Clinical Trial Agreement

(“Agreement”)

Smlouva o provedeni studie
(, Smlouva")

Between

Pierre Fabre M édicament

45, Place Abd Gance

92654 Boulogne Cedex France

- hereinafter known as the “ Sponsor”

Represented by

Accovion GmbH

Helfmann-Park 10

D-65760 Eschborn, Germany

On the basis of the Authority (“Power of
Attorney”) of 21.08.2015

Hereinafter known as“CRO”

And

Fakultni nemocnice Brno,

Jihlavska 20

Brno 62500, Czech Republic

Businnes registration number: 65269705,

VAT: CZ65269705

Represented by: Roman Kraus, MD, MBA -
Director

Hereinafter known as the “Institution”

And

MUDr. Bohdan Kadlec, Ph.D.

Address. ..... , Physician of the Department of
Pulmonary Diseases and Tuberculosis University
Hospital Brno

- hereinafter known as “I nvestigator”
Hereinafter referred to individualy as a “Party”
or collectively asthe “Parties’.

mezi spolecnosti
Pierre Fabre M édicament
45, Place Abel Gance
92654 Boulogne Cedex Francie
- ddejako , Zadavatel”

Zastoupenou spolecnosti

Accovion GmbH

Helfmann-Park 10

D-65760 Eschborn, Némecko

Na zéklad¢ povéteni (,,PInd moc*) 21.08.2015

Dédejako , CRO"

A

Fakultni nemocnice Brno,

Jihlavska 20

Brno 625 00, Ceska republika

IC: 65269705,

DIC: CZ65269705

Jednajici: MUDr. Roman Kraus, MBA - feditel

Ddejako ,,Zdravotnické zafizeni*

a

MUDr. Bohdan Kadlec, Ph.D.

Bytem ......, Iékat Kliniky nemoci plicnich a

tuberkul 6zy Fakultni Nemocnice Brno

- ddejako , Zkousgici*
Déle oznacované jednotlive jako ,,Strana“ nebo

souhrnné jako ,,Strany*.
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Preamble/ Matter of the Agreement

Uvod / Piedmét smlouvy

1 The Sponsor commissions the Investigator
to conduct the clinica study:

“Randomized Phase 11 study comparing single
agent oral vinorelbine administered with two
different schedules in patients with Advanced

Non Small Cell Lung Cancer unfit for a
platinum-based chemotherapy” (“Study”)

in accordance with the stipulations made in the

Study Protocol, No.. PM 0259 CA 232
JlVerson 1 dated 21% January, 2015
(“Protocol”)

2. The Protocol

“Amendments’ and amended Protocol versions,

including prospective

together with appendices and Case Report
Forms, the scientific, ethical, legal and genera
provisions contained therein, a comprehensive
Subject information leaflet and declaration of
risk-benefit

evaluation and the duties and obligations arising

Subject’s consent, an ongoing

from the insurance contract, if applicable,

constitute part of the present Agreement.

1 Zadavatel povéiuje Zkousejiciho k
provedeni klinické studie:

» Randomizovana studie faze |1 srovnavajici
perordlni vinorelbin v monoterapii podavany ve
dvou riiznych schématech u pacientii s
pokrocilym nemalobunécnym karcinomem plic
nevhodnym pro chemoterapii na béz platiny*

(,, Studie* )v souladu s ustanovenimi Protokolu
studie ¢. PM 0259 CA 232 J1, verze 1 z 21.
ledna 2015 (,, Protokol*)

2. Protokol, v¢etné budoucich ,,Dodatka“
a upravenych verzi Protokolti, spolu s ptilohami
a formuléii pro zdznamy, védeckymi, etickymi,
pravnimi a obecnymi ustanovenimi v ném
uvedenymi, srozumitelné informace pro pacienta
a prohlaseni o souhlasu pacienta, prubézné
hodnoceni poméru rizika a pfinosu a povinnosti
a zavazky vyplyvgjici z pojistné smlouvy, je-li

pouzitelné, predstavuji soucast této Smlouvy.

Definitions:

“Subject” means a person recruited to participate
in the Study.

“Sponsor” means the pharmaceutical company
that is a signatory to this Agreement. The
Sponsor may or may have delegate activities to
third parties e.g. CROs, Central laboratories.
“Investigator” shall mean the Physician, carrying
out the Study at the Institution where the
Physician is an employee of the Institution and
the Ingtitution shall enable the Physician to
participate in the.

“Institution” shall mean the investigational site
which facilities shall be used by the Investigator

Definice:

»Subjekt® je osoba, ktera je zatazena pro ucast
ve Studii.

»Zadavatel” je farmaceuticka spolecnost, ktera
podepisuje tuto Smlouvu. Zadavatel miize nebo
mohl delegovat aktivity na tfeti strany, napf.
CRO, centralni laboratore.

»Zkousejici® zahrnuje 1ékate provadéjiciho studii
ve Zdravotnickém zafizeni, kde 1ékar je
zaméstnanec Zdravotnického zafizeni a
Zdravotnické zatizeni umozni lékafi ti¢astnit se
StudieZdravotnické zatizeni je pracovisté
zkousSejiciho, jehoz zatizeni bude zkousejici

pouzivat pro provadéni studie.
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for the performance of the Study.

“Study Medication” shall mean the study drug
or control material as defined in the Protocol.
“CRO" shall

organisation holding an agreement with the

mean a clinicad research
Sponsor for services in regards to the Study
conduct.

The CRO is a signatory to this Agreement, on
behalf of the Sponsor, in order to facilitate the
contracting process for the Sponsor. However,
the CRO does not take over any Sponsor's
obligations related to this Agreement. The
Sponsor is represented by the CRO that acts with
the Power of Attorney from the Sponsor
(attached as Appendix B).

,Hodnoceny 1¢k* je hodnocené 1é¢ivo nebo
kontrolni materid definovane v Protokolu.
»CRO" je klinicka vyzkumnd organizace, ktera
uzaviela smlouvu se Zadavatelem tykajici se
sluzeb pti provadeéni Studie.

CRO je podepisyjici stranou té&to Smiouvy
jménem Zadavatele s cilem podpofit smluvni
proces pro Zadavatele. CRO vsak nepiebira
z&dné zévazky Zadavatele vyplyvagjici z této
Smlouvy. Zadavatel je zastoupen CRO, kterd
pusobi na zakladé¢ plné moci od Zadavatele

(ptipojena jako Ptiloha B).

