Site number 2-06

TRIAL SITE AND INVESTIGATOR
AGREEMENT

This Agreement is made by and between

Nemocnice Rudolfa a Stefanie BeneSov, a. s.
represented by MUDr. Roman Mrva,
director

Machova 400

256 01 BenesSov

Czech Republic,

Hereinafter the « INSTITUTION »,
And

MUDr. Simon Kybal,

Hereinafter the « INVESTIGATOR »,

INSTITUTION
being referred to by the « TRIAL SITE »,

And
SCOPE INTERNATIONAL AG
Konrad-Zuse-Ring 18, 68163 Mannheim, Germany,

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, TETEC AG, Aspenhaustr. 18 in 72770
Reutlingen, Germany, is the sponsor (hereinafter the
« SPONSOR ») of a clinical trial (hereinafter the «

Trial ») aimed at evaluating NOVOCART® Inject

plus (hereinafter the « ATIMP ») in accordance with
the Protocol:

“Prospective, Multicenter, Single-arm Phase III
Clinical Trial to Evaluate the Efficacy and Safety

of NOVOCART? Inject plus in the Treatment of

Cartilage Defects of the Knee”
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and INVESTIGATOR together
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SMLOUVA S CENTREM KLINICKEHO
HODNOCENI A ZKOUSEJICIM

Tato smlouva se uzavira mezi

Nemocnice Rudolfa a Stefanie BeneSov, a.
S., zastoupena MUDr. Romanem Mrvou,
reditelem

Machova 400

256 01 Benesov

Ceska republika,

Dale jako « INSTITUCE »,
a

MUDr. Simon Kybal,

Dale jako « ZKOUSEJICI »,

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

a
SCOPE INTERNATIONAL AG

Konrad-Zuse-Ring 18, 68163 Mannheim,

Némecko,
Hereinafter « SCOPE »,

INSTITUCE, ZKOUSEJICI a SCOPE se dale
samostatn¢ oznacuji jako « Smluvni strana » nebo
spole¢né jako « Smluvni strany »

DOSVEDCENI:

PRICEMZ, TETEC AG, Aspenhaustr. 18 v 72770
Reutlingen, Némecko, je zadavatelem (dale jako
« ZADAVATEL ») klinického hodnoceni (dale
jako « KH ») zameéfeného na hodnoceni
NOVOCART?® Inject plus (dale jako « ATIMP »)
v souladu s protokolem:

“Prospektivni, multicentrické, jednoramenné
klinické hodnoceni faze III posuzujici u¢innost
a bezpecnost pripravku NOVOCART® Inject
plus v 1é¢bé defektii chrupavek kolene“
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Site number 2-06

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 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 MUDr. Simon Kybal under whom’s
responsibility the Trial will be performed.

A separate Investigator agreement is in place, on the
basis of which the INVESTIGATOR and study team
will be awarded for performance of the Trial.

In consideration of the undertakings and
commitments set forth herein, the Parties agree to
enter into the present agreement (the
« Agreement »), which 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 and
signed by the INVESTIGATOR, as such Protocol is
submitted to the relevant Competent Authority («
CA ») and Independent Ethic 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. 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. In case of any inconsistency
between this Agreement and the Protocol, the
Protocol shall prevail.

TRIAL SITE GENERAL OBLIGATIONS
The Trial shall be performed in:

Name of institution: Nemocnice Rudolfa a
Stefanie BeneSov, a. s.
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a jeho dodatky (dale jako « protokol »).

ZADAVATEL povéril SCOPE ptipravou a
spravovanim KH jeho jménem jako svého
dodavatele, ne jako svého zastupce.

CENTRUM KH ma zijem se podilet na KH a
zaruCuje se, Ze ma dostatend opravnéni,
schopnosti a zkuSenosti s provadénim klinickych
hodnoceni, stejn¢ jako potfebné zazemi a
technické prostiedky k provedeni KH.

INSTITUCE poveétila pfislusného zkousejiciho
MUDr. Simona Kybala, ktery bude zodpovédny
za provedeni KH.

Se ZKOUSEJICIM bude uzaviena samostatna
smlouva, na zakladé které bude ZKOUSEJICI a
studijni tym odménén za provedeni KH.

Po zvazeni povinnosti a zavazkl ustanovenych v
tomto dokumentu, smluvni strany souhlasi se
vstupem do tohoto smluvniho vztahu (« smlouva
»), jehoz wustanoveni 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 vyjadieni ptislusnému
regulatnimu organu (« CA ») a nezavislé etické
komisi (« IEC/IRB »). Jelikoz protokol miize byt
¢as od Casu doplnén, veskeré dodatky k protokolu
budou piedlozeny pfislusné IEC/IRB a CA v
souladu s mistnimi pfedpisy. Veskeré nalezitosti
obsazené¢ v protokolu a ve veSkerych jeho
dodatcich jsou zaclenény v nasledujicim textu a
tvotii soucast této smlouvy. V piipad¢ jakéhokoli
rozporu mezi touto smlouvou a protokolem,
rozhodujici je protokol.

