Site number 4202

TRIPARTITE (TRIAL SITE — INVESTIGATOR -
CRO) AGREEMENT

This Agreement is made by and between
Fakultni nemocnice u sv. Anny v Brné
Pekarska 664/53

656 91 Brno

Czech Republic

Represented by: Ing. Vlastimil Vajdak, director

ID: 00159816
VAT ID: CZ00159816
Hereinafter the « INSTITUTION »,

And
]
I

Il. interni klinika Fakultni nemocnice u sv. Anny v
Brné,

Hereinafter the « INVESTIGATOR »,

INSTITUTION and INVESTIGATOR together being
referred to by the « TRIAL SITE »,

SCOPE INTERNATIONAL AG
VAT-ID No.: DE813022061
Konrad-Zuse-Ring 18, 68163 Mannheim, Germany,

Represented by | project manager
Hereinafter « SCOPE »,

The INSTITUTION, the INVESTIGATOR and
SCOPE are hereinafter individually referred to as a «
Party » or collectively referred to as the « Parties ».

WITNESSETH:

WHEREAS, ABIVAX SA (a company organized and
existing under the laws of France, having its
registered offices located at 5, rue de la Baume - F-
75 008 Paris (France), registered under the RCS of
Paris n° 799 363 718) is the sponsor (hereinafter the
« SPONSOR ») of a multi-centre clinical trial
(hereinafter the « Trial ») aimed at evaluating its drug
candidate notably against UC and other
inflammatory diseases and entited ABX464
(hereinafter the « IMP ») in accordance with the
Protocol:

ABX464-108 EudraCT number: 2021-004398-30

Kh1/2021/046/La

ABX464-108

TRISTRANNA (CENTRUM KLINICKEHO
HODNOCENI — ZKOUSEJICi - CRO)
SMLOUVA

Tato smlouva se uzavira mezi

Fakultni nemocnice u sv. Anny v Brné
Pekaiska 664/53

656 91 Brno,

Ceska republika

Zastoupena: Ing. Vlastimilem Vajdakem,
feditelem

IC: 00159816
DIC: CZ00159816
Dale jako « INSTITUCE »

a
. interni klinika Fakultni nemocnice u sv. Anny v

Brné,
Dale jako « ZKOUSEJICI »,

INSTITUCE a ZKOUSEJICI se dale spole¢né
oznaduji jako « CENTRUM KH »

SCOPE INTERNATIONAL AG
VAT-ID No.: /DIC: DE813022061

Konrad-Zuse-Ring 18, 68163 Mannheim,
Némecko,

zastoupeno |, projektovou

manazerkou
Dale jako « SCOPE »,

INSTITUCE, ZKOUSEJICi a SCOPE se dale
samostatné oznaduji jako « Smluvni strana »
nebo spole¢né jako « Smluvni strany »

DOSVEDCEN:I:

PRICEMZ, ABIVAX SA (spolegnost
organizovana, a existujici podle francouzskych
zakon( se sidlem na adrese: 5, rue de la Baume
- F -75 008 Pafiz (Francie), registrovana
v mistnim obchodnim a podnikovém rejstfiku
(RCS) v Parizi €. 799 363 718) je zadavatelem
(dale jako « ZADAVATEL ») multicentrického
klinického hodnoceni (dale jako « KH »)
zaméfeného na hodnoceni kandidata na |éCivy
pfipravek s nazvem ABX464, ur€eného zejména
k 1é€bé ulcerdzni kolitidy (UK) a jinym zanétlivym
onemocnénim (dale jako « IMP ») v souladu s
protokolem:

ABX464-108 Cislo EudraCT: 2021-004398-30

0281_CZ_Clinical Trial Agreement_Final_bilingual_14-DEC-2021
Master Template CTA 3-Partite_Bilingual_CZ

Version 7.0 JUN 2019 Page 1 of 22


uziv
Psací stroj
Khl/2021/046/La


Site number 4202

“A follow-up Phase Il open-label study to
evaluate the long-term safety and efficacy profile
of ABX464 given at 25 mg once daily in subjects
with Moderate to Severe Active Ulcerative
Colitis”

and its amendments (hereinafter the « Protocol »).

SPONSOR has entrusted SCOPE on its behalf with
the arrangement and administration of the Trial as its
contractor, not as its agent.

WHEREAS, the TRIAL SITE having reviewed the
Protocol, desires to participate in the Trial and
assures that it has sufficient authority, competence
and experience in clinical trials, along with the
necessary infrastructure and technical means to
perform the Trial.

The INSTITUTION has entrusted a competent

INVESTIGATOR, I under whom'’s

responsibility the Trial will be performed.

In  consideration of the undertakings and
commitments set forth herein, the Parties agree to
enter into the present agreement (the
« Agreement »), whose provisions shall apply in
compliance with those of the Protocol.

PROTOCOL

The TRIAL SITE shall, and shall ensure the
Collaborators (defined under Section 6.6) shall
perform the Trial in strict compliance with the
Protocol a copy of which has been provided to and
signed by the INVESTIGATOR, as such Protocol is
submitted to the relevant Competent Authority (« CA
») and Independent Ethics Committee (« IEC/IRB »)
for favourable opinion/ approval and as the Protocol
may be amended from time to time thereafter. Any
amendment to the Protocol shall be notified to the
relevant IEC/IRB and CA according to local
regulations of the Czech Republic (CR). All of the
terms of the Protocol and any further amendments to
the Protocol are incorporated hereunder and are an
integral part of this Agreement.

TRIAL SITE GENERAL OBLIGATIONS

The Trial shall be performed in:

Name of institution: Fakultni nemocnice u sv. Anny
in Brno

Department (if applicable): II. interni klinika FNUSA
Street name and number: Pekarska 664/53

Postcode, City, Country: 656 91 Brno, Czech
Republic

(the location hereinafter referred to as the «
Investigational Site »)

ABX464-108

»Nasledna oteviena studie faze Il ke
zhodnoceni dlouhodobého profilu
bezpeénosti a ué¢innosti ABX464 podavaného
jednou denné v davce 25 mg subjektim se
stfedné tézkou az tézkou aktivni ulcerozni
kolitidou*

a jeho dodatky (dale jako « Protokol »).

ZADAVATEL poveéfil SCOPE pfipravou a
spravovanim KH jeho jménem jako svého
dodavatele, ne jako svého zastupce.

CENTRUM KH ma po prostudovani protokolu
zajem se podilet na KH a zaruCuje se, Ze ma
dostate¢na opravnéni, schopnosti a zkusenosti s
provadénim klinickych hodnoceni, stejné jako
potfebné zazemi a technické prostfedky k

provedeni KH.
INSTITUCE | ovéfila pFislusného
ZKOUSEJICIHO, _ ktery bude
zodpovédny za provedeni KH.

Po zvazeni povinnosti a zavazk( ustanovenych v
tomto dokumentu, smluvni strany souhlasi se
vstupem do tohoto smluvniho vztahu (« smlouva

»), jehoz ustanoveni budou v souladu s
protokolem.

PROTOKOL

CENTRUM KH provede a zajisti, ze
spolupracovnici (definovani v &asti 6.6) provedou
KH v pfisném souladu s protokolem, jehoZ vytisk
byl poskytnut ZKOUSEJICIMU, ktery jej
podepsal, a stejna verze protokolu byla
predloZena ke schvaleni/ souhlasnému vyjadfeni
pfislusnému regulaénimu organu (« CA ») a
nezavislé etické komisi (« IEC/IRB »). Jelikoz
protokol mlze byt ¢as od ¢asu doplnén, veskeré
dodatky k protokolu budou predlozeny pfislusné
IEC/IRB a CA v souladu s mistnimi pfedpisy
Ceské republiky (CR). Veskeré naleZitosti
obsaZené v protokolu a ve veskerych jeho
dodatcich jsou zadlenény v nasledujicim textu a
tvofi sou€ast této smlouvy.

OBECNE ZAVAZKY CENTRA KH

KH bude provedeno v:

Nazev instituce: Fakultni nemocnice u sv. Anny
v Brné

Oddéleni (pokud aplikovatelné): Il. interni klinika
FNUSA

Ulice a ¢Cislo: Pekarska 664/53

PSC, Mésto, Zemé: 656 91 Brno, Ceska
republika

(vySe uvedené misto dale jako « misto KH »)
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2.1

2.2

2.3

2.4

2.5

2.6

The INSTITUTION represents and warrants that the
INVESTIGATOR is an employee of the
INSTITUTION, which has authorized the
INVESTIGATOR to perform the TRIAL.

The TRIAL SITE hereby represents and warrants
that it has the necessary registration to provide
health services and the necessary resources with
regard to time, adequate personnel and facilities for
the performance of the Trial. The TRIAL SITE will
promptly inform SCOPE about all changes of
personnel, facilities and clinical research methods
that may affect the Trial. In the event the
INVESTIGATOR becomes either unwilling or unable
to perform the duties required by this Agreement, the
TRIAL SITE will inform SCOPE and SPONSOR in
writing within three (3) days from such event. The
INSTITUTION shall use all reasonable endeavours
to promptly appoint a replacement Principal
Investigator that is acceptable to SCOPE and
SPONSOR.

The TRIAL SITE represents and warrants that it, as
well as any Collaborator, is not presently under any
agreement or obligation which may conflict with the
duties and obligations to SCOPE or SPONSOR
under this Agreement, and further agrees not to
undertake any such obligation or agreement during
the course of the Trial.

The TRIAL SITE represents and warrants that it has
received a copy of the clinical investigator brochure
(« Investigator Brochure ») and INVESTIGATOR
confirms that he has read and understood its
contents. The TRIAL SITE will ensure that the
Collaborators are fully informed about the Trial
Medication and the Trial. Furthermore, the
INSTITUTION shall be responsible for ensuring that
all Collaborators at the TRIAL SITE who patrticipate
in the Trial have read and understood the Protocol.

The INSTITUTION shall ensure that the
INVESTIGATOR, and other Collaborators directly
involved in the Trial, if so requested by SCOPE or
SPONSOR, shall attend any investigator meetings
that may be organised for the benefit of the Trial. If
the INSTITUTION is required to authorise the
attendance of the Collaborators at such meetings,
then this authorisation shall not be unreasonably
withheld or delayed.

The TRIAL SITE represents and warrants that its
directors, employees and agents have not paid and
will not pay, offer or promise to pay, directly or
indirectly, any monies or anything of value to any
governmental official or employee or any political
party or candidate for political office for the purpose
of influencing any act or decision of such official,
employee or candidate to obtain or retain business,
or to direct business to any person (a « Prohibited
Payment »). The TRIAL SITE shall report any

ABX464-108

INSTITUCE prohlasuje a zarucuje se, Ze
ZKOUSEJICI je zameéstnancem INSTITUCE,
ktera povéfila ZKOUSEJICIHO provedenim KH.

CENTRUM KH timto prohlasuje a zarucuje se, ze
ma potfebna povoleni k poskytovani zdravotnich
sluzeb a potfebné zdroje, pokud jde o ¢as,
odpovidajici personal a zafizeni pro provedeni
KH. CENTRUM KH bude neprodlené informovat
SCOPE o v8ech zménach personalu, vybaveni a
metod klinického vyzkumu, které mohou mit vliv
na KH. V pfipadé, e ZKOUSEJICI nebude
ochoten ¢&i schopen plinit povinnosti vyZadované
touto smlouvou, bude CENTRUM KH informovat
SCOPE a ZADAVATELE pisemné do ffi (3) dnl
od takového zjisténi. INSTITUCE vynalozi

veSkeré pfiméfené usili, aby neprodlené
jmenovala nahradniho hlavniho zkouS$ejiciho,
ktery bude pfijatelny pro SCOPE a
ZADAVATELE.

CENTRUM KH prohlasuje a zaruCuje se, ze v
souCasné dobé neni, stejné jako kterykoliv ze
spolupracovnik(i, vazan dohodou nebo vazan
tak, Ze by to mohlo byt na zakladé této smlouvy v
rozporu s povinnostmi a zavazky vuéi SCOPE
nebo ZADAVATELI, a dale souhlasi, Ze se v
pribéhu KH takovymi povinostmi ani dohodami
nezavaze.