Project Title: PM 0259 CA 232 J1 _ ACC2037
Sponsor: Pierre Fabre Médicament
Document: Investigator — Sponsor Agreement

File: Tempo Lung_ACC2037_CZ_Kadlec 2703_CSA template_Bilingual_20161109 1.0

Date: 09-Nov-2016
Investigator: Kadlec - 2703
Version No 1.0

Page 3 of 20

Confidential - not to be disclosed to third parties




81 Legal basis

81 Préavni zéklad

Investigator undertakes to perform the Study in
compliance with recognized medical and ethical
standards for the conduct of clinical trials of this
and dl

international laws, directives, regulations and

nature, applicable nationa and
guidelines regulating such studies and protecting
the rights, safety and welfare of human subjects
including, without limitation, all of the following

(collectively, “Rules and Regulations”)

Zkousejici se zavazuje provadét Studii v souladu
s uznavanymi lékarskymi a etickymi standardy
pro provadéni klinickych studii tohoto typu, a
vSemi piislusnymi ndrodnimi a mezindrodnimi
zakony, smérnicemi, nafizenimi a pokyny
regulujicimi takové Studie a chrénicimi prava,
bezpecnost a blaho lidskych subjektl, vcéetné,
bez omezeni, vSech nasledujicich dokumentt

(souhrnné, ,,Pravidla a regulacni opatteni)

a) The Protocol,

b) The ingtructions and the terms specified
in the approval of the Institutional Review Board
(IRB)/Ethics Committee,

C) The ICH
Guidelines for Good Clinical Practice of 1 May
1996 (ICH-GCP),

d) The Declaration of Helsinki of the
World Medical Association, “Ethical principles
for Medica Research Involving Human Subjects
— October 2013”

€ To the extent that the Study is conducted

Harmonized  Tripartite

in any member states of the European Union, al
applicable EU directives and regulations,

f) To the extent that the Study is conducted
in Czech Republic according to applicable
national/local regulations

0) Standard operating procedures of the

Sponsor.

a) Protokol
b) instrukce a pojmy specifikované ve
schvéleni  indtituciondni  revizni  komise
(IRB)/Etické komise,

C) harmonizované pokyny tripartity ICH
pro Spravnou klinickou praxi ze dne 1. kvétna
1996 (ICH-GCP),
d) Helsinska

zdravotnické  organizace,

deklarace Svétové

»Etické  principy

lékarského  vyzkumu  zahrnujiciho  lidské
subjekty - fijen 2013
e) do té miry, ze je Studie provadéna v

jakékoli ¢lenské zemi Evropské unie, vSechny
pfislusné smérnice a regulacni opatfeni EU,

f) do té miry, ze Studie je provadéna v
Ceska republika, piislusné néarodni/lokélni
regulacni opatfeni),

0) standardni operacni postupy Zadavatele.

The Sponsor shall not commit (and warrants that
in entering into the Agreement he has not
committed) any of the following acts:

h) provide or offer to provide to any person
in the employment of or in the service of the
consideration not

Investigator any gift or

contemplated by the financial arrangements set

Zadavatel se nedopusti (a zaruCuje se, ze pii
Smlouvy se nedopustil) zaddné z
nasledujicich aktivit:

h) poskytovat nebo nabizet jakékoli osobé

uzavieni

zaméstnané u ZkousSejictho nebo poskytujici
jakykoli dérek nebo

protisluzbu nezamyslenou finan¢nimi dohodami

sluzby  Zkousejicimu
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out below in relation to the negotiation or
performance of this Agreement or the Study.

i) make payment or agree to make
payment of any commission to any person in the
service of or in the employment of the
Investigator in relation to this Agreement or the

Stuay.

uvedenymi nize v souvidosti s vyjednavanim
nebo provadénim této Smlouvy nebo Studie,

i) provadét platbu nebo souhlasit s

provedenim platby jakékoli provize jakékali

osob¢, kterd poskytuje sluzbu nebo je

zaméstnana u Zkousejiciho v souvislosti s touto

Smlouvou nebo Studii.

The Investigator shall

disclosures  of

make any necessary

financial  interests  and
arrangements as specified by the Sponsor and for
the purposes of these obligations the Sponsor
shall advise the Investigator in writing of the

completion date of the Study.

Zkous$ejici musi ulinit veSkerd nezbytna

zvefejnéni  financnich z4jmi a ujednani

specifikovanych Zadavatelem a pro ucely téchto
povinnosti Zadavatel informuje zkousejiciho

pisemné¢ o datu dokonceni Studie.

§2 Duration of  validity and
termination of the Agreement
1 The Agreement comes into effect at the

time it is signed and terminates on compl etion of
the Investigator services as described in the
Protocol and this Agreement. The Sponsor has
the right to terminate the Agreement prematurely
or to require an extension.

2. If the Study is terminated by the Sponsor
during the period of validity of the Agreement,
responsibility  will  till for
obligations already entered the
Investigator. The Sponsor shall pay al costs

be accepted
into by

incurred and due for payment up to the date of
termination, and also all expenditure due for
payment after the date of termination which arise
from commitments reasonably and necessarily
incurred by the Investigator for the performance
of the Study prior to the date of termination, and
agreed with the Sponsor.

3. In case of termination the Sponsor shall

notify the Investigator immediately.

§2
1 Smlouva je platha od doby podpisu a

Doba platnosti a ukon¢eni Smlouvy

ukoncena pii dokonceni sluzeb ze strany
Zkousegjiciho, jak je popsano v Protokolu a v této
Smlouvé. Zadavatel ma pravo ukoncit Smlouvu
pred¢asné nebo si vyzadat prodlouZeni.

2. Pokud je Studie ukoncena Zadavatelem
v pribéhu platnosti Smlouvy, bude
zodpovédnost stale platna pro zadvazky, které jiz
byly piijaty ze strany Zkousejiciho. Zadavatel
uhradi veskeré néklady, které vznikly ajsou
splatné do data ukonceni, a také vSechny vydaje,
které jsou splatné po datu ukonceni, které jsou
dusledkem zavazku, které oduvodnéné a
nezbytné vznikly Zkousejicimu pii provadéni
Studie pted datem ukonceni, a které byly
odsouhlaseny Zadavatelem.

3. V pripadé ukonceni to Zadavatel ihned

ozndmi Zkousejicimu.

§3 Services to be provided under the

83  Suzby poskytované podle
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Aqgreement
1 The Sponsor hereby
Investigator and the Investigator undertakes to

retains the

perform the study in compliance with the written

Protocol (specifying Study objectives, Study

design, estimated Study duration,
discontinuation criteria and all other Study
related matters).