OBECNE ZAVAZKY CENTRA KH

KH bude provedeno v:

Nazev instituce: Nemocnice
Rudolfa a Stefanie
Benesov, a. s.
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2.2
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Site number 2-06

Department  (if  applicable):
oddéleni/Orthopaedic department

Ortopedické

Street name and number: Machova 400

Postcode, City, Country: 256 01 BeneSov, Czech
Republic

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

The INSTITUTION represents and warrants that the
INVESTIGATOR is an employee, agent or
contractor of the INSTITUTION, which has
authorised the INVESTIGATOR to perform the
Trial.

The TRIAL SITE hereby represents and warrants
that it has the necessary registration 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 in writing within three (3) days. 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 will ensure that the
Collaborators are fully informed about the Trial
Medication and the Trial. Furthermore, the
INVESTIGATOR warrants that she/he has read and
understood the Investigator Brochure and all
Collaborators at the TRIAL SITE who participate in
the Trial have read and understood the Protocol.
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Odd¢leni (je-li aplikovatelné):
Ortopedické oddéleni

Ulice a &islo: Machova 400

PSC, Mésto, Stat: 256 01
BeneSov, Ceska republika

(vyse uvedené misto dale jako « misto KH »)

INSTITUCE prohlasuje a =zaruCuje se, Ze
ZKOUSEJICI je zaméstnancem, zastupcem nebo
dodavatelem INSTITUCE, ktera povéfila
ZKOUSEJICIHO provedenim KH.

CENTRUM KH timto prohlasuje a zarucuje se, Ze
ma potiebna schvaleni a potfebné zdroje, pokud
jde o ¢as, odpovidajici personal a zafizeni pro
provedeni KH. CENTRUM KH bude neprodleng
informovat SCOPE o vSech zménach personalu,
vybaveni a metod klinického vyzkumu, které
mohou mit vliv na KH. V pfipadé, ze
ZKOUSEJICI nebude ochoten & schopen plnit
povinnosti vyzadované touto smlouvou, bude
CENTRUM KH informovat SCOPE pisemné do
tti (3) dnd. INSTITUCE wvynalozi veskeré
pfiméfené usili, aby neprodlené¢ jmenovala
nahradniho hlavniho zkousejiciho, ktery bude
ptijatelny pro SCOPE a ZADAVATELE.

CENTRUM KH prohlasuje a zaruCuje se, ze v
soucasné dobé neni, stejné jako kterykoliv ze
spolupracovnikd, vazan dohodou nebo vazan tak,
7ze by to mohlo byt na zaklad¢ této smlouvy v
rozporu s povinnostmi a zavazky vic¢i SCOPE
nebo ZADAVATELI, a dale souhlasi, Ze se v
prabéhu KH takovymi povinostmi a ani dohodami
nezavaze.

CENTRUM KH prohlasuje a zaruCuje se, Ze
obdrzelo vytisk Informaci pro zkouSejici («
Informace pro zkouSejici») a zajisti, Ze
spolupracovnici budou pIné informovani o
hodnoceném ptipravku a KH. Dale, se
ZKOUSEJICI zarutuje, e &etl a rozumi
Informacim  pro  zkouSejici a  vSichni
spolupracovnici v~ CENTRU KH, ktefi
spolupracuji na KH, ¢etli a rozumi protokolu.
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2.6

2.7

Site number 2-06

The TRIAL SITE, if so requested by SCOPE or
SPONSOR, shall have all Collaborators directly
involved in the Trial, attend any investigator
meetings that may be organised for the benefit of the
Trial. The INVESTIGATOR warrants that she/he
will attend any such investigator meetings. If
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
officers, 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 violation of this warranty promptly to SCOPE
and agrees to respond to any inquiries about any
potential violations and make appropriate records
available to SCOPE and/or SPONSOR upon request.

The TRIAL SITE may appoint suchother 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
informed of all sub-investigators so appointed at all
times and furnish SCOPE 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.

The Investigational site procurement institution
according to valid legislative of the Czech Republic
and holds a valid SUKL license.

