AGREEMENT

SERVICE PROVIDER _ STATEMENT OF ‘ SMLOUVA O POSKYTNUTI SLUZEB

PROTOCOL

s pm?mioﬁ;-:
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1. INTRODUCTION

This agreement (this “Agreement”) is between

Tato smlouva (déale jen ,smlouva®™) se uzavira
mezi

1

Covance Clinical and Periapproval Services
Limited (hereafter known as “Covance”) a
company located at Osprey House, Westacott
Way, Maidenhead, SL6 3QH, United Kingdom |,
a Contract Research Organization acting as an
agent for GENFIT SA, a company organized and
existing under the laws of France, with a capital
of 5.989.726 Euros, whose registered offices are
located at Parc Eurasanté - 885, Avenue Eugéne
Avinée, 39120 Loos., France, registered under
Register of commerce and Companies of Lille
Meétropole number 424 341 907, (the “Sponsor’)
and;

\
!

| SA,

spoleénosti Covance Clinical and Periapproval

Services Limited (déle jen ,,Covance™) se sidlem

na adrese Osprey House, Westacott Way,

Maidenhead, SL6 3QH, Spojené krélovstvi, |
smluvni vyzkumnou organizaci (CRQO) jednajici

jako zprostfedkovatel pro spolecnost GENFIT

organizovanou a  existujici  podle |
francouzskych zdkoni, s kapitalem ve vysi 5 989

726 EUR, jejiz sidlo se nachazi na adrese Parc |
Eurasanté — 885, Avenue Eugéne Avinée, 59120
Loos, Francie, registrovanou v obchodnim
rejstiiku - pro  Lille  Métropole Cislem
424 341 907, (déle jen ,,zadavatel™) a;

S

Ustedni vojenskd nemocnice — Vojenska fakultni
nemocnice Praha with offices located at U
Vojenské nemocnice 1200, 169 02 Praha 6,
Czech Republic ( “Service Provider™)

Ustredni vojenska nemocnice — Vojenska fakultni
nemocnice Praha se sidlem na adresc U Vojenske
nemocnice 1200, 169 02 Praha 6, Ceska
republika (dale jen ..poskytovatel sluzeb™)

Service Provider is a department of another
institution ( as defined below)

Poskytovatel  sluzeb oddélenim  jiného
zdravotnického zarizeni (definovaného nize)

je

(hereinafter referred to individually as “Party” o
collectively as “Parties”™).

(dale samostatné jako ,.strana™ nebo spolecné jako
strany™).

2. DEFINITIONS

2. VYMEZENI POJMU

2.0 “Applicable Laws” means all
applicable federal, State and local laws, rules, and
| regulations applicable to the Study (as defined
| below). including  without limitation ICH
guidelines on Good Clinical Practice, the
Declaration of Helsinki and the EC-GCP Note for
Guidance (where applicable), and the activities or
| interactions under this Agreement.

nebo interakci podle této smlouvy.

2.0

~Platné  zikony”  znamenaji
veSkeré platné federalni, stdtni a mistni zakony,
pravidla a predpisy platné pro studii (ktera je J
definované niZe), a to mimo jiné véetn& pokyn
Spravnc¢ klinické praxe Mezinarodni konference
pro harmonizaci (ICH), Helsinské deklarace a
Pokynii EK-SKP (jsou-li relevantni) a &innosti

2.1 “Data Protection Laws” mecan
| all applicable privacy, data protection or similar

241 »Lakony na ochranu
udaju* predstavuji veskeré platné zikony o

a 1 (celkem 12)



laws and regulations anywhere in the World, as
the same may be amended from time to time,
especially Act No 101/2000 Coll.,, on the
Protection of Personal Dat, as amended,
including to the extent applicable to this Study,
the OECD Guidelines on the Protection
Privacy and Transborder Flows of Personal Data,
the Data Protection Directive (95/45/EC) and any
_applicable implementing legislation.

of

soukromi, ochrané udajii nebo podobné zakony a
piedpisy kdekoli ve svété, které mohou byt ¢as od
Casu upraveny, zejména z. ¢. 101/2000 Sb., o
ochrané osobnich udaji, ve znéni pozdéjsich
predpist, véetné Pokyni OLCD na ochranu tidajt a
preshraniéniho predavani osobnich udaja, smémice
© ochrané osobnich udaji (95/45/EK) a veskervch
platnych provadécich predpisi v rozsahu platném
pro tuto studii.

2.2 “FCPA” means the United States
Forcign Corrupt Practices Act of 1977, as
amended, together with the rules and regulations
promulgated thereunder.

2.2 .FCPA” znamena zakon

Spojenych  stati o  zahraniénich  korupénich
praktikach z roku 1977, v platném znéni, spolu s
pravidly a pfedpisy vyhldsenymi na jeho zakladé.

“FDA” means the United States Food and Drug
Administration (or any successor agency) and, as
applicable, any other corresponding governmental
or regulatory authority in a country other than the
United States, such as the Furopean Agency for the
Evaluation of Medicinal Products.

FDA“ znameni americky Utad pro kontrolu
potravin a léc¢iv (nebo jakoukoli nastupnickou
agenturu) a dle situace veskeré dal$i odpovidajici
vladni nebo regulacni organy v zemi mimo
Spojené staty, napf. Evropskd agentura pro
hodnoceni lé¢ivych pripravku.

2.3 Force Majeure” means all
extraordinary, irresistible events which are
beyond the control of the Parties (including, but
not limited to, fires, earthquakes, floods and other

natural disasters as well as actions of
governmental  authorities, affecting  the
relationship between the Parties and the subject
matter of the Agreement), and which are

unforeseen at the moment ol execution of the
Agreement, and occurrence and consequences of
which are unavoidable or overwhelming, and
which occur after the date of execution of the
Agreement and which prevent total or partial

|

23 »VyS$8i moc” predstavuje veskeré
mimoiadné, nezastavitelné udalosti, které jsou
mimo kontrolu smluvnich stran (mimo jiné véetné
pozar, zemétieseni, zaplav a jinych pfirodnich
pohrom, jakoz i krok vladnich uradd, které¢ ovlivni
vztah mezi smluvnimi partnery a piedmét této
smlouvy) a které nelze predvidat v okamziku
uzavreni této smlouvy a jejichz vyskyt a nasledky
jsou nevyhnutelné nebo prili§ velké a ke kterym
dojde po datu uzavieni této smlouvy a kter¢ brani
jedné ze smluvnich stran kompletné nebo ¢dste¢né
v provadéni zavazki podle této smlouvy.

| performance by any of the Parties of ils

obligations under the Agreement.

124 “Good Clinical Practice” or | 2.4 Spravna klinicka praxe™ nebo
“GCP” means any standard for the design,  ,SKP* predstavuje jakykoliv standard pro
| conduct, performance, monitoring. auditing, | planovani, provadéni, vykon, monitorovani, audit,
rccording, analyses, and reporting of clinical trials ~zaznamenavéni, analyzy a hlaseni klinickych

that provides assurance that the data and reported
results are credible and accurate, and that the rights,
integrity, and confidentiality of Study subjects are
the then

hodnoceni, ktery garantuje. Ze udaje a hlaScené
vysledky jsou divéryhodné a piesné a Ze priva,
intcgrita a divémost studijnich subjekti jsou
chranény podle aktudlniho pokynu o Sprivné

protected as defined by current
International Conference on  Harmonisation | klinické praxi Mezindrodni konference pro
(“ICH™) Guideline for Good Clinical Practice. harmonizaci (, JCH™).