CENTRUM KH prohladuje a zaruluje se, Ze
obdrZelo wytisk Informaci pro zkousSejici (dale
jako « Informace pro zkou$ejici») a ZKOUSEJICI
potvrzuje, Ze si pfeCetl a porozumél jeho obsahu.
CENTRUM KH zajisti, Zze spolupracovnici budou
plné informovani o hodnoceném pfipravku a KH.
Kromé toho se INSTITUCE postara o to, aby si
vSichni spolupracovnici v CENTRU KH zapojeni
do KH piecetli Protokol a seznamili se s nim.

Pokud o to pozada SCOPE nebo ZADAVATEL,
INSTITUCE se postara, ze ZKOUSEJICI a
ostatni spolupracovnici pfimo zapojeni do KH, se
zucastni investigatorskych meetingu, které
mohou byt organizované ve prospéch KH. Pokud
je pozadovano povoleni INSTITUCE pro uc&ast
spolupracovniku na téchto meetinzich, pak toto
povoleni nebude bezdlvodné zamitnuto ani
pozdrzeno.

CENTRUM KH prohlasuje a zaru€uje se, ze jeho
feditelé, zaméstnanci a zastupci neplati a
nebudou platit, nabizet nebo slibovat uplatu,
pfimo Ci nepfimo, jakékoli penézni prostfedky
nebo cokoli hodnotného Zadnému statnimu
Ufednikovi nebo zaméstnanci nebo jakékoli
politické strané nebo kandidatovit na politickou
funkci za u€elem ovlivnéni jednani nebo
rozhodnuti takového ufednika, zaméstnance
nebo kandidata k ziskani ¢&i uchovani obchodu,
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2.7

3.2

violation of this warranty promptly to SCOPE and
agrees to respond to any inquiries about any
potential violations and make appropriate records
that are related to violation available to SCOPE
and/or SPONSOR upon request.

The TRIAL SITE may appoint such other individuals
as it may deem appropriate as sub-investigators to
assist the INVESTIGATOR in the conduct of the Trial
at the Investigational Site in accordance with the
Protocol. The TRIAL SITE shall keep SCOPE and
SPONSOR informed of all sub-investigators so
appointed at all times and furnish SCOPE and
SPONSOR with an up-dated list of sub-investigators
from time to time upon the same being up-dated. The
INVESTIGATOR shall be responsible for leading
such team of sub-investigators, who in all respects
shall be bound by the same obligations as the
INVESTIGATOR.

COMMENCEMENT OF TRIAL

SCOPE shall make the necessary submissions or
notifications to the regulatory authorities in
accordance with relevant laws of the Czech
Republic. The Trial may not commence until the
TRIAL SITE is informed by SCOPE in writing, that
the competent authorities (“CA”) have given their
approval/ authorization. .

SCOPE will ensure all documentation required for
submission to the ethics committee (s). SCOPE shall
ensure it has obtained the written approval from such
ethics committee prior to commencement of the Trial
and shall provide SPONSOR and TRIAL SITE with
the ethics committee’s favourable opinion. The Trial
may not commence until TRIAL SITE is instructed
accordingly by SCOPE or SPONSOR in writing.

SCOPE shall provide the ethics committee with any
reports/updates it requires and shall provide the
TRIAL SITE with copies of such documents.

ABX464-108

nebo k pfimym obchodim pro jakoukoli osobu
(dale jako «zakazané platby»). CENTRUM KH
musi urychlené hlasit jakékoli poruSeni této
zaruky SCOPE a souhlasi se zodpovézenim
vS§ech dotazu tykajicich se pfipadnych poruseni a
se  zpfistupnénim  pfislusnych  zaznam
souvisejicich s porusenim SCOPE a/nebo
ZADAVATELI na vyzadani.

CENTRUM KH mze jmenovat dal$i osoby, které
uzna za vhodné, jako spoluzkous$ejici na pomoc
ZKOUSEJICIMU v priibéhu KH, v misté KH, v
souladu s protokolem. CENTRUM KH bude vzdy
informovat SCOPE a ZADAVATELE o vSech
takto jmenovanych spoluzkousejicich a poskytne
SCOPE a ZADAVATELI, ¢as od ¢asu a po
aktualizaci, aktualizovany seznam
spoluzkousejicich. ZKOUSEJICI je odpovédny
za vedeni tymu spoluzkousejicich, ktefi jsou ve
v3ech ohledech vazani stejnymi povinnostmi jako
ZKOUSEJICI.

ZAHAJENI KH

SCOPE musi provést nezbytné podani nebo
oznameni regulaénim organim v souladu s
prisludnymi pravnimi predpisy CR.. KH nem(ze
byt zahajeno, dokud nebude CENTRUM KH
pisemné informovano SCOPE, Ze regulacni
organy ("SUKL") vydaly povoleni/ souhlasné
stanovisko.

SCOPE zajisti vesSkerou potfebnou dokumentaci
nutnou k predloZzeni pfislusné etické komisi.
SCOPE musi pfed zahajenim KH ziskat pisemny

souhlas takové etické komise a poskytne
ZADAVATELI a CENTRU KH souhlasné
stanovisko etické komise. KH nesmi byt
zahdjeno, dokud CENTRUM KH nebude
pisemné instruovano SCOPE nebo
ZADAVATELEM..

SCOPE poskytne etické komisi veSkerou

dokumentaci, kterou tato komise vyzaduje, a
CENTRU KH pfeda kopie téchto dokumentu.
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3.3

4
4.1

4.2

4.3

4.4

COMPLIANCE

The TRIAL SITE specifically agrees to, and shall
ensure the Collaborators agree to, perform the Trial
in strict compliance with:

(i) the Protocol
(ii) the terms and conditions of this Agreement

(i) all applicable international, national, federal,
state, provincial, or local government laws,
regulations, rules or ordinance valid in Czech
Republic, that apply to the Trial, the services, and
this Agreement, as amended, updated and replaced
from time to time, including without limitation any
applicable Good Practices including the Guideline for
Good Clinical Practice of the International
Conference on Harmonization (hereinafter the « ICH
— GCP ») and the principles laid down by the World
Medical Assembly in the current version of the
Declaration of Helsinki if not specified otherwise in
the Protocol, and

(iv) the specific written guidelines and procedures
provided by SCOPE or SPONSOR applicable for
conducting the Trial and which had been evidently
provided to the TRIAL SITE.

The TRIAL SITE shall ensure that all procedures
defined in the Protocol are complied with, so that all
data collected by Collaborators at the Investigational
Site are reliable and have been processed correctly
and will ensure that the content of the case report
form (CRF) will accurately reflect source documents.
The CRF entries shall be performed within five (5)
working days.

The TRIAL SITE shall ensure that all applicable anti-
bribery laws and regulations, codes and guidelines
and all local policies implemented relating to the
same are complied with.

In case of repeated non-compliance with trial-specific
procedures as laid down in Sections 4.1 to 4.3,
SCOPE reserves the right to apply appropriate
measures (including the termination of this
Agreement).

SUPPLIES

ABX464-108

SHODA

CENTRUM KH vyslovné souhlasi s tim, a zajisti,
ze spolupracovnici souhlasi s provedenim KH v
pfisném souladu s:

(i) protokolem

(i) nalezitostmi a podminkami této smlouvy

(i) vS8emi platnymi mezinarodnimi, narodnimi,
federalnimi, statnimi, regionalnimi nebo mistnimi
vladnimi zakony, pfedpisy, pravidly nebo
vyhlaskami platnymi v Ceské republice, které se
vztahuji ke KH, sluzbam a této smlouvé, ve znéni
pozdéjSich predpisu, které jsou ¢as od Casu
aktualizovany a nahrazovany, vCetné avSak
nikoliv pouze pfislusnymi spravnymi postupy,
véetné pokynd  Spravné klinické praxe
Mezinarodni konference pro harmonizaci (dale
jako «ICH - GCP») a se zasadami ustanovenymi
Svétovym |ékafskym snémem v aktualni verzi
Helsinské deklarace, pokud v protokolu neni
stanoveno jinak, a

(iv)  specifickymi  pisemnymi  postupy a
procedlirami  poskytnutymi  SCOPE  nebo
ZADAVATELEM, které jsou platné pro vedeni
KH, a které byly CENTRU KH prokazatelné
predany.

CENTRUM KH zajisti, aby vS8echny postupy
stanovené protokolem byly provadény v souladu
s timto protokolem tak, Zze veSkera data ziskana
spolupracovniky v misté KH budou spolehliva a
spravné zpracovana, a také zajisti, Ze obsah
zaznamu subjektt KH (CRF) bude prfesné
odpovidat zdrojové dokumentaci. Zaznamy do
CRF maji byt provedeny do péti (5) pracovnich
dna.

CENTRUM KH zaijisti, aby vSechny pfislusné
zakony proti Uplatkafstvi a nafizeni, zakony a
smeérnice a vSechny mistni zasady vztahujici se
k vySe uvedenému byly dodrzovany.

V pfipadé opakovaného nedodrzovani postupl
specifickych pro KH stanovenych v &astech 4.1
az 4.3, si SCOPE vyhrazuje pravo uplatnit
pfisludna opatfeni (v&etné ukoncéeni platnosti této
smlouvy).

DODAVKY MATERIALU

0281_CZ_Clinical Trial Agreement_Final_bilingual_14-DEC-2021
Master Template CTA 3-Partite_Bilingual_CZ
Version 7.0 JUN 2019

Page 5 of 22



Site number 4202

51

5.2

53

5.4

55

SCOPE shall provide the TRIAL SITE with all
necessary information free of charge, documents
and materials, including but not limited to:

the Investigator Brochure (IB)

the Protocol

the CRF

the Investigational Medicinal Product (IMP)
and any other medication needed for the
proper conduct of the trial (hereafter « Trial
Medication ») manufactured in accordance
with the applicable regulations and/or the
Good Manufacturing Practice « GMP »,
suitably packaged and labelled and in
sufficient quantity to conduct the Trial. For
the purposes hereof, « Investigational
Medicinal Product » or « IMP » shall mean
the pharmaceutical form of the active
ingredient or placebo being tested or used
as a reference in the Trial.

TRIAL SITE shall ensure that neither TRIAL SITE nor
any Collaborators shall make any unauthorized
representations or warranties to any person
(including Subjects) concerning the Trial or Trial
Medication.

The TRIAL SITE shall ensure that the site’s technical
equipment used in the Trial is certified, calibrated,
and maintained according to the manufacturer's
instructions. The respective documentation is
available and will be provided to SCOPE or
SPONSOR on request.

The Trial Medication will not be released until TRIAL
SITE has been informed by SCOPE that SCOPE has
received a copy of the written and dated
approval/positive opinion of the ethics committee and
CA

The TRIAL SITE acknowledges that SPONSOR has
the right to discontinue the supply of Trial Medication
if necessary, and only in case that this
discontinuation is in accordance with valid
administrative procedures and will not jeopardize the
Subjects health, including in the following cases:

e termination of the Trial in general worldwide,
or in the Czech Republic or in a specific site
(either by decision of respective authority or
upon sole discretion of SPONSOR);

e discontinuation / interruption of delivery of
the Trial Medication in case of detection of
a defect of the respective Trial Medication ;
or

e delay in case of problems in production or
transportation of the Trial Medication.

ABX464-108

SCOPE bezplatné poskytne CENTRU KH
vSechny nezbytné informace, dokumenty a
materialy, v€etné avSak nikoli pouze:

e Informace pro zkous$ejiciho (IB)

e Protokol

e CRF

e Hodnoceny IéCivy pfipravek (IMP) a
veSkerou dalSi potfebnou IéCbu

potfebnou pro spravné provedni KH
(dale jako « lé€ba KH ») vyrobenou v
souladu s pfislusnymi pfedpisy a
Spravnou vyrobni praxi (dale jako « GMP
»), nalezité zabalenou a oznagenou a v
dostate€ném mnozstvi pro provedeni
KH. Pro ucely tohoto dokumentu se
"hodnocenym IéCivym pfipravkem" nebo
"IMP" rozumi lékova forma ucinné latky
nebo placeba, které jsou testovany nebo
pouzivany jako referen¢ni v KH.

CENTRUM KH zaruci, ze ani CENTRUM KH ani
nikdo ze spolupracovnikdl neposkytnou jakékoliv
osobé (v€etné Subjektl) neopravnéna prohlaseni
nebo zaruky tykajici se KH nebo léCby KH.

CENTRUM KH zajisti, aby jeho technicka
zafizeni pouzivana v prubéhu KH byla
certifikovana, kalibrovana a udrzovana v souladu
s pokyny vyrobce. PfisluSna dokumentace bude
k dispozici a bude na vyzadani poskytnuta
SCOPE nebo ZADAVATELL.