2. The Investigator is responsible for the
investigational site performance according to
Protocol.

3. The Investigator is entitled to have

services performed by one or more delegates of
the Investigator supported by additional
subordinated personnel only upon Sponsors
written authorization. Delegates shall have the
knowledge, experience and qualification
necessary to perform services according to the
requirements of the Protocol and must have
agreed to fulfill the commitments arising form
this Agreement in writing. The Investigator
keeps records of the involved Study personnel.

4, All Study data will be documented as
dtipulated in the Protocol together with
appendices and text of the Subject Information.

5 Al

especially the signed subjects declarations of

documents relevant to the Study,

consent to participation in a Study, Case Report
Forms (“CRF") and source documents will be
kept by the Investigator for at least 15 years after
completion of the Study. In case Sponsor
requires longer term of documents archiving,
Sponsor is obliged to plead this intent in writing

to Institution before the expiration of the term.

Smlouvy
1 Zadavatel timto vyuziva Zkousegjiciho a
Zkousejici potvrzuje, Ze bude provadét Studii v
souladu s pisemnym Protokolem (specifikujicim
cile Studie, plan Studie, odhadovanou dobu
trvani Studie, kritéria pro ukonceni a vSechny
dalsi zalezitosti souvisgjici se Studif).
2. Zkousejici je zodpoveédny za vykon ze
strany vyzkumného centra podle Protokolu.
3. Zkousejici je opravnény provadét sluzby
prostiednictvim jedné nebo vice delegovanych
osob Zkousejiciho s podporou dalsiho
podtizeného personalu pouze po pisemném
souhlasu Zadavatel e. Delegované osoby maji
znalosti, zkusenosti a kvalifikaci nezbytné pro
provadéni sluzeb podle pozadavkii Protokolu a
musi pisemn¢ souhlasit s tim, Ze budou plnit
zavazky vyplyvajici z této Smlouvy. Zkousejici
bude udrzovat zdznamy souvisejici s i€astnicim
se Studijnim persondem.
4, Veskera Studijni data budou
dokumentovéna podle pozadavkii Protokolu
spolu s pfilohami a textem Informaci pro
pacienta.
5. Veskerd dokumentace tykajici se Studie,
zvlasté podepsané souhlasy subjekti s Gcasti ve
Studii, Formuléfe pro hlaseni ptipada (,,CRF*) a
zdrojova dokumentace budou uchovévény
Zkousejicim po dobu minimalné 15 let po
Studie. ze Zadavatel

dokonceni V pfipade,

pozaduje delsi uchovani dokumentace, je
povinen pied uplynutim lhity dle pfedchozi véty
zadat vtomto smyslu pisemny pozadavek

Zdravotnickému zafizeni.

84 Duties of the Sponsor and

Coordination

84 Povinnosti Zadavatele a koordinace

1 Zadavatel pozada o schvaleni Studie
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1 The Sponsor will apply for the
Competent Authority’s approval of the Study
according to local legal requirements.

2. The Sponsor will submit or will support
the Investigator to submit the Protocol and all
Amendments and/or supplements thereto and all

required Study documents according to local

requirements to the competent IRB/Ethics
Committee.
3. The Sponsor keeps the Investigator

informed about the decisions of the Ethics
Committee and Competent Authority.
4, The Sponsor will

insurance for the Study in accordance with the

arrange subjects

provisions of local law. Before the clinical start
of the Study the Investigator will receive a copy
of the insurance certificate and the conditions
thereto if required.

5. The Sponsor will inform the competent
IRB/Ethics Committee of the Investigator of

kompetentnim tfadem podle lokalnich prédvnich
pozadavk.

2. Zadavatel predlozi nebo podpofi
Zkousejiciho pfi predlozeni Protokolu a vSech
Dodatkii a/nebo dalSich doplikt a vSech
pozadovanych studijnich dokumentt podle
lokalnich pozadavku pfislusné IRB/Etické
komise.

3. Zadavatel bude informovat Zkousejiciho
o rozhodnutich Etické komise a kompetentniho
uradu.

4. Zadavatel zajisti pojiSténi Subjektl pro
Studii v souladu s lok&nimi z&konnymi
ustanovenimi. Pfed zahéjenim Studie obdrzi
Zkousejici kopii pojistného certifikatu a
podminek pojisténi, je-li tfeba.

5. Zadavatel bude informovat pfislusnou
IRB/Etickou komisi Zkousegjiciho o zavaznych
nezadoucich prihodach podle pozadavku zakona.

6. Zadavatel oznami Zkousejicimu, pokud

serious adverse events as required by law. se stale aktivné ucastni Studie, v piipadé
6. The Sponsor notifies the Investigator, if | ukon¢eni Studie.

heis still actively participating the Study, in case

of termination of the Study.

85 Remuneration §5 Odména

1 The remuneration for the complete | 1. Odmeéna za kompletni provedeni Studie

performance of the Study in accordance with the

Protocal is specified in detail in Appendix A to

podle Protokolu je specifikovana podrobné v

Piiloze A této Smlouvy.

this Agreement.
2. Payments will be done on the basis of the

invoice issued by Institution. The invoice will be
issued on the basis of calculation made by
Sponsor, within 15 days of receiving cal culation
by Institution. The due dateis the day of delivery
calculation to the medical facility.

2. Platby budou provadény na zakladé
faktury vystavené Zdravotnickym zafizenim.
Faktura bude vystavena na zakladé kalkulace
vytvofené Zadavatelem, a to do 15 dni od
doruceni kalkulace Zdravotnickému zafizeni.
Datem zdanitelného pInéni je den doruceni

kalkulace do Zdravotnického zafizeni.
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Invoicing address:

Company name: Accovion GmbH
Attention to: Patricia Jacobs
Company address:

Helfmann-Park 10, 65760 Eschborn
Germany

(VAT): DE215956065

Sales Tax/Value Added Tax (“VAT"):

The remuneration mentioned above represents

the net amount. If an Institution is due to VAT
this may be added:

VAT applicable: NO

For Euro invoices/payments within the
European Union the VAT ID-Number has to be
provided from the Institution:

VAT Number: CZ65269705

Payment is due 30 days after receipt of the

invoice. In the case of late payment the
Institution is authorized to charge interest on late

payment at the legal rate.

Any taxes due and payable on the Institution’s
fee shall be paid by the Institution.

3. Detail s necessary for payment:

Account holder: Fakultni nemocnice Brno

For Euro payments within the European Union:
IBAN CZ1801000001070619440227/0100
SWIFT-BIC KOMBCZPP

For payments outside the European Union:
Account number: 107-0619400227/0100

Fakturaéni adresa:

Nazev spolecnosti: Accovion GmbH
K rukam: Patricia Jacobs

Adresa spolecnosti: Helfmann-Park 10
65760 Eschborn

Némecko

DIC: DE215956065

Dan z pfijmu/Dan z pifidané hodnoty (,,DPH):

Odmeéna uvedena vyse predstavuje ¢astku netto.
Pokud je Zdravotnické zafizeni platcem DPH,
mize byt tato ¢astka ptidana.