\
2.5 “IEC/IRB” means regional, | 2.5 NEK/IRB" predstavuje
national or supranational ethics committee or | regionalni, narodni nebo nadnéroqni etickm’x
institutional review board, responsible for | komisi nebo kontrolni vybor instituce, kler¢

0y
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‘cnsuring the protection of rights, safety and well-
being of human subjects in a clinical study, and
for reviewing and approving/providing an
opinion on the Protocol, the suitability of the
investigator(s), the institution(s), the Subject '
recruitment materials and methods, and informed |

odpovidaji za ochranu prav, bezpeénosti a blaho
lidskych subjektd v klinickém hodnoceni a za
kontrolu a schvalovéni/vyjadfeni stanoviska k
protokolu, vhodnosti zkousejiciho/zkousejicich a
zdravotnického zafizeni, materidlim a metodam
pro nabor subjekti a k informovanému souhlasu.

consent. - | I |
’ |
2.6 “Monitoring”’ means the act of | 2.6 ,Monitorovani® Znamena
| overseeing the progress of a clinical study, and :;:1" dohlizeni nad postupem klinického hodnoceni a
| ensuring that it is conducted, recorded, and | zajisténi, Ze je provddéno, zaznamendvino a
| reported in accordance with the protocol, | hlaseno v souladu s protokolem, standardnimi
standard operating procedures (SOPs), GCP, and | pracovnimi  postupy (SOP), SKP a platymi
the applicable regulatory requirement(s). prévnimi pfedpisy. -
2.7 “Personal Information™ means | 2.7 .,Osobni  udaje”  znamenaji

any information or set of information in any
format that identifies, or is used by or on behalf
of Covance or Sponsor to identify an individual.

veskeré adaje nebo soubor tdaji v libovolném
formatu, které identifikuji nebo se pouZivaji
spolecnosti nebo jménem spole¢nosti Covance
nebo zadavatele k identifikovani osoby.

2.6 “Place the Study

Performance” means

of

29 “Regulatory Authority” means:
(i) any and all national, multi-national (including
without limitation the FDA), or other governmental |
| or industry agency or body with authority over the
manner in which a clinical trial is conducted in a
country; and (i) any national or multi-national
| authority responsible for granting regulatory
approval in a particular country or multi-national
| group or union of countries.

T8 O . ~ s
2.10 “Serious Adverse Event” or
“SAE” means all adverse experiences which are
defined as serious in accordance with any

applicable laws, the Protocol including its sections |
8.1.2 and 8.1.3 ( as defined below and as amended |
| from time to time) and any applicable Sponsor
guidelines and/or procedures.

studie” je

»wMisto provadéni

~Regulaéni organ” znamena: (1)
libovolné a veSkeré narodni, nadnarodni (mimo
jiné véetné FDA) nebo jiné vladni nebo oborové
agentury nebo organy s pravomoci rozhodovat
0 zpusobu provadéni klinického hodnoceni v dané
zemi; a (1) veSkeré nédrodni nebo nadndrodni tifady
odpovidajici za udéleni regulacniho souhlasu v
konkrétni zemi nebo nadndrodni skupiné ncbo
federaci zemi.

1 . - ’ —l
2.10 Zavazni nezadouci
prihoda™ neboli | SAE" piedstavuje  veskeré

nezadouci skuteénosti, které jsou definovany jako
zavazné podle libovolnych platmych zdkond,
protokolu véetné oddild 8.1.2 a 8.1.3 (dle definice
v platném znéni, ktera je uvedena niZe) a veskerych
pokynil a/neho postupii zadavatele. '

' 3.SCOPE OF AGREEMENT ' \

3. ROZSAH SMLOUVY

3.1 The Scrvice Provider agrees to provide certain |
described

services
[ entitled:

below in a clinical study |

-

3.1 Poskytovatel sluzeb se zavazuje poskytovat
ur¢ité sluzby popsané nize v klinickém hodnoceni |
1azvaném:




ale jen
zakony v

: aws in conjunction with and under | %,
supervision of Wsouéinnosti s
acting as princife Sttt 1 3.1 a pod jeho JOMICUCHY Ricry Joana e
conducting the Study at zkousejici, (dale jen ,.zkouSejici) a provadi studii
1a adrese

m. castl tnulticentrické studie, ktera je provadéna v
ramei  protokolu _(délc jen

,-protokol™). —

1¢c Study 18 part of a multicentre study being

conducted under protocol “(th«:

“Protocol™).

3.2 The Service Provider agrees to perform the | 3.2 Poskytovatel sluZeb se zavazuje provadét

| following tasks (“*Services”): nasledujici tkony (dale jen , sluzby™):
- Loan the transport box for biopsy sample - ZapqjCit prepravni box pro prepravu T
specifically for transport of the sample vzorku biopsie ze studijniho pracovisté
| from Study site to Service Provider [ k poskytovateli sluzeb
- Embedding of liver biogsy sample in - Zaliti bioptického vzorku jater do
paraffin block x 1 piece/ biopsy” l parafinovém blo¢ku x 1 kus/biopsie’
- 4 unstained slides/ biopsy (according to | - nebarvené  preparaty/biopsie  (podle
the Study Protocol specifications and Study | specifikaci  protokolu  studie a prirucky pro
Pathologist manual)'~ | patologa studie)"”’

Delivery of liver biopsy slides or paraffin block | Dodani  preparati s  biopsif jater  nebo
N | - - - R 43 w4
| to Study Site parafinovych bloc¢ki na pracovisté studie

The turnaround time is 5 business days j.r(.:m* Doba mezi  prijetim  bioptického vzorku

the receipt of the liver biopsy sample by service
provider and delivery back to the site.”"Each
liver biopsy will be subjected to 4 slides

poskytovatelem  sluzeb a dodani zpét na
pracovisté je 5 pracovnich dnu” Z kazdé
biopsie jater budou pfipraveny 4 preparaty a

preparation, and the paraffin block, shall remain | parafinovy blocek zistane uchovédn u
with the Service Provider for archiving purposes | poskytovatele sluzeb JEN  pro  potieby

ONLY. | archivace.

*Each paraffin block subjected for the biopsy | ‘Kazdy parafinovy blogek pouZity k pripravé
slides preparation, shall remain with the Service | bioptickych prepardtii zistane u poskytovatele
Provider and shall be stored accordingly until 6 | sluzeb a bude radné uchovavan az do uplynuti 6
months after the Clinical Study Report (CSR) | mésici po vydani zpravy o klinické studii
will be available, currently projected for July | (Clinical Study Report, CSR), které se planuje
2022. | na Cervenec 2022.

*Anatomopathologist ~ Training shall  be *Skoleni anatomopatologa bude provedeno
conducted by the Principal Investigator and béhem hlavnim zkouSejicim a bude o tom
there will be a record of the training kept at the proveden zaznam, ktery bude uchovan ve
Study site. Studijnim pracovisti.

|

4. OBLIGATION OF THE SER\'ICEi4.74.-'\\"{\ZKY POSKYTOVATELE SLUZEB
PROVIDER B .

4.1 The Service Provider agrees to conduct the 4.1 Poskytovatel sluzeb se zavazuje provadét
Services in strict compliance with this Agreement, | sluzby prisnd¢ v souladu s touto smlouvou,
the Protocol, and the Applicable Laws. | protokolem a platnymi zakony. -

L ; i =

Genfit version date! Genfit datum verze ze dne: 18AuglU16
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4.2 The Service Provider represents and warrants
sufficient resource and time is available and shall
continue to be available to Service Provider for
dedicated, proper and punctual performance of
the Services in accordance with the Protocol
requirements and the terms of this Agreement.

‘ 4.2 Poskytovatel sluzeb prohlasuje a zarucuje, ze
mé k dispozici dostatek zdroji a ¢asu a bude i
nadale k dispozici pro specializované, fadné a
piesné provadéni studie v souladu s pozadavky
| protokolu studie a podminkami této smlouvy.

4.3 The Service Provider and the Service
Provider staff working on the Study shall be
appropriately trained in [CH GCP and the
Protocol and shall be a  qualified
anatomopathologist. Their curriculum vitae and
training certificates will be communicated to
Sponsor and Covance.

