all invoices for Research
Injury treatment to:
grantsandpayments@inventivhealth.com

a s pravidly pro djmu na zdravi vznikla ve
spojeni s vyzkumem instituce urychlené
upozorni zadavatele a/nebo CRO na jakoukoli
Ujmu na zdravi vzniklou ve spojeni s vyzkumem.
Instituce zaSle vSechny faktury za oSetfeni ujmy
na zdravi vzniklé ve spojeni s vyzkumem na:
grantsandpayments@inventivhealth.com

V. EARLY TERMINATION: V. PREDCASNE UKONCENI:
The Site Study Budget represents an estimation | RozpoCet pracovisté klinického hodnoceni
of Investigator’s total expenses for completion of | pfedstavuje odhad celkovych nakladd

the Study. In the event of early termination of
the Study, Investigator will cancel all cancelable
expenses and otherwise use its best efforts to
minimize costs and return to CRO any portion of
the Site Study Budget paid to it that is unspent
and/or unearned. All invoices must be submitted
to CRO for payment within thirty (30) days of the
site close out visit in order for payment to be
made.

In the event of early termination, CRO will pay
for services provided until the termination date
and any costs incurred by Institution or
Investigator in direct connection with the Study
and early termination of the Agreement
(especially any necessary medical treatments
and monitoring of Subjects enrolled into the
Study which are not covered by their health

zkouSejiciho k provedeni klinického hodnoceni.
V pfipadu pfred€asného ukonceni klinického
hodnoceni zkouSejici zrusi vSechny zruSitelné
naklady ¢i se jinak co nejvice vynasnazi
minimalizovat néklady a vrati CRO jakoukoli
C¢ast rozpoctu klinického hodnoceni, ktera
nebyla utracena a/nebo vydélana. Aby byly
provedeny platby, vSechny faktury musi byt
predlozeny CRO k platbé do ftficeti (30) dnli od
navstévy k uzavieni pracovisté.

V pfipadé pred€asného ukon&eni zaplati CRO
odmény za sluzby poskytnuté do data ukonceni
a pfipadné naklady vzniklé Instituci nebo
ZkouSejicimu v pfimé souvislosti s klinickym
hodnocenim a pfed€asnym ukonéenim Smlouvy
(zejména nezbyina lékarska oSetfeni a
sledovani subjektl zafazenych do klinického

insurance). hodnoceni, ktera nejsou hrazena jejich
zdravotnim pojisténim).
vi. FINAL PAYMENT: vi. KONECNA PLATBA:

Ten percent (10%) of each payment made to
payees will be withheld at the time of payment.
The withholding will be reconciled to payees as
a part of the final payment determination. The
final payment will be paid upon final review and
acceptance of all Study Data for enrolled
subjects by Sponsor and/or CRO, completion of
all required administrative matters by the
Investigator, including, but not limited to (i)
completion of all Study subjects’ visits, (ii)
Investigator and Study personnel’'s performance
of all procedures required by the Protocol, (iii)
Sponsor and/or CRQO's verification that all Study
Data has been collected, recorded and
submitted , and (iv) resolution of all outstanding
queries, and the return of any Sponsor, CRO, or
vendor-provided Equipment requested by
Sponsor and/or CRO.

Deset procent (10 %) z kazdé platby pfijemctim
bude zadrzeno v dobé platby. Tato zadrzena
Castka platby bude pfFijemcim vyrovnana
v ramci stanoveni zavérecné platby. Zavérecna
platba probéhne po konetné kontrole a pfijeti
vS8ech Udajd klinického hodnoceni pro zapsané
subjekty zadavatelem a/nebo CRO, dokonc&eni
vSech pozadovanych administrativnich
zalezitosti zkouSejicim v&etné, ale bez omezeni
na, (i) dokonceni vSech navstév subjektd v
ramci klinického hodnoceni, (ii) provedeni vSech
ukonli pozadovanych protokolem ze strany
zkousSejiciho a personalu klinického hodnoceni,
(iii) ovérfeni ze strany zadavatele a/nebo CRO,
ze byly shromazdény, zaznamenany a odeslany
vSechny (daje klinického hodnoceni a (iv)
vyfeSeni vSech nezodpovézenych dotazi a
vraceni ve8kerého zafizeni poskytnutého
zadavatelem, CRO ¢&i dodavatelem dle
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poZadavku zadavatele a/nebo CRO.

