CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKE STUDII

This Agreement is dated and shall become
binding upon the Parties from the date the last
Party signs below between:

Tato smlouva je datovana a vstupuje v platnost
dnem, kdy je podepsana posledni smluvni
stranou:

OSE Immunotherapeutics, a company
incorporated in France whose registered office is at
22 bd Benoni Goullin, 44200 Nantes, France

OSE Immunotherapeutics, spolecnost sidlici ve
Francii s registrovanym sidlem na adrese 22 bd
Benoni Goullin, 44200 Nantes, Francie

(Hereinafter known as the “Sponsor”)

(dale nazyvana ,,zadavatel)

AND

Nemocnice Jihlava, semi-budgetary organization,
of Vrchlického 59, Jihlava 58633, Czech Republic,
ID: 00090638,VAT: CZ00090638, authorized to act
through the hospital Director, Luka$ Velev M.D.,
MHA

Nemocnice Jihlava, pfispévkova organizace sidlici
na adrese, Vrchlického 59, Jinlava 58633, Ceska
republika, 1C: 00090638, DIC: CZ00090638,
opravnéna jednat prostfednictvim feditele MUDr.
Lukase Veleva, MHA

(Hereinafter known as the “Institution”)

(dale nazyvané ,,zdravotnické zarizeni®)

AND

, Personal identification
number:
number:

Account

na adrese,

(Hereinafter known as the “Investigator”)

(dale nazyvany ,,zkousejici“)

NOwW NYNI
WHEREAS the Sponsor is a pharmaceutical | JE DANO, Ze =zadavatel je farmaceuticka
company involved in the research, development, | spoleCnost zabyvajici se vyzkumem, vyvojem,
manufacture and sale of medicines for use in | vyrobou a  prodejem  I[éCivych  pfipravki

humans.

k humannimu pouziti.

WHEREAS the Sponsor is developing new
treatments for patients with Non-Small-Cell Lung
Cancer.

JE DANO, Ze zadavatel vyviji nové zplsoby Iécby
pro pacienty s nemalobuné&nym karcinomem plic.

WHEREAS the Sponsor has entered into an
agreement with ORION Sante SARL of Centre d'
Affaires La Boursidiére, Batiment le Jura, 2éme
étage, BP 141, 92357, Le Plessis Robinson cedex,
France and its Affiliates (hereinafter known as the
“CRO”) for the performance of certain clinical
research organisation services in respect of the
Clinical Trial (as defined below) and wishes CRO to
monitor the Clinical Trial and manage payment of
the fees due to the Institution hereunder.

JE DANO, Ze zadavatel uzaviel smlouvu se
spole€¢nosti ORION Sante SARL of Centre d'
Affaires La Boursidiére, Batiment le Jura, 2éme
étage, BP 141, 92357, Le Plessis Robinson cedex,
Francie a jejimi poboCkami (dale jen ,CRO") o
poskytnuti urgitych sluzeb smluvni vyzkumné
organizace pro klinické hodnoceni (definované
nize), a opraviuje CRO k monitorovani klinického
hodnoceni a spravé plateb, na které ma
zdravotnické zafizeni narok podle této smlouvy.
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WHEREAS the Institution and the Investigator each
acknowledges and agrees that Sponsor may at any
time upon reasonable notice commission another
contract research organisation to arrange and
administer the Clinical Trial. In such event from the
date of such notice references to CRO in this
Agreement shall be construed as references to the
new CRO.

JE DANO, ze zdravotnické zafizeni a Zkou$ejici
berou na védomi a souhlasi,Zze zadavatel mize
kdykoli, pokud to oznami s pfiméfenym predstihem,
povéfit jinou smluvni vyzkumnou organizaci, aby
pfipravila a provedla klinické hodnoceni. V takovém
pfipadé budou od data takového oznameni vSechny
odkazy na CRO vtéto smlouvé chapany jako
odkazy na novou CRO.

WHEREAS the Institution is concerned with the
diagnosis, treatment and prevention of disease and
clinical research for the improvement of healthcare.

JE DANO, e zdravotnické zafizeni se zabyvéa
diagnozou, léEbou a prevenci nemoci a klinickym
vyzkumem zaméfenym na zlepSovani zdravotni
péce.

WHEREAS the Investigator has a particular interest
and expertise in Non-Small-Cell Lung Cancer.

JE DANO, ze zkouSejici ma zvlastni zajem a
odborné zkuSenosti s lécbou nemalobunéCnym
karcinomem plic.

WHEREAS the Sponsor wishes to contract with the
Institution and the Investigator to undertake the
Clinical Trial which will be performed by the
Institution and the Investigator at the Trial Site (as
defined below).

JE DANO, Ze zadavatel ma v uamyslu uzavfit
smlouvu se zdravotnickym zafizenim a zkouSejicim
o provedeni klinického hodnoceni, které bude
provadéno zdravotnickym zafizenim a zkouSejicim
v centru klinického hodnoceni (definované nize).

WHEREAS the Investigator will take primary
responsibility for the conduct of the Clinical Trial at
the Trial Site.

JE DANO, Ze zkouSejici bude mit hlavni
odpovédnost za provadéni klinického hodnoceni v
centru klinického hodnoceni.

It is agreed that the Sponsor, the Investigator and
Institution shall participate in the aforementioned
Clinical Trial in accordance with this Agreement.

Je ujednano, ze zadavatel, ZkouSejici a
zdravotnické zafizeni budou spolupracovat na vyse
zminéném klinickém hodnoceni v souladu s touto
smlouvou.

1. DEFINITIONS

1. DEFINICE

1.1. The following words and phrases have the

following meanings:

1.1. Nasledujici slova a fraze maji tento

vyznam:

“Affiliate” means any business entity which controls,
is controlled by, or is under the common control with
the Sponsor or CRO. For the purposes of this
definition, a business entity shall be deemed to
control another business entity if it owns, directly or
indirectly, in excess of 50% of the voting interest in
such business entity or the power to direct the
management of such business entity.

.Pobocka“ je jakakoli obchodni spolecnost, ktera
kontroluje, je kontrolovana nebo je pod vSeobecnou
kontrolou zadavatele ¢i CRO. Pro ucely této definice
je za obchodni spole¢nost kontrolujici jinou
obchodni spole¢nost povazovana spoleCnost, ktera
vlastni, pfimo &i nepfimo, vice nez 50 % hlasovacich
prav v kontrolované obchodni spole¢nosti nebo ma
pravomoc Fidit tuto obchodni spoleCnost.

“Agent(s)” shall include, but shall not be limited to,
any person (including the Investigator, any nurse or
other health professional), any such person’s
principal employer in the event it is not the Institution
and where such person is providing services to the
Institution under a contract for services (commonly
known as an honorary contract) or otherwise, and/or
any contracted third party providing services to a
Party under a contract for services or otherwise.

“Zastupce” je, mimo jiné, jakakoli osoba (v€etné
zkousejiciho, zdravotni sestry nebo jiného
zdravotnického pracovnika), hlavni zaméstnavatel
takové osoby, pokud to neni zdravotnické zafizeni,
a pokud tato osoba poskytuje zdravotnickému
zafizeni sluzby na zakladé smlouvy o provedeni
sluzeb (obvykle nazyvané honorarni smlouva) &i na
jiném zakladé&, a/nebo jakdkoli smluvni tfeti strana
poskytujici sluzby nékteré smluvni strané na
zakladé smlouvy nebo jinak.

“Agreement” means this agreement comprising its
clauses, schedules and any appendices attached to
it.

~Smlouvou“ se rozumi tato smlouva se vSemi
klauzulemi, rozvrhy a pfipojenymi pfilohami.

“Auditor” means a person being a representative of
the Sponsor or CRO who is authorised to carry out

“Auditor” je osoba zastupujici zadavatele nebo
CRO, ktera ma opravnéni vykonavat systematickou
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a systematic review and independent examination
of Clinical Trial related activities and documents to
determine whether the evaluated Clinical Trial
related activities were conducted, and the data were
recorded, analysed and accurately reported
according to the Protocol, the Sponsor's or the
CRO’s (as agreed) Standard Operating Procedures,
copies of which have been made available to the
CRO and the Institution, good clinical practice and
the applicable regulatory requirements.

inspekci a nezavislou kontrolu aktivit a dokumentu
spojenych s klinickym hodnocenim tak, aby mohlo
byt ovéfeno, ze byly provedeny hodnocené aktivity
spojené s klinickym hodnocenim a Ze data byla
zaznamenana, analyzovana a spravné nahlasena
podle pokynl protokolu, standardnich pracovnich
postupl zadavatele nebo CRO (dle dohody), jejichz
kopie byly dany k dispozici CRO a zdravotnickému
zafizeni, spravné Kklinické praxe a pfislusnych
regulac¢nich pozadavku.

“Clinical Trial” means the investigation to be
conducted at the Trial Site entitled “A randomized
parallel group phase Il trial of OSE 2101 as 2nd
line after prior platinum-based chemotherapy
failure or as 3rd line after platinum-failure and
checkpoint inhibitor-failure, compared with
standard treatment (docetaxel or pemetrexed) in
HLA-A2 positive patients with locally advanced
(INB) unsuitable for radiotherapy or metastatic
Non-Small-Cell Lung Cancer” with EudraCT
number 2015-003183-36 in accordance with the
Protocol numbered OSE2101C301 along with any
documented and Sponsor approved amendments.

,Klinické hodnoceni“ je vyzkum, ktery ma byt
proveden ve studijnim centru a je nazvan
»Randomizovana studie faze Ill s paralelnimi
skupinami, hodnotici pfipravek OSE 2101 jako 2.
linii 1éby po selhani predchozi chemoterapie
zalozené na platiné nebo jako 3. linii 1é¢by po
selhani platiny a selhani kontrolniho inhibitoru,
v porovnani se standardni Iéébou (doxetaxel
nebo pemetrexed) u HLA-A2 pozitivnich
pacientt s lokalné pokrog€ilym (mB)
nemalobunéénym karcinomem plic nevhodnym
k radioterapii nebo metastatickym
nemalobunéénym karcinomem plic“ s EudraCT
Cislem 2015-003183-36 podle protokolu s Cislem

OSE2101C301 spole¢né s veSkerymi
dokumentovanymi a zadavatelem schvalenymi
dodatky.

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

»Subjekt klinického hodnoceni“ je osoba pfijata k
ucasti v klinickém hodnoceni.

“Confidential Information” means in the case of
obligations imposed upon the Institution and/or the
Investigator under clauses 7.2 and 13.7 any and all
information relating to the Clinical Trial including the
Investigational Product and in the case of
obligations imposed upon the Parties under clause
7.2 all information concerning the arrangements
contemplated by this Agreement or the business
affairs of one Party that it discloses to any other
Party pursuant to or in connection with this
Agreement.

,D0vérné informace* jsou v pfipadé zavazki
zdravotnického zafizeni a/nebo Zkousejiciho na
zakladé ¢lankd 7.2 a 13.7 jakékoli a veSkeré
informace souvisejici s klinickym hodnocenim
véetné hodnoceného pfipravku, a v ramci zavazki
smluvnich stran na z&kladé ¢&lanku 7.2 veskeré
informace tykajici se ujednani této smlouvy nebo
obchodnich zalezitosti kterékoli ze smluvnich stran,
které jsou sdéleny druhé smluvni strané podle této
smlouvy nebo na zakladé této smlouvy.

“ICH GCP” means the ICH Harmonised Tripartite
Guideline for Good Clinical Practice
(CPMP/ICH/135/95) together with such other good
clinical practice requirements as are specified in
Directive 2001/20/EC of the European Parliament
and the Council of 4 April 2001 relating to medicinal
products for human use and in guidance published
by the European Commission pursuant to such
Directive.

"ICH GCP" je harmonizovany tripartitni pokyn
Mezinarodni konference pro harmonizaci o spravné
klinické praxi (CPMP/ICH/135/95) spolu s dalSimi
pozadavky spravné klinické praxe, specifikovanymi
v Nafizeni 2001/20/EC Evropského parlamentu a
rady ze dne 4. dubna 2001, tykajici se pfipravkud
k humannimu pouziti, a pFisluSnych doporuceni
publikovanych Evropskou komisi na zakladé tohoto
narizeni.

“Inspector” means a person, acting on behalf of a
Regulatory Authority, who conducts an official
review of documents, facilities, records and any
other resources that are deemed by the Regulatory
Authority to be related to the Clinical Trial and that
may be located at the Trial Site.

.Inspektor" je osoba konajici v zastoupeni
kontrolniho Gfadu, ktera provadi oficialni inspekci
dokumentace, centra klinického hodnoceni,
zaznamU a vSech ostatnich prostfedkd, které jsou
kontrolnim Ufadem povaZovany za souvisejici
s klinickym hodnocenim, a které mohou byt
situovany v centru klinického hodnoceni.
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“Intellectual Property Rights” means patents,
trademarks, copyrights, rights to extract information
from a database, design rights and all rights or forms
of protection of a similar nature or having equivalent
or the similar effect to any of them which may subsist
anywhere in the world, whether or not any of them
are registered and including applications for
registration of any of them.

.Pravo na duSevni vlastnictvi® znamena patenty,
ochranné znamky, autorska prava, prava k ziskani
informaci z databaze, prava vztahujici se k designu
a v8echna prava nebo formy ochrany podobného
charakteru nebo majici ekvivalentni nebo podobnou
ucinnost, uplatiiovana kdekoli na svété, at jsou
registrovana ¢&i nikoli, v€éetné veSkerych zadosti o
registraci kteréhokoli z nich.

“Investigational Product” means the Clinical Trial
drug or control material as defined in the Protocol.

.Hodnoceny pfipravek® je hodnoceny Iék nebo
kontrolni material v daném klinickém hodnoceni tak,
jak je definovan v protokolu.

“‘Know How” means all technical and other
information which is not in the public domain,
including but not limited to information comprising or
relating to concepts, discoveries, data, designs,
formulae, ideas, inventions, methods, models,
procedures, designs for experiments and tests and
results of experimentation and testing, processes,
specifications and techniques, laboratory records,
clinical data, manufacturing data and information
contained in submissions to Regulatory Authorities.