4.4. Unless otherwise first agreed to by Sponsor
or Covance in writing, Service Provider shall
not subcontract Services.

4.3  Poskytovatel sluzeb a  personal
poskytovatele sluzeb podilejici se na studii
budou fadné proskoleni v ustanovenich SKP
| ICH a protokolu a budou kvalifikovanymi
‘ anatomopatology. Jejich  Zivotopisy  a
osvédéeni o Skoleni budou predlozeny
zadavateli a spoleénosti Covance.

| 44. Nebude-li nejprve zadavatelem nebo
| spolednosti Covance odsouhlaseno pisemné
jinak, poskytovatel sluzeb neni opravnén
poskytovat sluzby subdodavatelsky.

|
|
|

I
!

| 5. BUDGET AGREEMENT

5. DOHODA O ROZPOCTU

|

5.1 The Service Provider and Covance have each
reviewed and approved the budget attached
(Exhibit A) which lists the amounts incurred for
| completed Services during the course of the Study.

5.1 Poskytovatel sluzeb a spole¢nost Covance
jednotlivé provedli pifezkum rozpoctu a schvélili
| priloZeny rozpocet (Priloha A), ktery uvadi Castky
| vzniklé za dokonéené sluzby v pribéhu studie.

5.2 Interim payments will be made in regular

instalments upon completed and valid Services

[ 5.2 Pribgzné platby budou provadény
pravidelnych splatkach po dokonéeni platnych
sluzeb.

Vv

5 3 Disclosure by Sponsor. In the interest of
transparency relating  to Sponsor's  financial
relationships with clinical investigators and clinical
study sites, Sponsor may publicly disclose the
funding associated with this Agreement, including
payments made to Service Providers and payments
made to individuals.

-~
)

5.3_Zvereinovani udaju zadavatelem. V' zijmu
transparentnosti oblasti finanénich vztahd
zadavatele s klinickymi zkouSejicimi a pracovisti
klinické studie je zadavatel opravnén zvefejnil
informace o financovani souvisejicim s touto
smlouvou, a to vcetné plateb poskytovatelim
sluzeb a plateb fyzickym osobam.

¥

54 Fair Market Value of Services. If Service
Provider, its employees or any immediate family
member thereof is a physician, Service Provider
represents and warrants that the compensation for
the Study under this Agreement represents fair
market value for the services to be provided in
connection with the Services, and that this
Agreement is independent of, has had and will
have no influence on Service Provider, its
employees, or any applicable family member(s) as
to the choice of Laboratory Corporation of
America Holdings or its subsidiaries (“LabCorp™)
for the performance of reference clinical laboratory

5.4 Spravedliva u7ni cena sluzeb. Pokud
poskytovatel sluzeb, jeho zaméstnanci nebo
bezprostfedni ¢lenové jeho rodiny jsou lékaii,
poskytovatel sluzeb prohladuje a zaruCuje, ze
kompenzace za studii podle této smlouvy
predstavuje spravedlivou trzni cenu za sluzby,
které maji byt poskytnuty v souvislosti se studii, a
7ze tato smlouva je nezavisld a nemd a nebude mit
vliv na poskytovatele sluzeb, jcho zaméstnance
nebo  jakéhokoli  piisluiného  &lena/jakékoli
prisluiné Cleny jeho rodiny v souvislosti s vybérem
| laboratofe Laboratory Corporation of American

| Holdings nebo jejich pobogek (dale jen

kem 19)

QY
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testing ordered by Service Provider, its employecs
or any applicable immediate family member(s).

,LabCorp™) k provadéni referenéniho klinického
laboratorniho testovani objednan¢ho
poskytovatelem sluzeb, jeho zaméstnanci nebo
jakymkoli prislusnym hezprostfednim
Elenem/jakymikoli  prislusnymi  bezprostfednimi
¢leny rodiny.

6. MONITORING VISIT AND AUDIT

6. MONITOROVACI NAVSTEVA A AUDIT

6.1 The Service Provider shall allow regular
monitoring visits to be performed by a monitor
assigned by Covance or the Sponsor and grant the
monitor direct access to all Study documents
including all various sources of patient records,
Service Provider records as well as all source data
(electronic and non-electronic) necessary for
source data verification.

6.1 Poskytovatel sluzeb umoZni pravidelné
monitorovaci  navstévy povéreného
spole¢nosti Covance nebo zadavatelem a zarudi
monitorovi piimy pristup ke vSem studijnim
dokumentim, vcetne veskerych zdroji zaznami
pacientl, zaznaml poskytovatele sluzby i
zdrojovych Udaju (elektronickych 1
neelektronickych), které jsou nezbytné pro
ovéieni zdrojovych udaju.

monitora

6.2. The Service Provider generally agrees, as
applicable, to fully co-operate in any audit and/or
inspection relating to the Study, conducted by
Covance, the Sponsor, the relevant Regulatory
Authority or their respective representatives. In this
regards, the Service Provider agrees to provide all
necessary clinical data and documents, to answer
any querics/corrections or other requests in a timely
manner, to allow the auditors or inspectors from
Covance or the Sponsor to wvisit thc Service
Provider premises or any other place where the
Services will be performed.

6.2. Poskytovatel sluzeb obecné souhlasi, pokud
je to relevantni, Ze bude plné spolupracovat pfi
veskerych auditech a/nebo inspekcich tykajicich
se studie provadénych spolecnosti Covance.
zadavatelem, relevantnimi regula¢nimi organy a
jejich pfislusnymi zastupci. V této souvislosti se
poskytovatel sluzeb zavazuje veéas poskytovat
veskeré nezbytné klinické udaje a dokumenty
jako odpovéd na vedkeré dotazy/opravy nebo jiné
| 7adosti a také umoznit auditorim &i inspektorim
| ze spole¢nosti Covance nebo auditordm ¢i
| inspektorim  zadavatele navStivit  prostory
| poskytovatele sluzeb anebo jakékoli jiné misto,
kde budou sluzby provadény.

6.3 The Service Provider shall notify Covance
promptly of any notifications of rcgulatory
mspections which are received by the Study Site
and facilitate the conduct of regulatory
inspections by Regulatory Authorities, allowing
for the presence of Covance or Sponsor staff
during the inspection. The Service Provider will
liaise with Covance and/or Sponsor in responding
to any regulatory inspection findings in relation
to the Study.

6.3 Poskytovatel sluZzeb bude spole¢nost Covance
neprodlené informovat o vesSkervch oznamenich o
inspekcich regulacnich orgdnt, které obdrzi
studijni pracovisté, a poskytne souéinnost pfi
inspekcich provadénych regulaénimi organy,
| pFicemz umozni pritomnost persondlu spolecnosti
Covance ¢&i zadavatele béhem takové inspekce.
Poskytovatel sluzeb bude tizce spolupracovat se
spole¢nosti Covance a/mebo zadavatelem pfi
reakcich na veskeré nilezy souvisejici se studii.

|

| 7. TERMINATION

7. UKONCENI SMLOUVY

|

7.1 It is agreed that Covance may terminatc this
Agreement and Service Provider’s participation in
the Study at any time, with or without cause.

7.1 Smluvni strany se dohodly, Ze spolecnost
| Covance miize kdykoli ukonéit tuto smlouvu a
G¢ast poskytovatele sluzeb ve studii, at uz s
| ditvodem nebo bez ndj.

Genfit version date/ Genfit datum verze ze dne: 18 Aug2016/ 18. srpna 2016
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7.2 Notwithstanding anything to the contrary in

this Agreement, Sponsor and/or Covance shall
have the right to terminate this Agreement by
giving thirty (30) days’ written notice to Service
Provider; and upon expiration of the thirty (30)
day period, this Agreement shall be terminated
and Sponsor and Covance shall have no further
obligation to Service Provider. Service Provider
shall use its best efforts to insure that all pertinent
Study rclated documents have been received by
and completed to the reasonable satisfaction of
Sponsor during said thirty (30) day period, or as
soon thereafter as is commercially reasonable.