Hodnoceny |é&ivy pfipravek nebude uvolnén
dokud CENTRUM KH nebude informovano
SCOPE, Ze obdrZzel kopie pisemnych
schvaleni/souhlasnych stanovisek od EK a CA

CENTRUM KH bere na védomi, ze ZADAVATEL
ma pravo prerusit dodavku lé€by KH , pokud je to
nutné, a pouze v pfipade, Ze je takové preruseni
v souladu s platnymi spravnimi predpisy a
nebude ohrozeno zdravi Subjektd KH, v&etné
nasledujicich pfipadu:

e ukonceni KH obecné v celém svété,

nebo v Ceské republice nebo v
konkrétnim centru (na  zakladé
rozhodnuti pfisluSného organu nebo na
zakladé vlastniho uvazeni
ZADAVATELE);

e ukonceni/pferuSeni dodavky

hodnoceného pfipravku nebo vybaveni
v pfipadé zjisténi vady na pfisludné 1é¢bé
KH; nebo

e zpozdéni v pfipadé problému v produkci
nebo transportu 1éEby KH.
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6.3
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In the event that any equipment is borrowed by the
SPONSOR to the TRIAL SITE for the purposes of
performing the trial, a separate written loan
agreement will be concluded.

CONFIDENTIALITY AND RESTRICTED USE OF
INFORMATION AND SUPPLIES

All information disclosed or provided by SCOPE or
SPONSOR or produced during and related to the
Trial, including but not limited to the Protocol, the
Investigator Brochure and CRF, the results obtained
during the course of the Trial, the financial terms of
this Agreement, data and reports on the IMP,
unpublished data and reports that SCOPE and/or
SPONSOR consider to be trade secrets, any and all
assets such as, but not limited to, data information,
findings, samples, documents, know-how, formulas,
ideas, patents, patent applications, inventions,
discoveries, technology, processes, procedures,
devices, products, utility models, copyrights, and
improvements as well as trade secrets, designs, and
any other intellectual property analogous to the
same, whether protectable or not, and any existing
or future rightsderived from the Trial, arising directly
or indirectly from the Trial or in connection with the
Trial (hereafter the « Confidential Information »), is
confidential. The TRIAL SITE agrees to keep
confidential and not to disclose the Confidential
Information to any third party without the prior written
approval of SCOPE or SPONSOR. The TRIAL SITE
shall use the Confidential Information solely for the
purposes of the Trial.

Each Collaborator shall be subject to these
obligations of Confidentiality and restricted use. The
TRIAL SITE shall inform the Collaborators of the
confidential nature of the Trial and will only provide
them with the Confidential Information that is strictly
necessary for the accomplishment of their acts
hereunder.

Confidential Information shall not include information
that: (1) is at the time of disclosure, or thereafter
becomes, publicly available through no fault of
TRIAL SITE or Collaborators; (2) is disclosed to
TRIAL SITE by a third party entitled to disclose such
information in a non-confidential manner; (3) is
known to TRIAL SITE prior to disclosure under this
Agreement, as shown by TRIAL SITE’s prior written
records, and not subject to prior confidentiality
obligations; or (4) can be documented to have been
independently developed by INVESTIGATOR or
INSTITUTION’s (other) personnel not privy to
Confidential Information.

If TRIAL SITE is required by applicable law to
disclose Confidential Information, it shall be entitled
to do so provided that TRIAL SITE (1) gives
SPONSOR prompt notice of such fact so that
SPONSOR may obtain a protective order or other

ABX464-108

V pfipadé, Zze bude ze strany ZADAVATELE
CENTRU KH pro ucely provedeni KH vypUjéeno
jakékoliv vybaveni, bude o tom uzaviena
samostatna pisemna smlouva o vypujcce

DUVERNOST DAT A OMEZENi UZiVANI
INFORMACI A MATERIALU

VSechny informace zvefejnéné a poskytnuté
SCOPE nebo ZADAVATELEM nebo zjisténé v
pribéhu a v souvislosti s KH, v€etné, ale nejen
protokolu, Informaci pro zkouSejiciho a CREF,
vysledkd ziskanych v pradbéhu KH, finan¢nich
podminek smlouvy, dat a zprav o IMP,
nezvefejnéna data a zpravy, které SCOPE
a/nebo ZADAVATEL povazuji za obchodni
tajemstvi, veSkerych aktiv jako jsou, ale ne jenom
datové informace, poznatky, vzorky, dokumenty,
znalosti, vzorce, napady, patenty, patentové
pfihlasky, vynalezy, objevy, technologie, procesy,
postupy, zafizeni, produkty, uzitné vzory,
autorska prava, a zlepSeni, stejné jako obchodni
tajemstvi, navrhy, a jakékoli jiné duSevni
vlastnictvi analogicky stejné, at jsou chranéné, i
nikoli, a jakakoli stavajici nebo budouci prava
odvozena od KH, pfimo €i nepfimo vyplyvajici z
KH nebo v souvislosti s KH (dale jako « davérné
informace ») jsou povazovany za davérné.
CENTRUM KH souhlasi se zachovanim
davérnosti a neposkytnutim ddvérnych informaci
zadné ftfeti strané bez predchoziho pisemného
souhlasu SCOPE nebo ZADAVATELE.
CENTRUM KH smi pouzit divérné informace
vyhradné pro ucely KH.

Kazdy spolupracovnik podléha témto zasadam
zachovani ml€enlivosti a omezeného pouziti.
CENTRUM KH bude informovat spolupracovniky
o divérné povaze KH a poskytne jim pouze ty
davérné informace, které jsou nezbytné nutné pro
konani jejich povinnosti.

Duvérné informace nezahrnuji informace, které:
(1) jsou v okamZziku odhaleni nebo pozdé&ji
vefejné dostupné nikoliv chybou CENTRA KH
nebo jeho spolupracovnik; (2) jsou CENTRU KH
odhaleny tfeti stranou, ktera je opravnéna k
odhaleni  téchto  informaci  nedlvérnym
zpusobem; (3) jsou znamy CENTRU KH pred
podpisem této smlouvy, jak dokazuji pfedchozi
pisemné zaznamy CENTRA KH; nebo (4) byly
nezavisle odhaleny ZKOUSEJICIM nebo (jinym)
personalem INSTITUCE bez pristupu
k ddvérnym informacim, jak Ize dolozit.

Pokud je CENTRUM KH Zadano na zakladé
platného pravniho predpisu o odhaleni d{ivérné
informace, je opravnéno tak uCinit za
pfedpokladu, Z2e CENTRUM KH (1) tuto
skute€nost neprodlené oznami ZADAVATELI
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6.7

7.2

7.3

appropriate remedy concerning any such disclosure,
(2) shall cooperate fully with SCOPE in connection
with its efforts to obtain any such order or other
remedy, and (3) shall disclose, where disclosure is
necessary, only the information legally required to be
disclosed or required by state authority.

The TRIAL SITE and the Collaborators shall use the
information, documents, trial supplies and Trial
Medication provided by SCOPE or SPONSOR,
solely for the purpose of conduction of the Trial or to
fulfil their own regulatory obligations, to the exclusion
of any use for their own or for a third party’s account.
The TRIAL SITE and the Collaborators shall keep the
Trial Medication in a secure area in accordance with
any specific storage instructions to be given by
SCOPE or SPONSOR. The TRIAL SITE shall
maintain a record of receipt and dispensing of all
Trial Medication as a part of the Trial documentation.

For the purpose of this Agreement, « Collaborators »
shall mean each person at the site of INSTITUTION
who intervenes in the Trial including but not limited
to associates, investigators, sub-investigators,
biologists, pharmacists, assistants and nurses. The
INSTITUTION shall be held liable should any of the
Collaborators of the INSTITUTION fail to comply with
any of the obligations provided for in this Agreement.

The terms and conditions of these obligations of
confidentiality and restricted use contained herein
are applicable during the term of this Agreement and
shall survive for 15 (fifteen) years from its date of
termination, whether by expiration or by earlier
termination.

HANDLING OF TRIAL MEDICATION

Trial medication will be delivered to the hospital
pharmacy of the INSTITUTION. The TRIAL SITE
undertakes to ensure that the Trial Medication be
stored separately from other medication, and its
preparation, inspecting, preserving and dispensing
only be performed in compliance with Protocol,
specific written instructions issued by SCOPE or
SPONSOR, and also pursuant to generally binding
legal regulations specified above under Section 4.

The TRIAL SITE undertakes to use the Trial
Medication solely for the Trial, documenting each
dispensing and to return all unused clinical or other
supplies provided by SPONSOR or SCOPE
according to the Protocol or the Instructions.

Without prejudice to Sections 5.2 or 5.4 of this
Agreement, the TRIAL SITE further undertakes to
keep a written inventory of any clinical supplies and
equipment provided by SPONSOR or SCOPE

ABX464-108

tak, aby si ZADAVATEL mohl zajistit ochranu pro
tyto informace ¢€i jind vhodna opatfeni tykajici se
téchto odhaleni, (2) bude se SCOPE piné
spolupracovat pfi ziskavani takového pfikazu ¢i
jiného opatfeni, a (3) v pfipadé, Ze je zvefejnéni
nutné, zvefejni se pouze informace pravnimi
pfedpisy nebo rozhodnutim statniho organu
stanoveneé.

CENTRUM KH a spolupracovnici mohou
pouzivat informace, dokumenty, material KH a
Iécbu KH poskytnuté SCOPE nebo
ZADAVATELEM vyhradné& pro ucely provedeni
KH nebo ke splnéni vlastnich zakonnych
povinnosti s vylou¢enim jakéhokoli vyuZiti pro
vlastni potfebu nebo ve prospéch treti strany.
CENTRUM KH a spolupracovnici budou
uchovavat 1ébu KH na bezpe¢ném misté v

souladu se specialnimi instrukcemi pro
uchovavani  poskytnutymi SCOPE nebo
ZADAVATELEM. CENTRUM KH musi vést

zaznam o pfijmu a vydeji l1é¢by KH, ktery je
soucasti dokumentace KH.

Pro ucely smlouvy je za « Spolupracovniky »
povazovana kazda osoba na strané INSTITUCE,
ktera se podili na KH, vcetn&, ale nejen
spole¢nikli, zkouSejicich, spoluzkousejicich,
biologt, farmaceutll, asistenti a sester.
INSTITUCE je odpovédna za pfipadna selhani
Spolupracovniki  INSTITUCE pfi  plnéni
povinnosti vyplyvajici z této Smlouvy.

Podminky zachovani mi€enlivosti a omezeného
pouzivani uvedené v této smlouvé plati po dobu
trvani této smlouvy a zUstanou v platnosti po
dobu 15 (patnacti) let od data ukoné&eni, at uz z
ddvodu vyprseni nebo pfed€asného ukonceni.

MANIPULACE S LECBOU KH

Lécba KH bude dodana do nemocni¢ni lékarny
INSTITUCE. CENTRUM KH se zavazuje zajistit,
Ze létba KH bude skladovana oddélené od
ostatnich 1€k, a jeji priprava, kontrola,
uchovavani a vydej budou provedeny pouze v
souladu s protokolem, zvlaStnimi pisemnymi
pokyny vydanymi SCOPE nebo ZADAVATELEM,
a také v souladu s obecné platnymi pravnimi
predpisy specifikovanymi vyse v ¢asti 4.

CENTRUM KH se zavazuje pouzit lécbu KH
pouze za U€elem KH, dokumentovat kazdy vyde;j
a vraceni v8ech nepouzitych klinickych nebo
jinych dodavek poskytnutych ZADAVATELEM
nebo SCOPE podle protokolu nebo podle
pokynu.

Aniz by byla dotéena &ast 5.2 nebo 5.4 této
smlouvy, centrum KH se dale zavazuje vést
pisemny soupis vS8ech Kklinickych dodavek a
vybaveni poskytovanych ZADAVATELEM nebo
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9.2

10
10.1

according to the Protocol or the written Instructions
from SCOPE or SPONSOR.

SUBJECT RECRUITMENT

The INVESTIGATOR at the Investigational Site has
estimated that he/she can recruit and treat [j
Subjects, within | months. The recruitment of
Subjects at the Investigational Site is limited by the
SPONSOR to [} The Trial is planned to be performed
during the period from ﬁ- however
this period may be increased upon written notice
(including notice by email) by SCOPE.