-Know-how" znamena veskeré technické a jiné
informace, které nejsou verejné pfistupné, mimo
jiné  vCetné informaci  obsahujicich  nebo
souvisejicich s koncepcemi, objevy, daty, navrhy,
vzorci, mySlenkami, vynalezy, metodami, modely,
postupy, navrhy experimentd a testd a vysledky
experimentd a testll, procesy, specifikacemi,
technikami, laboratornimi zaznamy, klinickymi daty,
vyrobnimi daty a informacemi obsazenymi v
pisemnych materidlech predlozenych kontrolnim
Uraddm.

“Licensing Authority” means the applicable licensing
authority within the territory where the Institution is
located.

.RegistraCni ufad“ je kompetentni registra¢ni urad
v zemi, ve které je situovano zdravotnické zafizeni.

“Monitor” means one or more persons appointed by
the Sponsor or CRO to report on progress of the
Clinical Trial in accordance with ICH GCP.

.Monitor* je jedna nebo vice osob povérfenych
zadavatelem ¢i CRO, aby sledovali prabéh
klinického hodnoceni v souladu s ICH GCP.

“Party” means the Sponsor, the Investigator or the
Institution and except where otherwise provided
“Parties” shall mean all of them.

"Strana“ je Zadavatel, Zkousejici nebo zdravotnické
zafizeni, a pokud nebude stanoveno jinak, bude
termin “strany” oznacovat vSechny smluvni strany
soucCasné.

“Protocol” means the description of the Clinical Trial
(a copy of which is referenced at Appendix 1) and all
amendments thereto as the Sponsor and the
Investigator may from time to time agree. Such
amendments will be signed by the Sponsor and the
Investigator and form a part of this Agreement.

~Protokol“ je popis klinického hodnoceni (kopie je
pfilozena v pfiloze 1) a vSechny dodatky k nému, na
kterych se zadavatel a zkouSejici pFipadné
dohodnou. Takové dodatky budou podepséany
zadavatelem a zkouSejicim a budou tvofit nedilnou
soucast této smlouvy.

“Regulatory Authority” includes, but is not limited to,
the Medicines and Healthcare products Regulatory
Agency, the U.S. Food and Drug Administration, the
European Medicines Agency and the General
Medical Council.

,Kontrolni Ufad* zahrnuije, ale neni omezen na Ufad
pro regulaci léCiv a zdravotnické pé&e Velké Britanie
(Medicines and Healthcare products Regulatory
Agency, MHRA), Ufad pro kontrolu potravin a &k
Spojenych  statl (The Food and Drug
Administration, FDA), Evropskou agenturu pro
IéCivé pripravky (European Medicines Agency,
EMA) a VSeobecnou lékarskou radu Velké Britanie
(General Medical Council, GMC).

“Site File” means the file maintained by the
Investigator containing the documentation specified
in section 8 of ICH GCP.

.Dokumentace centra klinického hodnoceni“ je
slozka udrzovana zkouSejicim, kterd obsahuje
dokumentaci specifikovanou v bodé 8 ICH GCP.

“Sub Investigator” means any individual member of
the Trial Site Team designated and supervised by
the Investigator at the Trial Site to perform critical

~Spoluzkousejici“ je kterykoli individualni ¢len tymu
klinického hodnoceni, ktery je zvolen zkouSejicim
daného centra klinického hodnoceni, pod jehoz
dohledem vykonava zasadni Ukony souvisejici
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trial-related procedures and/or to make important
trial-related decisions.

s klinickym hodnocenim a/nebo ¢ini dllezita
rozhodnuti souvisejici s klinickym hodnocenim.

“Timelines” means the dates set out in Appendix 2
hereto as may be amended by agreement between
the Parties and Timeline shall mean any one of such
dates.

“Casové Ihiity” jsou terminy stanovené v pfiloze 2
této smlouvy, pfiCemz tyto terminy mohou byt
upraveny dohodou mezi stranami a termin plnéni
znamena kterykoli z téchto terminu.

“Trial Site(s)” means any premises occupied by the
Institution in connection with this Agreement.

,centrum klinického hodnoceni“ jsou prostory
vyuzivané zdravotnickym zafizenim v souvislosti
s touto smlouvou.

“Trial Site Team Members” means the persons who
will undertake the conduct of the Clinical Trial and

,Clenové tymu centra klinického hodnoceni® jsou
osoby, které budou provadét klinické hodnoceni a

the Trial Site on behalf of the Institution and/or | zajiStovat chod centra klinického hodnoceni
Investigator under the supervision of the | jménem zdravotnického zafizeni a/nebo
Investigator. zkouSejiciho pod dohledem zkousejiciho.

1.2 Any reference to a statutory provision shall | 1.2 Jakykoli odkaz na zédkonné nafizeni bude

be deemed to include reference to any
statutory modification or re-enactment of
it.

povazovan zaroven za odkaz na jeho
upravu nebo nové uzakonéné znéni.

2. INVESTIGATOR AND TRIAL SITE TEAM | 2. ZKOUSEJici A CLENOVE TYMU
MEMBERS CENTRA KLINICKEHO HODNOCENI

2.1. The Investigator represents that he/she | 2.1. Zkousejici prohlasuje, Ze ma nezbytnou
has the necessary expertise to perform the odbornost k provedeni klinického
Clinical Trial and that he/she meets and hodnoceni, a Zze splfiuje a nadale bude
will continue to meet the conditions set out splfiovat podminky stanovené v pfiloze 3
at Appendix 3 to this Agreement. The této smlouvy. Zdravotnické zafizeni a
Institution and the Investigator each ZkouSejici kazdy dale prohlasuji, ze se
further represent that only Trial Site Team na provadéni klinického hodnoceni
Members who are appropriately trained budou podilet pouze €lenové tymu centra
and qualified will assist in the conduct of klinického  hodnoceni, ktefi  jsou
the Clinical Trial. adekvatné vyskoleni a kvalifikovani.

2.2. The Institution and the Investigator shall | 2.2. Zdravotnické zafizeni a Zkousejici budou
notify the Sponsor if the Investigator informovat zadavatele, pokud zkousejici
ceases to be employed by or associated ukongi pracovni pomér u zdravotnického
with the Institution, and shall use its best zafizeni, nebo jeho &ast spojenou se
endeavours to find a replacement zdravotnickym  zafizenim, a pouzije
acceptable to all the Parties. If no mutually vSech moznosti, aby naslo nahradu
acceptable replacement can be found the pfijatelnou pro vSechny strany. Pokud
Sponsor may terminate this Agreement neni mozné nalézt Zadného vsestranné
pursuant to clause 13.3 below. pfijatelného nahradnika, zadavatel je

opravnén ukonéit tuto smlouvu na
zakladé ¢lanku 13.3 této smlouvy.

2.3. The Investigator shall perform the | 2.3. Zkousejici bude vykonaval nésledujici
following services in cooperation with the sluzby ve spolupraci se zdravotnickym
Institution: zafizenim:

23.1 co-ordination of activities relevant to the | 2.3.1 Koordinaci  aktivit  souvisejicich s
recruitment, treatment, evaluation and naborem, 1é¢bou, hodnocenim a
follow-up of Clinical Trial Subjects at the naslednym sledovanim subjektl
Trial Site; klinického hodnoceni v daném centru

klinického hodnoceni.

2.3.2 filling-in of the Case Record Forms and | 2.3.2. Vypliiovani zaznamO o subjektech

data check of the information contained in
the Case Record Forms;

klinického hodnoceni a kontrola dat
obsazenych v zaznamech o subjektech
klinického hodnoceni.
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2.3.3. keeping the Sponsor and CRO fully | 2.3.3 PIné informovani zadavatele a CRO o
informed of the progress. pribéhu klinického hodnoceni.

2.4, The Investigator represents and warrants | 2.4. ze ZkouSejici prohlasuje, Zze v ramci této
that he/she meets and shall continue to smlouvy splfiuje, a Ze zajisti, aby nadale
meet during the term of this Agreement, splioval, podminky stanovené v bodé 4.1
the conditions set out in Section 4.1 of the ICH GCP a v pfiloze 3 této smlouvy.

ICH GCP and in Appendix 3 of this
Agreement.

2.5. The Sponsor shall have the right to | 2.5. Zadavatel ma pravo schvalovat zafazeni
approve the inclusion of any other co- dalSich spoluzkousejicich nebo
investigators or sub-investigators and/or pomocnych zkou$ejiciho a/nebo jiného
other personnel who assist or participate personalu vypomahajiciho nebo
in the conduct of the Clinical Trial UCastniciho se provadéni klinického
recommended by the Investigator. hodnoceni na zakladé doporuceni

zkousejiciho.

2.6. The Investigator shall ensure that during | 2.6. Investigator se vynasnazi béhem
the term of this Agreement, that he/she will platnosti této smlouvy nepusobit jako
use his/her best efforts not to serve as an zkouSejici nebo neucastnit se jako
investigator for, or participate as a key klicovy vyzkumnik v jiném Kklinickém
researcher in any competitive pharma hodnoceni provadéném ve
sponsored clinical trial at the Institution zdravotnickém zafizeni a
which requires administration of a product sponzorovaném konkurenc&ni
similar to or potentially competing with the farmaceutickou spolecnosti, ve kterém je
Investigational Product for indications and pozadovano podavani podobného i
to a patient population similar to the potencialné  konkurujiciho  pfipravku
indications and patient population k hodnocenému pfipravku z hlediska
specified in the Protocol. indikaci a u populace pacientl podobné

z hlediska indikaci a populace pacientu
specifikované protokolem.

2.7. The Institution and the Investigator each | 2.7. Zdravotnické zafizeni a Zkousejici kazdy
agrees that they will not conduct a souhlasi a zajisti, ze nebudou provadét
simultaneous clinical trial or perform any soubézné klinické hodnoceni &i soubézny
simultaneous research unrelated to the vyzkum nesouvisejici s protokolem na
Protocol on any patients enrolled in the jakémkoli pacientovi zafazeném do
Clinical Trial without Sponsor’s prior klinického hodnoceni bez pfedchoziho
written consent. pisemného souhlasu zadavatele.

2.8. The Institution and the Investigator shall | 2.8. Zdravotnické zafizeni a Zkousejici
procure the performance of the obligations sjednaji vykon zavazku ¢len tymu centra
of the Trial Site Team Members as set out klinického hodnoceni v souladu s touto
in this Agreement. smlouvou.

3. CLINICAL TRIAL GOVERNANCE 3. DOHLED NAD KLINICKYM

HODNOCENIM

3.1 The CRO shall inform the Institution and | 3.1. CRO preda zdravotnickému zafizeni a
the Investigator of the name and zkousSejicimu jméno a telefonni Ccislo
telephone number of the Monitor and the monitora a jméno osoby jmenované jako
name of the person who will be available kontaktni bod. Zadavatel déle poskytne
as a point of contact. The Sponsor shall zkouSejicimu  pohotovostni  telefonni
also provide the Investigator with an Cislo, aby mohly byt kdykoli hlaseny
emergency telephone number to enable nezadouci pfihody.
adverse event reporting at any time.

3.2. The Parties shall comply with all laws and | 3.2. Strany budou dodrZovat vSechny zakony

other legal regulations applicable to the
performance of the Clinical Trial including,
but not limited to, applicable personal data
protection and human rights legislation,

a jiné pravni pfedpisy tykajici se
provadeéni klinickych hodnoceni, v€etng,
ale ne jenom, pfislusné legislativy tykajici
se ochrany udaji a lidskych prav, a

2349-INST CTA (CZR)-Nemochnice Jihlava-| ] - S\GNATURE COPY-06 SEP 16
2349-INST CTA (CZR)-Template-16 OCT 15

CONFIDENTIAL

Page 6 of 37




and with all relevant guidance relating to
medicines and clinical trials from time to
time in force including, but not limited to,
the ICH GCP, the World Medical
Association Declaration of Helsinki
entitled 'Ethical Principles for Medical
Research Involving Human Subjects'
(October 2000 version), and
Pharmaceuticals Act No 378/2007 and
Regulation 226/2008 as amended from
time to time.

veSkerymi platnymi nafizenimi tykajicimi
se lékd a klinickych hodnoceni véetné,
ale ne jenom, ICH GCP, Helsinské
deklarace Svétové I|ékafské asociace
nazvané “Etické principy medicinského
vyzkumu na lidskych subjektech” (verze z
fijna 2000) a zakona o I|éCivech ¢&.
378/2007 Sb. a vyhlasky 226/2008 Sb.,
v platném znéni.

3.3. The Sponsor shall comply with all | 3.3. Zadavatel bude dodrzovat vSechna
guidelines from time to time in force in nafizeni, ktera nabudou platnosti
relation to Clinical Trials. v prubéhu klinické studie.

3.4. The Sponsor shall not commit (and it | 3.4. Zadavatel se nedopusti (a prohlasuje, ze
warrants that in entering into the uzavienim této smlouvy se nedopustil)
Agreement it has not committed) any of zadného z nasleduijicich ¢ina:
the following acts:

3.4.1.  provide or offer to provide to any Agent of, | 3.4.1. poskytnuti nebo nabidnuti daru nebo
or person in the employment of, the pozornosti zastupci nebo zaméstnanci
Institution any gift or consideration not zdravotnického  zafizeni v prdbéhu
contemplated by the financial sjednavani nebo realizace této smlouvy
arrangements set out at clause 11 below jinych, nez které jsou soucasti financnich
in relation to the negotiation or ujednani uvedenych v ¢lanku 11.
performance of this Agreement.

3.4.2. make payment or agree to make payment | 3.4.2. zaplaceni nebo pfislibeni platby provize
of any commission to any Agent of or jakémukoli zastupci nebo zaméstnanci
person in the employment of the Institution zdravotnického zafizeni v souvislosti s
in relation to this Agreement. touto smlouvou.

3.5. If the Sponsor or any of its employees, | 3.5. Pokud se zadavatel nebo jeho
Agents or sub-contractors, or any person zaméstnanci, zastupci nebo sub-
acting on its behalf, commits any of the dodavatelé, nebo jakékoli osoby jednajici
acts referred to in clause 3.4 above or if v jeho zastoupeni, dopusti kteréhokoli
any Party or any of their employees, ¢inu uvedeného v pfedchozim ¢lanku 3.4,
Agents or sub-contractors commits any nebo jeho zaméstnanci, zastupci nebo
offence under any anti-bribery and anti- sub-dodavatelé porusi jakykoli zakon
corruption law such as but not limited to proti Uplatkim a korupci, jako je napf.
the Bribery Act 2010, in relation to this Bribery Act (Z&kon o Uplatcich) z roku
Agreement or the Clinical Trial, then the 2010, v souvislosti s touto smlouvou nebo
other Party shall be entitled, in addition to klinickym hodnocenim, bude mit druha
any other remedy available, to terminate smluvni strana pravo, navic k jakymkoli
this Agreement with immediate effect, dalSim dostupnym napravnym
taking into consideration the potential opatfenim, vypovédét tuto smlouvu s
effects of termination on the health of the okamzitou platnosti, se zohlednénim
Clinical Trial Subjects. potencialnich  dusledk  vypovézeni

smlouvy pro zdravi subjektd klinického
hodnoceni.