7.2 Bez ohledu na cokoli, co je v rozporu s touto
smlouvou, zadavatel a/nebo spole¢nost Covance
budou mit pravo ukonéit tuto smlouvu
tiicetidenni (30) pisemnou vypovédiposkytovateli
sluzeb. Po vyprieni lhity tficeti (30) dni bude
} tato smlouva ukoncena a zadavatel a spolenost

Covancenebudou mit daldi zavazky vuci

poskytovateli  sluzeb.  Poskytovatel  sluzeb
| vynalozi maximalni usili, aby zajistil, Ze vSechny
‘ relevantni dokumenty souvisejici se studii budou

vyplnény a prijaty zadavatelem k jeho pfiméfené
‘ spokojenosti bshem uvedené tiicetidenni (30)
lhaty, nebo co nejdiive to bude komercné
piijatelné.

7.3 This Agreement may be terminated by either
Party for breach by the other of one or more
obligations under its wvarious clauses. Such
termination becomes effective thirty (30) day’s
after sending by the complainant a
letter with acknowledgement of receipt stating
the grounds for the complaint, unless within that
period the defaulting Party has complied with its
obligations or has demonstrated an incapacity
resulting from an event of Force Majeurc. The
exercise of this right of cancellation does not
relieve the defaulting Party to fulfil the
obligations contracted up to the effective date of
| termination.

registere

7.3 Tato smlouva maze byt ukonéena kteroukoli
smluvni stranou z divodu poruieni jednoho ¢i
‘vice zdvazkd, podle riiznych ustanoveni této

| smlouvy, druhou smluvni stranou. Takové
ukonceni vstoupi v platnost tiicet (30) dni poté,
‘ co stézovatel odeslal doporuceny dopis s

| dorucenkou, ve kterém je uveden divod stiznosti,
pokud do té doby vinna smluvni strana nedodrzi

své zavazky nebo pokud neprokazala, 7Ze
| neschopnost plnit  zdvazky byla disledkem

udalosti vy33i moci. Prosazeni tohoto prava na

zruSeni neuvoliuje vinnou smluvni stranu z
plnéni zavazkl, které jsou piredmétem této

smlouvy, az do data G¢innosti ukonceni smlouvy,

7.4 In the event of early termination of this
Agreement, whatever the reason, except material
breach of this Agreement by Service Provider,
Sponsor. through Covance, shall pay solely for
the costs of Services performed through the date
of termination.

7.4 V pripadé ¢asného ukondeni této smlouvy, at
| uz z jakéhokoli divodu, s vyjimkou zavazného
poruseni této smlouvy ze strany poskytovatele
sluzeb, uhradi  zadavatel  prostrednictvim
| spoleénosti Covance vyhradné naklady za sluzby
| proveden¢ do data ukonceni.

7.5 The termination of this Agreement, whatever
the shall not affect any rights or
obligations of either Party which have accrued
prior to such termination. The representations and
warranties contained in this Agreement as well as
those rights and/or obligations contained in the
terms of this Agreement which by their intent or
meaning have validity beyond the term hereof
shall survive the expiration or termination of this
| Agreement.

reason,

[ 7.5 Ukonéeni platnosti této smlouvy, at uz z
| jakéhokoli diivodu. nebude mit vliv na prava ani
zdvazky kterékoli ze smluvnich stran, které
vznikly pred timto ukonéenim. Prohldseni a
zaruky obsazené v této smlouvé i prava a‘nebo
| zavazKy obsaZené ve smluvnich podminkach této
| smlouvy, které svym zdmérem nebo vyznamem

prekracuji dobu platnosti zde uvedenou, ziistanou

v platnosti i po vyprieni nebo ukonéeni platnosti

této smlouvy.

7.6 Should the Service Provider have already [

received payments in excess of the actual pro rated

7.6 Pokud poskytovatel sluzeb jiz obdrzel platby,
které prevy3uji skuteéné pomémé dluzné astky,

(celkem 19)
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amounts due then that overpayment will be
promptly remitted to Covance by the Service
Providcr.

pak tento pteplatek poskytovatel sluzeb neprodleng
poukaze spolec¢nosti Covance.

8. INDEMNIFICATION AND INSURANCE

. v ——— -
8. ODSKODNENI A POJISTENI

|

8.1 Service Provider shall be solely liable for and
expressly agree to indemnify and hold harmless
Sponsor and Covance from any and all liability,
claims, loss, damage, costs, including attorneys’
fees, with respect to any liability arising out of
Service Provider negligent or wrongful acts or
omissions or failure to comply with the Protocol
and/or all Applicable Laws.

8.1 Poskytovatel sluzeb bude vyhradné odpovédny
a vyslovné souhlasi s odskodnénim a ochranou
zadavatele a spoleCnosti Covance pred jakoukoliv a
veskerou pravni odpovédnosti, naroky, ztratami,
Skodami, naklady, wv&etné poplatki pravnim
zdstupclim, s ohledem na veskeré zavazky, které
vznikneu vinou poskytovatele sluzby v disledku
opomenuti nebo nespravného jednani ¢i nedbalosti
nebo nedodrZeni protokolu a/mebo kteréhokoliv z
platnych pravnich predpis.

8.2 Any indemnification rights afforded to the
Service Provider are provided exclusively by the
Sponsor. In the event that the Service Provider
invokes such rights, then the Service Provider shall

£

8.2 Vsechna prava na odskodnéni poskytnuta
poskytovateli sluzeb poskytuje vyhradné zadavatel.
V pripadé, Zze poskytovatel sluzeb uplatni takova
prava, poskytovatel sluzeb bude jednat pfimo se
zadavatelem.

deal directly with the Sponsor.

83 During the term of this Agreement, and
afterward as necessary to cover its liabilities under
this Agreement, the Service Provider will maintain
the liability insurance, in accordance with the
provisions of the regulations or provisions of the
Czech Republic, for the damages that might occur
as a consequence of an oversight or failure which
could be committed during the activities stated in
this Agreement.

83V pr&béﬁu trvani :Atogmou\y 1 pozdéji, jak

bude nezbytné za Ucelem kryti pravnich
odpovédnosti  podle  této  smlouvy, bude
poskytovatel sluzeb  chranén pojisténim

odpovédnosti podle ustanoveni predpisi nebo
ustanoveni Ceské republiky za $kody, ke kterym
muze dojit v disledku prehlédnuti nebo selhéni, ke
kterym miiZe dojit béhem provadéni c&innosti
uvedenych v této smlouve.

| with Czech Republic laws.

insurance certificate as evidence of its compliance

| zakon( Ceské republiky.
ARG TCPUNN

8.4 Poskytovatel sluzeb poskytne potvrzeni o
pojisténi odpovédnosti jako dikaz o dodrzovani

8.5 Sponsor has procured a clinical trial insurance
policy for this Study in accordance with the
requirements of Czech Republic.

8.5 Zadavatel si zajistil pojistnou smlouvu s
pojisténim klinického hodnoceni pro tuto studn v |
souladu s pozadavky Ceske republiky.

9. PROPERTY

9. VLASTNICKA PRAVA

All  equipment, matenials, documents, data,
information and suggestions of every kind and
description supplied to the Service Provider
directly or indirectly by the Sponsor or prepared or
developed by the Service Provider pursuant to the
Agreement, or resulting from the Services provided
hercunder shall be the sole and exclusive property

of the Sponsor and be treated as Confidential |

Vedkeré vybaveni, materialy, dokumenty, tdaje, |
informace a pfipominky jakéhokoli druhu a popisy
poskytnuté poskytovateli sluzeb, at’ uz pfimo i
nepiimo, ze strany zadavatele, pripadné pripravené
nebo vyvinuté poskytovatelem sluzeb podle této
smlouvy, pripadné  vzniklé  ze  sluzeb
poskytovanych podle této smlouvy, budou
vyhradnim a vyluénym vlastnictvim zadavatele a |

date/ Genfit datum verze ze dne: 18Aug2016/ 18. srpna 2016
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Information (defined below); provided that the
Service Provider may retain copies of such
materials as required by Applicable Laws, rules
and regulations. The Sponsor shall have the right to
make whatever use it deems desirable of any such
materials, documents, data and information.

bude s mimi nakladano jako davémymi
informacemi (viz nize), za predpokladu, Zze si
| poskytovatel sluzeb bude moci ponechat kopie
‘ téchto materidld, jak to vyzaduji platné zikony,
pravidla a predpisy. Zadavatel bude mit pravo
vyuzit takové materialy, dokumenty, uddaje a
informace, jak uzna za vhodné.