The function of a tissue establishment institution
according to valid legislative of the Czech Republic
and holder of a valid SUKL authorization for
procurement, processing, investigation, release,
storage and distribution of musculoskeletal tissue for

autologous wuse will not be fulfilled by
INSTITUTION.
COMMECEMENT OF TRIAL
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CENTRUM KH, pokud o to pozada SCOPE nebo
ZADAVATEL, musi zajistit, aby se vSichni
spolupracovnici piimo zapojeni do KH tucastnili
investigatorskych meetingti, které mohou byt
organizované ve prospéch KH. ZKOUSEJICI se
zarucuje, ze se takovych investigatorskych
meetingl zacastni. Pokud je poZzadovano povoleni
INSTITUCE pro ucast spolupracovniki na téchto
meetinzich, pak toto povoleni nebude bezdivodné
zamitnuto ani pozdrzeno.

CENTRUM KH prohlasuje a zarucuje se, ze jeho
ufednici, feditelé, zaméstnanci a zastupci neplati a
nebudou platit, nabizet nebo slibovat tiplatu, piimo
¢i nepiimo, jakékoli penézni prostfedky nebo
cokoli hodnotné¢ho zadnému vladnimu uiednikovi
nebo zaméstnanci nebo jakékoli politické strané
nebo kandidatovit na politickou funkci za ucelem
ovlivnéni jedndni nebo rozhodnuti takového
urednika, zaméstnance nebo kandidata k ziskani ¢i
uchovani obchodu, nebo k pfimym obchodiim pro
jakoukoli osobu ( "zakazané platby»). CENTRUM
KH musi urychlené hlasit jakékoli poruSeni této
zaruky SCOPE a souhlasi se zodpovézenim vSech
dotazli tykajicich se pfipadnych poruseni a se
zptistupnénim piislusSnych zaznami SCOPE
a/nebo ZADAVATELI na vyzadani.

CENTRUM KH mtize jmenovat dalsi osoby, které
uznd za vhodné, jako spoluzkousejici na pomoc
ZKOUSEJICIMU v pribéhu KH, v misté KH, v
souladu s protokolem. CENTRUM KH bude vzdy
informovat SCOPE o vSech takto jmenovanych
spoluzkousejicich a poskytne SCOPE, cas od ¢asu
a po aktualizaci, aktualizovany seznam
spoluzkousejicich. ZKOUSEJICI je odpovédny za
vedeni tymu spoluzkousejicich, kteti jsou ve vSech
ohledech vazani stejnymi povinnostmi jako
ZKOUSEJICH.

Misto KH plni funkci odbérového zatizeni ve
smyslu platné legislativy Ceské republiky a je
drzitelem platného opravnéni SUKL.

Funkci tkanového =zafizeni ve smyslu platné
legislativy Ceské republiky a drZitelem platného
opravnéni SUKL pro opatiovani, zpracovani,
vySetfovani, propousténi, skladovani a distribuci
muskuloskeletalni tkané pro autologni pouziti
nebude plnit INSTITUCE.

ZAHAJENI KH
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Site number 2-06

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

The TRIAL SITE warrants that any conditions of
approval imposed by the ethics committee shall be
adhered to.

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

COMPLIANCE

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

- (1) the Protocol

- (ii)) the terms and conditions of this
Agreement

- (iii) all applicable international, national,
federal, state, provincial, or local government
laws, regulations, rules or ordinance that apply to
the Trial, the services, and this Agreement, as
amended, updated and replaced from time to time,
including without limitation 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 procedures provided by
SCOPE or SPONSOR applicable for conducting
the Trial.

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.
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SCOPE nebo ZADAVATEL musi provést
nezbytné poddni nebo oznameni regulacnim
organim v souladu s mistnimi zakony. KH nemutize
byt zahdjeno, dokud nebude CENTRUM KH
pisemné informovano SCOPE, Zze regulacni
organy ("CA") vydaly souhlasné stanovisko.

CENTRUM KH se zarucuje, ze veskeré podminky
schvaleni ulozené etickou komisi budou
dodrzovany.

CENTRUM KH poskytne etické komisi veskeré
zpravy/aktualizace, které pozaduje a poskytne
SCOPE kopie téchto dokumenti.

SHODA

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

- (1) protokolem
- (i1) nalezitostmi a podminkami této smlouvy

- (i) vSemi  platnymi  mezindrodnimi,
narodnimi, federalnimi, statnimi, regionalnimi
nebo mistnimi vladnimi zékony, piedpisy,
pravidly nebo vyhlaskami, které se vztahuji ke
KH, sluzbam a této smlouve, ve znéni pozd¢jsich
predpist, aktualizaci a nahrad cas od casu,
véetn¢ avSak nikoli pouze pokynd Spravné
klinické praxe Mezinarodni konference pro
harmonizaci (dale jako «ICH - GCP») a se
zasadami ustanovenymi Svétovym Iékarskym
snémem v aktualni verzi Helsinské deklarace,
pokud v protokolu neni stanoveno jinak, a

- (iv)  specifickymi  postupy stanovenymi
SCOPE nebo ZADAVATELEM, které jsou
platné pro vedeni KH.