Piislusna DPH: NE

Pro faktury/platby v Eurech v Evropské unii
musi byt Zdravotnickym zafizenim uvedeno
&islo DIC:

DIC:  CZ65269705

Splatnost je 30 dnti po pfijeti faktury. V ptipadé¢

pozdni thrady je Zdravotnické zafizeni
opravnéno uctovat urok z prodleni v zédkonné

VYySi.

Jakékoli dané, které musi byt uhrazeny z platby

Zdravotnickému  zafizeni, budou uhrazeny
Zdravotnickym zafizenim.
3. Podrobnosti nutné pro platbu:

Majitel uctu: Fakultni nemocnice Brno
Pro platby v Eurech v Evropské unii:
IBAN CZ1801000001070619440227/0100

SWIFT-BIC KOMBCZPP

Pro platby mimo Evropskou unii:
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SWIFT-BIC: KOMBCZPP

Account address Komercni banka, a.s., pobocka
Brno-mésto, namésti Svobody 21, 631 31 Brno,
Ceska republika

and Sort code: 0100

Bank fees: SHA - the payer pays the charges to
payer's bank, the recipient pays the charges to

payee bank ev. to intermediary banks.

Cislo uétu: 107-0619400227/0100

SWIFT-BIC: KOMBCZPP

Adresa banky Komer¢ni banka, a.s., pobocka
Brno-mésto, namésti Svobody 21, 631 31 Brno,
Ceska republika

akadd banky: 0100

Bankovni poplatky: SHA — plétce hradi poplatky
banky platce, piijemce hradi poplatky banky
ptijemce, popt. zprostiedkujicich bank.

§6
1 The Investigator confirms that he will

Investigator declaration

perform the study in accordance with the terms
and conditions specified in § 1 and that he has
received and noted the contents of the Protocol
together with any appendices and text of the
Subject Information.

The Investigator will not start the Study before
al local legal requirements are fulfilled.

2. The Investigator confirms that he has the
knowledge, experience and qudlification
necessary to act as a Study Investigator and is
not involved in any regulatory or misconduct
litigation or investigation by the Food and Drug
Administration, the European Medicines
Agency, or other regulatory authorities. No data
produced by him/her in any previous clinica
study/investigation has been rejected because of
concerns as to its accuracy or because it was
generated by fraud. The Investigator warrants
that the aptitude of al personnel involved in the
conduct of this Study has not been rejected in
any former inspection. The Investigator shall
immediately notify the Sponsor, if the aptitude
of any personnel involved in this Study will be
rgected in an

inspection  of  any

86
1 Zkousejici potvrdi, ze provede studii v

Prohl&seni Zkousejiciho:

souladu s podminkami uvedenymi v 8§ 1 aze
obdrzel a seznamil se s obsahem Protokolu a
vSemi pfilohami a textem Informaci pro
pacienta.

Zkousejici nezahaji Studii diive, nez budou
splnény veskeré pravni pozadavky.

2. Zkousejici potvrdi, ze mé znalogti,
zkusenosti a kvalifikaci nezbytné pro funkci
Zkousejiciho pro Studii a Ze se neucastni
zadného regulacniho fizeni nebo sporu
tykajiciho se pochybeni, které jsou feseny
Utadem pro potraviny a léky (FDA), Evropskou
agenturou pro 1é¢ivé ptipravky nebo jinym
regula¢im ufadem. Zadné udaje, které byly
Zkouse icim poskytnuty v jakékoli/jakémkoli
predchozi/m klinické studii/hodnoceni nebyly
odmitnuty z divodu obav tykajicich se jejich
presnosti nebo z ditvodu vytvoreni takovych dat
podvodem. Zkousejici zarucuje, ze zpusobilost
veskerého ucastniciho se personalu provadét tuto
Studii nebyla zamitnuta pii Zadné predchozi
kontrole. Zkousejici okamzit€¢ oznami
Zadavateli, pokud bude zptsobilost personalu

ucastniciho se této Studie zamitnuta pii kontrole
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study/investigation conducted by the Investigator
in the course of this Study.

3. The Investigator confirms that he has
sufficient information about the development of
the Study medication to date. The Investigator
will confirm receipt of any updated Investigator
Brochures which are sent to him/her at a later
time. The Investigator has read the present
Protocol carefully and confirms that it contains
al the the
performance of the Study. The Investigator give

information  necessary  for
his assurance that he will conduct the Study on
the basis of the present Protocol.

4, The Investigator assures that he will not
undertake any screening study activities before
receipt of the written notification of any
necessary positive opinion of the IRB/Ethics
Committee and the written approval of the
Competent Authority. The Sponsor or an
authorized third party provides written
confirmation in case al requirements are met to
authorize the start of screening activities. The
Investigator will only include eligible Subjectsin
accordance with the inclusion and exclusion
criteria specified in the Protocol .

5. The Sponsor or an authorized third party
informs the Investigator immediately after notice
about the end of recruitment activities due to
having reached the targeted number of enrolled
Subjects.

6. The Investigator undertakes to explain to
all Subjects participating in this Study the nature,
significance and implications of the Study, to
inform them of their duties and obligations
within the insurance contract (if applicable) and

to obtain their written declaration of consent

jakeékali/jakéhokoli studie/hodnoceni
provadéné/m Zkousejicim v pritbehu této Studie.
3. Zkousegjici potvrdi, ze mé aktudni
dostatecné informace o vyvoji Hodnocené¢ho
1éku. ZkousSejici potvrdi piijeti vSech
aktualizovanych Soubort informaci pro
zkousejiciho, které mu budou pozdé¢ji zasilany.
Zkousejici si peclive precetl aktualni Protokol a
potvrdi, ze obsahuje vsechny informace
nezbytné pro provadéni Studie. Zkousejici
zaruci, Zze bude provadét Studii podle aktualniho
Protokolu.

4, Zkousejici zaruéi, Ze nebude provadeét
zadné screeningové aktivity v ramci studie pred
prijetim pisemného oznameni o jakémkoli
nezbytném schvaleni ze strany IRB/Etické
komise a pisemného schvaleni Kompetentniho
ufadu. Zadavatel nebo autorizovana treti strana
poskytne pisemné potvrzeni v piipadé, ze budou
splnény vSechny pozadavky pro povoleni
zahgjeni screeningovych aktivit. Zkousgjici
zafadi pouze vhodné Subjekty v souladu s
kritérii pro zatazeni a vytazeni specifikovanymi
v Protokolu.