SCOPE reserves the right to limit the recruitment of
further Subjects or cease the recruitment, including
but not limited to the case the global recruitment
target for the Trial has been reached. In such cases,
SCOPE shall inform in writing the TRIAL SITE to stop
the recruitment of any Subject who has not yet
signed an informed consent form. The TRIAL SITE
shall upon receipt of the notice stop immediately
further recruitment of Subjects. Payments shall only
be made according to the number of Subjects
recruited up to the date of receipt of the notice.
SCOPE will not take any responsibility and make any
payment for the Subjects recruited after this date.

CONSENT OF THE SUBJECTS

Before any Subject’s participation in the Trial, the
TRIAL SITE shall fully inform any Subject in
language understandable to them, of all pertinent
aspects of the Trial as legally required by valid legal
regulations in accordance with the standards
specified in Sections 4.1 to 4.3, including obligation
of the confidential disclosure of persons involved in
Trial conduction, processing and transfer of
necessary documentation of the subject’s health and
personal data to SPONSOR, SCOPE, their affiliates,
the competent health authorities and other
institutions (even if located outside of the European
Economic Area).

The TRIAL SITE shall ensure that all Subjects
participating in the Trial (i) have received a copy of
the Subject information leaflet, and (ii) expressed
their prior consent by signing and personally dating
the informed consent form, without the unduly
influence or coercion of any person directly involved
in the Trial, and only after having been duly informed.
SCOPEwill provide to the TRIAL SITE the sample of
the Subject Information and the informed consent
form including the consent for personal data
processing, and SCOPEis responsible for
concordance of these documents with valid legal
regulations of the Czech Republic.

MONITORING AND REPORTING

SCOPE shall appoint CRA(s), bound by a
professional confidentiality obligation, who will work
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SCOPE podle protokolu nebo podle pisemnych
pokynt SCOPE nebo ZADAVATELE.

NABOR PACIENTU

ZKOUSEJICI v tomto misté KH odhadl, Ze zafadi
a bude l&¢it | pacienty, v prabéhu | mésicu.
Nabor pacientd v misté hodnoceni je omezen
ZADAVATELEM na | pacienty. Realizace KH je
planovana v obdobi od —d ,
avSak toto obdobi muze byt prodlouzené po
pisemném oznameni (v€éetné oznameni e-
mailem) SCOPE.

SCOPE si vyhrazuje pravo omezit nabor dalSich
pacientll nebo zastavit nabor pacient(l, véetné,
ale nejen, pokud bylo dosazeno celkového cile
naboru pacientli do KH. V téchto pfipadech bude
SCOPE pisemné informovat CENTRUM KH, aby
zastavilo nabor pacientd, ktefi je$té nepodepsali
formulaf informovaného souhlasu. CENTRUM
KH by mélo na zakladé obdrzeni tohoto
oznameni s okamzitou platnosti ukongit nabor
pacientll. Platby budou provedeny pouze za
pacienty zafazené do data obdrzeni vySe
uvedeného oznameni. SCOPE nebude mit
zadnou odpovédnost a neprovede platbu za
pacienty zafazené po tomto datu.

SOUHLAS PACIENTU

Pfed jakoukoliv ugasti pacienta v KH musi
CENTRUM KH kazdého pacienta pIné informovat
v jemu srozumitelném jazyce o vSech aspektech
KH, jak je to pozadovano podle platnych pravnich
predpisti a podle standardu specifikovanych v
Castech 4.1 az 4.3, v€etné povinnosti zachovani
mi¢enlivosti osob zapojenych do provadéni KH a
0 zpracovani a pfenosu  potfebnych
pseudonymizovanych dat pacienta a jeho
osobnich udaju ZADAVATELI, SCOPE, jejich
pobockam, pfislusnym zdravotnickym organiim a
dalSim institucim (i kdyZz se nachazi mimo
Evropsky hospodafsky prostor).

CENTRUM KH zajisti, Ze vSichni pacienti
ucastnicich se KH (i) obdrzi vytisk Informaci pro
pacienta a (ii) vyjadfi svUj souhlas podepsanim a
osobnim datovanim formulafe informovaného
souhlasu bez neopravnéného vlivu nebo natlaku
jakékoliv osoby pfimo zapojené do KH, a pouze
poté, co byli pfislusné informovani. SCOPE
poskytne CENTRU KH vzor Informaci pro
pacienta a formulafe souhlasu se zafazenim do
studie v€etné souhlasu se zpracovanim osobnich
udaju, pficemz SCOPE odpovida za soulad
téchto dokumentl s platnymi pravnimi pfedpisy
Ceské republiky.

MONITORACE A HLASENI

SCOPE ur¢i monitora(y), vazaného profesionalni
micenlivosti,  ktery bude pracovat se
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with the INVESTIGATOR to ensure proper conduct
of the Trial (hereinafter the « CRA(s) »). Any
monitoring by a CRA may take such form as the
SPONSOR reasonably thinks appropriate and is in
accordance to valid legal regulations.

The CRA(s) shall be entitled to visit any facility used
by the TRIAL SITE and Collaborators and be
regularly informed about the performance of the Trial
and shall collect all the documents and information
about the Trial in accordance with the Protocol and
ICH-GCP. He/she shall have access to all records on
the Subjects and all information pertaining to the
Trial, as well as, copies thereof, if needed.

The TRIAL SITE document and immediately inform
SCOPE of any serious adverse event (« SAE ») or
other events as defined in the Protocol in accordance
with the procedures and timelines outlined in the
Protocol.

The TRIAL SITE undertakes to provide the usual
source data for Subjects included in this Trial in
accordance with subjects” informed consents. This
includes data that cover the following areas: medical
history, the prior medication and therapies
administered before the start of the Trial, during the
Trial and other important data that are specific to the
Trial.

THE SPONSOR, SCOPE and the TRIAL SITE are
obliged to observe, in the course of the Trial and after
its termination, the relevant legal regulations of the
Czech Republic on the protection of personal data
and information on the personal circumstances of the
subjects included in the Trial.

In the event that SCOPE or the SPONSOR
reasonably believes there has been any research
misconduct in relation to the Trial, the TRIAL SITE
shall provide all reasonable assistance to any
subsequent investigation, the results of which,
subject to any obligations of confidentiality, be
communicated to the TRIAL SITE. In the event that
the TRIAL SITE reasonably believes there has been
any research misconduct in relation to the Trial,
SCOPE shall provide all reasonable assistance to
any investigation into any alleged research
misconduct undertaken by the TRIAL SITE the
results of which shall, subject to any obligations of
confidentiality, be communicated to the SPONSOR.

FINANCIAL TERMS AND CONDITIONS

As consideration for the proper performance by the
TRIAL SITE of its obligations under this Agreement,
SCOPE shall pay the INSTITUTION and the
INVESTIGATOR in compliance with the payment
terms defined in Appendix 1 to this Agreement.
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ZKOUSEJICIM na zaji$téni spravného provedeni
KH (déle jako « CRA(s) »). Monitorace CRA
muze probihat zplsobem jaky je v souladu s
platnymi pravnimi pfedpisy a jaky povazuje
ZADAVATEL za vhodny.

CRA(s) bude/ou opravnén/i navstévovat vSechna
zarizeni  pouzivana CENTREM KH a
spolupracovniky a budou pravidelné informovan/i
o realizaci KH a bude/ou shromazdovat veSkeré
dokumenty a informace tykajici se KH v souladu
s Protokolem a zasadami ICH-GCP. Bude/ou mit
pfistup k vesSkerym pacientskym zaznamuim
tykajicim se KH, a ke v8em informacim tykajicim
se KH, stejné jako k jejich kopiim, pokud to bude
treba.

CENTRUM KH bude v pfipadé jakékoliv zavazné
nezadouci pfihody (« SAE ») nebo jinych pfihod
definovanych  Protokolem dokumentovat a
okamzité informovat SCOPE v souladu s postupy
a Ihtami uvedenymi v Protokolu.

CENTRUM KH se zavazuje poskytnout bézna
zdrojova data pacient(l u¢astnicich se tohoto KH
v souladu s informovanymi souhlasy pacientd.
Toto zahrnuje data, ktera se tykaji nasledujicich
oblasti:  zdravotni anamnéza, pfedchozi
medikace a terapie absolvované pfed zahajenim
KH a béhem KH a dal$i dulezita data, které jsou
specificka pro KH.

ZADAVATEL, SCOPE a CENTRUM KH jsou
povinni v pribéhu KH i po jejim ukon€eni dbat
podle pFislusnych pravnich predpisd Ceské
republiky o ochranu osobnich udajd a informaci o
osobnich pomérech  subjektd  hodnoceni
zafazenych do KH.

V pfipadé, Zze se SCOPE nebo ZADAVATEL
didvodné domniva, ze doSlo k néjakému
vyzkumnému pochybeni ve vztahu ke KH,
CENTRUM KH poskytne veSkerou pfiméfenou
pomoc pfi jakychkoli naslednych Setfenich,
jejichz  vysledky, pod vyhradou povinnosti
zachovani mi€enlivosti, budou sdéleny CENTRU
KH. V pfipadé, ze se CETRUM KH duvodné
domniva, ze doSlo k néjakému vyzkumnému
pochybeni ve vztahu ke KH, SCOPE poskytne
veSkerou pfiméfenou pomoc k jakémukoli
vySetfeni Udajného vyzkumného pochybeni,
které bude provedeno v CENTRU KH, jehoz
vysledky, s vyhradou povinnosti zachovani
mi¢enlivosti, budou sdéleny ZADAVATELI.

FINANCNi PODMINKY

Jako odménu za fadné vedeni CENTREM KH a
plnéni jeho zavazk( v souladu s touto smlouvou,
SCOPE vyplati INSTITUCI a ZKOUSEJiCiMU
Castku v souladu s platebnimi podminkami
definovanymi v pfiloze €. 1 této smlouvy. Neni-li
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13.2

Unless otherwise stipulated in Appendix 1, such
payment to INSTITUTION and INVESTIGATOR
shall represent the remuneration in exchange for all
Services hereunder performed by the INSTITUTION,
the INVESTIGATOR and all other Collaborators.

Each payee will bear the responsibility for declaration
of these sums and for payment of all taxes and social
contributions on the fees it will receive hereunder.

RECORD RETENTION

TRIAL SITE shall retain and preserve one (1) copy
only of all data generated in the course of the Trial
for the period of 25 years after the end of the Trial, or
such longer period as required by applicable
regulatory requirements (the « Retention Period »).
Following the Retention Period, as instructed by
SPONSOR, TRIAL SITE will either forward such
records to the SPONSOR, retain such records for a
reasonable additional charge to be negotiated in
writing between SPONSOR and TRIAL SITE, or
destroy the records, and send the SPONSOR proof
of such destruction. This is not applicable for medical
documentation. Subject files shall be retained as per
ICH-GCP requirements, as defined in the Protocol
and in compliance with local regulations of the Czech
Republic.

Both the SPONSOR and SCOPE acknowledge that
the medical records of the Trial subjects during and
after Trial’s duration are and remain the property of
the INSTITUTION.

DATA PROTECTION

The Parties shall adhere to the principles of medical
confidentiality in relation to the personal data of the
Subjects, INVESTIGATOR and Collaborators in
compliance with all applicable data protection laws
and regulations, in particular with European Union,
the European General Data Protection Regulation
2016 / 679 dated 27 April 2016 (the “GDPR") and
with any applicable local law.

The TRIAL SITE shall ensure it obtains the express
consent of each Subject pursuant to Section 9 and
provide all relevant information to each Subject in
accordance with applicable data protection law prior
to or at the time of such consent. SPONSOR shall be
considered as the Data Controller, SCOPE as the
Data Processors. On the basis of this contract and
the connection with this contract, personal data will
also be processed by the INSTITUTION, both as a
controller (especially in keeping medical records)
and to some extent also as a processor (especially
where personal data will be in accordance with the
Protocol processed for CT purposes, whereas the
personal data of the Subjects will be provided to the
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v Pfiloze €. 1 stanoveno jinak, platba INSTITUCI

a ZKOUSEJICIMU predstavuje  odménu
vyménou za veskeré sluzby provedené
INSTITUCI, ZKOUSEJICIM a ostatnimi

spolupracovniky.

Kazdy vyplaceny nese zodpovédnost za pfiznani
téchto Castek a za platbu veSkerych da ni a
socialnich pfispévkd z odmén, které obdrzi podle
této smlouvy.