3.6. Should there be any inconsistency | 3.6. V pfipadé rozporu mezi protokolem a

between the Protocol and the other terms
of this Agreement, or any other document
incorporated therein, including the
Sponsor’s Standard Operating
Procedures, the terms of the Protocol shall
prevail to the extent of such inconsistency
except insofar as the inconsistency relates
to clauses 5, 7, 9 and/or 10 of this

podminkami  této  smlouvy, nebo
jakymkoli jinym dokumentem, ktery je
soucasti této smlouvy, véetné
Standardnich pracovnich postupt (SOP)
zadavatele, budou mit nafizeni protokolu
prednost, s vyjimkou situace, kdy se
rozpor tyka ¢lankud 5, 7, 9 a/nebo 10 této
smlouvy, kdy naopak budou mit pfednost
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Agreement which shall instead prevail
unless the relevant part of the Protocol
expressly refers to the applicable clause
and acknowledges the Parties’ intent that
the terms of the Protocol shall prevail.

ujednani smlouvy, pokud pfislusna ¢ast
protokolu vyslovné neodkazuje na
pfisludny ¢lanek smlouvy a nepotvrzuje
zamér stran dat pfednost nafizenim
protokolu.

3.7. If the data produced by the Institution is to | 3.7. Pokud budou data pofizena
be used in support of an application to the zdravotnickym zafizenim pouzita pfi
United States Food and Drug registraci u Ufadu pro kontrolu potravin a
Administration ("FDA") and if the lékl Spojenych statd (the United States
Institution uses electronic systems for Food and Drug Administration, ,FDA®), a
creating, modifying, maintaining, pokud zdravotnické zafizeni pouziva
archiving, retrieving or transmitting any elektronicky systém pro tvorbu, Upravy,
records that are required by, or subject to udrzbu, archivaci, vyhledavani nebo
inspection by, the FDA, including, but not prenos zaznamd, které jsou poZzadovany,
limited to, case report forms, medical nebo jsou kontrolovany, FDA, vcetné,
records, informed consent forms, test mimo jiné, zaznamu o subjektu klinického
results, or other source documents, then hodnoceni, Iékarskych zaznamu,
the Institution warrants that its systems for formulafd  informovanych  souhlasq,
such electronic records are in compliance vysledkl testl nebo dalSich zdrojovych
with section 21 of the United States Code dokumentl, pak zdravotnické zafizeni
of Federal Regulations, Part 11. The zaru€uje, ze jeji systém pro takové
Institution further warrants that it will not elektronické z&znamy je v souladu s
use any electronic signatures on any ¢lankem 21 zakoniku ,Code of Federal
documents required by, submitted to, or Regulations” Spojenych statli, ¢ast 11.
supporting a submission to the FDA Zdravotnické zafizeni dale zaruluje, ze
unless it has certified to the FDA that it nebude pouzivat elektronické podpisy na
intends such electronic signatures to be zadnych dokumentech, které jsou
the legally binding equivalent of a hand- pozadovany, predkladany nebo jsou
written signature. dokladem k zadosti predlozené FDA, s

vyjimkou pfipadll, kdy zdravotnické

zarizeni potvrdilo FDA, Ze povaZzuje tyto

elektronické podpisy za stejné zakonné

zavazné jako podpisy ruéni.
OBLIGATIONS OF THE PARTIES POVINNOSTI STRAN

4.1 The Investigator shall support the Sponsor | 4.1. ZkouSejici bude napomahal, zadavateli a
and the CRO in obtaining all approvals CRO pfi ziskavani vSech schvaleni od
from the relevant local research ethics pfislusné etické komise & kontrolniho
committee or such other Regulatory Ufadu, ktery je zodpovédny za kontrolu a
Authority that is responsible for reviewing schvalovani vyzkumu, potfebna
and approving research for the conduct of k provedeni klinického hodnoceni
the Clinical Trial (“the Review Board”). (,schvalovaci komise®).

4.2. The Investigator shall conduct the Clinical | 4.2. Zkousejici bude provadél klinického
Trial in accordance with: hodnoceni v souladu s:

4.2.1. the Protocol and any amendments | 4.2.1. Protokolem a ve3kerymi  dodatky
authorised by the Sponsor and schvalenymi zadavatelem a
documented in the Site File; zdokumentovanymi v centru Kklinického

hodnoceni.

4.2.2. the current marketing authorisation for the | 4.2.2. Platnym rozhodnutim o registraci
Investigational Product or, as the case hodnoceného pfipravku, nebo, jedna-li se
may be, the relevant regulatory approval o takovy pfipad, pfisluSnym souhlasnym
granted by the relevant Licensing rozhodnutim  pFislusného  kontrolniho
Authority; Uradu.

4.2.3. the terms and conditions of the approval of | 4.2.3. Povinnostmi a podminkami souhlasu
the relevant Review Board(s); and pfislusné schvalovaci komise/komisi a

4.2.4. all applicable laws and regulations 42.4. VSemi platnymi zakony a predpisy.
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and the Institution and the Investigator shall ensure
that neither administration of the Investigational
Product to any Clinical Trial Subject nor any other
clinical intervention mandated by the Protocol takes
place in relation to any such Clinical Trial Subject
until it is satisfied that all relevant regulatory and
Review Board approvals have been obtained.

a zdravotnické zafizeni a ZkouSejici zajisti, aby u
zadného subjektu klinického hodnoceni nedoslo k
podani hodnoceného |é€iva ani zadné jiné klinické
intervenci nafizené protokolem, pokud nema jistotu,
ze byly ziskany vSechny potfebné souhlasy od
kontrolnich Ufadu a schvalovaci komise.

4.3. The Sponsor shall make available to the | 4.3. Zadavatel poskytne zdravotnickému
Investigator copies of the documentation zafizeni kopie dokumentd, k nimz se
referred to in clause 4.2.1 and 4.2.2 above odkazuji pfedchozi body 4.2.1 a 4.2.2, a
and the Investigator shall include such zkousejici pfilozi tyto dokumenty, spolu s
documents together with the Review povolenim  schvalovaci komise, k
Board approvals in the Site File. dokumentaci centra klinického

hodnoceni.

4.4, The Institution and/or the Investigator shall | 4.4. Zdravotnické zafizeni a/nebo Zkousejici
inform the Sponsor immediately upon budou zadavatele neprodlené
learning of the existence of any financial informovat, jakmile se dozvi, Ze existuji
arrangement or interest between the jakakoli finanéni ujednani mezi
Investigator and the Sponsor of the type zkousSejicim a zadavatelem charakteru,
described at paragraph (e) of Appendix 3 jaky je popsan v paragrafu (e) pfilohy 3
hereto and such obligation shall continue této smlouvy, a tento zavazek bude
until the date the last Clinical Trial Subject pokraCovat az do dne, kdy posledni
has completed the Clinical Trial as subjekt klinického hodnoceni dokonci
specified in the Protocol. klinické hodnoceni podle specifikace v

protokolu.

4.5. The Institution nor the Investigator shall | 4.5. Zdravotnické zafizeni ani Zkousejici
permit the Investigational Product to be nedovoli, , aby byl hodnoceny pfipravek
used for any purpose other than the pouzit na jakykoli jiny ucel nez
conduct of the Clinical Trial and upon k provedeni klinického hodnoceni, a ve
termination or expiration of this Agreement chvili skonleni nebo vyprSeni této
all unused Investigational Product shall, at smlouvy veSkeré nepouzité hodnocené
the Sponsor’s option, either be returned to IéCivo podle uréeni zadavatele bud vrati
the Sponsor or disposed of in accordance zadavateli, nebo znehodnoti v souladu
with the Protocol along with a copy of the s protokolem a poskytne zadavateli kopie
foregoing accounting. If such accounting dokumentl pro pfisluSnou inventarizaci.
shows a discrepancy in the amount of the Pokud inventarizace ukaze nesrovnalost
Investigational Product used and the v poctu pouzité a zbyvajiciho
amount remaining at the completion or hodnoceného pfipravku v dobé
termination of the Clinical Trial, then the dokoneni nebo ukonéeni Kklinického
Institution and/or the Investigator shall hodnoceni, zdravotnické zafizeni a/nebo
investigate the reason for the discrepancy ZkousSejici by méli prozkoumat davod této
and provide an explanation for the nesrovnalosti a  poskytnout  jeji
disrepancy with the return of the zdtvodnéni pfi vraceni hodnoceného
Investigational  Product and such pfipravku a v inventarni zpravé, a bude
accounting report and continue to use its nadale vynakladat maximalni Usili o
best efforts to locate the missing nalezeni  chybé&jiciho  hodnoceného
Investigational Product and have them pfipravku a jeho vraceni/likvidaci dle
returned/destroyed at the Sponsor's rozhodnuti zadavatele.
direction.

4.6. The Investigator shall recruit | 4.6. Zkousejici provede nabor priblizné i
approximately eligible Clinical Trial pacienty za Ctvrtleti vhodnych subjektl

Subjects per quarter to participate in the
Clinical Trial and the Parties shall conduct
the Clinical Trial in accordance with the
Timelines.

klinického hodnoceni a smluvni strany
budou provadét klinické hodnoceni v
souladu s ¢asovym rozvrhem.
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4.7, In the event that the Clinical Trial is part of | 4.7. Pokud je klinické hodnoceni soucasti
a multi-centre clinical trial (which for the multicentrického klinického hodnoceni
purposes of this Agreement shall mean (coz pro ucely této smlouvy bude
that at least one other institution is taking znamenat, ze se hodnoceni uc&astni
part), the Sponsor may amend the number nejméné jedno dal§i zdravotnické
of patients to be recruited pursuant to zafizeni) mize zadavatel upravit pocet
clause 4.6 above as follows: pacient(, ktefi maji byt do studie pfijati, s

ohledem na ¢&lanek 4.6 nasledovné:

4.7.1.  if in the reasonable opinion of the Sponsor | 4.7.1. pokud podle soudného  né&zoru
recruitment of patients is proceeding at the zadavatele probiha nabor pacientli v
Trial Site at a rate below that required to centru klinického hodnoceni pomaleji,
enable the relevant Timeline to be met the nez je nutné pro dodrzeni &asového
Sponsor may by notice to the Institution rozvrhu, zadavatel maze prostfednictvim
and the Investigator require recruitment at oznameni zaslaného zdravotnickému
the Trial Site to cease and the terms of the zafizeni a ZkouSejicimu pozadat o
Agreement shall relate thereafter to the ukonéeni naboru v centru klinického
number of patients who have been hodnoceni. Podminky smlouvy se od této
accepted for treatment in the Clinical Trial doby budou vztahovat k poctu pacientd,
at the date of such notice; or ktefi byli prijati k [éCbé v Klinickém

hodnoceni do data takového oznameni;
nebo

4.7.2.  if recruitment of patients is proceeding at | 4.7.2. pokud probiha nabor pacientd v centru
the Trial Site at a rate above that required klinického hodnoceni rychleji, nez je
to meet the relevant Timeline, the Sponsor potfeba pro dodrzeni pfislusného
may with the agreement of the Institution ¢asového rozvrhu, zadavatel muze se
and Investigator increase the number of svolenim zdravotnického zafizeni zvysit
patients to be recruited. pocet pacientd, ktefi maiji byt pfijati.

4.8. The following provisions relate to access, | 4.8. Nasledujici ujednani se vztahuji k
research misconduct and Regulatory umoznéni pfistupu, pfestupkdm pfi
Authorities. provadéni vyzkumu a kontrolnim araddam.

4.8.1. The Institution and the Investigator shall | 4.8.1. Zdravotnické zafizeni a ZkouSejici
permit the Monitor and any Auditor or umozni monitorovi a auditorovi &i
Inspector access to all relevant clinical inspektorovi  pfistup k  veSkerym
data of Clinical Trial Subjects for relevantnim klinickym datam tykajicim se
monitoring and source data verification, subjektll klinického hodnoceni za Gcelem
such access normally to be arranged at monitorovani a ovéfeni zdrojovych dat.
mutually convenient times and on Takovy pfistup bude normalné sjednan
reasonable notice. na oboustranné pfijatelné terminy a v

pfiméfeném predstihu.

4.8.2. In the event that the Sponsor or CRO | 4.8.2. Pokud zadavatel ¢ CRO se po peclivém

reasonably believes there has been any
research misconduct in relation to the
Clinical Trial, the Institution and the
Investigator shall provide all reasonable
assistance to any investigation into any
alleged research misconduct undertaken
by or on behalf of the Sponsor the results
of which the Sponsor and/or CRO shall,
subject to any  obligations  of
confidentiality, communicate to the
Institution. In the event that the Institution
reasonably believes there has been any
research misconduct in relation to the
Clinical Trial, the Sponsor shall provide all
reasonable assistance to any
investigation into any alleged research

zvazeni domniva, ze doslo, v souvislosti
s klinickym hodnocenim, k profesnimu
pochybeni pfi vyzkumu, bude
zdravotnické zafizeni a ZkouSejici
spolupracovat, pfi vySetfovani udajného
profesniho pochybeni pfi vyzkumu
provadéném zadavatelem nebo v jeho
zastoupeni. Vysledky takového
vySetfovani poskytne zadavatel ¢i CRO
zdravotnickému zafizeni, pfi dodrzeni
vSech povinnosti tykajicich se zachovani
dlvérnosti informaci. Pokud zdravotnické
zarizeni dlivodné predpoklada, ze doslo
v souvislosti s klinickym hodnocenim
k pochybeni pfi vyzkumu, zadavatel bude
spolupracovat pfi vySetfovani ddajného
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misconduct undertaken by or on behalf of
the Institution and/or the Investigator, the
results of which shall, subject to any
obligations  of  confidentiality, be
communicated to the Sponsor.

pochybeni pfi vyzkumu provadéného
zdravotnickym zafizenim a/nebo
ZkouSejicim nebo v jejich zastoupeni.
Vysledky takového vySetfovani budou
poskytnuty zadavateli, pfi dodrzeni vSech

povinnosti  tykajicich se davérnych
informaci.