10. EQUIPMENT

10. VYBAVENI

|
|
!

10.1 The Sponsor may provide additional

equipment as needed and agreed with the Service ‘
Provider (“Equipment”). The Service Provider

agrees that the Equipment shall be used only for
the Study and in accordance with the
requirements of the Protocol and the terms of this

Agreement. T'urthermore, the Service Provider |

agrees to use the Equipment in strict accordance
with the instructions of use of this Equipment.
The Service Provider shall be responsible for the
safe storage ol the Equipment from the time the
Equipment is received by the Service Provider to
the time the Equipment is returned or retained by

Service Provider. During this period, the Service |

Provider shall be responsible for ensuring the
Equipment is maintained in a good state. Any and
all faults shall be reported promptly to Covance.

The Service Provider shall reimburse Sponsor for

any and all costs incurred by Sponsor resulting
from damage to the Equipment due to the
negligence or misconduct of the Service Provider.

| 10.1 Zadavatel mizZe dit k dispozici dalsi
vybaveni, a to dle poticby a domluvy
poskytovatelem sluzeb (dale jen ,,vybaveni®).
Poskytovatel sluzeb souhlasi s tim, Ze toto
| vybaveni bude uzivano pouze pro ucely studie a v

souladu s pozadavky protokelu a se smluvnimi
podminkami této smlouvy. Kromé toho se
poskytovatel sluzeb zavazuje vyuzivat vybaveni
pfisné v souladu s pokyny- k pouzZiti tohoto
vybaveni. Poskytovatel sluZzeb bude odpovédny
za bezpecné ulozeni vybaveni od okamziku, kdy
toto vybaveni piijme, az do okamziku, kdy bude
vraceno, nebo po dobu, po niz si je poskytovatel
sluzeb poneché. Béhem tohoto obdobi bude
‘ poskytovatel sluzeb odpovidat za to, Ze vybaveni

bude udrzovdno v dobrém stavu. Jakékoli a
| veskeré zavady budou neprodlené hlaseny

g

’ spole¢nosti Covance. Poskytovatel sluzeb bude

zadavateli kompenzovat veskeré naklady, které
| zadavateli vzniknou v disledku poskozeni
vybaveni z diivodu zanedbani nebo nespravného
zachazeni ze strany poskytovatele sluZeb.

10.2 After completion of Study or at an earlier
time specified by Sponsor and/or Covance, |
Service Provider will either: (a) arrange the return

of Equipment, at Sponsor’s expense, to a location

designated by Sponsor or Covance; or (b) keep
the Equipment and reimburse Sponsor for the
residual fair market value of the Equipment as of
the date of Study termination or Sponsor and/or

Covance may, as appropriate, reduce the final

payment to Service Provider by the residual fair

market value of the Equipment.

uréeném  zadavatelem  a/nebo  spolecnosti
Covance, poskytovatel sluzeb bud (a) zafidi

vraceni vybaveni na néklady zadavatele do mista

uréeného zadavatelem nebo spole¢nosti Covance;

spolecnost Covance mohou, odpovidajicim

vybaveni.

Neither Sponsor nor Covance has any liability for
damages of any sort, including personal injury or

property damage, resulting from the use of

Equipment rctained at Service Provider. Upon
written notice, the Sponsor can agree that the

‘ Ani zadavatel ani spoleénost Covance nenesou
odpovédnost za skody jakéhokoli druhu, véetné
osobni ujmy nebo Skody na majetku, ke kterym
dojde v  disledku  pouZivani  vybaveni
onechaného u poskytovatele sluzeb. Na zéklads

’ 10.2 Po ukonéeni studie nebo dfive, v Case

nebo (b) si ponecha vybaveni a zadavateli uhradi
spravedlivou zbytkovou trzni hodnotu vybaveni k
datu ukonceni studie, pripadné zadavatel a/nebo

zplsobem, snizit zavére¢nou platbu poskytovateli
sluzeb o spravedlivou zbytkovou trzni hodnotu




Equipment may be used for
studies conducted at Service Provider.

other Sponsor’s

pisemné¢ho oznameni mize zadavatel souhlasit s
tim, Ze vybaveni miZe byt pouZzito pro jiné studie
zadavatele, které jsou provadény u poskvtovatele
sluzeb.

11. CONFIDENTIAL INFORMATION

11. DUVERNE INFORMACE

11.1 The Service Provider agrees that all material,
documents and information provided by Covance
or the Sponsor and all information developed by
the Service Provider in connection with the Study
for the Sponsor is and shall be considered as
confidential  information  (collectively,  the
“Confidential Information™) and the sole
property of the Sponsor. The Service Provider
agrees to hold such Confidential Information in
strict confidence and agree not to use Confidential |
Information for any purpose other than to conduct
the Study. The Service Provider agrees not to
disclose Confidential Information for fifteen (15)
years after the date of this Agreement and shall
disclose the Confidential Information to hospital
authorities, IEC/IRB, and their respective agents,
and  dircctors  and
representatives only on a need-to-know basis and
only if foregoing parties are bound and obligated
by the same provisions of confidentiality as used
by the Service Provider; provided that the Service
Provider will have no obligations with respect to
any Confidential Information that (a) is now or
later becomes publicly available through no fault of
the Service Provider, as applicable, (b) 1s obtained
by the Service Provider, as applicable, from a third

employees,  officers

party not under obligation to the Sponsor with
respect to such Confidential Information, (c) is
already in the possession of the Service Provider,
as applicable, as indicated in their written records, |
or (d) is required by any law, rule, regulation,
order, decree or subpoena or other judicial,
administrative or legal process to be disclosed. lf‘
Service Provider is required by a governmental
authority or by order of a court of competent
jurisdiction any Confidential
Information, Service Provider will give Sponsor |
prompt written notice of such request or order and
Service Provider will takc all reasonable and lawful
actions to avoid or minimize the degree of such
disclosure. Service Provider will cooperate
reasonably with Sponsor in any efforts to seek a

to  disclose

protective order.

|

Jinému

jejich

11.1 Poskytovatel sluzeb se zavazuje, ze veskery

material, dokumenty a informace, které mu
spoleénost Covance nebo zadavatel dali k
dispozici, a veSkeré informace  vyvinuté

poskytovatelem sluzby v souvislosti se studii pro
zadavatele jsou a budou povazovdny za divérné

informace  (souhrmné  dale jen ,duavérné
informace™) a vyhradni majetek zadavatele.

Poskytovatel sluzeb se zavazuje, ze takové divémé
informace bude uchovavat v naprosté divémosti a
ze daveémné informace nebude pouzivat k Zidnému
ucelu, kromé  provadéni  studie.
Poskytovatel sluzeb se zavazuje, Ze nezvefejni
davérné informace po dobu patnacti (15) let od
data uzavieni této smlouvy a 7ze preda duvémnd
informace nemocni¢nim organim, NLK/IRB a
prislusnym zprosticdkovatelim,
zaméstnanctim,  ofednikim a  feditelim a
zastupcim pouze podle polfeby a pouze tehdy,
budou-li vySe uvedené strany zavazany stejnymi
ustanovenimi diivérmosti  jako poskytovatel
sluzeb; a to vie za predpokladu, ze poskytovatel
sluzeb nebude mit 7idné zavazky tykajici se
duvérnych informaci, které (a) budou nyni nebo
pozdeji dostupné vefejné, aniz by k tomu dodlo
chybou poskytovatele sluzeb, dle situace, (b) budou
ziskdny poskytovatelem sluzeb, dle toho, co je
rclevantni, od treti ktera neni vazana
zadavatelem s ohledem na tyto divémé informace,
(¢) )17 jsou ve vlastnictvi poskytovatele sluzeb, dle
situace, jak to bylo uvedeno v jeho pisemnych
zéznamech, pripadné (d) jejichz zvefejnéni bude
vyzadovano  jakymkoli zakonem. pravidlem,
predpisem, piikazem, vyhlaskou nebo obsilkou
nebo jinym soudnim, administrativnim nebo
pravnim postupem. Pokud se od poskytovatele
sluzeb vyzaduje vladnim organcm nebo pifkazem

0

strany,

soudu v kompetentni jurisdikci  zvefejnéni
jakychkoli davérnych informaci, poskytovatel

sluzeb zasle zadavateli bez prodleni pisemné
ozndmeni o takové Zidosti nebo piikazu a pfijme
veskeré priméfené a zakonné kroky, aby zabranil
nebo minimalizoval rozsah takto zverejnénych

informaci. Poskytovatel sluzeb bude v pfiméfené

6/ 18 srpna 2016
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mife spolupracovat se zadavatelem pri jakékohv
snaze zadavatele ziskat ochranny prikaz.

l

11.2 The Service Provider will not use any such
Confidential Information for its own benefit or for
the benefit of any third party, and will not furnish
to any third party any materials which incorporate ‘
any Confidential Information as otherwise herein |
above provided. All obligations of confidentiality
and non-use set forth in this Agreement will |
survive the expiration or earlier termination of this
Agreement.