UCHOVANI DOKUMENTACE

CENTRUM KH ponecha a uchova jeden (1)
exemplar veSkerych dat vygenerovanych v
pribéhu KH po dobu 25 let ode dne ukonéeni KH
nebo tak dlouho, jak vyzaduji platna pravni
nafizeni (dale jako « doba uchovani »). Po
uplynuti doby uchovani CENTRUM KH, dle
instrukci ZADAVATELE, bud poskytne tyto
zaznamy ZADAVATELI, nebo tyto dokumenty
uchova za dalSi pfiméfenou odménu, ktera bude
pisemné dojednana mezi ZADAVATELEM a
CENTREM KH, nebo tyto zaznamy znici a zasle
ZADAVATELI zaznam o destrukci; uvedené se
vdak netyka zdravotnické dokumentace.
Zaznamy pacientdl by mély byt uchovany v
souladu s pokyny ICH-GCP, jak je definovano v
Protokolu, a v souladu s platnymi mistnimi
predpisy Ceské republiky.

ZADAVATEL i SCOPE berou na védomi, Ze
zdravotnicka dokumentace subjekt( KH po celou
dobu trvani KH i po jeho ukonceni je a zlistava
majetkem INSTITUCE.

OCHRANA DAT

Smluvni strany musi dodrZzovat principy
lékafského tajemstvi a zachazet s osobnimi udaji
pacientl, ZKOUSEJICIHO a spolupracovnik(i v
souladu se vSemi platnymi zakony a pfedpisy,
zejména, pokud jde o Evropskou unii, Evropské
obecné nafizeni o ochrané osobnich udaju 2016
/ 679 ze dne 27. dubna 2016 (,GDPR®) a s
pFisluSnymi mistnimi pravnimi pfedpisy tykajici
se ochrany osobnich udajl, ve znéni pozdéjsich
predpisa.

CENTRUM KH se zaruti, Ze ziska vyslovny
souhlas kazdého pacienta podle &asti 9, a zZe
poskytne kazdému pacientovi veskeré relevantni
informace v souladu s platnymi pravnimi pfedpisy
o ochrané osobnich udaji pfed udélenim tohoto
souhlasu nebo v ¢ase jeho ziskani. ZADAVATEL
bude povazovan za spravce udaju, SCOPE za
zpracovatele udajd. Na zakladé této smlouvy a v
souvislosti s touto smlouvou bude osobni udaje
zpracovavat rovnéz INSTITUCE, a to jako
spravce (zejména pfi  vedeni zdravotni
dokumentace) a v ur€itém rozsahu také jako
zpracovatel (zejména tam, kde bude osobni
Udaje v souladu s Protokolem zpracovavat pro
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SPONSOR in a pseudonymized form). It is agreed
that neither SPONSOR nor SCOPE shall directly
enter into contact with Subjects, and that any
mandatory notification of Subjects about their rights
to information, access, erasure, etc. will be handled
by the TRIAL SITE and Collaborators based on
written documents provided by SCOPE or
SPONSOR. SCOPE (processing data on behalf of
SPONSOR) shall ensure that all Collaborators will be
sufficiently notified about all required aspects with
regard to the processing of their personal data in
accordance with applicable data protection law, incl.
but not limited to the disclosure, and transfer of their
personal data to SCOPE, SPONSOR, their
Collaborators, the competent health authorities and
other institutions, which may be located in countries
other than their own, and may not have the same
level of data protection as their own country,
including the case of compliance with the rules laid
down in the Regulation of Europe parliament and
Comission (EU) 2016/679 from 27th April 2016 on
personal data protection in relation to processing of
personal data and on free movement of this data and
on cancelation of the Directive 95/46ES (GDPR).

The SPONSOR and Parties undertake to mutually
report any violation of personal data protection
without undue delay immediately when they get
known about this violation, at latest till 24 hours so,
that enables the SPONSOR (at dpo@abivax.com)
and other Party(ies) to consider the incident and to
fulfill its obligations towards supervisory body,
eventually towards data subjects.In case of violation
of personal data protection which requires reporting,
the INSTITUTION is obliged to notify respective
supervisory body without undue delay, at latest till 72
hours since they receive information of this violation.
In case this violation requiring reporting will mean
high risk for rights of persons concerned, then the
INSTITUTION will inform also concerned persons.

The Parties undertake to mutual cooperation and
assistance during the solution of substantial
problems, which may arise in terms of agreement
performance in relation to personal data protection.
The obligations comprise an effective cooperation in
case of supervisory body inspection, in procession of
applications and eventual complaints of the patients,
in reporting of safety incidents. The same applies for
lawsuits concerning personal data protection or
privacy protection.

ABX464-108

Ucely KH, pficemz osobni udaje Subjektd KH
budou v pseudonymizované podobé poskytnuty
ZADAVATELI). Je dohodnuto, Zze ani
ZADAVATEL ani SCOPE nebudou pfimo
kontaktovat pacienty, a ze jakékoli povinné
oznameni pacientm o jejich pravech na
informace, pfistup, vymazani apod. bude
provedeno CENTREM KH a spolupracovniky na
zakladé pisemnych dokumentll poskytnutych
SCOPE nebo ZADAVETELEM. SCOPE
(zpracovava udaje jménem ZADAVATELE)
zajisti, ze vS8ichni spolupracovnici budou
dostate€né informovani o vSech poZadovanych
aspektech, pokud jde o zpracovani jejich
osobnich udaji v souladu s platnymi zakony o
ochrané osobnich udajd, vé. ale bez omezeni na
na zvefejfiovani a predavani osobnich udaju
spoleénosti  SCOPE, ZADAVATELI, jejich
spolupracovnikim, pfislusnym zdravotnickym
organim a dalSim institucim, které se mohou
nachazet v jinych nez jejich vlastnich zemich, a
nemusi mit stejnou Uroven ochrany Udaju jako v
jejich vlastni zemi, a to v pfipadé dodrzeni
pravidel stanovenych nafizenim Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich Gdaju a o
volném pohybu téchto Udajl a o zruSeni smérnice
95/46/ES (dale jen ,GDPR®).

ZADAVATEL i Smluvni strany se zavazuji si
navzajem hlasit kazdé poruseni zabezpeceni
osobnich udaju, a to bez zbyte¢ného odkladu
potom, co se o takovém poruseni dozvi,
nejpozdéji do 24 hodin, tak, aby ZADAVATEL
(dpo@abivax.com) a dalSi strana(y) maéli
moznost incident posoudit a spinit své povinnosti
vuci dozorovému Uradu, pfipadné vici subjektlim
Udaji. Pokud dojde k poruseni zabezpeceni
osobnich udaju, které vyZaduje oznameni,
INSTITUCE musi bez zbyte€ného prodleni
uvédomit pfislusny dozorovy Ufad, a to nejpozdéji
béhem 72 hodin od okamziku, kdy se o daném
poruSeni dozvi. Pokud by toto poruSeni
vyZadujici oznameni pfedstavovalo pro dotéené
osoby vysoké riziko pro jejich prava, pak bude
INSTITUCE informovat také tyto dot€ené osoby.

Smluvni strany se zavazuji k vzajemné
souCinnosti a pomoci pfi feSeni vSech
podstatnych problém(, které mohou v ramci
plnéni smlouvy vzniknout v souvislosti s
ochranou osobnich Gdaji. Povinnost soucinnosti
zahrnuje i efektivni spolupraci v pfipadé kontroly
ze strany dozorového Ufadu, vyfizovani Zadosti a
pfipadnych stiznosti pacientd, a oznamovani
bezpecénostnich incidentl. Totéz plati i v pfipadé
soudniho sporu, ktery by se tykal ochrany
osobnich udaja ¢i soukromi.
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As soon as the Parties loose their legal grounds for
processing of personal data according to valid legal
regulations and this Agreement, personal data will be
destroyed in the way, that the INSTITUTION will
irreversibly  destroy  the key  connecting
pseudonymised data, and so the data subject ceases
to be identifiable.

The Parties undertake to comply with all the
respective laws and legal regulations related to
personal data protection of trial subjects. Each Party
will be responsible for it's own personal data
processing and will ensure that Trials Subjects
personal data will be collected, stored and
transferred in concordance with all valid legal
regulations on personal data protection and with the
Agreement. The Parties undertake to take such
measures that any unauthorised or random access
to personal data, the change of data, the damage or
loss, unauthorised transfer, unauthorised processing
of data or other misuse of data is not possible.

PUBLICATIONS AND COMMUNICATIONS

The Trial is part of a multi-site study, and publication
of the results of the Trial conducted at the
INSTITUTION shall not be made before the first
multi-site publication by SPONSOR. As this Trial is
a multi-centre clinical trial, the first publication of data
shall be based on consolidated data from all centres
analysed according to the Protocol, unless otherwise
agreed in writing by all the principal investigators
involved in the Trial and by the SPONSOR.

If there is no multi-site publication within eighteen
(18) months after the Trial has been completed or
terminated at all Investigational Sites, and all data
has been received, the TRIAL SITE shall have the
right to publish its results from the Trial - relative to
its own patients, without raw data, detailed patient
CRFs or patient identification-, subject to the
following requirements:

Prior to submitting or presenting a manuscript or
other materials relating to the Trial to a publisher,
reviewer, or other third party, or prior to any public
presentation, the TRIAL SITE shall provide to
SPONSOR a copy of all such manuscripts and
materials, and SPONSOR shall have sixty (60) days
from receipt of such manuscripts and materials to
review and comment. SPONSOR shall have the right
to delay publication for a period of up to six (6)
months and demand amendments to any proposed
publication or presentation on reasonable grounds
prior to submission including, without limitation, (i) to
ensure the accuracy of the presentation or
publication, (ii) to ensure that proprietary information
is not inadvertently divulged, (ii) to enable
intellectual property rights to be secured; and/or (iv)

ABX464-108

Jakmile smluvni strany pozbydou pravni diavody
pro zpracovani osobnich (daji podle platnych
pravnich predpisi a této smlouvy, dojde k
likvidaci osobnich udaju, a to tak, ze ze strany
INSTITUCE bude nenavratné zni¢en kli¢ k
propojeni pseudonymizovanych udaju, takze
subjekt udaju pfestane byt identifikovatelnym.

Strany se zavazuji dodrzovat v3echny pfisludné
zakony a pravni predpisy ve vztahu k ochrané
osobnich udajli Subjektt studie. Kazda Strana
bude odpovédna za své vlastni zpracovani
osobnich Udaju a zaijisti, aby osobni Udaje tykajici
se Subjektt KH byly shromazdovany,
uchovavany a pfedavany v souladu se vsemi
platnymi pravnimi pfedpisy o ochrané osobnich
Udaji a Smlouvou. Strany se zavazuji pfijmout
takova opatfeni, aby nemohlo dojit k
neopravnénému nebo nahodilému pfistupu k
osobnim udajam, k jejich zméné, zniceni ¢i ztrate,
neopravnénym pfenosim, Kk jejich jinému
neopravnénému zpracovani, jakoz i k jinému
zneuziti osobnich udaja.

PUBLIKOVANI A ZVEREJNOVANI

KH je soucasti multicentrického KH, a vysledky
KH vedeného u INSTITUCE nesmi byt
publikovany dfive nez ZADAVATEL vyda prvni
multicentrickou publikaci. Vzhledem k tomu, Ze
jde o multicentrické KH, prvni zvefejnéni udajl
musi vychazet z konsolidovanych dat ze v8ech
center, analyzovanych v souladu s Protokolem,
neni-li pisemné& dohodnuto jinak se v3emi
hlavnimi zkouSejicimi zapojenymi do KH a se
ZADAVATELEM.

Pokud nevyjde multicentricka publikace do
osmnacti (18) mésicl po ukoneni KH ve vSech
Centrech KH a vSechna data byla dokoncena a
pfijata, CENTRUM KH ma pravo publikovat své
vysledky z KH — souvisejici s jeho pacienty, bez
prvotnich ddajd, podrobnych CRFs pacienta
nebo identifikace pacienta-, ale podléha to
nasledujicim pozadavkam:

Pfed odeslanim nebo pfedlozenim rukopisu nebo
jinych materiald tykajicich se KH vydavateli,
recenzentovi, nebo jiné trfeti strang, musi
CENTRUM KH poskytnout kopii v8ech téchto
rukopis a materidlt ZADAVATELI, a
ZADAVATEL bude mit Sedesat (60) dna od
obdrzeni téchto rukopist a materialt na revizi a
komentare. ZADAVATEL ma pravo odlozit
zverejnéni o dobu az Sest (6) mésicu a pozadovat
zmény pred podanim v kazdé navrhované
publikaci nebo prezentaci z rozumnych davodu (i)
s cilem zajistit presnost prezentace, nebo
publikace, (ii) zajistit, aby chranéné informace
nebyly neumysiné vyzrazeny, (iii) zajistit prava
dusevniho vlastnictvi; a/nebo (iv) poskytnuti
pFisludnych doplriujicich informaci.
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154

to enable relevant supplementary information to be
provided.