D. PAYMENT AND DESIGNATION OF
PAYEES

D. PLATBA A SPECIFIKACE PRIJEMCU
PLATBY

The following Payees (the “Payees”) are legally
eligible and capable to receive compensation
related to their performance wunder this
Agreement.

Nasledujici pfijemci platby (dale jen ,,Pfijemci
platby”) jsou pravné& opravnéni a schopni
pfijimat platby za sv(j vykon podle této smlouvy.

All payments will be made to the Payees listed
in the Table 1 and Table 2 below.

VSechny platby budou vyplaceny pfijemcim
platby, ktefi jsou uvedeni v tabulce 1 a tabulce 2
nize.

Institution and Investigator will be fully
responsible for making payments to any third
parties or agents of the Institution who provide
services hereunder. Institution will monitor
expenditures, in accordance with its internal
policies, and will ensure that the funds provided
by the CRO are spent in connection with the
performance of the Study.

Instituce a  zkouSejici  ponesou  plnou
zodpovédnost za platby tfetim stranam i
zastupclm instituce, ktefi poskytuji sluzby
vyplyvajici z této smlouvy. Instituce bude
sledovat naklady v souladu se svymi vnitfnimi
pravidly a bude zajiStovat, ze financni
prostfedky poskytované CRO jsou pouzivany na
provadéni klinického hodnoceni.

CRO will set up a natification in internal payment
system for a Request for Invoice that will be sent
to the Institution and Investigator at the end of
each quarter.

CRO v internim platebnim systému nastavi
upozornéni na Zadosti o faktury, ktera budou
instituci a zkouSejicimu odesilana na konci
kazdého Ctvrtleti.

Notification will be sent to:

Upozornéni bude odeslano na:

Payment for invoices will be made within forty-
five (45) days of receipt of a complete invoice
which includes the following information:

Faktury budou proplaceny do étyriceti péti (45)
dnd od obdrzeni uplné faktury, ktera obsahuje
néasledujici informace:

e [nstitution name

e NaAazev instituce

e Investigator name

e Jméno zkousejiciho

e Mailing address

e Postovni adresu

e Protocol number (_)

o Cisloprotokou (GTGTGTGN |

e Internal study number (_)

e Interni ¢islo klinického hodnoceni

(I

e Site identification number (4202)

e Registracni c&islo pracovisté klinického
hodnoceni (4202)

e VAT identification number

e Darnové registracni Cislo

e Invoice number and date

o Cislo a datum faktury

e Period for which the invoice is submitted

¢ Obdobi, na které se faktura vztahuje

e Date and description of services
provided, including subject visits
covered

e Datum a popis poskytnutych sluzeb,
v&etné pfislusnych navstév subjektl

e Appropriate supporting documentation
(i.e. third party invoices, receipts).

e Prislusné podparné dokumenty (faktury
tretich stran, stvrzenky).

Invoices, which exclude any of the designated
information above, may result in delayed
payments.

Faktury bez kterékoli z vySe uvedenych
informaci mohou vést k prodleni v platbé.

CRO will provide payment to the Payees solely
with funds received by Sponsor, in an amount

CRO poskytne platbu pfijemcim vyhradné z
prostfedkd obdrzenych od zadavatele a v ¢astce
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as outlined in the attached Budget. No
payments will be made to the Payees until the
following are completed:

uvedené v pfilozeném rozpoctu. Prijemci
neobdrzi zadné platby az do provedeni
nasledujicich:

(1) execution of the Agreement, (2) submission
of all regulatory documents to Sponsor and
CRO, and (3) EC approval.

(1) podepsani smlouvy, (2) odeslani vSech
regulatornich dokumentd zadavateli a CRO a (3)
schvéleni EK.

Final Invoices: CRO must be in receipt of final
invoices within sixty (60) days of Study Site
closure. CRO is not liable for payment of
invoices sent after such time.

Kone¢né faktury: CRO musi obdrzet
zavére€né faktury do Sedesati (60) dnG od
uzavfieni pracovisté klinického hodnoceni. CRO
nenese zodpovédnost za platbu faktur
zaslanych po tomto terminu.

If the Agreement is terminated before all
payments are earned, the remainder must be
returned to CRO immediately. If Payees fails to
do so, CRO or Sponsor, in its sole discretion,
may apply such unearned sums to payments
otherwise due in connection with the Payee’s
participation in another Sponsor study or may
pursue other available remedies.