5. Zadavatel nebo autorizovana tieti strana
informuje ihned Zkousejiciho po oznédmeni
ukonceni naborovych aktivit v disledku
dosazeni cilového poctu zafazenych Subjekti.
6. Zkousejici se zavazuje, ze vysvetli vSem
Subjektlim ucastnicim se této Studie povahu,
vyznam a dusledky Studie, Ze je informuje o
jelich préavech a povinnostech v rdmci pojistné
smlouvy (je-li pouzitelné) a ze ziskajegich
pisemny souhlas (informovany souhlas) s tcasti
ve Studii pied datem zatfazeni/randomizace.

Informované souhlasy zahrnuji souhlas stim, ze
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(informed consent) to participation in the Study
before date. The
informed consents include the acceptance to
make Subjects records available to the Sponsor
the

inclusion/randomisation

or an authorized third party and/or
Competent Authority. Due to changes of the
Protocol the informed consents might be
changed with the agreement of the IRB/Ethics
Committee. In such case the Investigator
undertakes to obtain the signatures from all

included Subjects on the amended informed

consent forms.
7. The Investigator completes the e-CRFs
and checks them for completeness and

correctness. The e-CRFs have to be completed
within two weeks after the visit recorded.

8. The Investigator holds complete records
of Subjects identification, medical observation
and dispense of the Study medication to
Subjects. The Investigator holds independent
medical recordsin addition to the e-CRFs.

0. The
change or add to, any aspect of the Study or the

Investigator undertakes not to
Protocol without the prior written approval of
the Sponsor and the prior approval of the
IRB/Ethics

authorities, if

Committee and

appropriate,
necessary to eliminate an apparent immediate

regul atory
except when
hazard to Subjects. Protocol deviations have to
be documented and the Sponsor or an authorized
third party has to be informed immediately.

10. The Investigator is not allowed to
perform any other
investigational drug for the Subjects already

clinical study with

included in this Study without written approval

of the Sponsor.

zaznamy Subjektt budou k dispozici Zadavateli
nebo autorizované tieti stran¢ a/nebo
Kompetentnimu ufadu. V dasledku zmén
Protokolu mohou byt informované souhlasy
zménény po schvaleni IRB/Etickou komisi. V
takovém piipad¢ se zkousSejici zavazuje, ze ziska
podpisy upravenych formulaii informovaného
souhlasu od vsech zatazenych Subjekta.

7. Zkousgjici vyplni e-CRF a zkontroluje je
s ohledem na Uplnost a sprédvnost. e-CRF musi
byt vyplnény béhem dvou tydnti po
zaznamenan¢ navstéve.

8. Zkousejici bude uchovavat vyplnéné
zéznamy identifikace Subjektu, sledovani a
pridéleni Hodnoceného Iéku Subjektim.
Zkousegjici bude vedle e-CRF uchovéavat
nezavislé 1ékarské zdznamy.

0. Zkousejici se zavazuje, Ze nezmeéni nebo
neptidd zadny aspekt Studie nebo Protokolu bez
predchoziho pisemného souhlasu Zadavatele a
predchoziho souhlasu IRB/Etické komise a
regulacnich uradd, je-li pouzitelné, krome
situaci, kdy je to nezbytné pro vylouceni
zjevného okamzitého nebezpeci pro Subjekty.
Odchylky od Protokolu musi byt
zdokumentovény a Zadavatel nebo autorizovana
treti strana musi byt okamzit¢ informovana.

10.

klinickou studii s hodnocenym lékem u

Zkousejici nesmi provadét zadnou dalsi

Subjektd, které jiz byly zafazeny do této Studie,
bez ptedchoziho pisemného souhlasu
Zadavatele.

11.
dodrzovat instrukce Zadavatele tykajici se

Zkousegjici se zavazuje, ze bude

dodrzovani zmén Studie nebo dodatku

Protokolu.
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11.

with the Sponsors instructions to follow changes

The Investigator undertakes to comply

of the Study or amendments of the Protocol.
12. The obliged in

accordance with the obligations of the Protocol

Investigator  is

and in compliance with applicable ICH/GCP
guidelines to report without delay Serious
Adverse Events (SAEs) to a contact for

Pharmacovigilance named by the Sponsor and to

the responsible IRB/Ethics Committee, if
applicable.
13. The Investigator undertakes to make

available all necessary documents in the event of
an audit or official inspection. The Investigator
shall fully cooperate with Sponsor and/or CRO
in the performance of Audits or Inspections by
Sponsor, its designee and/or any governmental
or regulatory authority during or after
completion of the Study and shall allow access
to the site facilities, make documents available
and if necessary provide further information as
requested. The Investigator will inform the
Sponsor or an authorized third party about any
audit or inspection upon notice without any
delay.

14. The

operate for monitoring activities by the Sponsor

Investigator undertakes to co-
or an authorized third party (by providing
sufficient space and time for answering queries)
and to grant direct access to al clinical data of
Study participants. The Investigator permits the
Sponsor or an authorized third party to check
source data documents relevant for the Study,
(Source Data Verification).

15. Before the dart of the Study the
Investigator  will  provide

an up-to-date

12. Zkousejici je povinnen v souladu s
pozadavky Protokolu a podle piislusnych
pokyntit ICH/GCP (SVP) nahlésit bez prodleni
zavazné nezadouci piihody (SAE) kontaktni
osob¢ pro farmakovigilanci uvedené
Zadavatelem a zodpovédné IRB/Etické komisi,
je-li pouzitelné.

13.

veskerou nezbytnou dokumentaci v ptipadé

Zkousegici se zavazuje, ze provede

auditu nebo ufedni kontroly. Zkousejici bude
plné spolupracovat se Zadavatelem a/nebo CRO
pii provadéni Auditd nebo Inspekei ze strany
Zadavatele, jeho povétenych osob a/nebo
jakéhokoli vladniho nebo regulac¢niho uradu
béhem nebo po dokonceni Studie a umozni
pristup na zafizeni centra, provedeni dostupné
dokumentace a bude-li tfeba, poskytne dalsi
pozadované informace. Zkousgjici informuje bez
prodleni Zadavatele nebo povéienou tieti stranu
0 jakémkoli auditu nebo inspekci po oznameni
takového auditu nebo inspekce.

14. Zkousegjici se zavazuje, ze bude
spolupracovat pii monitorovacich aktivitach
Zadavatele nebo autorizované tieti strany (tim,
ze poskytne dostatecny prostor a ¢as pro
zodpovézeni otazek) a umozni ptimy piistup ke
vsem klinickym datiim Gc¢astnika Studie.
Zkousgjici souhlasi stim, ze Zadavatel nebo
autorizovana tfeti strana mohou kontrolovat
zdrojovou dokumentaci tykgjici se Studie
(ovéteni zdrojovych dat).