4.8.3. The Institution and/or the Investigator | 4.8.3. Zdravotnické zafizeni a/nebo Zkousejici
shall promptly inform the Sponsor of any okamzité upozorni zadavatele na
intended or actual inspection, written jakoukoli zamySlenou nebo probihajici
enquiry and/or visit to the Trial Site by any inspekci, pisemné Setfeni a/nebo
Regulatory Authority and forward to the navstévu centra klinického hodnoceni
Sponsor copies of any correspondence kontrolnim Ofadem a zaSle zadavatel
from any such Regulatory Authority kopie veskeré korespondence tykajici se
relating to the Clinical Trial. The Institution klinického hodnoceni zaslané takovym
and/or the Investigator will use all kontrolnim Uradem. Zdravotnické
reasonable endeavours to procure that zafizeni a/nebo Zkousejici se v mezich
the Sponsor may have a representative moznosti vynasnazi zajistit, aby byl pfi
present during any such visit. takové navstévé prFitomen zastupce

zadavatele.

4.9. The Institution will permit the Sponsor | 4.9. Zdravotnické zafizeni umozni zadavateli
and/or CRO to examine the conduct of the a/nebo CRO bé&hem normalni pracovni
Clinical Trial and the Trial Site upon doby a na zakladé oznameni
reasonable advance notice during regular predloZzeného v pfiméfeném predstihu
business hours to determine that the kontrolu prabéhu klinického hodnoceni a
Clinical Trial is being conducted in centra klinického hodnoceni tak, aby
accordance with the Protocol, good mohlo byt ovéfeno, Ze klinické hodnoceni
clinical practice and the applicable probiha v souladu s protokolem,
regulatory requirements. spravnou Klinickou praxi a platnymi

regulacnimi pfedpisy.

4.10. The Institution and the Investigator shall | 4.10. Zdravotnické zafizeni a zkouSejici zajisti,
ensure that the investigation of the Clinical aby hodnoceni subjektd klinického
Trial Subject and the preparation, storage hodnoceni a pfiprava, skladovani a/nebo
and/or testing of any clinical samples testovani klinickych vzork(d bylo po dobu
during the course of the Clinical Trial at pribéhu  klinického hodnoceni v
the Institution is carried out in accordance zdravotnickém zafizeni provadéno v
with the Protocol. souladu s protokolem.

4.11. The Institution and the Investigator shall | 4.11. Zdravotnické zafizeni a zkouSejici zajisti,

ensure that the nature, significance,
implications and risks of the Clinical Trial
are explained in detail to each Clinical
Trial subject and that prior to the subject’s
enrolment into the Clinical Trial, obtain
their written, dated and signed informed
consent to participate, as well as consent
for the confidential disclosure (including
transfer outside the European Union),
processing and transfer of necessary
documentation of data to the Sponsor, the
competent  authorites and  other
regulatory institutions, as legally required
and in accordance with the standards
specified in clause 3, is obtained. Only the
most recent version of the Informed
Consent Form (ICF) approved by the
Sponsor, the IRB/Ethics Committee

aby kazdému subjektu klinického
hodnoceni byla vysvétlena povaha,
vyznam, dusledky a rizika Kklinického
hodnoceni a aby byl pred zafazenim
subjektu do klinického hodnoceni ziskan
pisemny datovany a  podepsany
informovany souhlas s Uc¢asti a souhlas
s pfedavanim  davérnych  informaci
(v&etné pfenosu dat mimo Uzemi
Evropské  Unie), zpracovanim a
pfedavanim nezbytné dokumentace
s daty zadavateli, kompetentnim ufadum
a dalSim kontrolnim institucim, jak je
pozadovano zakonem a v souladu se
standardy specifikovanymi v ¢lanku 3.
Pouzivat se musi pouze nejaktualngjsi
verze formulafe informovaného souhlasu
(ICF) schvéleného zadavatelem,
IRB/Etickou  komisi a/nebo  jinymi
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and/or other competent Regulatory
Authorities, as applicable, shall be used.

kompetentnimi kontrolnimi ufady, podle
toho, co se uplatfuje.

4.12. Neither the Institution nor the Investigator | 4.12. Ani zdravotnické zafizeni ani ZkousSejici
shall allow a subject to be enrolled nedovoli, aby subjektu bylo umoznéno
simultaneously in this Clinical Trial and soubézné zarazeni do tohoto klinického
another clinical trial without Sponsor's hodnoceni a  dalS§iho  klinického
written permission. hodnoceni bez pisemného souhlasu

zadavatele.

4.13. Upon completion of the Clinical Trial | 4.13. Po skonéeni klinického hodnoceni (at
(whether prematurely or otherwise) the pfed€asné nebo jinak) Zkou$ejici bude
Investigator shall co-operate with the spolupracovat se zadavatelem a CRO pfi
Sponsor and CRO in producing a report of pfipravé souhrnné zpravy o klinickém
the  Clinical Trial detailing the hodnoceni, popisujici podrobné
methodology and results and containing metodologii a vysledky, a obsahujici
an analysis of the results and drawing analyzu vysledkl a pfislusné zaveéry.
appropriate conclusions.

4.14. Neither the Institution nor the Investigator | 4.14. Ani Zdravotnické zafizeni ani zkouSejici
shall during the term of this Agreement nebudou po dobu platnosti této smlouvy,
conduct any other trial which might provadét zadnou jinou studii, kter4 by
adversely affect the Institution’s and/or mohla negativné ovlivnit schopnost
Investigator's  ability to perform its zdravotnického zafizeni a/nebo
obligations under this Agreement. zkouSejiciho plnit povinnosti, které pro né

plynou z této smlouvy.

4.15. The Institution and the Investigator each | 4.15. Zdravotnické zafizeni a ZkouSejici kazdy
represents and warrants that they are not prohlaSuje a zaruCuje, Ze nejsou jinak
under any obligation or restriction (such vazani ani omezeni (mimo jiné napf.
as but not limited to anti-corruption laws) antikorup&nimi zakony) takovym
which would in any way interfere or be zpUsobem, ktery by mohl narusovat nebo
inconsistent with or present a conflict of neodpovidat, nebo vyvolavat konflikt ve
interest with the obligations undertaken in vztahu k zadvazkdm v rdmci této smlouvy.
this Agreement.

5. LIABILITIES AND INDEMNITY 5. ODPOVEDNOST A POJISTENI

ODPOVEDNOSTI
5.1. In the event of any claim or proceeding in | 5.1. V pfipadé vzniku pozadavku na

respect of personal injury made or brought
against the Institution by a Clinical Trial
Subject, the Sponsor shall indemnify the
Investigator, the Institution, its servants,
Agents and employees against all claims,
proceedings, costs and expenses
(including reasonable legal costs) in
respect of the physical illness, injury or
death of a Clinical Trial Subject solely
attributable to the treatment of such
Clinical Trial Subject in accordance with
the terms of the Protocol and this
Agreement provided however that the
Sponsor shall have no obligation to
indemnify with respect to claims arising
out of (i) breach of any obligation of this
Agreement by the Investigator or the
Institution, its servants, Agents or
employees including failure to obtain any
relevant IRB/IEC or Regulatory Authority
approval or patient consent or failure to
adhere to the terms of the Protocol or to

odskodnéni nebo fFizeni tykajiciho se
osobni Ujmy a predlozeného nebo
vyvolaného proti zdravotnickému
zafizeni subjektem klinického hodnoceni,
zadavatel zbavi zdravotnické zafizeni,
jeho ufedniky, zastupce a zaméstnance
odpovédnosti vici vSem pozadavkim na
odskodnéni, soudnim fizenim, nakladdm
a vyloham (v€etné pfiméfenych poplatku
za pravni pomoc) v souvislosti s té€lesnym
onemocnénim, zdravotni Ujmou nebo
smrti Ucastnika klinického hodnoceni,
pokud ktomu jednoznalné doslo
nasledkem [écby ucCastnika klinického
hodnoceni v souladu s podminkami
protokolu a této smlouvy, pfiemz ovsem
zadavatel nebude mit povinnost zbaveni
odpovédnosti proti pozadavkim na
odskodnéni, které vzniknou v dasledku (i)
nedodrZzeni podminek této smlouvy
zdravotnickym zafizenim, jeho Ufedniky,
zastupci Ci  zaméstnanci, vcetné
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follow any written instructions or warnings
provided by the Sponsor; or (i) any
malpractice, negligence, wilful misconduct
or omissions of the Investigator or
Institution, its servants, Agents or
employees; or (iii) actions in violation of
applicable laws and/or any of the
standards or regulations stipulated in
clause 4.2 or (iv) breach of a
representation or warranty given by the
Investigator or the Institution, its servants,
agents or employees. In the event of
claims arising out of (i) and/or (iv) the
Institution shall be liable and shall
indemnify the Sponsor, its servants,
Agents or employees in accordance with
clause 5.3.

neziskani pFislusnych povoleni
IRB/Etické komise ¢i kontrolniho ufadu
nebo souhlasu pacienta, nebo poruseni
podminek protokolu ¢&i nedodrzeni
jakychkoli  pisemnych instrukci i
upozornéni dodanych zadavatelem; nebo
(i) chybného postupu, zanedbani,
zamérného pochybeni nebo opomenuti
zdravotnického zafizeni, jeho ufednikd,
zastupcl nebo zaméstnancu, nebo (iii)
jednani vrozporu s platnymi zakony
a/nebo standardnimi postupy &i pfedpisy
uvedenymi v ¢lanku 4.2, nebo (iv)
poruseni ujisténi €i zaruk poskytnutych
zkousejicim, zdravotnickym zafizenim,
jeho ufedniky, zastupci & zaméstnanci.
V pfipadé pozadavki na odSkodnéni
vzniklych v disledku (i) a/nebo (iv)
ponese odpovédnost zdravotnické
zarizeni, které zbavi odpovédnosti
zadavatele, jeho ufedniky, zastupce a
zaméstnance v souladu s ¢lankem 5.3.

5.2.

The Sponsor shall indemnify the
Institution, its servants, Agents and
employees against all claims,
proceedings, costs and expenses
(including reasonable legal costs) in
respect of loss of or damage to property
which is the result of negligence by the
Sponsor or of a breach by the Sponsor of
any of its obligations under this
Agreement, save to the extent that any
such loss or damage is the result of
negligence on the part of the Institution, its
servants, Agents or employees or of a
breach of the obligations of the Institution
under this Agreement in which event the
Institution shall be liable.

5.2.

Zadavatel zbavi zdravotnické zafizeni,
jeho ufedniky, zastupce a zaméstnance
odpovédnosti vic¢i vdem pozadavkim na
odskodnéni, soudnim fizenim, nakladim
a vyloham (v€etné pfiméfenych poplatku
Za pravni pomoc) souvisejicim se ztratou
nebo poskozenim majetku, které
vzniknou nasledkem zanedbani ze strany
zadavatele nebo nedodrzeni povinnosti,
které zadavateli plynou z této smlouvy, za
predpokladu, ze poskozeni nevzniklo
nasledkem zanedbani ze  strany
zdravotnického zafizeni, jeho ufednikd,
zastupcl nebo zaméstnancu, nebo
nedodrzeni povinnosti, které
zdravotnickému zafizeni plynou z této
smlouvy, v kterémZzZto pfipadé ponese
odpovédnost zdravotnické zafizeni.

5.3.

The Institution shall indemnify the
Sponsor, its servants, Agents and
employees against all claims,
proceedings, costs and expenses
(including reasonable legal costs) which
are the result of negligence, wilful
misconduct or breach of this Agreement
on the part of the Investigator, or the
Institution or its employees, Agents, or
servants or of a breach by the Investigator
or the Institution or its employees, Agents,
or servants of any of its obligations under
this Agreement, save to the extent that any
such loss or damage is the result of
negligence on the part of the Sponsor, its
servants, Agents or employees or of a
breach of the obligations of the Sponsor

5.3.

Zdravotnické zarfizeni zbavi zadavatele,
jeho ufedniky, zastupce a zaméstnance
odpoveédnosti vuci vSem pozadavkim na
odskodnéni, soudnim Fizenim, nakladdm
a vyloham (v€etné pfiméfenych poplatkd
za pravni pomoc) tykajicim se ztraty nebo
poskozeni majetku, které vzniknou
nasledkem zanedbani ze strany
zdravotnického zafizeni nebo nedodrzeni
povinnosti, které zdravotnickému
zafizeni plynou z této smlouvy, za
prfedpokladu, Ze poSkozeni nevzniklo
nasledkem zanedbani ze  strany
zadavatele nebo jeho Ufednikd, zastupct
nebo zaméstnancl, nebo nedodrzeni
povinnosti, které zadavateli plynou z této
smlouvy, v kterémzto pfipadé ponese
odpovédnost zadavatel.
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under this Agreement in which case the
Sponsor shall be liable.

5.4.

Where a Party is required to provide an
indemnity under clauses 5.2 or 5.3, above,
the indemnifying Party shall have the right
to take over full care and control of the
defence to any claim or proceeding by a
third party, said defence to be at the sole
expense of the indemnifying Party. The
indemnifying Party shall be entitled to use
legal counsel of his choice. Unless the
Parties otherwise agree the indemnifying
Party shall keep each other Party fully
informed of the progress of any such claim
or proceeding, will consult fully with each
other Party on the nature of any defence
to be advanced, and will not compromise
or settle any such claim or proceeding
(whether by admission, statement or
payment) nor will it conduct itself in such a
way as could prejudice the defence of any
such claim or proceeding without the
written approval of each other Party such
approval not to be unreasonably withheld.
Each Party will give each other Party
written notice of any claim or proceeding
brought against it with respect to any
matter to which it may be entitled to
indemnification under clauses 5.2 or 5.3
above and each Party will also use its best
endeavours to inform each other Party
promptly of any circumstances thought
likely to give rise to any such claim or
proceeding. Each Party will give to each
other Party such help as may reasonably
be required for the conduct and prompt
handling of any such claim or proceeding.

5.4.