Pokud bude smlouva ukonéena pfed splnénim
zavazk(, za néz byly uhrazeny platby, zbyvajici
Castka musi byt neprodlené vracena CRO.
Jestlize tak pfijemci platby neucini, CRO i
zadavatel mohou dle svého uvaZeni takovou
nezaslouzené nabytou Castku odecist od platby
jinak splatné pfijemcim plateb v souvislosti s
ucasti v jiném klinickém hodnoceni zadavatele,
¢i mohou uplatnit jiné prostfedky k ziskani
napravy.
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Table 1/ Tabulka 1

PAYMENT INFORMATION OF INSTITUTION / PLATEBNI INFORMACE INSTITUCE:

Payee’s name /
Jméno prijemce platby

Fakultni nemocnice u sv. Anny v Brné

Payee’s Address /
Adresa pfijemce platby

Pekarska 664/53, 656 91 Brno, Czech Republic

Payee’s Phone / Fax /
Mobile number / Email
Telefonni Cislo / Fax / Mobil /
Email pfijemce platby:

office Phone / Pracovni telefon: | GcNcNIENEG
Fax / Fax: [ R

Mobile / Mobil: N/A

email / Email: |

Taxpayer Identification
number /

Nepovinné: Dafiové
identifikac¢ni ¢islo

Identifikaéni ¢islo pfijemce 00159816
platby:

Optional: VAT Identification

number / CZ00159816

Payments to the Payee will
be made by wired bank
transfer to the Payee’s bank
account or through bank
cheque /

Platby pfijemci budou
provedeny bankovnim
pfevodem na ucet pfijemce
nebo Sekem

Bank Name / Nazev banky:
Ceska narodni banka, pobo&ka Brno

Bank Address / Adresa banky:
Rooseveltova 18
601 10 Brno
Czech Republic

SWIFT #/ Kéd SWIFT:

IBAN #/ C. IBAN:

Account Number / Cislo uétu:

Variable symbol / Variabilni &islo:
Number of invoice / Cislo faktury

Is the bank located in the same country as the payee’s address? /
Nachazi se banka ve stejné zemi jako adresa pfijemce?
YES / ANO
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Email / E-mail:
grantsandpayments@inventivhealth.com

Billing and mailling address / Fakturaéni a poStovni adresa:
inVentiv Health Clinical UK Ltd
Thames House
17-19 Marlow Road
Maidenhead, SL6 7AA
United Kingdom
GB 385756207

Individual and Address to
receive Invoices at CRO /
Jednotlivec a adresa pro
zaslani faktury CRO:

If sending electronically, please be sure to include the Study Number
() -d P! name on the subject line of the e-mail / P¥i zaslani
faktury elektronicky se ujistéte, Zze v pfedmétu zpravy zahrnete ¢islo
klinického hodnoceni () a iméno zkousejiciho.
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Table 2/ Tabulka 2

PAYMENT INFORMATION OF INVESTIGATOR / PLATEBNI INFORMACE ZKOUSEJICIHO:

Payee’s name /
Jméno prijemce platby

Payee’s Address /
Adresa pfijemce platby

Payee’s Phone / Email
Telefonni Cislo / Emalil
pfijemce platby:

office Phone / Pracovni telefon: || GcNIENNING
Email / Email: [ NG

Taxpayer Identification
number /

Nepovinné: Rodné cislo

Identifikaéni Cislo pfijemce N/A

platby:

Optional: Personal

Identification number / I

Payments to the Payee will
be made by wired bank
transfer to the Payee’s bank
account or through bank
cheque /

Platby pfijemci budou
provedeny bankovnim
pfevodem na ucet prijemce
nebo Sekem

Bank Name / Nazev banky:

Bank Address / Adresa banky:

SWIFT #/ Kod SWIFT:

IBAN # / C. IBAN:

Account Number / Cislo uétu:

Is the bank located in the same country as the payee’s address? /
Nachazi se banka ve stejné zemi jako adresa pFijemce?
YES / ANO
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Email / E-mail:
grantsandpayments@inventivhealth.com

Mail / PoStovni adresa:
inVentiv Health Clinical UK Ltd

Individual and Address to Thames House
receive Invoices at CRO / 17-19 Marlow Road
Jednotlivec a adresa pro Maidenhead, SL6 7AA
zaslani faktury CRO: United Kingdom

If sending electronically, please be sure to include the Study Number
(I -d P! name on the subject line of the e-mail / P¥i zaslani
faktury elektronicky se ujistéte, Zze v pfedmétu zpravy zahrnete Cislo
klinického hodnoceni | ) a iméno zkousejiciho.
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