15. Pted zahajenim Studie poskytne
Zkousejici Zadavateli nebo autorizované tieti
stran¢ aktualizovany zivotopis a veSkeré dalsi

dokumenty pozadované pro schvaleni ti¢asti

vyzkumného centra ve studii. Zivotopisy musi
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curriculum vitae and any other documents
required for approval of the investigationa site
for participation in the study to the Sponsor or an
authorized third party. CVs have to be updated
annually, if applicable.

16. The shal address
notifications regarding the Agreement or the
conduct of the Study to the Sponsor.

Investigator

byt kazdy rok aktualizovany, je-li pouzitelné.
16. Zkousgjici oznami ohl&eni tykajici se

Smlouvy nebo provadéni Studie Zadavateli.

87

Material
1 The Study medication supplied by the
Sponsor will be administered solely to the
Subjects included in the Study for Study conduct

Study Medication and Study

in accordance to Protocol. The Investigator is
responsible for storage, handling and proper
application of the Study medication according to
specifications, under safe conditions and the
Study medication accountability. All  Study
medication (used and unused packages) will be
destroyed upon Study termination at Site. There
is no right of retention of Study medication at
the study site.

2. Instruments and other Study materials
which are supplied on loan by the Sponsor for
the Study remain the property of the Sponsor and
must be returned on request at close out of the
investigational site or in case of premature end
of the Agreement. The Investigator renounces

any rights of retention.

87
1 Hodnoceny 1€k dodévany Zadavatelem

Hodnoceny |ék a materidl pro studii

bude podavan vyhradn¢ Subjektlim zafazenym
do Studie pro provadéni Studie v souladu s
Protokolem. Zkousejici je zodpovédny za
uchovavani, manipulaci a spravné podavani
Hodnoceného 1éku podle specifikaci, za
bezpecnych podminek a pii kontrole poctu
Hodnocenych 1ékti. Veskeré Hodnocené 1€ky
(pouzitd a nepouzita baeni) budou zlikvidovany
po ukonceni Studie na centru. Neexistuje zadné

pravo na ponechani Hodnocenych 1ékt1 v centru.

2. Nastroje a dalsi studijni materid, ktery
je dodavan jako zapujcka Zadavateli pro Studii,
zlstane majetkem Zadavatele a musi byt vracen
na pozadani pfi uzavieni vyzkumného centra
nebo v pfipad¢ predcasného ukonceni Smlouvy.
Zkousgici

se vzdava jakychkoli prav na

ponechéni.

§8 Confidentiality, publications and
inventions
1. All information and data connected with

the present Study, the Study medication, the
Protocol, Study results and this Agreement are to
be treated confidentially and not used for any

§8
1 Veskeré informace a Udaje souvisgjici s
Studii,

Diivérnost, publikace a vynalezy

aktualni Hodnocenou lécbou,
Protokolem, vysledky Studie a touto Smlouvou
musi byt uchovdvany davérné a nesmi byt

pouzivany pro jiny ucel, nez ktery je vyslovné
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purpose not this
Agreement for at least fifteen (15) years after the
termination or the Study.
Confidential made

accessible to third parties without the written

expressly provided in

conclusion of
Information may be
permission of the Sponsor only in so far asthisis
necessary for informing the Subjects when
obtaining the declaration of consent and for
instructing members of staff. The obligations of
confidentiality set out in this clause shal not
apply to Confidential Information which is (a)
published or becomes generally available to the
public other than as a result of a breach of the
undertakings hereunder by the receiving party,
(b) in the possession of the receiving Party prior
to its receipt from the disclosing party, as
by
evidence, and is not subject to a duty of

evidenced contemporaneous  written
confidentiality, (c) independently developed by
the receiving Party and is not subject to a duty of
confidentiality, (d) obtained by the receiving
Party from a third party not subject to a duty of
confidentiality.

2. The Study data may be published in
accordance with the provision of the Protocol
only with the consent of the Sponsor. Planned
publications or lectures will be communicated to
the Sponsor 30 days in advance, for consultation.
The scientific character of the publication or
presentation has to be assured. In multicentre
studies the publication of partial data will be
authorized only in exceptional cases.

3. Discoveries, results and inventions
which arise from the performance of the Study
(e.g., indications for it, uses, drug formulations),

whether patentable or not, are exclusively the

uveden v této Smlouvé, po dobu minimalné
patnacti (15) let po ukonceni nebo uzavieni
Studie. Duavérné informace mohou byt
zptistupnény tfetim stranam bez pisemného
souhlasu Zadavatele pouze tehdy, pokud je to
nutné pro informovani Subjektt pifi ziskavani
souhlasu a pro instrukce pro ¢leny personalu.
Povinnosti diivérnosti stanovené v tomto ¢lanku
se nevztahuji na Divérné informace, které jsou

(a)

dostupnymi vefejnosti jinak nez v dusledku

zvefejnény nebo se stanou obecné

poruseni zavazkl podle této Smlouvy piijimajici
obdrzenim od sdé€lujici strany, coz je doloZzeno
soucasnymi pisemnymi dikazy, a nepodléha to
povinnosti davérnosti, (¢) vytvofené nezavisle
pfijimajici stranou a

nejsou  predmétem

povinnosti davérnosti, (d) ziskané pftijimajici

stranou od tfeti strany, kterd nepodléha
povinnosti ditvérnosti.
2. Studijni data mohou byt publikovéna v

souladu s ustanovenim Protokolu pouze se
souhlasem Zadavatele. Planované publikace
nebo piednasky budou komunikovany se
Zadavatelem 30 dnti pfedem pro projednani.
Musi byt zajistén védecky charakter publikace
nebo prezentace. U multicentrickych studii bude
publikace casteCnych dat schvalena pouze ve
vyjimecnych piipadech.