CENTRUM KH zajisti, aby vSechny postupy
stanovené protokolem byly provadény v souladu s
timto protokolem tak, Ze veskerd data ziskana
spolupracovniky v mist¢ KH budou spolehliva a
spravné zpracovand, a také zajisti, Ze obsah
zaznam subjektt KH (CRF) bude pfesné
odpovidat zdrojové dokumentaci.
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Site number 2-06

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

SCOPE shall provide directly or indirectly the
TRIAL SITE with all necessary information,
documents and materials, including but not limited
to:

. the Investigator Brochure
. the Protocol
. the CRF

. the Advanced Therapy Investigational
Medicinal Product 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. 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.

In case the TRIAL SITE is provided with necessary
equipment required to carry out trial-related
procedures, this equipment will be provided for the
sole purpose of the Trial by the SPONSOR, SCOPE
or a third party and has to be returned to SPONSOR,
SCOPE or a third Party according to SCOPE’s
instruction. The TRIAL SITE shall be liable for any
loss or damage of the equipment, other than general
wear and tear.

The TRIAL SITE shall ensure that the 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 on request.
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CENTRUM KH zajisti, aby vSechny pfislusné
zdkony proti uplatkafstvi a nafizeni, zdkony a
smérnice a vSechny mistni zasady vztahujici se k
vyse uvedenému byly dodrzovany.

V pripadé opakovaného nedodrzovani postupt
specifickych pro KH stanovenych v ¢astech 4.1 az
4.3, si SCOPE vyhrazuje pravo uplatnit ptislusna
opatieni (véetné ukonceni platnosti této smlouvy).

DODAVKY MATERIALU

SCOPE poskytne ptimo nebo nepiimo CENTRU
KH vsechny nezbytné informace, dokumenty a
materialy, vCetné avSak nikoli pouze:

= Informace pro zkousejiciho
= Protokol
= CRF

= Hodnoceny 1é¢ivy pfipravek moderni terapie
a veskerou dalsi potfebnou medikaci potfebnou
pro spravné provedni KH (déle jako « Iécba KH
») vyrobenou v souladu s pfisluSnymi ptedpisy
a/nebo Spravnou vyrobni praxi « GMP »,
nalezité zabalenou a oznacenou a v dostatecném
mnozstvi pro provedeni KH. CENTRUM KH
zaru¢i, ze ani CENTRUM KH ani nikdo ze
spolupracovnikd neucini neopravnéné tvrzeni
nebo zaruky zadné osobé (vcetne subjektl)
tykajici se KH nebo 1é¢by KH.

V pfipadé, ze bude CENTRU KH poskytnuto
nezbytné vybaveni k provedeni procedur KH, toto
vybaveni od ZADAVATELE, SCOPE nebo tieti
strany bude vyuzito vyhradné pro ucely KH a bude
vraceno zpét ZADAVATELI, SCOPE nebo tfeti
strané na zaklad¢ pokyni od SCOPE. CENTRUM
KH je zodpovédné za jakékoliv poSkozeni nebo
zniceni vybaveni, jiné nez bézné opotiebeni.

CENTRUM KH =zajisti, aby technicka zafizeni
pouzivana v prubéhu KH byla certifikovana,
kalibrovdna a udrZzovana v souladu s pokyny
vyrobce. Prislusna dokumentace bude k dispozici
a bude na vyzadani poskytnuta SCOPE.
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The Trial Medication will not be released until
SCOPE has received a copy of the written and dated
approval/positive opinion of the IEC/IRB and CA.

The TRIAL SITE acknowledges that SPONSOR has
the right to discontinue the supply of Trial
Medication or equipment if necessary, including in
the following cases:

. 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);

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

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

CONFIDENTIALITY AND RESTRICTED USE
OF INFORMATION AND SUPPLIES

All information disclosed or provided by SCOPE or
SPONSOR or produced during 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 ATIMP,
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
rights therein, directly or indirectly derived 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.
The TRIAL SITE shall use the Confidential
Information solely for the purposes of the Trial.

Each Collaborator (as defined hereinafter) shall be
subject to these obligations of Confidentiality and
restricted use. The TRIAL SITE shall inform the
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Lécba KH nebude uvolnéna do té doby nez
SCOPE obdrzi kopii pisemného a datovaného
schvaleni/souhlasného stanoviska IEC/IRB a CA.