Pokud je od nékteré smluvni strany
pozadovano zbaveni odpovédnosti podle
¢lankd 5.2 nebo 5.3, strana pfebirajici
zodpovédnost bude mit pravo prevzit
zcela kontrolu nad obhajobou proti
jakémukoli pozadavku na odSkodnéni
nebo soudnimu fFizeni vedenym tfeti
stranou, pficemz tato obhajoba bude
zcela hrazena stranou prebirajici
odpovédnost. Strana pFebirajici
odpovédnost bude mit pravo zvolit si
vlastniho pravniho zéstupce. Pokud se
strany nedohodnou jinak, bude strana
prebirajici  odpovédnost informovat
druhou stranu o prabéhu takovych
pozadavkl na  odSkodnéni  nebo
soudnich Fizeni, bude s druhou stranou
konzultovat  zpuUsob obhajoby a
nepfistoupi na zadny kompromis nebo
vyrovnani takového pozadavku nebo
fizeni (at doznanim, prohlasenim nebo
platbou) a nebude jednat zplsobem,
ktery by mohl ovlivnit obhajobu takového
pozadavku nebo fizeni, bez pisemného
souhlasu druhé strany, pfiemz takovy
souhlas nesmi byt bezdlivodné odpiran.
Kazda strana predlozi druhé strané
pisemné oznameni o pozadavku na
odSkodnéni nebo o soudnim Fizeni, ktery
byl proti ni vznesen v zalezitostech, ve
kterych muze mit pravo na zbaveni
odpovédnosti podle ¢lankd 5.2 nebo 5.3,
a pfislusna strana se rovnéz vynasnazi
bez odkladu informovat druhou stranu o
souvislostech, které jsou povazovany za
pfi€inu vzniku takového pozadavku na
od3kodnéni nebo soudniho fizeni. Kazda
strana poskytne druhé strané pomoc,
ktera bude nutna pro rychlé vyfizeni
takového pozadavku na odSkodnéni
nebo soudniho Fizeni.

5.5.

Nothing in this clause 5 shall affect the
responsibility of any Party in relation to
death or personal injury caused by the
negligence of that Party or its servants,
Agents or employees.

5.5.

Zadna &ast obsahu &lanku 5 neméni nic
na odpovédnosti kterékoli ze stran za
smrt nebo zdravotni Ujmu zpusobenou
zanedbanim pfislusné strany nebo jejich
Ufednikd, zastupcl nebo zaméstnancu.

5.6.

In no circumstances excluding wilful and/or
deliberate breach shall any Party be liable
to any other Party in contract, tort
(including negligence or breach of statutory
duty) or otherwise howsoever arising or
whatever the cause thereof, for any loss of
profit, business, reputation, contracts,
revenues or anticipated savings for any
other special, indirect or consequential

5.6.

V Zadném pfipadé, s vyjimkou védomého
a/nebo zamérného poruseni, nebude mit
zadna strana zodpovédnost viéi druhé
strané za ztratu vydélku, obchodu,
poveésti, smluv, vynosu, nebo
predpokladanych uUspor za mimoradné,
nepfimé nebo nasledné posSkozeni
jakékoli povahy, bez ohledu na to, jestli
k této skuteCnosti doSlo v dlsledku
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damage of any nature, which arises directly
or indirectly from any default on the part of
any other Party.

precinu (v&etné zanedbani nebo poruseni
zakonné povinnosti) nebo jinak, pokud
pfiCinou bylo pfimo nebo nepfimo
zanedbani na strané druhé smluvni
strany.

INSURANCE

POJISTENI

The Sponsor will take out appropriate
insurance cover satisfactory to the
Institution and Investigator in respect of its
potential liability under clause 5.1 for such
amounts as required by applicable law. The
Sponsor shall produce to the Institution
and/or the Investigator, on request, copies
of insurance policies or other evidence
thereof together with evidence that such
policies remain in full force and effect. The
terms of any insurance or the amount of
cover shall not relieve the Sponsor of any
liabilities under this Agreement.

Zadavatel uzavie pfislusné pojisténi
uspokojivé pro zdravotnickézafizeni a
ZkousSejiciho vlG¢i mozné odpovédnosti
podle &lanku 5.1 na finan&ni obnosy,
které jsou pozadovany pfislusnym
zakonem. Zadavatel predlozi
zdravotnickému zafizeni a Zkousejicimu
na pozadani kopie pojistnych smluv nebo
jiny doklad potvrzujici existenci pojisténi,
spole€né s dokladem, Ze tyto pojistné
smlouvy jsou v platnosti a uginné.
Podminky pojisténi nebo pojistna Castka
nezbavuji zadavatele Zzadnych zavazku
vyplyvajicich z této smlouvy.

6.2.

The Institution hereby represents and
warrants that it has an appropriate liability
insurance policy covering amongst others
risks connected with services contemplated
by this Agreement taken out with a
reputable creditworthy insurance company
HDI Versicherung AG, policy number
2.003.864. The Institution is insured under
Act.No. 372/2011 Coll. on Health services
and the conditions of that provision, as
amended.

6.2.

Zdravotnické zafizeni timto prohlaSuje a
garantuje, ze ma uzaviené pfisludné
pojisténi odpovédnosti kryjici dalsi rizika
spojena se sluzbami poskytovanymi
vramci této smlouvy, urenomované
dlvéryhodné pojistovaci spole¢nosti HDI
Versicherung AG, Cislo pojistné smlouvy
2.003.864. Zdravotnické zafizeni je
pojisténo ve smyslu zakona ¢&. 372/2011
Sb., o zdravotnich sluzbach a podminkach
jejich poskytovani, ve znéni pozdéjSich
predpisU.

6.3.

The Investigator shall ensure that during the
performance of the Clinical Trial he/she
carries and maintains professional medical
liability insurance in accordance with
requirements and limits under applicable
law. The Investigator shall produce to the
Sponsor on request, copies of such
insurance policies or other evidence thereof
together with evidence that such policies
remain in full force and effect for the term of
the Clinical Trial.

6.3.

ZkousSejici  zajisti, aby mél v pribéhu
klinického hodnoceni uzaviené a
udrzované pojisténi profesionalni
Iékarské zodpovédnosti v souladu
s pozadavky a limity stanovenymi
platnym zakonem. ZkouSejici zadavateli
na zadost predlozi kopie téchto pojistek i
jiny dikaz, spole€né s dikazem, ze tyto
pojistky jsou pIné platné a zlstanou
u¢inné po celou dobu provadéni
klinického hodnoceni.

7.

CONFIDENTIALITY

7.

DUVERNOST

7.1.

Medical Confidentiality

7.1.

Lékarské tajemstvi

The Parties agree to adhere to the principles of
medical confidentiality in relation to Clinical Trial
Subjects involved in the Clinical Trial and all
applicable data protection laws and guidelines.

Strany souhlasi s tim, Ze budou dodrzovat principy
lekafského tajemstvi vzhledem k u€astnicim se
subjektiim klinického hodnoceni a vSechny zakony
a smérnice tykajici se ochrany udaja.

7.2.

Confidential Information

7.2.

Duavérné informace

7.2.1.

Each Party, shall ensure that only those of
its officers, Agents and employees directly
concerned with the carrying out of this
Agreement have access to Confidential

7.2.1.

Kazda ze stran zajisti, ze pouze urednici,
zastupci a zaméstnanci, ktefi jsou pfimo
zapojeni do realizace této smiouvy,
budou mit pfistup k  dlvérnym
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Information and each Party undertakes to
treat as strictly confidential and not to
disclose to any third party any Confidential
Information save where disclosure is
required by a Regulatory Authority or by law
and not to make use of any Confidential
Information other than in accordance with
this Agreement without the prior written
consent of the other Party.

a kazda ze stran se
zavazuje, zZe bude s takovymi
informacemi nakladat jako s pfisné
davérnymi a nepfeda je tfetim stranam,
pokud pfedani takovych informaci
nevyzaduje kontrolni ufad nebo zakon, a
ze davérné informace nebudou pouzity
jinym zplsobem nez v souladu s touto
smlouvou bez pFedchoziho pisemného
souhlasu druhé strany.

informacim,

7.2.2. In the event of a Party visiting the | 7.2.2. Pokud kterékoli ze stran navstivi prostory
establishment of the other Party, the visiting druhé strany, navstévujici strana se
Party undertakes that any further zavazuje, ze jakékoli nové duvérné
Confidential Information which may come to informace, které se dozvi v prabéhu
the visiting Party’s knowledge as a result of navstévy, budou uchovany jako pfisné
any such visit, shall be kept strictly divérné, a zZe tyto informace nebudou
confidential and that any such information poskytnuty tfetim stranam nebo pouzity
will not be disclosed to any third party or navstévujici stranou bez predchoziho
made use of in any way by the visiting Party pisemného souhlasu druhé strany.
without prior written permission of the other
Party.

7.2.3. The obligation of confidentiality set out in | 7.2.3. Povinnost zachovavat davérnost,
this clause 7.2 shall not apply to stanovena v tomto ¢lanku 7.2, neplati pro
Confidential Information which is (i) divérné informace, u nichz muze
published or generally available to the nabyvajici strana dokazat, ze byly (i)
public through no fault of the receiving publikovany nebo vefejné znamy bez
Party, (ii) in the possession of the receiving priCinéni nabyvajici strany, (i) ve
Party prior to the date of this Agreement vlastnictvi nabyvaijici strany pfed dnem
and is not subject to a duty of confidentiality, pocatku platnosti této smlouvy, a Zze
(i) independently developed by the informace nejsou predmétem utajeni, (iii)
receiving Party and is not subject to a duty nezavisle ziskany nabyvajici stranou a
of confidentiality, (iv) obtained by the nejsou predmétem utajeni, (iv) ziskany
receiving Party from a third party not subject nabyvajici stranou od treti strany, ktera
to a duty of confidentiality. neni vazana povinnosti zachovéavat jejich

davérnost.

7.2.4. The provisions of this clause 7.2 shall be | 7.2.4. Nafizeni tohoto d&lanku 7.2 jsou
subject to the provisions of clause 7.1. podminéna nafizenimi ¢lanku 7.1.

8. PUBLICITY 8. PUBLICITA

Except to the extent mandated by law, a competent
court, regulatory requirements or binding
administrative order neither the Sponsor nor the
CRO will use the name of the Institution, the
Investigator or of any member of the Institution's
employees or Agents, in any publicity, advertising or
news release without the prior written approval of an
authorised representative of the Institution, such
approval not to be unreasonably withheld. Neither
the Institution nor the Investigator use the name of
the Sponsor, CRO or of any of their respective
employees, directors or Affiliates in any publicity
without the prior written approval of the Sponsor or
CRO, as appropriate.

Kromé rozsahu pozadovaného zakonem, zadavatel
ani CRO nepouziji jméno zdravotnické zafizeni,
zkousejiciho €i dalSich zaméstnancl nebo zastupct
v Zadné propagaci, inzerci nebo tiskové zpravé bez
pfedchoziho pisemného souhlasu autorizovaného
zastupce zdravotnické zafizeni, pficemz takovy
souhlas nesmi byt bezdivodné odpiran. Ani
zdravotnické zafizeni ani ZkouSejici  nepouziji
jméno zadavatele, CRO ani jména jejich
zaméstnancu, vedoucich pracovnik(i nebo pobocek
v zadné propagaci bez pfedchoziho pisemného
souhlasu zadavatele nebo CRO, podle toho, koho
se publicita tyka.

9. PUBLICATION

9. PUBLIKACE

9.1. The Sponsor recognises that the
Institution and the Investigator may have a

9.1. Zadavatel

povinnosti

uznava, ze muze byt
zdravotnického =zafizeni a
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responsibility to ensure that results of
scientific interest arising from the Clinical
Trial are appropriately published and
disseminated. The Sponsor agrees that
employees of the Institution, the
Investigator and any Sub-Investigator
shall be permitted to present at symposia,
national or regional professional meetings,
and to publish in journals, theses or
dissertations, or otherwise of their own
choosing, methods and results of the
Clinical Trial subject to the publication
policy described in the Protocol, provided
any such policy is consistent with the Joint
Position. If the Clinical Trial is multi-
centred (i.e. at least one other institution is
taking part) any publication based on the
results obtained at the Trial Site (or a
group of sites) shall not be made before
the first multi-centre publication. If a
publication concerns the analyses of sub-
sets of data from a multi-centred Clinical
Trial the publication shall make reference
to the relevant multi-centre publication(s).

zkouSejiciho  zajistit, aby  védecky
zajimaveé vysledky plynouci z klinického
hodnoceni byly pfisluSnym zplGsobem
publikovany a Sifeny. Zadavatel souhlasi
s tim, aby zaméstnanci zdravotnického
zarizeni, zkouSejici a spoluzkouSejici
mohli  prezentovat na sympoziich,
narodnich a oblastnich profesnich
setkanich, a publikovat v Casopisech,
doktorandskych pracich a disertacich,

nebo i jinak podle vlastni volby,
metodologii a vysledky klinického
hodnoceni, pokud budou dodrzeny

postupy pfi publikovani, které jsou
soucasti protokolu, za pfedpokladu, ze
tyto postupy odpovidaji spolecné dohodé.
Pokud se jedna o multicentrickou studii
(tedy ucastni se alespon jedno dalSi
zdravotnické zafizeni), publikace
zaloZzena na vysledcich ziskanych v
centru klinického hodnoceni (nebo
skupiné center) nesmi byt vydany pred
prvni multicentrickou publikaci. Pokud se
publikace tyka analyz podskupin dat z
multicentrického klinického hodnoceni,
publikace musi obsahovat odkaz na
pFislusnou(é) multicentrickou(é)
publikaci(e).

9.2.

Upon completion of the Clinical Trial, and
any prior publication of multi-centre data,
or when the Clinical Trial data is adequate
(in Sponsor's reasonable judgement), the
Institution and/or the Investigator may
prepare the data deriving from the Clinical
Trial for publication. Such data will be
submitted to the Sponsor for review and
comment prior to publication. In order to
ensure that the Sponsor will be able to
make comments and suggestions where
pertinent, material for public dissemination
will be submitted to the Sponsor for review
at least sixty (60) days (or the time limit
specified in the Protocol if longer) prior to
submission  for  publication,  public
dissemination, or review by a publication
committee.

9.2.

Po dokon&eni klinického hodnoceni a
publikaci multicentrickych dat, nebo az
budou data z Kklinického hodnoceni
dostateCna (podle uvazeni zadavatele),
muze zdravotnické zafizeni a/nebo
zkouSejici pfipravit data z klinického
hodnoceni k publikaci. Takova data
budou pfed publikovanim predlozena
zadavateli k posouzeni a pfipominkovani.
Materidly ke zvefejnéni musi byt
zadavateli pfedloZzeny minimalné Sedesét
(60) dni (nebo v ¢&asovém rozmezi
stanoveném v protokolu, pokud je tento
delSi) pfed podanim k publikaci,
zvefejnénim nebo posouzenim
publikacni komisi, aby bylo zadavateli
umoznéno pfedlozit pfipominky a
doporuceni, pokud to bude povazovat za
nutné.