3. Objevy, vydedky a vyndezy, které
vzniknou pfi provadéni této Studie (napf.
indikace, pouziti, Iékové

slozeni), at jsou

patentovatelné ¢i  nikoliv,
Zadavatele.

postupuje, a musi zajistit, ze Zkousejici a jeho

jsou vylucnym

majetkem Zkousgjici  timto

zastupce jako podfizeny personal postoupi, sva
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property of the Sponsor. The Investigator hereby
assigns, and shall procure that the Investigator
and its delegate as subordinated staff assigns, its
rights in relation to all “Intellectua Property
Rights” and in all “Know How” arising from and
relating to the Study, the Study medication or the
Protocol, to the Sponsor and at the request and
expense of the Sponsor, the Investigator
executes, al such documents and do al such
other acts as the Sponsor may reasonably require
in order to vest fully and effectively al such
Intellectual Property Rights and Know How in
the Sponsor.
4. If

inventions, which have been made by the

protective rights to protectable
Investigator or his subordinated personnel as
original inventor, are granted to the Sponsor, the
Sponsor now undertakes to agree contractual
regulations with the Investigator in its capacity

as inventor at the time the matter arises.

prava souvisgici se vsemi ,pravy na dusevni
vlastnictvi® a
vyplyvgjiicim a
Hodnocenym Iékem nebo Protokolem, Zadvateli
a na zédost a ndklady Zadavatele Zkousejici

poskytne vsechny tyto dokumenty a veskeré

veskerym  ,Know-How"

sowvisgicim se  Studii,

takové dalsi ukony, které muze Zadavatel
pfiméfen¢ pozadovat, aby plné a ucinné predal
vsechna takova prava na dusevni vlastnictvi a
know-how Zadavateli.

4. Jsou-li ochranna prédva na chranitelné
vynalezy, které byly vytvoteny Zkousejicim
nebo jeho podfizenymi

pracovniky jako

puvodnim vynalezcem, ud€lena Zadavateli,
Zadavatel se nyni zavazuje k souhlasu se
smluvnim ustanovenim se Zkousejicim v jeho

roli jako vynalezce v dob¢, kdy situace nastane.

§9
1 The Sponsor agrees to release the
Investigator and the subordinate staff of the
subject to

Duty of care and liability

Investigator, the provision of
Paragraph 2 and 3 below, from al claims
(including justified legal fees) which are made
by Subjects participating in the Study or their
representatives and/or heirs for damage to health
(including sequelag), deaths or damage to
property resulting from or in connection with the

performance of the study in accordance with the

Protocol.
2. There is no release of the Investigator
from liability for damages resulting of

underlying diseases or any therapeutic or

diagnostic measures not in full compliance with

§9

1. Zadavatel souhlasi stim, ze zprosti

Povinnost péce a pravni odpovédnost

Zkousejiciho a jeho podiizené pracovniky podle
ustanoveni odstavce 2 a 3 nize, veskerych
narokil (v€etné opravnénych pravnich poplatki),
které jsou provedeny ze strany Subjektt
ucastnicich se Studie, nebo jejich zastupci
a/nebo dédict, tykajicich se Skody na zdravi
(v€etné nasledkil), imrti nebo skody na majetku
vyplyvajici z provadéni studie nebo souvisejici s
provadénim studie podle Protokolu.

2. Zkousejici neni zbaven odpovédnosti za
Skody vzniklé v diisledku zékladniho
onemocnéni nebo jakychkoli 1écebnych nebo
diagnostickych opatteni, ktera nejsou plné v

souladu s Protokolem.
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the Protocol.

3. There the
Investigator to be released from liability if the
obligations stated in this Agreement and in the

is no entittement of

Protocol or written instructions by the Sponsor
have been violated deliberately or through
negligence, malpractice or misconduct of
Investigator and any other third party acting on
behalf of Investigator.

4, The Investigator undertakes to consult
the Sponsor about any claims made against them
as per Paragraph 1, from the start. The Sponsor
shall be given the opportunity at all times to
manage the defence of the clam, with the
cooperation and the assistance of the Investigator
and the Indemnitees seeking indemnification;
and an Indemnitee seeking indemnification shall
take all reasonable steps to mitigate the amount
of any claim for indemnification. In addition, in
no event shall the Investigator make or attempt
to make any settlement or make any admission
with respect to the claim without the prior
written consent of Sponsor. The Investigator is
obliged to cooperate with the Sponsor in the
defence of any clams irrespective of the
Sponsor, the Investigator is defending the claim.

5. In respect of any wilful and/or deliberate
breach of the obligations arising from this
by the the

Investigators delegate or subordinated personnel,

Agreement Investigator  or
the Investigator assumes liability for any claims
arising out of or in connection with the breach.

6. The Investigator shal indemnify and
hold the Sponsor and its affiliates harmless from
any loss, claim or demand arising from any:

a injuries or damages incurred if

3. Neexistuje zadny narok Zkousejiciho na
zbaveni odpovédnosti za Skodu v ptipadé, ze
povinnosti uvedené v této Smlouveé a v
Protokolu nebo pisemnych pokynech Zadavatele
byly poruSeny timysIné nebo z nedbalosti, z
divodu neopravnéného postupu nebo pochybeni
ze strany Zkousejiciho a jakékoli jiné teti strany
jednajici jménem Zkousgiciho.

4. Zkousgici se zavazuje, ze prodiskutuje
se Zadavatelem jakékoli ndroky vznesené proti
nému podle odstavce 1 od zacatku. Zadavatel ma
moznost kdykoli provadét obranu tykajici se
naroku pfi spolupraci a s pomoci Zkousejiciho a
Zadatele o ndhradu skody a Zadatel o nahradu
Skody ucini veskeré pfiméiené kroky ke
zmirnéni ¢astky jakéhokoli ndroku na nahradu
Skody. Kromée toho, Zkousejici v zadném
pripadé neucini nebo se nebude snazit ucinit
jakékoli vyrovnani nebo jakékoli ptijeti s
ohledem na naroky bez piredchoziho pisemného
souhlasu Zadavatele. Zkousgjici je povinnen
spolupracovat se Zadavatelem pii obhajeni
jakychkoli ndrokti bez ohledu na Zadavatele,
Zkouseici obhajuje néaroky.

5. V piipadé jakéhokoli umysIného a/nebo
zamérného poruseni povinnosti vyplyvajicich z
této Smlouvy ze strany Zkousejiciho nebo osoby
povetené Zkousejicim nebo podiizenych
pracovniki piebira Zkousejici odpovédnost za
jakékoli naroky vyplyvajici z tohoto poruseni
nebo s nim souvisegici.