11.2 Poskytovatel sluzeb nepouzije zadné takové
divémé informace pro sviij vlastni prospéch ani
pro prospéch zadné tfeti strany a neposkytne zadné
treti strané zadné materialy, které obsahuji jakékoli
davérné informace, jak je uvedeno vySe v tomto
dokumentu.  Vsechny  zavazky  zachovani
duvérnosti a nepouziti stanovené v této smlouvé
prervaji i po vyprSeni platnosti nebo drivéjsim
ukonéenim smlouvy.

12. DATA PROTECTION

12. OCHRANA UDAJU

12.1 The Parties shall, at all times throughout the ‘
term of this Agreement, comply with Data
Protection Laws and human biological sample |
laws, rules and regulations, as amended t‘rom‘
time to time, with respect to the collection, use, |
processing, storage, transfer, modification,
deletion and/or disclosure of any Personal
Information and human biological samples under
this Agreement.

12.1 Smluvni strany budou v pribéhu celého
trvani této smlouvy dodrzovat zdkony na ochranu
udaji a zakony, pravidla a predpisy v platném
néni o nakladani lidskymi  biologickymi
vzorky, s ohledem na shromazd’ovani, pouzivani,
zpracovavani, skladovani, prenos, modifikaci,
odstranovani a/nebo predavani osobnich tdaji a
lidskych  biologickych  vzorki  podle této
smlouvy.

S

12.2 The Service Provider shall notify Covance |
and Sponsor immediately of any accidental, |
unlawful or unauthorized use or disclosure of |
Personal Information or human biological
samples of which it becomes aware.

12.2 Poskytovatel sluzeb bezodkladné oznami
spolecnosti  Covance a zadavateli veskeré
nahodné, nezdkonné nebo neopravnéné pouziti
nebo zvefejnéni osobnich udajii nebo lidskych
biologickych vzorkd, o kterych se dozvi.

12.3 Notwithstanding the foregoing. for purposes
of this Agreement, any information provided to |
Covance or Sponsor shall always be anonymized, |
and shall not in any case identify or be capable of
identifying any individual, or shall be. or be |
deemed to be, "Personal Information" under any

applicable laws, rules or regulations. Further, no

information other than the information provided to

complete the clinical study shall be provided to

Covance or Sponsor under this Agreement.

12.3 Bez ohledu na o, co bylo uvedeno vyse, pro
Gcely této smlouvy budou veskeré informace
poskytnuté spolec¢nosti Covance nebo zadavateli
vzdy v anonymni podobé a v zadném pripadé
nebudou identifikovat ani neumozni identifikaci
osoby, nebo to budou ,.0sobni tdaje”, nebo za né
budou povazovany, podle plamych zikond,
pravidel nebo predpis. Kromé toho nebudou
spole¢nosti Covance ani zadavateli podle této
smlouvy poskytnuty zidné jiné udaje, kromé téch,

které jsou tfeba k dokonéeni klinického hodnoceni.

12.4 The Service Provider consents that Covance
or Sponsor may collect and use Personal
Information about the Service Provider such as
contact information and professional credentials,
to invite Service Provider to attend conferences
and to participate in other programs. Sponsor
shall be the data controller and Covance, the data

12.4 Poskytovatel sluzeb souhlasi s tim, ze

spole¢nost Covance nebo =zadavatel mohou
shromazdovat a pouZival osobni adaje o
poskytovateli sluzeb, napf. kontaktni udaje a
odbornou kvalifikaci, a zvat poskytovatele sluzeb
k OCasti na konferencich a k u€asti na jinych
programech. Zadavatel bude spraveem tdajii a

11 (celkem 19)
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Processor.

spoleénost Covance zpracovatelem tdaju.

12.5 Covance and Sponsor undertakes to protect |

the security of the Personal Information they
retained in compliance with all Data Protection

[Laws; In the case such Personal Information have |

to be transferred outside of Czech Republic |
(including to countries that may not have been |

assessed as having adequate privacy laws)
Covance and Sponsor will ensure that their
affiliates, agents, subsidiarics and suppliers

comply with all applicable Data Protection Laws
when processing to such transfer.

12.5 Spole¢nost Covance a zadavatel se zavazuji

| ochranovat bezpeénost osobnich tudaju, které

uchovavaji, v souladu s veskerymi zakony na
ochranu (daji. Pokud budou muset byt oscbni
udaje prevedeny mimo Ceskou republiku (véetnd
zemi. které nejsou hodnocené jako zemé s
adckvatnimi  zakony na ochranu tudaji),
spole¢nost Covance a zadavatel zajisti, Ze jejich
pridruzené spolecnosti, zprostiedkovatelé,
pobocky a dodavatelé budou dodrZovat veskeré
platné z&kony na ochranu udaji pfi zpracovani
daji pro tento prenos.

12.6 The Service Provider agrees that the
Sponsor or Covance or a designated third party
shall have the right to disclose, process and store
Service Provider Information  in
connection with this Study to a Regulatory
Authority and IEC/IRB which may be located
outside of Czech Republic (including to countries
that may not have been assessed as having
adequate privacy laws). In such case, Covance
and Sponsor will ensure that Covance and
Sponsor, their affiliates, subsidiaries and
designated third party comply with all applicable
Data Protection Laws when processing to such
transfer.

Personal

12.6 Poskytovatel sluzeb scuhlasi s tim, Ze
zadavatel nebo spole¢nost Covance nebo
povéfena treti strana budou mit pravo predavat,

zpracovavat a ukladat jeho osobni ddaje |
souvisejici se studii regula¢nimu organu a

NEK/IRB, které mohou mit sidlo mimo Ceskou
republiku (véetné zemi, které nejsou hodnocené
jako zemé& s adekvatnimi zdkony na ochranu

udaji). V  takovych pripadech  spoleénost
Covance a zadavatel =zajisti, Ze spole¢nost |
Covance a  zadavatel, jejich  pridruzené

spoleénosti, poboc¢ky a povéfena treti strana |

budou dodrzovat veSkeré platné zakony na

ochranu Gdaji pfi zpracovani Udaja pro lcnlo‘

plenos.

13. INVENTIONS

13. VYNALEZY

The Service Provider will disclose promptly to
Covance or the Sponsor or its nominee any and all
inventions,  discoveries  and
conceived or made by the Service Provider in the

i
l

iﬂ]p[O\.'CTﬁlCﬂ[S
|

coursc of the Study and/or while providing such ‘

services to Covance pursuant to this Agreement
and relating to such services, and the Service
Provider will execute and shall ensure any Study
staff execute any and all applications, assignments,
| or other instruments and give testimony which the
Sponsor shall deem necessary to apply for and
obtain Letters of Patent in any country or to protect
otherwise the Sponsor’s therein, and
Sponsor shall compensate the Service Provider, as
applicable, for the time devoted to said aclivities
and reimburse it for expenses incurred. All
inventions shall be the sole and exclusive property
of the Sponsor. These obligations shall continuc

mterest

!