SPONSOR has, in accordance with the Protokol, the
right to publish the results of the Trial at any time, and
to name co-authors.

SPONSOR has the right to give data resulting from
the Trial to third parties for publication.

The TRIAL SITE shall not use the name(s) of
SPONSOR and/or SCOPE or of their employees in
advertising or promotional material or any other form
of publication without the prior written consent of
SPONSOR and/or SCOPE, except as expressly
permitted under the terms of this Agreement.
SCOPE and the SPONSOR shall not use the
name(s) of the INSTITUTION, INVESTIGATOR
and/or the Collaborators in advertising or
promotional material or publication without having
received his/her and/or their prior written consent(s),
except as expressly permitted under the terms of this
Agreement.

The TRIAL SITE must (and shall ensure that the
Collaborators shall) comply with the obligation to
inform about the amounts paid according to this
Agreement and all the related performances in
accordance with valid legal regulations. The Parties
agree that (and shall ensure the Collaborators agree
that) SPONSOR may make public such sums and
hospitality provided for the conduct of the Trial
(including for benchmarking and transparency
purposes) and may identify the TRIAL SITE as part
of this disclosure, in accordance with applicable valid
laws, codes and guidelines.

PROPERTY RIGHTS

All information, documents, trial supplies, equipment
and Trial Medication provided by SCOPE and/or the
SPONSOR are and shall remain the sole and
exclusive property of SPONSOR or its designee.

The TRIAL SITE shall not and shall cause the
Collaborators not to mention any Confidential
Information in any application for a patent or any
other intellectual property rights whatsoever related
to the Trial.

The inventions and technologies owned and/or
developed or acquired by SPONSOR and the TRIAL
SITE before the date of signature or outside the
scope of this Agreement (including existing
inventions and technologies licensed to the
respective parties) are their separate property and
are not affected by this Agreement.

All rights, title and interest to the results, data,
documents, know-how, discoveries, inventions or
other intellectual property rights which arise directly
or indirectly from the Trial in any form and all existing

ABX464-108

ZADAVATEL ma pravo publikovat vysledky KH
kdykoliv a jmenovat spoluautory v souladu s
Protokolem.

ZADAVATEL ma pravo poskytnout vysledky z KH
tieti strané ke zvefejnéni.

CENTRUM KH nesmi pouzivat jméno/a
ZADAVATELE a/nebo SCOPE, nebo jejich
zameéstnanct v reklamnich & propagacénich
materialech ¢i jakychkoliv jinych formach
publikaci bez pfedchoziho pisemného souhlasu
ZADAVATELE a/nebo SCOPE, kromé pfipadi
pfesné povolenymi podminkami této smlouvy.
SCOPE a ZADAVATEL nesmi pouzivat jméno/a
INSTITUCE, zkousejiciho a/nebo
spolupracovnikl v reklamnich ¢&i propagacnich
materidlech nebo publikacich bez jejich
prfedchoziho pisemného souhlasu, kromé
pfipadd pfesné povolenych podminkami této
smlouvy.

CENTRUM KH (a spolupracovnici) musi dodrzet
informacni povinnost co se tyCe Castek
vyplacenych podle této smlouvy a veSkerymi
souvisejicimi pIlnénimi v souladu s pfisluSnymi
pravnimi pfedpisy

. Smluvni strany (a jejich spolupracovnici) se
dohodli, ze ZADAVATEL muze zvefejfiovat tyto
Castky a souvisejici pohostinnost stanovené za
provedeni KH (pro uCely porovnani a
transparentnosti), a muze identifikovat
CENTRUM KH jako soucast tohoto zvefejnéni v
souladu s platnymi pravnimi pfedpisy.

VLASTNICKA PRAVA

VSechny informace, dokumenty, material KH,
vybaveni a l1é&ba KH poskytnuté SCOPE a/nebo
ZADAVATELEM jsou a zlstanou vyhradnim
vlastnictvim ZADAVATELE nebo jim
jmenovaného zastupce.

CENTRUM KH a ani jeho spolupracovnici
nebudou uvadét zadné ddvérné informace v
jakékoliv Zzadosti o patent, ani se nebudou
domahat jakychkoliv prav na dusevni vlastnictvi
souvisejicim s KH.

Vynalezy a technologie vlastnéné a/nebo
vyvinuté nebo ziskané ZADAVATELEM a
CENTREM KH pfede dnem podpisu nebo mimo
rozsah této smlouvy (vCetné stavajicich vynalezi
a technologii s licenci pfislusnych smluvnich
stran), jsou jejich oddélené vlastnictvi a nejsou
ovlivnény touto smlouvou.

Veskera prava, naroky a podily k vysledkim,
datim, dokumentim, znalostem, objevim,
vynalezim nebo jinym pravim k duSevnimu
vlastnictvi, ktera vyplyvaji pfimo &i nepfimo z KH
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or future materials created in relation to the Trial («
Sponsor Inventions »), shall be the immediate and
exclusive property of SPONSOR and the TRIAL
SITE and the Collaborators presently assign to
SPONSOR all such intellectual property rights
(including all patents, copyrights, databases and any
application or right to apply for registration of any of
those rights) in and to each such Sponsor Inventions.
The amount set out in Part 11 and the Appendix to
Annex 1 shall be considered as consideration for
these payments.

The TRIAL SITE agrees to promptly notify
SPONSOR of all Sponsor Inventions arising directly
or indirectly from the Trial.

Upon SPONSOR'’s reasonable request, the TRIAL
SITE shall fully cooperate with the SPONSOR to
obtain, maintain or enforce patents or any other
intellectual property rights originated from this Trial
on such results, data, documents, discoveries and
inventions in the name of the SPONSOR and at
SPONSOR'’s expense, and shall causeensure such
cooperation with the Collaborators to do the same as
well.

LIABILITY AND INDEMNIFICATION/ INSURANCE

SPONSOR shall be obliged, within the scope of law
required (§ 52 paragraph 3 letter f) of Act. No
378/2007 Coll., on Pharmaceuticals, as amended) to
maintain throughout the Trial full and effective
insurance for the SPONSOR and INVESTIGATOR of
amounts sufficient to cover compensation for all
health damages caused to subjects directly related
to participation in the Trial. This insurance of the Trial
will also cover the potential liability of the
INSTITUTION and the INVESTIGATOR insofar as
personal health injuries of Trial subjects occur that
result from the proper administration of the Trial.

INSTITUTION declares that has according to § 45 (2
letter n) of Act No. 372/2011 Coll., on health services
and conditions of providing of those according to
valid future regulations, concluded an insurance
contract for the insurance of liability for damage
caused by the provision of health care. This
insurance contract is concluded in the legally
required scope and does not include liability
insurance for the damage caused by the Trial. The
INSTITUTION shall, at SCOPE’s or SPONSOR’s
request, provide SCOPE and/or SPONSOR a
certificate that such insurance is in force.

Neither SPONSOR nor SCOPE are entitled without
previous written consent of the INSTITUTION to

ABX464-108

v jakékoliv formé& a vSechny stavajici nebo
budouci materialy vytvofené v souvislosti s KH (
«objevy ZADAVATELEY) musi byt
bezprostfednim a vyhradnim  vlastnictvim
ZADAVATELE a CENTRUM KH a jeho
spolupracovnici ZADAVATELI postoupi viechna
prava k duSevnimu vlastnictvi (vCetné vSech
patentl, autorskych prav, databazi a vSech
aplikaci nebo prav pozadat o registraci k
nékterému z téchto prav) jako objevy
ZADAVATELE. Castka podle &asti 11 a piilohy &.
1 se povazuje za protiplnéni za tato pfipadna
postoupeni.

CENTRUM KH se zavazuje neprodlen& oznamit
ZADAVATELI vSechny objevy ZADAVETELE
vyplyvajici pfimo nebo nepfimo z KH.

Na zakladé odlvodnélé Zadosti ZADAVATELE,
musi CENTRUM KH pIné spolupracovat se
ZADAVATELEM na ziskani, spravovani nebo
vymahani patentd nebo prav k jakémukoliv
duSevnimu vlastnictvi vzniklému z tohoto KH jako
jsou vysledky, data, dokumenty, objevy a
vynalezy jménem ZADAVATELE a na naklady
ZADAVATELE, zajistit tuto soudinnost také u
svych spolupracovnik.

ODPOVEDNOST A ODSKODNENI/ POJISTENI

ZADAVATEL je povinen v  zakonem
pozadovaném rozsahu (§ 52 odst. 3 pism. f) zak.
€. 378/2007 Sb., o léCivech, ve znéni pozdéjsich
predpist) udrzovat v pribéhu KH v pIné platnosti
a ucinnosti pojisténi pro ZADAVATELE a
ZKOUSEJICIHO na &astky dostadujici ke kryti
nahrady veskeré Ujmy na zdravi zpusobené
pacientlim v pfimé souvislosti s G¢asti v KH. Toto
pojisténi klinického hodnoceni bude v tomto
rozsahu rovnéz kryt pfipadnou odpovédnost
INSTITUCE a ZKOUSEJICIHO, pokud dojde k
Ujmé na zdravi subjektd KH, ke které doSlo
disledkem fadného vedeni KH.

INSTITUCE prohlaSuje, Ze ma dle § 45 odst. 2
pism. n) zdkona €. 372/2011 Sb., o zdravotnich
sluzbach a podminkach jejich poskytovani, ve
znéni pozdéjSich predpisu, uzavfenu pojistnou
smlouvu na pojisténi odpovédnosti za Skodu
zpUsobenou pfi poskytovani zdravotni péce. Tato
pojistna smlouva je uzaviena v zakonem
pozadovaném rozsahu a neobsahuje pojisténi

odpovédnosti za Skodu zplsobenou pfi
provadéni klinického hodnoceni. INSTITUCE
poskytne na pozadani SCOPE a/nebo

ZADAVATELE certifikat, ktery potvrdi platnost
tohoto pojisténi.

ZADAVATEL ani SCOPE nejsou opravnéni bez
pfedchoziho pisemného souhlasu INSTITUCE
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admit fail of the INSTITUTION or INVESTIGATOR
during execusion of claims of the third parties.

AUDITS AND INSPECTIONS

For the purpose of ensuring compliance with the
Protocol, Good Clinical Practice and applicable
regulatory requirements, the TRIAL SITE shall permit
audits by or on behalf of SPONSOR and/or SCOPE
and inspections by applicable regulatory authorities.

The SPONSOR and SCOPE are obliged to inform
TRIAL SITE by means of the Clinical Trial
department about planned dates of audit via e-mail
sent to address: _ The SPONSOR
and SCOPE are further obliged to perform above
mentioned visits during the normal working hours of
the TRIAL SITE after the mutual agreement with the
INVESTIGATOR or eventually responsible
authorised employee of the INSTITUTION. The
SPONSOR and SCOPE agree, that in case of need
another authorised employee of the INSTITUTION
will take part apart from the INVESTIGATOR.

The TRIAL SITE agrees to allow the auditors and/or
inspectors to have direct access to its Trial records
and to Subjects files for review in concordance with
valid legal regulations, being understood that this
personnel is bound by professional secrecy, and as
such will not disclose any personal identity or
personal medical information.

The TRIAL SITE will use its best efforts to facilitate
the performance of any audit and inspection and
shall give to SPONSOR, SCOPE, their designees
and/or any regulatory authority access to all
necessary facilities, data and documents.

As soon as the TRIAL SITE is notified of a future
inspection by the authorities, it will inform promptly
SPONSOR and SCOPE and authorise SPONSOR
and SCOPE to participate in this inspection if
possible. The information obtained,from or disclosed
for the inspections (including the inspection report)
by the regulatory authorities will be communicated
by the TRIAL SITE to SPONSOR and SCOPE
without undue delay.