CENTRUM KH bere na védomi, ze
ZADAVATEL ma pravo prerusit dodavku 1écby
KH nebo vybaveni, pokud je to nutné, vcetné
nasledujicich ptipadi:

= Ukonceni KH obecné v celém svéte, nebo v
Ceské republice nebo v konkrétnim centru (na
zaklade€ rozhodnuti pfislusného organu nebo na
zéklad¢ vlastniho uvazeni ZADAVATELE);

= Ukonceni/preruseni dodavky 1écby KH nebo
vybaveni v pfipad¢ zjisténi vady na piislusné
1é¢bé KH nebo vybaveni; nebo

= Zpozdéni v piipadé problémi v produkci
nebo transportu 1é¢by KH nebo vybaveni.

DUVERNOST DAT A OMEZENI UZIVANI
INFORMACI A MATERIALU

Vsechny informace zvefejnéné a poskytnuté
SCOPE nebo ZADAVATELEM nebo zjisténé v
pribéhu KH, vcetné, ale nejen protokolu,
Informaci pro zkousejiciho a CRF, vysledkl
ziskanych v pribéhu KH, finan¢nich podminek
smlouvy, dat a zprav o ATIMP, nezvetejnéna 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 prihlasky, vynalezy,
objevy, technologie, procesy, postupy, zafizeni,
produkty, uzitné vzory, autorska prava, a zlepseni,
stejn¢ jako obchodni tajemstvi, navrhy, a jakékoli
jiné dusevni vlastnictvi analogicky stejné, at’ jsou
chranéné, ¢i nikoli, a jakakoli stavajici nebo
budouci prava v ném, pifimo nebo nepiimo
odvozené od KH, pfimo ¢i neptimo vyplyvajici z
KH nebo v souvislosti s KH (dale jako « duvérné
informace ») jsou povazovany za davérné.
CENTRUM KH souhlasi se zachovanim
davérnosti a neposkytnutim divérnych informaci
zadné treti strané bez pifedchoziho pisemného
souhlasu SCOPE. CENTRUM KH smi pouzit
divérné informace vyhradné pro ucely KH.

Kazdy spolupracovnik (jak je definovano dale)
podléha témto zdsadam zachovani mlcenlivosti a

omezeného pouziti. CENTRUM KH bude
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Collaborators of the confidential nature of the Trial
and will only provide them with the Information that
is strictly necessary for the accomplishment of their
acts.

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 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 SCOPE
prompt notice of such fact so that it or SPONSOR
may obtain a protective order or other 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.

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 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 who intervenes in the Trial
including but not limited to associates, investigators,
sub-investigators, biologists, pharmacists, assistants
and nurses. The INSTITUTION shall bind the
Collaborators with obligations at least as stringent as
those provided for in this Agreement. Therefore,
without prejudice to their own liability, the
INSTITUTION shall be held liable should any of the
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informovat spolupracovniky o davérné povaze KH
a poskytne jim pouze ty informace, které jsou
nezbytné nutné pro konani jejich povinnosti.

Dtvérné informace nezahrnuji informace, které:
(1) jsou v okamziku odhaleni nebo pozd¢ji vetejné
dostupné nikoliv chybou CENTRA KH nebo jeho
spolupracovniki; (2) jsou CENTRU KH odhaleny
treti stranou, ktera je opravnéna k odhaleni téchto
informaci nediivérnym zptisobem; (3) jsou znamy
CENTRU KH pied podpisem této smlouvy, jak
dokazuji pfedchozi pisemné zdznamy CENTRA

KH; nebo (4) byly nezdvisle odhaleny
ZKOUSEJICIM nebo (jinym) personalem
INSTITUCE bez  pristupu k dvérnym

informacim, jak 1ze dolozit.

Pokud je CENTRUM KH zadano na zaklad¢
platného zékona o odhaleni divérné informace, je
opravnéno tak ucinit za predpokladu, ze
CENTRUM KH (1) tuto skute¢nost neprodlené
oznami SCOPE tak, aby si SCOPE nebo
ZADAVATEL mohl zajistit ochranny piikaz pro
tyto informace ¢i jina vhodna opatieni tykajici se
téchto odhaleni, (2) bude se SCOPE pln¢
spolupracovat pii ziskdvani takového ptikazu c¢i
jiného opatfeni, a (3) v ptipadé, ze je zvefejnéni
nutné, zvefejni se pouze informace zakonem
stanovené.

CENTRUM KH a spolupracovnici mohou
pouzivat informace, dokumenty, material KH a
1é¢bu  KH  poskytnuté SCOPE  nebo
ZADAVATELEM vyhradné pro tcely KH nebo
ke splnéni vlastnich zakonnych povinnosti
s vylouc¢enim jakéhokoli vyuziti pro vlastni
pottebu nebo ve prospéch treti strany. CENTRUM
KH a spolupracovnici budou uchovavat 1écbu KH
na bezpecném misté v souladu se specialnimi
instrukcemi pro uchovéavani poskytnutymi SCOPE
nebo ZADAVATELEM. CENTRUM KH musi
vést zdznam o prijmu a vydeji 1é¢by KH, ktery je
soucasti dokumentace KH.