9.3.

The Institution and the Investigator each
agrees that all reasonable comments
made by the Sponsor in relation to a
proposed publication by the Institution
and/or the Investigator will be incorporated
by the Institution and/or Investigator into
the publication.

9.3.

Zdravotnické zafizeni a zkouSejici kazdy
souhlasi, s tim,ze vSechny opravnéné
pfipominky pfedloZzené zadavatelem v
souvislosti s publikaci navrzenou
zdravotnickym zafizenim a/nebo
zkouSejicim budou zdravotnickym
zafizenim a/nebo  zkouSejicim  do
publikace zahrnuty.

9.4,

During the period for review of a proposed
publication referred to in clause 9.2 above,

9.4.

V dobé uréené k posouzeni navrzené
publikace podle ¢lanku 9.2 vySe, bude mit
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the Sponsor shall be entitled to make a
reasoned request to the Institution and/or
Investigator that publication be delayed for
a period of up to six (6) months from the
date of first submission to the Sponsor in
order to enable the Sponsor to take steps
to protect its proprietary information and
the Institution nor the Investigator shall
unreasonably withhold its consent to such
a request.

zadavatel pravo predlozit
zdravotnickému zafizeni a/nebo
zkou$ejicimu odlvodnény pozadavek na
odloZeni publikace az o Sest (6) mésicu
ode dne, kdy byla publikace poprvé
pfedloZzena zadavateli tak, aby bylo
zadavateli umoznéno ucinit pfislusné
kroky k ochrané informaci, které jsou jeho
vlastnictvim, a zdravotnické zafizeni ani
ZkouSejici nesmi bezdivodné odpirat
poskytnuti souhlasu s takovou zadosti.

10.

INTELLECTUAL
INDEMNITIES

PROPERTY  AND

10.

DUSEVNI VLASTNICTVi A ZARUKY

10.1.

All Intellectual Property Rights and Know
How owned by or licensed to the Institution
and/or the Investigator prior to and after
the date of this Agreement other than any
Intellectual Property Rights and Know
How arising from the Clinical Trial are and
shall remain the property of the Institution
and/or the Investigator.

10.1.

VSechna prava na duSevni viastnictvi a
know-how vlastnéna zdravotnickym
zafizenim a/nebo zkousSejicim, nebo pro
néz mélo zdravotnické zafizeni a/nebo
zkouSejici licenci pfed nebo po skonceni
platnosti této smlouvy, kromé& prav na
dusSevni vlastnictvi a know-how nabyta z
tohoto Kklinického hodnoceni, jsou a
zUstanou vlastnictvim zdravotnického
zafizeni a/nebo zkousejiciho.

10.2.

All Intellectual Property Rights and Know
How owned by or licensed to the Sponsor
prior to and after the date of this
Agreement other than any Intellectual
Property Rights and Know How arising
from the Clinical Trial are and shall remain
the property of the Sponsor.

10.2.

V8echna prava na duSevni viastnictvi a
know-how vlastnéna zadavatelem nebo
pro néz mél zadavatel licenci pfed nebo
po skonCeni platnosti této smlouvy,
kromé& prav na duSevni vlastnictvi a
know-how nabytad z tohoto klinického
hodnoceni, jsou a zUstanou vlastnictvim
zadavatele.

10.3.

All Intellectual Property Rights and Know
How owned by or licensed to the CRO
prior to and after the date of this
Agreement other than any Intellectual
Property Rights and Know How arising
from the Clinical Trial are and shall remain
the property of the CRO.

10.3.

V8echna prava na duSevni viastnictvi a
know-how vlastnéna CRO nebo pro néz
meéla CRO licenci pfed nebo po skon&eni
platnosti této smlouvy, kromé& prav na
dusevni vlastnictvi a know-how nabyta z
tohoto klinického hodnoceni, jsou a
zUstanou vlastnictvim CRO.

10.4.

All Intellectual Property Rights and Know
How arising from the Clinical Trial by the
Institution and/or  Investigator in
accordance with this Agreement shall vest
in or be exclusively licensed to the
Sponsor as provided in clauses 10.5 and
10.6 below.

10.4.

V8echna prava na duSevni vlastnictvi a
know-how nabytad z tohoto klinického
hodnoceni  zdravotnickym  zafizenim
a/nebo Zkousejicim budou v souladu s
touto smlouvou pfedana nebo budou ve
vyhradni licenci zadavatele, jak je
uvedeno v ¢lancich 10.5 a 10.6 nize.

10.5.

The Institution and the Investigator hereby
assigns its rights in all Intellectual Property
Rights and, to the extent possible in all
Know How, arising out of the Clinical Trial
including all necessary waivers to moral
rights to the Sponsor and at the request
and expense of the Sponsor, the
Institution and/or the Investigator shall
execute all such documents and do all
such other acts and things as the Sponsor
may reasonably require in order to vest

10.5.

Zdravotnické zafizeni a ZkouSejici timto
zadavateli pfedava veskera sva prava na
dusSevni vlastnictvi a, v mezich moznosti,
vesSkeré know-how nabyté =z tohoto
klinického hodnoceni, a zaroven se zfika
moralnich prav ve prospéch zadavatele,
a zavazuje se, Ze na pozadani a na ucet
zadavatele zdravotnické zafizeni a/nebo
zkousejici pfipravi veSkerou dokumentaci
a provede vSe, co je potfeba a bude
dlvodné pozadovano zadavatelem k
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fully and effectively all such Intellectual
Property Rights and Know How in the
Sponsor or its nominee. The above refers
also to all future Intellectual Property
Rights which will be deemed, to be
automatically assigned in the Sponsor or

tomu, aby zadavatel nebo jim jmenovany
zastupce mohli v Uplnosti a efektivné
prfevzit vSechna prava na duSevni
vlastnictvi a know-how. Plati to i pro
budouci prava na duSevni vlastnictvi,
ktera budou po svém vzniku automaticky

its nominee upon their creation without pfisouzena  zadavateli nebo jim
further compensation. jmenovanému  zastupci bez  dalsi
kompenzace.

10.6. The Institution and the Investigator shall | 10.6. Zdravotnické zafizeni a Zkousejici
promptly disclose to the Sponsor any and okamzité nahlasi zadavateli vesSkeré
all Know How generated pursuant to this know-how, které vzniklo na zakladé této
Agreement and undertake not to use such smlouvy a toto know-how nesmi, bez
Know How other than for the purposes of pfedchoziho pisemného  souhlasu
this Agreement without the prior written zadavatele, pouzit jinak nez pro ucely
consent of the Sponsor. The Institution této smlouvy, pficemz udéleni takového
and the Investigator hereby grants to the souhlasu nesmi byt bezdivodné
Sponsor an  exclusive, worldwide, odpirano.  Zdravotnické zafizeni a
irrevocable, fully paid up royalty free ZkouSejici timto postupuje zadavateli
licence under such Know How (to the vyhradni, celosvétové platné,
extent such Know How cannot be validly neodvolatelné, bezplatné opravnéni k
assigned pursuant to clause 10.5 above) jakémukoli pouziti tohoto know-how
to exploit the same for any purpose (pokud takové know-how nebylo jiz
whatsoever. predano na zakladé nafizeni ¢lanku 10.5)

s tim, Ze toto muze byt vyuzito jakymkoli
zpusobem.

10.7. Intellectual Property Rights Indemnities 10.7. Zaruc€eni prava na dusevni vlastnictvi

10.7.1. Subject to clause 10.3, the Institution and | 10.7.1. Za predpokladu, Ze jsou dodrzena
the Investigator shall each indemnify the ustanoveni ¢lanku 10.3, zdravotnické
Sponsor and CRO against all claims, zafizeni a ZkouSejici kazdy zbavi
proceedings, actions, damages, legal zadavatele a CRO odpovédnosti vici
costs (including but not limited to legal veskerym pozadavkim na odskodnéni,
costs and disbursements on a solicitor and soudnim fizenim, jednanim, Ujmam,
client basis), expenses and any other pravnim poplatkim (mimo jiné vcetné
liabilities arising from or incurred by the poplatkd a uhrad spojenych s existenci
use by the Institution or the Investigator in vztahu klient-pravni zastupce), vyloham a
the performance of the Agreement or the jakymkoli jinym finanénim nahradam
use by the Sponsor or CRO following vyplyvajicim z pouZiti nebo vzniklym v
delivery by the Institution and/or the pfipadé, kdy zdravotnické zafizeni
Investigator of any material which involves pouzije, pfi realizaci této smlouvy, nebo
any infringement or alleged infringement zadavatel nebo CRO pouziji, po dodani
of the Intellectual Property Rights of any zdravotnickym zafizenim a/nebo
third party. zkouSejicim, jakékoli materialy, jejichz

pouziti pfedstavuje naruseni nebo udajné
naruseni prava na duSevni vlastnictvi tieti
strany.

10.7.2. The provisions of clause 10.7.1 shall not | 10.7.2.  Ustanoveni ¢lanku 10.7.1 nebudou platit
apply in respect of any material which the pro materidly, které byly zdravotnickému
Sponsor or CRO has supplied to the zafizeni a/nebo zkouSejicimu pfedany
Institution and/or the Investigator, or which zadavatelem nebo CRO, nebo které
the Sponsor or CRO has specified for use zadavatel nebo CRO vyhradili pro pouziti
by the Institution and/or the Investigator, or zdravotnickym zafizenim a/nebo
for delivery to the Sponsor or CRO. zkouSejicim, nebo k prfedani zadavateli

nebo CRO.

10.7.3. The Sponsor shall indemnify the Institution | 10.7.3. Zadavatel zbavi zdravotnické zafizeni
against all claims, proceedings, actions, odpovédnosti proti vesSkerym

2349-INST CTA (CZR)-Nemochnice Jihlava-| ] - S\GNATURE COPY-06 SEP 16
2349-INST CTA (CZR)-Template-16 OCT 15

CONFIDENTIAL

Page 19 of 37




damages, legal costs (including but not
limited to legal costs and disbursements
on a solicitor and client basis), expenses
and any other liabilities arising from or
incurred by the correct and appropriate
use by the Institution in the performance of
the Agreement of any material referred to
in clause 10.7.2 which involves any
infringement or alleged infringement of the
Intellectual Property Rights of any third
Party.

pozadavkim na ods$kodnéni, soudnim
fizenim, jednanim, poSkozenim, pravnim
poplatkim (mimo jiné véetné poplatkl a
Uhrad spojenych s existenci vztahu klient-
pravni zastupce), vyloham a jakymkoli
jinym finanénim nahradam vyplyvajicim z
pouziti nebo vzniklym v pfipadé, kdy
zdravotnické zafizeni pouzije, pfi realizaci
této smlouvy, jakékoli materialy uvedené
v Clanku  10.7.2, jejichz  pouziti
prfedstavuje naruSeni nebo udajné
naruseni prava na duSevni vlastnictvi treti
strany.

10.7.4. Where any claim is made by a third party | 10.7.4. Pokud je tfeti stranou vznesen poZadavek
in respect of any material referred to in na odskodnéni v souvislosti s materialy,
clauses 10.7.1 or 10.7.3, the Party which které jsou pfedmétem ¢lank( 10.7.1 nebo
is required to provide an indemnity under 10.7.3, strana, ktera je podle ustanoveni
those provisions shall have the right to téchto ¢lankl stranou poskytujici zaruky,
conduct, or take over the conduct of, the ma pravo provést, nebo prevzit, obhajobu
defence to the claim and to any proti pozadavku a v3em fFizenim a
proceedings or action brought by the third jednanim vyvolanym tfeti stranou. Obé
party. Each of the other Parties shall smluvni strany poskytnou zarulujici
provide all reasonable assistance and co- strané veSkerou moznou pomoc a
operation to the Party providing the spolupraci.
indemnity.

11. FINANCIAL ARRANGEMENTS 11. FINANCNIi UJEDNANI

11.1. Arrangements relating to the financing of | 11.1. Ujednani tykajici se financovani klinického
this Clinical Trial are set out in Appendix 5 hodnoceni jsou uvedena v pfiloze 5 této
hereto. smlouvy.

11.2. All payments will be made according to the | 11.2. VeSkeré platby budou provadény podle
schedule contained in Appendix 5 on rozvrhu obsazeného v pfiloze 5 na
presentation by the Institution and/or the zakladé platné a spravné vyplnéné faktury
Investigator of a valid and applicable pfedloZzené zdravotnickym  zafizenim
invoice to the Party making payment. a/nebo ZkouSejicim stranég, ktera provadi

platbu.

11.3. The Sponsor via CRO shall provide the | 11.3. Zadavatel prostfednictvim CRO poskytne
Institution and/or Investigator with all zdravotnickému zafizeni a/nebo
invoicing data reasonably requested by ZkouSejicimu veskeré potifebné fakturacni
the Institution and/or Investigator within Udaje, které si zdravotnické zafizeni
forty-five (45) days of the close-out of the a/nebo Zkousejici vyzada, a to do 45 dni
Trial Site and the Institution and/or the po uzavfeni centra klinického hodnoceni,
Investigator will send any final invoice to a zdravotnické zafizeni a/nebo ZkousSejici
the CRO as soon as possible and, in any pak zasle CRO zavére¢nou fakturu co
event, within forty-five (45) days of receipt nejdfive, v kazdém pfipadé vSak do
of the said data unless there is a written Ctyficeti péti (45) dni od obdrzeni
agreement between the Institution and/or zminénych informaci, pokud ovSem
the Investigator and the Sponsor and CRO neexistuje pisemné ujednani mezi
to extend these periods. zdravotnickym zafizenim a/nebo

ZkouSejicim, zadavatelem a CRO o
prodlouzeni téchto Ihut.

11.4. Payment shall be made by Sponsor via | 11.4. Zadavatel prostfednictvim CRO provede

CRO in accordance with Appendix 5 within
forty-five (45) days of the date of receipt of
a valid and applicable invoice.

platbu do &tyficeti péti (45) dni ode dne

obdrZzeni platné a spravné vyplnéné
faktury v souladu s pfilohou 5 této
smlouvy.
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11.5. The Parties acknowledge and agree that
the compensation provided under this
Agreement constitutes fair market value
for the performance of the services.