The TRIAL SITE shall take appropriate measures
required by SPONSOR and/or SCOPE to take
corrective actions without delay in order to solve all
problems found during the audits or inspections.

It is expressly agreed between the Parties that
SCOPE and/or SPONSOR will not compensate
neither the INSTITUTION nor the INVESTIGATOR
for the audits and inspections and that TRIAL SITE’s
assistance and availability for the audits and
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pfi  vyfizovani narok( tretich stran  pfiznat
pochybeni INSTITUCE nebo ZKOUSEJICIHO.

AUDITY A INSPEKCE

Za UuCelem zajisténi dodrZzovani Protokolu,
Spravné klinické praxe a platnych legislativnich
pozadavki CENTRUM KH umozni konani auditd
ZADAVATELEM ¢&i jménem zadavatele a/nebo
SCOPE a inspekci provadénych pfislusnymi
regulaénimi ufady.
ZADAVATEL i SCOPE jsou povinni informovat
CENTRUM KH prostfednictvim  Oddéleni
klinickych studii o planovaném terminu auditu
rostiednictvim e-mailu zaslaného na adresu:
_. ZADAVATEL i SCOPE jsou
dale povinni provadét vySe uvedené navstévy v
bézné pracovni dobé CENTRA KH po vzajemné
domluvé se ZKOUSEJICIM, pripadné povéfenym
pracovnikem INSTITUCE. ZADAVATEL i
SCOPE souhlasi, ze se téchto navstév bude v
pripadé potfeby ugastnit kromé& ZKOUSEJICIHO
i dal$i povéreny pracovnik INSTITUCE.

CENTRUM KH souhlasi s tim, ze auditorim
a/nebo inspektorim poskytne pfimy pfistup ke
svym zaznamim z KH a k zaznamdm pacientt
ke kontrole v souladu s platnymi pravnimi
predpisy a je srozuméné s tim, zZe tyto osoby jsou
vazany profesni miCenlivosti a jako takové
nebudou zverejhovat zadné osobni ani zdravotni
udaje.

CENTRUM KH vsemi silami usnadni pribéh
auditu nebo kontroly a umozni ZADAVATELI,
SCOPE, jejich jmenovanym zastupcum a/nebo
regulaénim Gfaddm pfistup ke vSem potfebnym
zafizenim, informacim a dokumentam.

Jakmile  CENTRUM KH obdrzi informaci o
nadchazejici inspekci  regulacnich  ufadq,
neprodlené oznami tuto informaci ZADAVATELI
a SCOPE a umozni ZADAVATELI a SCOPE
spolut¢ast na této inspekci, pokud je to mozné.
Informace zjiSténé nebo prozrazené v ramci
kontroly (v€etné inspekéni zpravy)regulacnimi
ufady budou CENTREM KH bez zbyte¢ného
prodleni sdéleny ZADAVATELI a SCOPE.

CENTRUM KH pfijme bez odkladd vSechna
pfislusna opatfeni k napravé pozadované
ZADAVATELEM a/nebo SCOPE, aby byly
vyfeSeny vSechny nedostatky zjisténé v pribéhu
auditll &i inspekci.

Mezi smluvnimi stranami je vyslovné dohodnuto,
2e SCOPE a/nebo ZADAVATEL nebude
INSTITUCI ani ZKOUSEJICIMU kompenzovat
naklady spojené s audity a inspekcemi, a Ze
asistence a dostupnost CENTRA KH v prabéhu
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inspections is included in the budget as specified in
Appendix 1.

The rights and obligations under this Article shall
remain in effect for twenty-five (25) years after the
end of the Trial.

TERMS AND TERMINATION OF THE
AGREEMENT
This Agreement is being entered into force on the

date the last signatory has signed the contract and
into execution on the date of publication in the
Contract registry and shall expire upon receipt and
acceptance by SCOPE of all data generated by the
TRIAL SITE in accordance with Protocol, payment of
all amount according to the agreement or after
premature termination in concordance with this
Agreement.

This Agreement may be terminated by SCOPE upon
written notice delivered to other Parties with a notice
period of thirty (30) days after delivery of such notice
to such Parties. In the event this Agreement is
terminated, SCOPE will be responsible for
compensating the INSTITUTION and
INVESTIGATOR for all actually and completely
performed services hereunder by the TRIAL SITE in
accordance with the terms of this Agreement and,
reasonable non-cancellable expenses incurred prior
to notice of termination if such expenses were
required under the Protocol and contemplated within
Appendix 1 and , subject to an obligation on the
TRIAL SITE and Collaborators to mitigate any loss.
Any excess funds will be returned to SCOPE by the
INSTITUTION. TRIAL SITE shall provide SCOPE
with all documentation required by the Protocol and
applicable laws and regulations, no later than sixty
(60) days after the completion or early termination of
the Trial. TRIAL SITE on sponsor’s costdestroy or
dispose, any unused Trial Medication according to
SCOPE'’s instruction.

If there are serious reasons on the part of the
INSTITUTION and/or INVESTIGATOR which
objectively do not allow it/them to continue the Trial,
it/they is/are obliged to immediately inform the
SCOPE and the SPONSOR about such fact. All the
Parties undertake to make every effort to ensure that
the situation is resolved by an agreement acceptable
to all Parties.

. Where this Agreement is terminated by SCOPE due
to substantial violations of contractual or statutory
obligations by the TRIAL SITE, SCOPE shall
compensate TRIAL SITE for services performed as
of the effective termination date.,

If this Agreement is terminated prematurely, the
TRIAL SITE shall use its best endeavours to

ABX464-108

audit(l a inspekci jsou zahrnuty v ¢astce uvedené
v Priloze ¢.1.

Prava a povinnosti zahrnuté v tomto odstavci
zUstavaji v platnosti po dobu dvacetipéti (25) let
po ukonéeni KH.

PODMINKY A UKONCENi SMLOUVY

Tato smlouva vstupuje v platnost datem
posledniho podpisu, v u€innost dnem uvefejnéni
v registru smluv a uplyne poté, co SCOPE obdrzi
a pfijme veskera data ziskana CENTREM KH a
po dokonéeni KH v souladu s Protokolem,
vyplaceni vSech Castek splatnych podle smlouvy,
nebo po pfed€asném ukonc&eni v souladu s touto
smlouvou.

Tato smlouva muze byt ukonéena SCOPE na
zakladé pisemného oznameni doru€enému
ostatnim Smluvnim stranam, a to s vypovédni
Ihatou tficet (30) dni ode dne doruéeni takového
oznameni ostatnim Smluvnim stranam. V
pfipadé ukonéeni této smlouvy je SCOPE
zodpovédny za kompenzaci INSTITUCI a
ZKOUSEJICIMU za v8echny sluzby CENTRA
KH provedené podle této smlouvy v souladu s
podminkami této smlouvy a za uhrazeni
odlGvodnénych nezrusSitelnych vydaju vzniklych
pfed oznamenim ukonceni, pokud byly tyto
naklady nutné podle protokolu a zminény v
Pfiloze €. 1, s vyhradou povinnosti CENTRA KH
a spolupracovnikll zmirnit veSkerou ztratu.
Veskeré piipadné pieplatky na odméné budou
INSTITUCI vraceny SCOPE. CENTRUM KH
musi poskytnout SCOPE veskerou dokumentaci
pozadovanou Protokolem a platnymi pravnimi
pfedpisy nejpozdéji Sedesat (60) dni po
dokon&eni nebo pred€asném ukonceni KH.
CENTRUM KH na naklady zadavatele zni¢i nebo
zlikviduje, veskerou nepouzitou [é¢bu KH podle
instrukci SCOPE.

Pokud se na strané INSTITUCE a/nebo
ZKOUSEJICIHO vyskytnou zéavazné ddvody,
které ji/lemu objektivné neumoZhuji v KH
pokraCovat, je povinna/en o takové skuteCnosti
okamzité informovat SCOPE a ZADAVATELE.
VSechny smluvni strany se zavazuji vyvinout
maximalni Usili k tomu, aby dana situace byla
vyfeSena dohodou, akceptovatelnou pro vSechny
strany.

Je-li je tato smlouva ukoncena ze strany SCOPE
z ddvodu podstatného poruSeni smluvnich nebo
zdkonnych povinnosti ze strany CENTRA KH,
SCOPE kompenzuje CENTRU KH za sluzby
poskytnuté k datu u¢inného ukonéeni.

Je-li tato smlouva ukoncéena
CENTRUM KH vyvine veSkeré

pred&asné,
usili  k
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minimise further costs but consistent with good
medical care of the Subjects.

Termination of this Agreement shall not affect the
rights and obligations of any Party under this
Agreement that accrued prior to this termination.

The terms and conditions of Sections 4, 6, 12, 13, 14,
15, 16 and any other provisions of this Agreement,
which, by their nature, result from them, are
understood to survive termination shall survive the
expiration or earlier termination of this Agreement.

The INSTITUTION, SPONSOR and SCOPE
acknowledge that the Agreement will be disclosed
according to Law no. 340/2015 coll on Agreement
register. Data that are part of a business secrets of
any of Parties shall not be a subject of a such
disclosure. In the case of clinical trials, business
secrets include, but is not limited to, the Protocol, the
Investigator Brochure, the Insurance Agreement, the
Informed Consent form, the schedule of individual
visits listed in the payment tables, the number of
included subjects and the expected duration of the
trial, the label of the investigational medicinal
product, the signatures. Further, the personal data of
physical persons will not be a subject of a such
disclosure, unless they are already disclosed in
another publicly available register.

The INSTITUTION is responsible for publishing the
Agreement under the previous section.

The Contracting Parting declare that in accordance
with Act No. 340/2015 Coll.is the estimated financial
value of this contract 13 000 EUR.

DEBARMENT AND SENTENCING
MALPRACTICE

FOR

The TRIAL SITE represents and warrants that
neither it nor any Collaborators involved in
conducting the Trial, has been debarred, excluded,
disqualified or restricted in their ability to practice
medicine, participate in a clinical trial, or perform
services in connection with the evaluation of a
pharmaceutical product under any laws, regulations
or professional code of conduct.

The TRIAL SITE shall immediately notify SCOPE
should it or any Collaborators involved in conducting
the Trial, be so debarred, excluded, disqualified or
restricted, or should a procedure or action be initiated
against any of them that could result in their being so
debarred, excluded, disqualified or restricted.
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minimalizaci dalSich nakladd, ale za podminky
poskytovani dobré Iékafské péce pacientim.

Ukon&eni této smlouvy nema vliv na prava a
povinnosti kterékoli smluvni strany vzniklé na
zakladé této smlouvy, které se vznikly pfed timto
ukoné&enim.

Smluvni podminky ujednané v bodech 4, 6, 12,
13, 14, 15, 16 a veSkera dalSi ustanoveni této
dohody, u nichz to vyplyva z jejich povahy,
zUstavaji v platnosti i po vyprseni &i pfi dfivéjSim
ukonceni platnosti této smlouvy.

INSTITUCE, ZADAVATEL a SCOPE berou na
védomi, Zze smlouva bude uvefejnéna v souladu
se zak. ¢. 340/2015 Sb., o registru smiuv.
Takovémuto uvefejnéni nepodléhaji ty udaje,
které tvofi obchodni tajemstvi nékteré ze
smluvnich stran. V pfipadé klinickych studii se
obchodnim tajemstvim rozumi zejména, ale nikoli
vyluéné, Protokol, Investigator Brochure, Pojistna

smlouva, Informovany souhlas, rozvrh
jednotlivych  navstév uvedeny v platebnich
tabulkach, pocCet zafazenych subjektl a
oCekadvand délka trvani studie, oznaéeni

hodnoceného Ié€ivého pfipravku, podpisy. Dale
nebudou takovémuto uvefejnéni podléhat osobni
udaje fyzickych osob, ledaze jsou jiz zvefejnény
v jiném vefejné pfistupném registru.

Za uverejnéni smlouvy dle pfedchoziho odstavce
odpovida INSTITUCE.

Smluvni strany prohlauji, Ze v souladu se
zdkonem &. 340/2015 Sb. je odhadovana finanéni
hodnota této smlouvy

13 O00EUR.

SUSPENDOVANI A TRESTANi NEDBALOSTI

CENTRUM KH prohlaSuje a zaruCuje, ze ani
CENTRUM KH, ani spolupracovnici zapojeni do
provadéni KH nebyli suspendovani, vylou&eni,
diskvalifikovani, ani jim nebyla omezena
zpUsobilost k vykonavani Iékafské praxe, ucasti v
KH, nebo k poskytovani sluZzeb souvisejicich s
hodnocenymi |é€ivy na zakladé pravniho,
kontrolniho nebo profesniho kodexu.