Pro ucely smlouvy je za « Spolupracovniky »
povaZzovana kazda osoba, ktera se podili na KH,
véetng, ale nejen spolecnikd, zkouSejicich,
spoluzkousejicich, biologli, farmaceutt, asistentl
a sester. INSTITUCE zavaze spolupracovniky
povinnostmi alespon tak pfisnymi, jak je uvedeno
vtéto smlouvé. Proto bez ohledu na jejich
zodpovédnost, INSTITUCE nese odpovédnost,
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Collaborators 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 AND
EQUIPMENT

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 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 5.5 of this
Agreement, the TRIAL SITE further undertakes to
keep a written inventory of any clinical supplies and
equipment provided by SPONSOR or SCOPE
according to the Protocol or the Instructions.

SUBJECT RECRUITMENT

The INVESTIGATOR at the Investigational Site has
estimated that he/she can recruit and treat a minimum
of I Subjects, within . months. The recruitment of
Subjects per Investigational Site is limited by the
SPONSOR to . Subjects. This target of recruitment
can be increased only upon prior written agreement
of SCOPE. The Trial is planned to be performed
during the period from until

, however this period may be increased upon
written notice (including 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 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
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pokud néktery ze spolupracovnikii neplni nékteré
z povinosti stanovenych v této smlouve.

Podminky zachovani mlcenlivosti a omezeného
pouzivani uvedené v této smlouvé plati po dobu
trvani této smlouvy a zistanou v platnosti po dobu
15 (patnacti) let od data ukonceni, at’ uz z divodu
vyprseni nebo pted¢asného ukonceni.

MANIPULACE S LECBOU KH A

VYBAVENI

CENTRUM KH se zavazuje zajistit, ze 1é¢ba KH
bude skladovéana oddélené od ostatnich 1¢k, a jeji
pfiprava, kontrola, uchovavani a vydej budou
provedeny pouze v souladu s protokolem,
zvlastnimi  pokyny vydanymi SCOPE nebo
ZADAVATELEM, a také v souladu s obecné
platnymi pravnimi predpisy specifikovanymi vyse
v Casti 4.

CENTRUM KH se zavazuje pouzit lécbu KH
pouze za uc¢elem KH, dokumentovat kazdy vydej a
vraceni v§ech nepouzitych klinickych nebo jinych
dodavek poskytnutych ZADAVATELEM nebo
SCOPE podle protokolu nebo podle pokynt.

Aniz by byla dotCena ¢ast 5.2 nebo 5.5 této smlouvy,
centrum KH se dale zavazuje vést pisemny soupis
vSech  klinickych  dodavek a  vybaveni
poskytovanych ZADAVATELEM nebo SCOPE
podle protokolu nebo podle pokynti.

NABOR PACIENTU

ZKOUSEJIC] v tomto mist& KH odhadl, Ze zafadi
a bude 1é¢it minimalne I pacientil, v prubehu .
mesict. Pocet zafazenych pacienti v miste
hodnoceni je limitovan ZADAVATELEM na ||
pacientii. Pocet zafazenych mutze byt navySen
jenom s predchozim pisemnym souhlasem
SCOPE. Realizace KH je planovana v obdobi od

do . - ::k toto obdobi
muize byt prodlouzené po pisemném oznameni
(vCetné e-mailem) SCOPE.

SCOPE si vyhrazuje pravo omezit nabor dalSich
pacienti nebo zastavit nabor pacientt, vcetné, ale
nejen, pokud bylo dosazeno celkového cile naboru
pacientii do KH. V téchto ptipadech musi SCOPE
informovat CENTRUM KH, aby zastavilo nabor
pacientl, ktefi jeSt¢ mnepodepsali formulaf
informovaného souhlasu. CENTRUM KH by mélo
na zakladé obdrZeni tohoto oznameni s okamzitou

Page 9 of 28



9.1

9.2

10

10.1

10.2

10.3

Site number 2-06

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 and/or,
as the case may be, her/his legal representative(s), in
language understandable to them, of all pertinent
aspects of the Trial as legally required in accordance
with the standards specified in Sections - to 4.3,
including the confidential disclosure, 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.

MONITORING AND REPORTING

SCOPE shall appoint Clinical Research Associate(s),
bound by a professional confidentiality obligation,
who will work 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. The INVESTIGATOR shall be
personally available during the monitoring visit to
clarify potential issues.