11.5. Smluvni strany potvrzuji a souhlasi s tim,
Ze finanéni kompenzace poskytnuta na
zakladé této smlouvy pfedstavuje realnou
trzni cenu za vykonavané sluzby.

12. TERM

12. PLATNOST

This Agreement will remain in effect until completion
of the Clinical Trial, close-out of the Trial Site and
completion of the obligations of the Parties under
this Agreement or earlier termination in accordance
with this Agreement.

Tato smlouva zustava v platnosti az do ukonceni
klinického hodnoceni, uzavfeni centra klinického
hodnoceni a spInéni vSech povinnosti, které pro
strany plynou z této smlouvy, nebo do pfed€asného
ukonéeni podle ujednani této smlouvy.

13. EARLY TERMINATION 13. PREDCASNE UKONCENI

13.1. A Party (the “Terminating Party’) may | 13.1. Kterakoli ze stran (,ukoncujici strana®)
terminate this Agreement with immediate muUze kdykoli s okamzitou platnosti tuto
effect at any time for cause including, but smlouvu vypovédét, mimo jiné

not limited to:

z nasledujicich davodu:

13.1.1. breach of any of the defaulting Party’s
obligations hereunder and failure to
remedy such breach where it is capable of
remedy within twenty-eight (28) days of a
written notice from the Terminating Party
specifying the breach and requiring its
remedy;

13.1.1. nedodrzeni kterékoli z povinnosti, které
chybujici strané plynou z této smlouvy,
pficemz, pokud je naprava mozna,
nedojde k napravé takového prestupku do
dvaceti osmi (28) dni od pisemného
upozornéni  predlozeného  ukondujici
stranou a specifikujictho pfestupek s
pozadavkem na napravu;

13.1.2. a Party is declared insolvent or has an
administrator or receiver appointed over
all or any part of its assets or ceases or
threatens to cease to carry onits business.

13.1.2. néktera ze stran byla prohlaSena za
insolventni nebo je cela nebo jeji ¢asti pod
nucenou spravou nebo ukoncuje, nebo ji
hrozi ukon&eni podnikani.

13.2. A Party may terminate this Agreement on
written notice to the other Party with
immediate effect if it is reasonably of the
opinion that the Clinical Trial should cease
in the interests of the health and safety of
Clinical Trial Subjects involved in the

13.2. Strana mlze s okamzitou platnosti ukondcit
tuto smlouvu pisemnym oznamenim
druhé strané, pokud nabyla po zralém
uvazeni nazoru, ze klinické hodnoceni by
mélo byt ukoneno v zajmu zdravi a
bezpec&nosti subjektl klinického

Clinical Trial. hodnoceni  uc€astnicich se daného
klinického hodnoceni.
13.3. The Sponsor may terminate this | 13.3. Zadavatel mze podanim oznameni

Agreement on notice to the Institution and
Investigator if the Investigator is no longer
able (for whatever reason) to act as the
Investigator and no replacement mutually
acceptable to the Parties can be found
within one (1) month of the Investigator
becoming unavailable for the Clinical Trial.

zdravotnickému zafizeni a ZkouSejicimu
ukonéit tuto smlouvu, pokud zkouSejici
neni nadale schopen (z jakéhokoli
ddvodu) plnit funkci zkou$ejiciho a do
jednoho (1) mésice od okamziku, kdy
zkouSejici prestal byt pro klinické
hodnoceni k dispozici, neni mozno nalézt
nahradnika pfijatelného pro vSechny
strany.

13.4. The Sponsor may terminate this
Agreement immediately upon notice in
writing to the Institution and Investigator
for reasons not falling within clauses 13.1,
13.2 or 13.3 above save that in such
circumstances, the provisions of clause
13.5 shall also apply. In all such
circumstances the Sponsor shall confer
with the Investigator and use its best

13.4. Zadavatel mize s okamzitou platnosti tuto
smlouvu ukonéit podanim pisemného
oznameni zdravotnickému zafizeni a
ZkousSejicimu z ddvodu jinych, nez které
jsou pfedmétem ¢lanku 13.1.1, 13.2 nebo
13.3, za predpokladu, ze v takové situaci
budou rovnéz platit ujednani ¢lanku 13.5.
Ve vSech takovych pfipadech bude
zadavatel jednat se zkouSejicim a
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endeavours to minimise any
inconvenience or harm to Clinical Trial
Subjects caused by the premature
termination of the Clinical Trial.

vynaloZi ve8keré Uusili k minimalizaci

nepfijemnosti nebo Ujmy vznikajici
subjektdim  klinického hodnoceni v
disledku pred¢asného ukong&eni

klinického hodnoceni.

13.5. In the event of early termination of this | 13.5. V pfipadé pred¢asného ukonceni této
Agreement by the Sponsor pursuant to smlouvy zadavatelem na zakladé
clauses 13.2, 13.3 or 13.4 and subject to ustanoveni ¢lank( 13.2, 13.3 nebo 13.4 pfi
an obligation on the Institution and the dodrzeni povinnosti vi¢i zdravotnickému
Investigator to mitigate any loss, the zafizeni a zkou$ejicimu zmirnit vedkeré
Sponsor shall pay all costs incurred and ztraty, zadavatel uhradi veSkeré naklady
falling due for payment up to the date of vzniklé nebo splatné do doby ukonceni a
termination, and also all expenditure rovnéz vSechny vylohy, které jsou splatné
falling due for payment after the date of po dni ukonleni, které plynou z
termination which arises from nezruSitelnych zavazk(i pfiméfené a
uncancellable commitments reasonably nezbytné  vzniklych  zdravotnickému
and necessarily incurred by the Institution zafizeni a/nebo Zkousejicimu pfi realizaci
and/or the Investigator for the klinického hodnoceni pfede dnem
performance of the Clinical Trial prior to ukonéeni, a odsouhlasené stranou, ktera
the date of termination, and agreed with provadi platbu, a dale v souladu s
the Party making payment, and otherwise ujednanimi pospanymi v pfiloze 5.
in accordance with the arrangements set
out in Appendix 5.

13.6. In the event of early termination, if | 13.6. Pokud byla provedena platba
payment (whether for salaries or zdravotnickému zafizeni (na vyplaty nebo
otherwise) has been made to the jiné vydaje) dfive, nez byla provedena
Institution in advance for work not prace, budou v pfipadé pred¢asného
completed, such monies shall be applied ukonceni takové platby pouzity na uhradu
to termination related costs and the vydajl spojenych s ukonéenim a zbytek
remainder of the monies shall be returned financi bude navrdcen zadavateli nebo
to the Sponsor or CRO as appropriate. CRO, podle toho, kdo platbu hradil.

13.7. At close-out of the Trial Site following | 13.7. P¥i uzavfeni studijniho centra po ukon&eni
termination or expiration of this Agreement nebo vyprSeni této smlouvy, preda
the Institution shall immediately deliver to zdravotnické  zafizeni, na zakladé
the Sponsor all Confidential Information pisemné zadosti pfedané zdravotnickému
and any other unused materials provided zafizeni bez prodleni vesSkeré davérné
to the Institution and/or Investigator informace a ve3kery nepouZzity material
pursuant to this Agreement as requested poskytnuty  zdravotnickému  zafizeni
by them in writing to the Institution. a/nebo zkouSejicimu na zakladé této

smlouvy.

13.8. Termination of this Agreement will be | 13.8. Ukonceni této smlouvy neovlivni prava a
without prejudice to the accrued rights and povinnosti vzniklé kterékoli ze stran na
liabilities of a Party under this Agreement. z4kladé této smlouvy.

14. RELATIONSHIP BETWEEN THE | 14. VZTAH MEZI STRANAMI
PARTIES

14.1. The Institution may not assign, transfer, | 14.1. Zadna ze stran nemUze piidélit &i prevést
sub-contract or otherwise dispose of this tuto smlouvu jako celek nebo jeji Casti,
Agreement or any part thereof without the uzavrit subdodavatelskou smlouvu nebo
prior written consent of the Sponsor, such jinak naklddat stouto smlouvou nebo
consent not to be unreasonably withheld jejimi ¢astmi bez predchoziho pisemného
or delayed. souhlasu druhé strany, pficemz takovy

souhlas nesmi bat bezdivodné odpiran
nebo oddalovan.

14.2. Any Party who sub-contracts shall be | 14.2. Pokud kterakoli ze stran uzavie
responsible for the acts and omissions of subdodavatelskou smlouvu, bude
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its sub-contractors as though they were its

zodpovédna za Ciny a opomenuti svého

own. subdodavatele, jako by byly jeji vlastni.

14.3. Nothing in this Agreement shall be | 14.3. Zadna ustanoveni v rdmci této smlouvy
construed as creating a partnership, nemohou byt povazovana za vytvareni
contract of employment or relationship of partnerstvi, zaméstnaneckého vztahu
principal and agent between the Parties. nebo vztahu nadfizeny a podfizeny mezi

smluvnimi stranami.

15. AGREEMENT AND MODIFICATION 15. SMLOUVA A UPRAVY

15.1. Any change in the terms of this Agreement | 15.1. Jakakoli zména podminek této smlouvy
shall be valid only if the change is made in bude platna pouze v pfipadé, ze bude
writing, agreed and signed by the Parties. provedena pisemné a odsouhlasena a
This shall also apply to this written form podepsana smluvnimi stranami. Toto
requirement itself. ustanoveni plati i pro tento pisemny

pozadavek samotny.

15.2. This Agreement including its Appendices | 15.2. Tato smlouva, v&etné& pfiloh obsahuje
contains the entire understanding veSkera ujednani mezi stranami a
between the Parties and supersedes all nahrazuje jakakoli pfedchozi pisemna
other negotiations, representations and nebo Ustni ujednani, prohladeni a zavazky
undertakings whether written or oral of mezi stranami vztahujici se ke klinickému
prior date between the Parties relating to hodnoceni, které je pfedmétem této
the Clinical Trial which is the subject of this smlouvy, datovana pred touto smlouvou.
Agreement.

16. FORCE MAJEURE 16. ZASAH VYSSi MmocClI

No Party shall be liable to any other Party or shall be
in default of its obligations hereunder if such default
is the result of war, hostilities, 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 Party shall have the right
to terminate this Agreement immediately by notice
in writing to the other Party.

Zadna ze stran neponese zodpovédnost vigi druhé
smluvni strané, a nebude na ni pohlizeno tak, ze
porusila své povinnosti vyplyvajici z této smlouvy,
pokud je takové poruseni vysledkem valky,
nasilnosti, revoluce, ob&anskych nepokojll, stavky,
epidemie, nehody, ohné, vétru, povodné&, nebo
jiného zasahu vy38i moci nebo jiné sily mimo
kontrolu strany, které se stav tyka. Pokud takové
okolnosti zpusobi zdrzeni nebo selhani ve vykonu
Cinnosti (“zdrZeni”) bude strana postiZzena takovymi
udalostmi pisemné informovat ostatni strany ihned,
jakmile jejich pusobeni skonéi. Pokud zdrzeni trva
Ctyfi (4) tydny nebo déle, bude mit nepostizena
strana pravo ukonCit okamzité tuto smlouvu
pisemnym oznamenim druhé strané.

17. NOTICES

17. OZNAMENI

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

Jakakoli oznameni tykajici se této smlouvy musi byt
provedena pisemné&, podepsana pfislusnou stranou
této smlouvy a doru€ena osobné, kuryrem nebo jako
doporucena listovni zasilka.

Notices to the Sponsor shall be addressed to:

OSE Immunotherapeutics
22 bd Benoni Goullin,
44200 Nantes,

France

Oznameni uréena zadavateli musi byt adresovana
nasledovné:

OSE Immunotherapeutics
22 bd Benoni Goullin,
44200 Nantes,

Francie

Notices to the Institution shall be addressed to:

Nemocnice Jihlava, semi-budgetary organization

Oznameni uréena zdravotnickému zafizeni musi
byt adresovana nasledovné:

Nemocnice Jihlava, pfispévkova organizace
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Vrchlického 59
Jihlava 58633
Czech Republic

Vrchlického 59
Jihlava 58633
Ceska republika

Notices to the Investigator shall be addressed to:

Oznameni uréena zkouSejicimu  musi

byt

adresovana nasledovné:

18. RIGHTS OF THIRD PARTIES

18. PRAVA TRETICH STRAN

Nothing in this Agreement is intended to confer on
any person who is not a party to this Agreement any
benefit or any right to enforce any term of this
Agreement.

Zadna z ujednani této smlouvy nejsou uréena k
tomu, aby jakékoli osobé, ktera neni smluvni
stranou této smlouvy, poskytla moznost nebo pravo
uplathovat kterékoli z ujednani této smlouvy.

19. WAIVER

19. ZPROSTENIi NAROKU

No failure, delay, relaxation or indulgence by any
Party in exercising any right conferred on such Party
by this Agreement shall operate as a waiver of such
right, nor shall any single or partial exercise of any
such right nor any single failure to do so, preclude
any other or future exercise of it, or the exercise of
any other right under this Agreement.

Zadné zanedbani, pozdrzeni, prominuti nebo
shovivavost kterékoli ze stran pfi uplatfiovani prava
plynouciho pro stranu z této smlouvy nebude mit za
nasledek zprosténi naroku. Stejné tak Uplné nebo
CasteCné uplatnéni takového prava, nebo
opomenuti pravo uplatnit nebude branit dalSimu
nebo budoucimu uplatnéni tohoto nebo jiného prava
plynouciho z této smlouvy.

20. DISPUTE RESOLUTION

20. RESENi SPORU

In the event of a dispute arising under this
Agreement, authorised representatives of the
Parties will discuss and meet as appropriate to try to
resolve the dispute within seven (7) days of being
requested in writing by the other Party to do so. If
the dispute remains unresolved, it will then be
referred to a senior manager from each of the
Parties who will use all reasonable endeavours to
resolve the dispute within a further fourteen (14)
days.

V pfipadé vzniku sporu v souvislosti s touto
smlouvou, budou ur€eni zastupci stran jednat a
Ucastnit se vzajemnych schlizek ve snaze rozfesit
spor do sedmi (7) dnd od pisemné vyzvy k takovym
jednanim, podané kteroukoli ze stran. Pokud
zUstane spor nevyfeSen, bude pfedan vySSimu
manazerovi kazdé ze stran, ktery vynalozi veSkeré
usili na vyfeSeni sporu do ¢trnacti (14) dna.