6. Zkousegjici musi odskodnit Zadavatele a
zajisti, Ze na Zadavatele a jeho pobocky se
nebude vztahovat z&dné poskozeni, ndrok nebo
pozadavek vyplyvajiciho z nékteré z

nasledujicich skutecnosti:
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they are the result of negligence or wilful
misconduct on the part of the Investigator and/or
Study Staff

b. Research activities contrary to
the Protocol or this Agreement

C. Case in which written informed
consent was not obtained for the enrolled subject
in accordance with the Protocol.

7. The Investigator will maintain adequate
insurance coverage with respect to any liability
he/she may have under this Agreement or for
breach of the terms hereof according to the

applicable national regulations.

a Ujma na zdravi nebo skody vzniklé v
dtsledku zanedbani nebo umysiného
nespravného jednéni ze strany Zkousejiciho
a/nebo persondlu Studie,

b. vyzkumné aktivity, které odporuji
Protokolu nebo této Smlouve,

C. ptipad, kdy nebyl pisemny informovany
souhlas ziskan pro zarazeny subjekt v souladu s
Protokolem.

7. Zkousejici bude udrzovat ptislusné pojistné
kryti s ohledem najakoukoli pravni
zodpovédnost, kterou miize mit podle této
Smlouvy nebo pro piipad poruseni podminek
stanovenych v této Smlouvé podle ptislusnych

narodnich regula¢nich predpisti.

§10 Notices

Any notices under this Agreement shall be in
writing, signed by the redevant Party to this
Agreement and delivered personally, by courier
or by recorded delivery post.

Notices to the Sponsor shall be addressed to:
Pierre Fabre Médicament — Christine TA
THANH MINH

45, Place Abd Gance

92654 Boulogne Cedex France

Notices to the Institution shall be sent to address
stated in the header of the contract:

Fakultni nemocnice Brno,

Jihlavska 20

Brno 625 00, Czech Republic

8§10 Oznameni

V eskera oznameni podle této Smliouvy budou
provedena pisemné, podepsana piislusnou
Smluvni stranou a predana osobn¢, kuryrem
nebo doporucenou postou.

Oznameni Zadavateli budou zasilana na adresu:
Pierre Fabre Médicament — Christine TA
THANH MINH

45, Place Abel Gance

92654 Boulogne Cedex Francie

Oznameni Zdravotnickému zaiizeni budou
zasilana na adresu uvedenou v hlavicce smlouvy.
Fakultni nemocnice Brno,

Jihlavska 20

Brno 625 00, Ceska republika

8§11
No Party shall be liable to any other Party or
shall be in default of its obligations hereunder if

ForceMajeure

such default is the result of war, hostilities,

8§11

Z4dna Strana nebude zodpovédna za jakoukoli

Vys§§i moc

druhou Stranu nebo nebude zodpovédnd za

neplnéni svych zavazki podle této Smlouvy,
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revolution, civil commotion, strike, epidemic,
accident, fire, wind, flood or because of any act
of God or other cause beyond the reasonable
control of the Party affected. The Party affected
by such circumstances shall promptly notify the
other Parties in writing when such circumstances
cause a delay or failure in performance (“a
Delay”) and when they cease to do so. In the
event of a Delay lasting for four (4) weeks or
more the non-affected Parties shall have the right
to terminate this Agreement immediately by

notice in writing to the other Parties.

pokud toto neplnéni bude vysledkem valky,
neptatelstvi, revoluce, obcanskych nepokojt,

stavky,

povodné nebo z divodu jakéhokoli jednani vyssi

epidemie, nehody, pozaru, vétru,

moci nebo jiné pfiiny mimo pfiméfenou
kontrolu dotcené strany. Strana dotcena témito
okolnostmi bude neprodlen¢ pisemné informovat
druh¢ Strany, pokud takovéto okolnosti zpiisobi
zpozdéni nebo selhani provadeéni (,,Zpozdéni)“ a
kdy takové okolnosti ustanou. V piipad¢
Zpozdéni, které trva Ctyfi (4) tydny nebo déle

maji nedotCené Strany pravo ihned ukoncit

Smlouvu  pisemnym  ozndmenim  druhym
Stranam.
8§12 Final provisions §12 Koneéna ustanoveni
1 If any of the provisions of this| 1 Pokud jakakoli ustanoveni této Smlouvy
Agreement is or becomes ineffective, the | jsou nebo se stanou neplatnymi, nebude platnost

efficacy of the remaining provisions will be
unaffected by this. The ineffective provision will
be replaced by one which is legally admissible
and which best serves the purpose of the
ineffective provision.

2. The appendices of this Agreement are

part of the Agreement. The Agreement precedes

its appendices. The Protocol precedes the
Agreement.
3. Amendments, augmentations and

explanations of this Agreement must be in
writing.

4, The Investigator may not assign its
rights under this Agreement or any part thereof
without the prior written consent of the Sponsor.
The Sponsor may sub-contract the performance
of al or any of its obligations under this
Aqgreement.

5. The Investigator acts as an independent

zbyvajicich ustanoveni timto dotfena. Neplatné
ustanoveni bude nahrazeno ustanovenim, které je
pravné pfijatelné a které nejlépe odpovida ucelu
neplatného ustanoveni.

2. Prilohy této Smlouvy jsou soucasti
Smlouvy. Smlouva mé ptednost pfed pfilohami.
Protokol ma ptednost pted Smlouvou

3. Dodatky, rozsifeni a vysvétleni této
Smlouvy musi byt provedeny pisemné.

4. Zkousgjici nesmi delegovat sva préava
podle této Smlouvy nebo jakékoli jeji Casti bez
pfedchoziho pisemného souhlasu Zadavatele.
Zadavatel miize smluvn¢ zajistit provadéni v§ech
nebo nékterych svych zavazkli podle této
Smiouvy.

5. Zkousgjici jedna jako nezavisla smluvni
strana Zadavatele. Zkousejici nemad povoleni
jednat namisto Zadavatele.

6. Misto plnéni a prislusSny soud jsou
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contractor of the Sponsor. The Investigator is not | v Ceské republice.
authorized to act in place of the Sponsor.
6. The place of fulfilment and the court of

jurisdiction arein Czech Republic.

Ptilohy:
Priloha A Odmeéna
Appendices: Priloha B Plnd moc
Appendix A Remuneration
Appendix B Power of Attorney
(Signature page follows) (Podpisova stranka nésleduje)
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IN WITNESS WHEREOF, the Parties have caused this Agreement to be executed/ NA DUKAZ

CEHOZ, Strany uzaviely tuto Smlouvu.

Signed on behalf of the Sponsor by Accovion GmbH/ Podepsano jménem Zadavatele spole¢nosti

Accovion GmbH:

Place/ Misto:
Date/ Datum:
Name/ Jméno:
Title/ Titul:

Signed on behalf of the Institution/ Podepsadno jménem Zdravotnického zatizeni:

Place/ Misto:

Date/ Datum:

Name/ Jméno: MUDr. Roman Kraus, MBA
Title/ Titul: Director/ feditel

Signed on behalf of the Investigator/ Podepsano jménem Zkousejiciho:

Place/ Misto:
Date/ Datum:
Name/ Jméno: MUDr. Bohdan Kadlec, Ph.D.
Title/ Titul: Principal Investigator/ Zkousejici
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