The CRA(s) shall be entitled to visit any facility used
by the INSTITUTION 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 shall document and immediately
inform SCOPE of any serious adverse event (« SAE
») or other events as defined in the Protocol in
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platnosti ukon¢it nabor pacienti. 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

Pred jakoukoliv ucasti pacienta v KH musi
CENTRUM KH kazdého pacienta, pfipadné jeho
zdkonného zastupce, plné informovat v jemu
srozumitelném jazyce o vSech aspektech KH, jak
je to legaln€¢ pozadovano podle standarda
specifikovanych v c¢éastech 4.1 az 4.3, vcetné
zachovani mlcenlivosti a zpracovani a prenosu
potiebné zdravotni dokumentace pacienta a jeho
osobnich udaji ZADAVATELI, SCOPE, jejich
pobockam, prisluSnym zdravotnickym organiim a
dal$im institucim (i kdyZ se nachazi mimo
Evropsky hospodaisky prostor).

CENTRUM KH zajisti, ze vSichni pacienti
ucastnici se KH (i) obdrzi vytisk Informaci pro
pacienta a (ii) vyjadii svij souhlas podepsanim a
osobnim datovanim formulafe informovaného
souhlasu bez neopravnéného vlivu nebo natlaku
jakékoliv osoby piimo zapojené do KH, a pouze
poté, co byli pfislusné informovani.

MONITORACE A HLASENI

SCOPE ur¢i monitora(y), vazan¢ho profesionalni
mlcenlivosti,  ktery  bude  pracovat se
ZKOUSEJICIM na zajisténi spravného provedeni
KH (déle jako « CRA(s)»). Monitorace CRA
mize probihat zpusobem jaky povazuje
ZADAVATEL za vhodny. ZKOUSEJICI musi byt
osobn¢ pfitomen pii monitoracni navsteve kvili
objasnéni moznych problémil.

CRA(s) bude/ou opravnén/i navstévovat vsechna
zatizeni pouzivana INSTITUCI 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 zésadami ICH-GCP. Bude/ou mit pfistup k
vesSkerym pacientskym zaznamim a ke vSem
informacim tykajicim se KH, stejné jako k jejich
kopiim, pokud to bude tieba.

CENTRUM KH bude v ptipadé jakékoliv zavazné
nezadouci piihody (« SAE ») nebo jinych ptihod
definovanych  Protokolem dokumentovat a
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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. This
includes documents that cover the following areas:
medical history, the prior medication and therapies
administered before the start of the Trial and during
the Trial and other important documents that are
specific to the Trial. There is no separate
remuneration for obtaining these documents from the
GP or specialist doctor.

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, the
SPONSOR shall provide all reasonable assistance to
any investigation into any alleged research
misconduct undertaken by or on behalf of 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 in compliance
with the payment terms defined in Appendix 1 to this
Agreement. Unless otherwise stipulated in Appendix
1, such payment to INSTITUTION 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 for the period of 15 years after the end of the
Trial, or such longer period as required by applicable
regulatory requirements (the « Retention Period »).
The traceability records of the transplant (ATMP)
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okamzité informovat SCOPE v souladu s postupy
a Ihitami uvedenymi v Protokolu.

CENTRUM KH se zavazuje poskytnout bézna
zdrojova data pacientli ucastnicich se tohoto KH.
Toto =zahrnuje dokumenty, které se tykaji
nasledujicich  oblasti: zdravotni anamnéza,
predchozi medikace a terapie absolvované pied
zahajenim KH a béhem KH a dalSich dilezitych
dokumentt, které jsou specifické pro KH. Za
ziskani téchto dokumentli od praktického I¢kaie
nebo odborného Iékafe se neposkytuje zadna
odména.

V piipadé¢, ze se SCOPE nebo ZADAVATEL
divodné¢ domniva, ze doslo k né&jakému
vyzkumnému pochybeni ve vztahu ke KH,
CENTRUM KH poskytne veskerou piimétenou
pomoc pii jakychkoli naslednych Setienich, jejichz
vysledky, pod vyhradou povinnosti zachovani
mlcenlivosti, budou sdéleny CENTRU KH. V
ptipadé, ze se CETRUM KH diivodné domniva, ze
doslo k ngjakému vyzkumnému pochybeni ve
vztahu ke KH, ZADAVATEL poskytne veskerou
pfiméfenou pomoc k jakémukoli vySetieni
udajného vyzkumného pochybeni, které bude
provedeno v nebo jménem CETRA KH, jehoz
vysledky, s vyhradou povinnosti zachovani
mlcenlivosti, budou sdéleny ZADAVATELI

FINANCNI PODMINKY

Jako odménu za fadné vedeni CENTREM KH a
plnéni jeho zavazkl v souladu s touto smlouvou,
SCOPE vyplati INSTITUCI ¢astku v souladu s
platebnimi podminkami definovanymi v pfiloze ¢.
1 této smlouvy. Neni-li v Pfiloze ¢. 1 stanoveno
jinak, platba INSTITUCI predstavuje odménu

vyménou za  veSkeré sluzby provedené
INSTITUCI, ZKOUSEJICIM a ostatnimi
spolupracovniky.