Poskytovatel sluzeb neprodlené pieda spolecnosti
Covance nebo zadavateli nebo jim povérené osobé
veskeré a viechny vynélezy, objevy a zlep3eni
vymyslené nebo provedené poskytovatelem sluzeb
v pribéhu studie a/nebo béhem poskytovani téchto
sluzeb spole¢nosti Covance podle této smlouvy
stejné tak, jako takové vynalezy, objevy a zlepSeni,
které souviseji s témito sluzbami. Poskytovatel
sluzeb zpracuje veskeré Zadosti, tkoly nebo jiné
nastroje a zajisti, 7e personal studie zpracuje
veskeré zddosti, tkoly nebo jiné nastroje, a poda
svédeetvi, pokud to zadavatel uzna za nutné, pri
7adosti o ziskani osvédceni o patentu v libovolné
zemi, pfipadné bude jinak ochrafiovat s tim
souvisejici zdjmy zadavatele, pficemZ zadavatel
poskytovatele sluzeb od3kodni dle situace za &as
yénovany uvedenym ¢innostem a uhradi mu

vzniklé naklady. VSechny vyndlezy budou
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| bevond the termination of this Agreement with i

respect  to  inventions,  discoveries  and |

| improvements conceived or made by the Service |

vy¥hradnim a vyluénym vlastnictvim zadavatele.
Tvto zavazky budou pretrvévat i po ukonceni této
smlouvy s ohledem na vynalezy, objevy a zlepSeni

| Provider, as applicable, while providing services to
Covance on behalf of the Sponsor pursuant to this
Agreement, and shall ke binding on the Service
Provider’s assignees, administrators and other legal
| representatives.

I
i

| vymyslené nebo provedené poskytovatelem sluzeb,
dle toho, co je relevantni, béhem poskytovani
téchto sluzeb spole¢nosti  Covance jménem
| zadavatele podle této smlouvy, pri¢emZ budou
'zdvazné pro zmocnéné osoby, Ufedniky a jiné

| pravni zastupce poskytovatele.

14. PUBLICATION POLICY

14. PRAVIDLA PUBLIKOVANI

Service Provider agrees that details of the Study
and its results shall not be publicised or published
in any form without prior written consent of
Covance or the Sponsor. Such approval
necessary to prevent premature disclosure of trade
secrets and other confidential information.

1S

Poskytovatel sluzeb se zavazuje. Ze podrobnosti ze
studie a jeji vysledky nebudou zvefejnény nebo
‘Ipublikovany v zadné podobé bez predchoziho

pisemného souhlasu spole¢nosti Covance nebo
zadavatele. Tento souhlas je nezbytmy, aby se
piedeslo predtasnému zvefejnéni obchodnich
tajemstvi a jinych duvérnych informaci.

15. INDEPENDENT CONTRACTOR

15. NEZAVISLY DODAVATEL

The relationship of both Covance and the Sponsor
with the Service Provider under this Agreement
shall be that of an independent contractor, and
nothing in this Agreement or otherwise or the
arrangements for which it is made shall constitute
Service Provider, or anyone furnished or used by
the Service Provider in the performance of the

employee, joint venturer, partner, or servant of
Covance or Sponsor.

services contemplated by this Agreement, as an |

Vztah spoleCnosti Covance a zadavatele s
poskytovatelem sluzeb podle této smlouvy bude
vztahem nezavislého dodavatele, pricemz nic v této
smlouvé nebo jinde, ani ujednani, pro néz byla
sjednana, nevytvari poskytovatele  sluzeb,
pripadné jiné osoby poskytnuté nebo pouzivané ze
strany poskytovatele sluzeb pii vykonu sluzeb
podle této smlouvy, zaméstnance, spoleénika,
| partnera nebo urednika spole¢nosti Covance nebo
zadavatele.

z

The Service Provider acknowledges that Covance
1s acting on behalf of the Sponsor and that
Covance’s ability to make the payments to the
| Service Provider depends not only on the Service
| Provider’s complete performance of obligations
under this Agreement and other terms and

conditions specified here, but also on Covance |

receiving from the Sponsor the funds necessary to

make the payments contemplated herein. To the
| extent that the Service Provider has fulfilled all
relevant obligations hereunder and Covance has
not received the funds necessary to make such
payments, then the Service Provider hereby agrees
that sole recourse shall be against the Sponsor.

[ Poskytovatel sluzeb bere na védomi, Ze spolecnost |
Covance jednd jménem zadavatele a 7e schopnost
spoleénosti Covance provadét uhrady poskytovateli
sluzeb zavisi nejen na uplném plnéni zdvazkd
podle této smlouvy nebo jinych zde uvedenych
smluvnich podminek ze strany poskytovatele
sluzeb, ale také na zadavateli, ktery spoleénosti
Covance da k dispozici finanéni prostiedky
nezbytné k provadéni plateb zde uvadénych. Pokud

poskytovatel sluzeb splni  veSkeré relevantni
zavazky zde uvedené a spolecnost Covance

neobdrzi finanéni prostiedky nezbytné k provedeni
takovych plateb, poskytovatel sluzeb timto
fsouhlasi, Ze bude uplatiovat pravni prostiedky
| pouze vuci zadavateli.

16. _BUSINESS  AND  FINANCIAL | 16. ZVEREJNENI __OBCHODNICH A
DISCLOSURE | FINANCNICH INFORMACI
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neither Service Provider nor any of their
personnel are officials, agents, representatives or
employees of any government or political party
or any international public organization where
they may be in positions of official government
authority able to use that position to help
Covance or Sponsor obtain or maintain business
or obtain a business advantage. Service Provider
further represents and warrants that Service
Provider has not and agree that Service Provider
shall not make any payment or any offer or
promise for payment, either directly or indirectly,
of money or other assets, to government or
political party officials, officials of international
organizations, candidates for public office, or
representatives of other businesses or persons
acting on behalf of any of the foregoing for the
purpose of influencing decisions or actions or
any law. including but not limited to the U.S.
FCPA, UK. Bribery Act 2010, and other
applicable anti-bribery/anti-corruption laws.

Service Provider represents and warrants that

where such payment would constitute violation of |

Poskytovatel sluzeb prohlasuje a zaruduje, Ze on
} ani zadni jeho zaméstnanci nejsou uredniky,
| zprostiedkovateli,  zastupci & zaméstnanci
| jakékoli vlady €i politické strany nebo jakékoli
| mezinarodni vefejné organizace, kde mohou byt v
l pozici ufednika vladniho organu, a tak by mohli
i byt v postaveni, které by jim umoznilo vyuZzivat
Léto pozice k napomoci spole¢nosti Covance nebo
zadavateli k ziskani nebo udrzeni obchodu nebo
ziskani obchodni vyhody. Poskytovatel sluzby
dale prohlaSuje a zarucuje, Ze neucinil, a zavazuje
se, 7e ani neucini zadné platby ani Zddné nabidky
nebo prisliby plateb, at’ uz primé ¢&i nepfimé,
finanénich &astek nebo jinych aktiv vladnim
ufednikim nebo ufednikim politickych stran,
| ufednikium mezinarodnich organizaci,
| kandidatim na vefejny ufad ani zastupcim jinych
podnika nebo osobam jednajicich jménem vyse
uvedenych, za u¢elem ovlivnéni rozhodnuti nebo
krok, nebo kde by takova platba mohla
\ pfedstavovat porudeni jakéhokoli zékona, mimo
| jiné vcetné amerického FCPA, britského
protituplatkafského zdkona z roku 2010 (UK.
Bribery Act  2010) a daldich platnych
protitplatkarskych/protikorup&nich zdkon.

period of twelve (12) months following the
expiration or termination of this Agreement, the

the Service Provider or any Study staff, agents,
collaborators or representatives become subject
of any debarment proceeding

Vlﬂrin—git_hc term of this ;’\Qc&xeﬁ%lﬁm a |

Service Provider shall promptly notify Covance if |

Béhem trvéani platnosti té¢to smlouvy a po dobu
| dvanacti (12) mésici po vyprseni nebo ukonéeni
| této smlouvy poskytovatel sluzeb bez prodleni
oznami spolecnosti Covance, pokud se on nebo
jeho personalu, zprostiedkovatelé,
spolupracovnici & zéstupci stanou piedmétem
fizeni o zakazu &innosti.