21. SEVERABILITY

21. ODDELITELNOST

In the event that any one or more of the provisions
contained in this Agreement will, for any reason, be
held to be invalid, illegal or unenforceable in any
respect, that invalidity, illegality or unenforceability
will not affect any other provisions of this
Agreement, and all other provisions will remain in full
force and effect. If any provision of this Agreement
is held to be excessively broad, it will be reformed
and construed by limiting and reducing it so as to be
enforceable to the maximum extent permitted by
law.

V pfipadé, Ze jedna nebo vice ujednani této
smlouvy budou z jakéhokoli diivodu povazovana za
neplatna, nezakonna nebo  neuplatnitelna
v jakémkoli sméru, nebude mit takova neplatnost,
nezakonnost nebo neuplatnitelnost vliv na zadna
jina ujednani této smlouvy a vSechna ostatni
ujednani zlstanou v plné platnosti a ucinnosti.
Pokud bude kterékoli ujednani této smlouvy
povazovano za prilis Siroké, bude opraveno a
vyloZeno vymezenim a zredukovanim tak, aby bylo
uplatnitelné v maximalni mife dovolené zakonem.

22. SURVIVAL OF CLAUSES

22. PRETRVAVANiI PLATNOSTI CLANKU
SMLOUVY

The following clauses shall survive the termination
or expiry of this Agreement:-

Nasledujici ¢lanky budou platné i po ukonéeni nebo
vyprseni této smlouvy:-

1 Definitions

1 Definice
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3.2-37 Clinical Trial Governance 3.2-37 Dohled nad klinickym hodnocenim

4.8 Obligations of the Parties 4.8 Povinnosti stran

5 Liabilities and Indemnity 5 Odpovédnost a pojisténi odpovédnosti
7.1 Medical Confidentiality 7.1 Lékarské tajemstvi

8 Publicity 8 Publicita

9 Publication 9 Publikace

10 Intellectual Property and Indemnities 10 DusSevni vlastnictvi a zaruky

13.4 - 13.8 (inclusive) Early Termination 13.5-13.8 (vCetné) PredCasné ukonceni

14 - 24 (inclusive) Miscellaneous provisions 14 -24 (v€etné) Ostatni ujednani

Clause 7.2 (Confidential Information) shall survive
the termination or expiry of this Agreement for a
period of ten (10) years commencing on the date of
such termination or expiry.

Clanek 7.2 (Davérné informace) ztistane v platnosti
po ukonceni nebo vyprseni této smlouvy po dobu
deseti (10) let pocinaje dnem ukonéeni nebo
vyprieni.

23. GOVERNING LAW

23. PLATNA LEGISLATIVA

This Agreement shall be interpreted and governed
by the laws of the Czech Republic without regard to
its conflict of laws provisions.

Tato smlouva se bude fidit platnou legislativou
Ceské republiky bez ohledu na konfliktni zdkonn&
ustanoveni.

24, LANGUAGE

24. JAZYK

In the event of any conflict between the English
version and the Czech version of this Agreement the
Czech version shall prevail.

V pfipadé jakéhokoli rozporu mezi anglickou a
Ceskou verzi smlouvy bude mit pfednost verze
vypracovand v ¢eském jazyce.

Signed on behalf of the SPONSOR / Podpis za ZADAVATELE

By / Podpis:

Date/ Datum:

Name / Jméno:

Position / Pozice:

Signed on behalf of the INSTITUTION / Podpis za ZDRAVOTNICKE ZARIZENI

By / Podpis:

Date/ Datum:

Name / Jméno:

Position / Pozice:

Signed on behalf of the INVESTIGATOR / Podpis za ZKOUSEJICIHO

By / Podpis:

Date / Datum:

Name / Jméno:
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APPENDIX 1/ PRILOHA 1

THE CLINICAL TRIAL PROTOCOL / PROTOKOL KLINICKEHO HODNOCENI

The Protocol referenced below is hereby incorporated into this Agreement by reference, however any
further amendment of the Protocol shall be deemed approved where it is granted by the relevant Ethics
Committee and/or Regulatory approval and is evidenced by signature of the Protocol signature pages within

the Site File:

Nize uvedeny protokol klinického hodnoceni se na zakladé nasledujiciho odkazu stava soucasti této
smlouvy, nicméné jakékoli daldi dodatky k protokolu budou povazovany za schvélené az po souhlasu
prisludné etické komise a/nebo kontrolniho Ufadu a bude ovéfeny podpisem na podpisovych stranach
protokolu ve sloZce centra klinického hodnoceni:

Protocol Number:

OSE2101C301

Title:

A randomized parallel group phase Ill trial of OSE 2101 as 2nd line
after prior platinum-based chemotherapy failure or as 3rd line after
platinum-failure and checkpoint inhibitor-failure, compared with
standard treatment (docetaxel or pemetrexed) in HLA-A2 positive
patients with locally advanced (11IB) unsuitable for radiotherapy or
metastatic Non-Small-Cell Lung Cancer

Cislo protokolu:

OSE2101C301

Nazev:

Randomizovana studie faze Ill s paralelnimi skupinami, hodnotici
pfipravek OSE 2101 jako 2. linii l1éEby po selhani predchozi
chemoterapie zalozené na platiné nebo jako 3. linii IéEby po selhani
platiny a selhé&ni kontrolniho inhibitoru, v porovnani se standardni
[é€bou (doxetaxel nebo pemetrexed) u HLA-A2 pozitivnich pacientl
s lokalné pokrocilym (IlIB) nemalobunéénym karcinomem plic
nevhodnym k radioterapii nebo metastatickym nemalobunéénym
karcinomem plic
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APPENDIX 2 / PRILOHA 2

RESPONSIBILITIES/TIMELINES FOR PARTIES
ZODPOVEDNOSTI/TERMINY SMLUVNICH STRAN

Milestone/Milnik

Sponsor
responsibility/Zo
dpovédnost
zadavatele

CRO
responsibility/Zo
dpovédnost CRO

Institution
responsibility/
Zodpovédnost
zdravotnického
zarizeni

Timeline /
Termin

Provision of materials for
Ethics Committee
submission/Dodani materiald
k pfedlozeni etické komisi

Ethics Committee .
submission/Pfedlozeni etické

komisi

Trial Site initiation || | |
visit/Zahajovaci navstéva v

centru klinického hodnoceni

First patient recruited/
Zarazeni prvniho pacienta

Last patient recruited/
Zarazeni posledniho pacienta

Clinical Report Form queries
submitted/ Predlozeni dotazl
tykajicich se klinické zpravy

Clinical Report Form queries
completed/ Zodpovézeni
dotazu tykajicich se klinické
zpravy
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APPENDIX 3/ PRILOHA 3

CONDITIONS
INVESTIGATOR

APPLICABLE TO THE

PODMINKY, KTERE MUSI SPLNOVAT

ZKOUSEJici

(a) He is free to participate in the Clinical Trial and
there are no rights which may be exercised by or
obligations owed to any third party which might
prevent or restrict his performance of the
obligations detailed in this Agreement.

(a) Je schopen se klinického hodnoceni u¢astnit a
neni si védom zadnych prav, ktera by mohla byt
uplatfiovana tfeti stranou nebo povinnosti smérem
ke ftreti strané, které by mohly omezit vykon
povinnosti popsanych v této smlouvé.

(b) He is not involved in any regulatory or
misconduct litigation or investigation by the U.S.
Food and Drug Administration, Medicines and
Healthcare  Products Regulatory  Agency,
European Medicines evaluation Agency, General
Medical Council or other Regulatory Authorities.
No data produced by him in any previous clinical
study has been rejected because of concerns as
to its accuracy or because it was generated by
fraud.

(b) Neni zapojen v zadném karném Fizeni nebo
vySetfovani vedeném Uradem pro kontrolu
potravin a 16kt Spojenych Statt, Uradem pro
regulaci IéCiv a zdravotnické péce Velké Britanie,
Evropskou agenturou pro IéCivé pfipravky,
VSeobecnou lékaiskou radou Velké Britanie nebo
jinymi  kontrolnimi Gfady. Zadna data jim
predlozena v predchozim klinickém hodnoceni
nebyla odmitnuta z ddvodu pochybnosti o jejich
spravnosti nebo proto, ze byla padélana.

(c) He carries medical liability insurance (or the
Institution carries medical liability insurance
covering him) and details and evidence of the
coverage will be provided to Sponsor upon
request.

(c) M& uzaviené pojisténi odpovédnosti pfi vykonu
lékafské praxe (nebo zdravotnické zafizeni ma
uzavieno pojisténi odpovédnosti pfi vykonu
Iékarské praxe, které ho pokryva) a podrobnosti a
doklad o pojisténi budou na pozadani pfedlozeny
zadavateli.

(d) During the Clinical Trial, he will not serve as an
investigator or other significant participant in any
clinical trial for another sponsor if such activity
might adversely affect his ability to perform his
obligations under this Agreement.

(d) V prabéhu Klinického hodnoceni nebude
zkous$ejicim nebo jinak dulezitym ucastnikem v
klinickém hodnoceni jiného zadavatele, pokud by
takova aktivita mohla mit negativni dopad na jeho
schopnost plnit zavazky v ramci této smlouvy.

(e) Neither he, nor his spouse nor any dependent
children, have entered into and will not enter into
any financial arrangements with the Sponsor to
hold financial interests in the Sponsor that are
required to be disclosed pursuant to the US Code
of Federal Regulations Title 21, Part 54, namely
(i) any financial arrangement whereby the value of
the compensation paid in respect of the
performance of the Clinical Trial could be
influenced by the outcome of the Clinical Trial (as
defined in 21 CFR 54.2(a)), (i) any proprietary
interest in the product being tested (as defined in
21 CFR 54.2(c)), (iii) any significant equity interest
in the Sponsor (as defined in 21 CFR 54.2(b)) and
(iv) any significant payments from the Sponsor
such as grants to fund ongoing research,
compensation in the form of equipment, retainers
for ongoing consultation or honoraria (as defined
in 21 CFR 54.2(f)). In the case of subparagraphs
(i) and (iv) the Investigator understands that such
prohibitions relate to the period that the
Investigator is carrying out the Clinical Trial and for
1 year following completion of the Clinical Trial.

(e) Zkousejici, partner/ka zkousejiciho ani zadné
z vyzivovanych déti nevstoupili ani nevstoupi do
finan€niho ujednani se zadavatelem, které by
vytvarelo financni vztah se zadavatelem, ktery je
tfeba pfiznat podle predpisli obsazenych v Code
of Federal Regulations (CFR) Spojenych stat(,
Clanek 21, odstavec 54, jmenovité (i) jakékoli
ujednani podle né&jz by hodnota odmény
poskytnuté za realizaci klinického hodnoceni
mohla byt ovlivnéna vysledkem klinického
hodnoceni (podle definice v €l. 21 CFR, 54.2 (a)),
(i) jakykoli vlastnicky podil na zkoumaném
pfipravku (podle definice v €l. 21 CFR, 54.2 (c)),
(i) vyrazny kapitalovy podil ve spole€nosti
zadavatele (podle definice v ¢l. 21 CFR, 54.2 (b))
a (iv) vyznamné platby od zadavatele jako jsou
granty na financovani vyzkumu, odmény ve formé
vybaveni, zalohy na konzultace nebo honorafe
(podle definice v &l. 21 CFR, 54.2 (f)). V pfipadé
paragrafa (iii) a (iv) si je zkouSejici védom, zZe
takové zakazy plati po dobu, po niZz bude
zkouSejici provadét klinické hodnoceni, a po dobu
1 roku po skongeni klinického hodnoceni.

(f) If CRO or Sponsor provides financial disclosure
forms to the Institution pursuant to United States
regulatory requirements, then the Institution
agrees that, for each listed or identified
investigator or sub-investigator who is directly
involved in the treatment or evaluation of research
subjects, it shall promptly return to the sponsor or

(/) Pokud CRO nebo zadavatel preda
zdravotnickému zafizeni formulafe pro financni
pfiznani na zakladé pozadavku kontrolnich ufadu
Spojenych statu, pak zdravotnické zafizeni
souhlasi s tim, ze zadavateli nebo CRO promptné
vrati tyto formulare finan&niho pfiznani vyplnéné a
podepsané uvedenym nebo identifikovanym
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CRO a financial disclosure form that has been
completed and signed by such investigator or sub-
investigator, which shall disclose any applicable
interests held by those investigators or sub-
investigators or their spouses or dependent
children. The Sponsor or CRO may withhold
payments if the Sponsor or CRO as appropriate
does not receive a completed form from each such
investigator and sub-investigator. The Institution
shall ensure that all such forms are promptly
updated as needed to maintain their accuracy and
completeness during the Clinical Trial and for one
year after its completion. The Institution agrees
that the completed forms may be disclosed to
governmental or Regulatory Authorities.

zkouSejicim nebo spoluzkouSejicimi, ktefi se
pfimo podili na 1éEbé nebo hodnoceni subjektd
klinického hodnoceni. Tyto formulafe budou
obsahovat vsechny relevantni finanéni podily
zkouS$ejiciho nebo spoluzkousejicich nebo jejich
partner( nebo vyzivovanych déti. Zadavatel nebo
CRO mohou pozdrzet platby, pokud zadavatel
nebo CRO, podle toho, co plati, neobdrzi
formulafe vyplnéné vSemi zkouSejicimi a
spoluzkous$ejicimi. Zdravotnické zafizeni zajisti,
aby formulare byly podle potfeby aktualizovany
tak, aby byla zajisténa jejich spravnost a uplnost
po dobu prabéhu klinického hodnoceni a po dobu
jednoho roku po jejim ukon&eni. Zdravotnické
zafizeni souhlasi s tim, Zze vyplnéné formulare
mohou byt poskytnuty vladnim nebo kontrolnim
Uradim.
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APPENDIX 4 / PRILOHA 4

SPONSOR’S TRIAL-RELATED DUTIES AND |POVINNOSTI A FUNKCE ZADAVATELE SPOJENE
FUNCTIONS UNDER ICH GCP TO BE PERFORMED | SE STQDI[ PODLE ICH GCP, KTERE BUDOU
BY CRO VYKONAVANY CRO
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APPENDIX 5/ PRILOHA 5

FINANCIAL APPENDIX

FINANCNIi PRILOHA

| =
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