CENTRUM KH neprodlené oznami SCOPE,
pokud by CENTRUM KH nebo nékteré ze
spolupracujicich osob zapojenych do KH byl
vysloven zakaz c&innosti, pokud by byla tato
osoba vylou€ena, prohlasena nezpusobilou di
byla omezena ve zpUsobilosti, nebo pokud by
proti kterékoli z nich bylo zahajeno fizeni nebo
soudni pfe, které by mohly vést k zakazu &innosti,
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RELATIONSHIP OF PARTIES

Any work performed by the TRIAL SITE and the
Collaborators under this Agreement shall be
considered to be performed as independent
contractors and not as employees, partners or
agents of SCOPE or SPONSOR. No Party shall have
the authority, either express, implied or apparent, to
bind the other Parties.

The Trial is performed independently from any
business transactions and decision on supply
purchases with  SPONSOR. Neither  the
INSTITUTION nor the INVESTIGATOR shall receive
any benefits for the provision of services for the Trial
other than the remuneration agreed herein in Section
11 and Appendix 1.

SPONSOR is an intended third-party beneficiary to
this Agreement and may enforce the provisions of
this Agreement in its own right, also having
transferred the SPONSOR's trial-related functions to
SCOPE as a CRO in compliance with ICH-GCP. To
the extent applicable law does not allow vesting of
any rights directly in SPONSOR under this
Agreement, such rights will vest in SCOPE, on
SPONSOR’s behalf.

SUBCONTRACTING AND ASSIGNMENT

The TRIAL SITE shall not retain any subcontractor to
perform any of its obligations under this Agreement
(other than Collaborators as expressly permitted
herein), nor assign such obligations to any third
party, without the prior written consent of SPONSOR
or SCOPE. Any such consent shall not relieve the
TRIAL SITE of its obligations hereunder. Any
purported assignment or delegation without written
consent of other Parties is void.

SCOPE is entitled to transfer its rights and
obligations in this Agreement to SPONSOR at any
time, and SPONSOR (or SCOPE acting on
SPONSOR's behalf) shall have the right to assign or
transfer its rights and obligations in this Agreement
to any third party without consent of the
INSTITUTION.

FORCE MAJEURE

If either Party is prevented from fulfilling its
obligations in accordance with the terms of this
Agreement due to force majeure this Party shall be
relieved of performance to the extent that it is so
prevented from doing so for the duration of the
intervening circumstances. The Party wishing to
claim relief on the grounds of the said circumstances
shall notify the other Party in writing without delay on
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vylou€eni, prohlaseni
omezeni ve zpUsobilosti.

VZTAHY SMLUVNICH STRAN

Veskera cinnost provadéna CENTREM KH a
spolupracovniky podle této Smlouvy bude
povazovana za €innost provedenou nezavislou
smluvni stranou a nikoli za €innost provedenou
zaméstnanci, partnery &i zastupci SCOPE nebo
ZADAVATELE. Zadna smluvni strana nebude
mit opravnéni, vyslovné, pfredpokladané ani
domnélé, zavazovat jiné strany.

KH se provadi nezavisle na jakychkoli
obchodnich transakcich a rozhodnutich o dodani
materialu se ZADAVATELEM. Ani INSTITUCE
ani ZKOUSEJICI nesmi mit zadny prospéch z
poskytovani sluzeb KH nez zde sjednané
ohodnoceni podle ¢asti 11 a Pfiloze ¢.1.

nezpuUsobilou nebo k

ZADAVATEL je osobou obmyslenou z této
smlouvy, ktera pfevedla funkce vztahujici se k KH
na SCOPE jako smluvni vyzkumnou organizaci v
souladu s ICH-GCP. V tom rozsahu, v jakém
platné pravni pfedpisy neumozniuji uplatnéni prav
podle této smlouvy pfimo ZADAVATELEM, tato
prava budou uplatiovana SCOPE jménem
ZADAVATELE.

PODDOHODY A POSTOUPENI

CENTRUM KH si podle této dohody nebude
udrzovat zadného subdodavatele (jiného nez
spolupracovniky, jak je zde vyslovné povoleno),
aby vykonaval néktery z jejich zavazk(, ani nesmi
pfifadit tyto povinnosti zadné ftfeti strané bez
pfedchoziho pisemného souhlasu ZADAVATELE
nebo SCOPE. Jakykoli takovy souhlas podle této
smlouvy nezbavuje CENTRUM KH jejich
zavazku. Jakékoliv zamyslené postoupeni nebo
delegace bez pisemného souhlasu ostatnich
smluvnich stran je neplatné.

SCOPE je podle této dohody kdykoliv opravnén
prevést sva prava a povinnosti na ZADAVATELE,
a ZADAVATEL (nebo SCOPE jednajici jménem
ZADAVATELE) bude podle této dohody mit pravo
postoupit nebo prevést sva prava a povinnosti
tfeti strané bez souhlasu INSTITUCE.

vyYSSimoc

Pokud je nékteré ze smluvnich stran zabranéno
plnit své povinnosti v souladu s podminkami této
dohody, z duvodu vy$8i moci, pak tato smluvni
strana je zprosténa vykonu v rozsahu, v kterém
je ji brdnéno, po dobu trvani zasahujicich
okolnosti. Strana, ktera si preje uplatnit narok na
ndpravu na zdkladé uvedenych okolnosti,
neprodlené pisemné oznami druhé strané zasah
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the intervention or cessation thereof. The Party so
prevented from fulfilling its obligation shall use its
best endeavours to remove or avoid the impediment
as soon as possible.

MISCELLANEOUS

No indulgence granted by either Party to the other in
relation to any term hereof shall be deemed a waiver
of such term or prejudice the later enforcement of
that or any other term hereof.

Should a provision of this Agreement in any manner
whatsoever contravene any applicable laws and
regulations, such a provision shall be deemed to be
severable and shall not affect any other provision of
this Agreement, nor affect the enforceability of those
remaining provisions which are not in contravention
of any law and regulation.

In accordance with § 558 (2) of Act No. 89/2012 Coll.,
The Civil Code, as amended, the Parties expressly
exclude the use of business practices in their legal
relations in connection with this Agreement.

SCOPE hereby undertake not to enter into any other
contract with any of the INSTITUTION's staff in
connection with this Trial.

This contract is drawn up in 3 copies, each of which
each contracting party receives one.

Amending and supplementing of this Agreement is
only possible in the form of written amendments
signed by all Parties.

This Agreement is in the English and Czech
language versions. In case of any conflict, the Czech
language version will be decisive.

NOTICES

All notices required under this Agreement shall be in
writing and shall be (a) delivered personally, (b) sent
by certified mail, or (c) sent by a nationally-
recognised courier guaranteeing next-day delivery.
The Parties agree that changes to the addresses
below for receipt of notices under this Section may
be effected by a letter signed by the relevant Party
and does not require an amendment to this
Agreement in form of appendix signed by all Parties.
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nebo jeho ukon&eni. Strana, které je takto
zabranéno moci plnit své povinnosti, vyvine co
nejdfive veSkeré usili k odstranéni nebo k vyhnuti
se prekazce.

RUZNE

Zadna shovivavost jedné smluvni strany ke druhé
smluvni strané tykajici se nékterého z ustanoveni
této smlouvy nebude poZadovana za zfeknuti se
tohoto ustanoveni a neovlivni  budouci
uplathovani tohoto ani jinych ustanoveni této
smlouvy.

Pokud by néjaké ustanoveni této smlouvy jakkoliv
porusovalo pfislusné pravni pfedpisy, bude
povazovano za oddélitelné a nebude mit vliv na
ostatni ustanoveni této smlouvy, ktera nejsou v
rozporu s platnymi pravnimi pfedpisy, ani na
jejich vymahatelnost.

Smluvni strany timto v souladu s § 558 odst. 2
zakona ¢&. 89/2012 Sb, ob&anského zakoniku, v
platném znéni, vyslovné vyluCuji pouZiti
obchodnich zvyklosti ve svém pravnim styku v
souvislosti s touto smlouvou.

SCOPE se timto zavazuje, Ze v souvislosti s timto
KH neuzavie Zadnou jinou smlouvu s zadnym
zaméstnancem INSTITUCE.

Tato smlouva je vypracovana ve 3 vyhotovenich,
z nichz kazda smluvni strana obdrzi po jednom.

Ménit a doplfiovat tuto smlouvu je mozné pouze
formou pisemnych, v8emi smluvnimi stranami
podepsanych dodatk.

Tato Smlouva je vyhotovena v anglickém a
Ceském jazykovém znéni. V pfipadé jakéhokoli
rozporu bude rozhodujici eska jazykova verze.

OZNAMENI

VS8echna pozadovana oznameni na zakladé této
smlouvy musi byt v pisemné formé a musi byt (a)
doruéeny osobné, (b) zaslany doporu¢enou
posStou, nebo (c) zaslané prostfednictvim
celostatné uznavané kuryrni sluzby zaruéujici
dodani pfisti den. Smluvni strany se dohodly, Ze
zmény niZe uvedenych adres pro doruceni
oznameni podle této <&asti mohou byt
uskute€néné dopisem podepsanym pfisluSnou
smluvni stranou a nevyZaduje zménu této
smlouvy, ve formé dodatku. podepsaného vSemi
smluvnimi stranami:

If to SCOPE/ V pfipadé SCOPE:
Its address set out above/ Adresa je uvedena vyse

Fax: [
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Attention/Upozornéni: | EGczNEE

If to the TRIAL SITE/ V pfipadé CENTRA KH:
Its address set out above/ Adresa je uvedena vyse
Email: I
Attention/ Upozornéni: | EGcNcNINGNGNNEEGE
If to the SPONSOR/ V pfipadé ZADAVATELE:

5 rue de la Baume — 75008 Paris, France

Fax: NG
Attention/Upozornéni: || GczIEzNINE

24.2 Written notices to TRIAL SITE shall be deemed as
received by INSTITUTION and INVESTIGATOR if
sent in accordance with section 24.1.

25 GOVERNING LAW AND JURISDICTION

This Agreement shall be governed by the law of the
Czech Republic regardless its conflict-of-law
provisions. Prior to taking any legal action, the
Parties shall endeavour to settle by amicable
arrangement any disputes arising between them
regarding this Agreement. When the dispute cannot
be solved sligthly, this Agreement and the disputies
arising from it shall be subject to the exclusive
jurisdiction of the courts in the Czech Republic.

IN WITNESS WHEREOF, the Parties hereto have
caused this Agreement to be duly executed on their
behalf in three (3) counterparts, each party obtaining
one, each of which shall be deemed to be an original,
as of the date the last signatory has signed the
contract.

Pisemna oznameni doru¢ena do CENTRA KH se
povazuji za pfijata INSTITUCI a ZKOUSEJICIM
pokud budou odeslany v souladu s bodem 24.1.

ROZHODNE PRAVO A JURISDIKCE

Tato smlouva se Fidi pravnimi predpisy Ceské
republiky bez ohledu na ustanoveni o koliznim
pravu. Pfed zahajenim jakéhokoliv soudniho
fizeni se smluvni strany budou usilovat o smirné
urovnani pfipadnych sport ohledné této smlouvy
mezi nimi. V pfipadé, ze nedojde k smirnému
feSeni sporu, bude tato smlouva a spory z ni
vyplyvajici podléhat vyluéné pravomoci soudu
v Ceské republice.

Tato smlouva je vyhotovena ve tfech (3)
originalech s platnosti od data podpisu posledni
smluvni strany, z nichZz kazda smluvni strana
obdrzi po jednom. NA DUKAZ souhlasu s celym
obsahem smlouvy zde smluvni strany pfipojuji
své vlastnoruéni podpisy.

SCOPE INTERNATIONAL AG

16.12.2021

Date/Datum:

Name/Jmeno: [

Position/Pozice: Project Manager

Signature/Podpis:

THE INSTITUTION/INSTITUCE

22.12.2021

Date/Datum:

Name/Jméno: Ing. Viastimil Vajdak

Position/Pozice: Director/Reditel

Signature/Podpis:

THE INVESTIGATOR/ZKOUSEJiCi
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21.12.2021
Date/Datum:

Name/Jmeéno: [N

Signature/Podpis:
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