Clenové

The Service Provider agrees to publish the Final
Document and complete the metadata on the
Ministerial Contract Registry within 5 working
days after final signature of the Agreement. The
Service Provider shall inform Covance via email
aboul the act of publication within reasonable
timeframe from the date of publication. If the
Service Provider fails publish the Final
Document within the time specified above, or at
the latest within twenty (20) days from final
signature of the Agreemenl, the Sponsor/Covance
reserves the right to publish the Final Document
and shall notify the Service Provider in writing of
such publication. The Parties understand that the
Site shall not be initiated until the Final
muumem has been published.

1o

| Poskytovatel sluzeb souhlasi s tim, Ze zvefejni
| zavére¢ny dokument a vyplni metadata v
ministerském registru smluv do 5 pracovnich dnt
po kone&ném podpisu smlouvy. Poskytovatel
sluzeb bude informovat spoleénost Covance pres
| email ohledné zveiejnéni smlouvy v pfiméfené
Ihité od data zvetejnéni. V pripadé, ze
] poskvtovatel  sluzeb nezvefejni zavéreCny
dokument ve stanovené [hité uvedené vyse, nebo
‘ncjpcr/déji do dvacet (20) dnu od koneéncho
podpisu smlouvy, Zadavatel/spoleénost Covance
si vyhrazuje pravo uverejnit zavéreény dokument
a bude tomto zvefejnéni informovat
poskytovatele sluzeb pisemnou formou. Tyto
strany rozumi, 7e poskytovatel sluzeb necbude

(4]

| pracovidtém studie, dokud nebude zvefejnén

./ Genfit datum verze ze dnc: 13Aug2016/ 18. srpna 2016

celkem 19

N



| zavéreény dokument.

Prior to publication, the Service Provider shall
remove all information related to Confidential
Information, Personal Information, and business
and trade secrets, as defined by the Civil Code
from the agreement to be published (Excluded
Information), including, without limitation, the

exhibit detailing the costs per procedures. Only
the expected total study budget (contract value)
shall be published.

Protocol, the investigator brochure and the budget |

Pred zvefejnénim musi poskytovatel sluzeb ze
smlouvy ke zvefejnéni odstranit divérné
informace, osobni informace a  obchodni
tajemstvi, jak je definovano v obcanském
zakoniku (vyloucené informace), vetng, ale bez
omezeni, protokolu, souboru informaci pro
zkou3ejiciho a prilohy s rozpoctem upfesiiujici
naklady na postupy a vykony. Zverfejnén bude
pouze oc¢ekdavany celkovy rozpofet studie
(hodnota zakazky).

17. CHANGES TO SCOPE OF AGREEMENT

"17. ZMENY ROZSAHU SMLOUVY

The terms and conditions of this Agreement will be
renegotiated by Covance if the Sponsor and/or the
appropriate Regulatory Agency make
changes to the design or scope of the Study which
would significantly affect the terms hereof. No
other amendment to this Agreement shall be
effective unless it is made in writing and signed by
the parties hereto.

major |

Smluvni podminky této smlouvy budou znowvu
dojednany spole¢nosti Covance, pokud zadavatel
a/nebo prislusny regulaéni urad provede zavazné
zmény v planu nebo rozsahu studie, které by
vyznamnym zpusobem ovlivnily podminky této
smlouvy. Z4dné jiné Gpravy této smlouvy nebudou
platné, pokud nebudou provedeny piscmnou
formou a podepsany smluvnimi stranami této
| smlouvy.

18. INVALIDITY

| 18. NEPLATNOST USTANOVENI

invalid or unenforceable, the validity and effect of
the other provisions of this Agreement shall not be
affected thereby.

If any provisions hereof shall be determined to be | Pokud bude rozhodnuto, 7e nékterd z ustanoveni

teto smlouvy jsou neplatnd nebo nevynutitelna,
platnost a U&innost ostatnich ustanoveni v této
| smlouvé tim nebude ovlivnéna.

| 19. GOVERNING LAW/ARBITRATION

ROZHODCI

| 19._ROZHODNE PRAVO |
| RIZENI

This Agreement shall be governed by and
construed in accordance with the law of Czech
Republic (other than provisions relating to
conflicts of laws).

! — -
[ Tato smlouva se bude fidit a bude vykladana v
| souladu se zakony Ceské republiky (kromé
| ustanoveni tykajicich se kolize pravnich norem).
|

20. ASSIGNMENT

obligations arising hereunder shall be assigned by
the Service Provider without the prior written
consent of Covance.

Neither  this  Agreement nor any rights or

20. POSTOUPENI

|

| Ani tato smlouva, ani Zadna prava nebo zdvazky z

| ni plynouci nebudou postoupeny poskytovatelem
sluzeb bez predchoziho pisemného souhlasu
spoleénosti Covance.

21. THIRD PARTY BENEFICIARY

21. OPRAVNENA TRETI STRANA

Service Provider agrees and acknowledges that

} Poskytovatel sluzeb souhlasi a bere na védomi, 7e

S ONSO T o - = D 7 ~ « « . r . avate ay a1 Q s b 4
ponsor has engaged Covance to manage the Study | zadavatel si najal spolecnost Covance pro spravu
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and perform other clinical trial services relating to
the Study on its behalf and that Sponsor is an
intended third-party beneficiary of this Agreement
and entitled to all rights granted to Covance
hereunder and may enforce such rights and any of
the provisions of this Agreement on its own behalf.

studic a provadéni sluZzeb v rameci klinického
hodnoceni souvisejicich se studii jeho jménem.
Dale, ze zadavatel je zamyslenou opravnénou tieti
stranou této smlouvy a ma narok na viechna prava
udélena spole¢nosti Covance touto smlouvou a
mize si tato prava a jakakoli ustanoveni této
smlouvy vynucovat svym vlastnim jménem.

|

22. COUNTERPARTS

22. STEINOPISY

-

I

!

This Agreement may be executed in multiple |

counterparts, which may include electronic |
signatures, each of which shall constitute an |
original, and all of which will constitute a fully- |
executed Agreement. Transmission by electronic

mail of an executed counterpart of this ‘
Agreement shall be deemed to constitute due and |
sufficient delivery of such counterpart.

Tato smlouva mize byt vyhotovena ve vice
stejnopisech, které mohou obsahovat elektronicke

podpisy, z nichz kazdy bude predstavovat
original a kazdy bude predstavovat plné
vyhotoveni smlouvy. Pfenos vyhotoveného

stejnopisu  této smlouvy elektronickou postou
bude povazovan za radné a dostatecné predani
takového stejnopisu.

23. CONTRACT LANGUAGE

23. JAZYK SMLOUVY

i

This Agreement is created in Czech and English. In |
case of discrepancy between the two versions, the |
Czech version will prevail.

terms contained in this Agreement.

fl}f_t}1c_signalurcs below, the parties agree to the

Tato cesting a v
angliétiné. V pripadé nesrovnalosti mezi témito

smlouva je vyhotovena v

dvéma verzemi bude mit prednost Ceskd verze.

Podpisy nize smluvni strany vyjadruji souhlas s
podminkami obsazenymi v této smlouvé.

i L€ dll

Date / Datum

which has been authorized to sign this Agreement by

GENFIT SA /
Za spolecnost Covance a jejim jménem,

z povéeni podpisem této smlouvy spolecnosti GENITT

SA
Name / Jméno
Title / Funkce:

nemocnici Praha

Name / Jmépo: prof. MUDr. Miroslay
Title / Funkce: reditel

Za Ustiédni vojenskou nemocnici - Vojenskou -fakulmni

18Aug2016/ 18, srpna

-7 -03- 2017

Date / Datum

2016
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