Kazdy vyplaceny nese zodpovédnost za ptiznani
téchto castek a za platbu veskerych dani a
socialnich prispévkli z odmen, které obdrzi podle
této smlouvy.

UCHOVANI DOKUMENTACE

CENTRUM KH ponechd a uchova jeden (1)
exemplai veSkerych dat vygenerovanych v
prabéhu KH po dobu 15 let ode dne ukonceni KH
nebo tak dlouho, jak vyzaduji platna nafizeni («
doba wuchovani »). Dohledatelnost zaznami
transplantatu (ATMP) by méla byt uchovavana po
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should be kept for a minimum of 30 years after the
expiry date of the product, or longer if required by
the terms of the clinical trial authorization. Following
the Retention Period, as instructed by SCOPE or
SPONSOR, TRIAL SITE will either forward such
records to the SPONSOR, retain such records for a
reasonable additional charge to be negotiated, or
destroy the records, and send the SPONSOR proof of
such destruction. Subject files should be retained as
per ICH-GCP requirements, as defined in the
Protocol and in compliance with local regulations.

DATA PROTECTION

The Parties shall adhere to the principles of medical
confidentiality in relation to the Subjects’ and agree
to treat the personal data of the Subjects,
INVESTIGATOR and Collaborators in compliance
with all applicable data protection laws and
regulations, as amended, updated or replaced from
time to time.

The TRIAL SITE shall ensure it obtains the express
consent of each Subject pursuant to Section 9, and
shall obtain, in compliance with Sections 4.10 to 4.3,
the express consent of all Collaborators with regard
to the disclosure, processing, and transfer of their
personal data to SCOPE, SPONSOR, their
associates, 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.

When archiving or processing personal data of the
INVESTIGATOR, the Collaborators and/or the
Subjects, the Parties shall take all appropriate
measures to safeguard and prevent access to this data
by unauthorised third parties.

The TRIAL SITE shall notify SCOPE immediately
in writing (but in no event later than five (5) days
from the date) of any data security breach, and agrees
to will work with SCOPE and SPONSOR in good
faith to address any issue relating to the processing
of personal data.

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
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dobu nejméné¢ 30 let po dobé pouzitelnosti
pfipravku nebo déle, pokud je to vyzadovano
podminkami k povoleni KH. Po uplynuti doby
uchovani CENTRUM KH, dle instrukci SCOPE
nebo ZADAVATELE, bud poskytne tyto
zaznamy ZADAVATELIL nebo tyto dokumenty
uchova za dal$i pfiméfenou odmeénu, ktera bude
dojednana, nebo tyto zdznamy zni¢i a zaSle
ZADAVATELI zédznam o destrukci. Zaznamy
pacienti by mély byt uchovany v souladu s pokyny
ICH-GCP, jak je definovdano v Protokolu, a v
souladu s platnymi mistnimi ptedpisy.

OCHRANA DAT

Smluvni strany musi dodrzovat principy
1ékatského tajemstvi ve vztahu k pacientim a
souhlasit, Ze budou zachazet s osobnimi udaji
pacientti, ZKOUSEJICIHO a spolupracovnikii v
souladu se vSemi platnymi zakony a ptedpisy
tykajici se ochrany osobnich udaji, ve znéni
pozdgjsich predpist, a Ze je budou aktualizovat
nebo nahrazovat ¢as od Casu.

CENTRUM KH se zaru¢i, ze ziskd vyslovny
souhlas kazdého pacienta podle ¢asti 9, a musi, v
souladu s castmi 4.1 az 4.3, ziskat vyslovny
souhlas vSech spolupracovnikli, pokud jde o
zvetejilovani, zpracovani a ptenos jejich osobnich
udaji = SCOPE, ZADAVATELEM, jejich
spole¢niky pfislusnym zdravotnickym organtim a
dal$imi institucemi, které mohou byt umistény v
jinych nez vlastnich zemich, a nemusi mit stejnou
uroven ochrany osobnich udaji jako jejich vlastni
zem.

Pti archivaci ¢i zpracovani osobnich dat
ZKOUSEJICIHO, spolupracovnikii a/ nebo
pacienti, smluvni strany pfijmou odpovidajici
opatfeni k zajisténi a zabranéni pfistupu k témto
datim neopravnéné tieti strang.

CENTRUM KH neprodlené ozndmi pisemnou
formou SCOPE (nejpozdéji vsak do péti (5) dnti od
dané udalosti), ze doSlo k jakémukoli naruSeni
bezpecnosti dat a souhlasi, ze bude spolupracovat
se SCOPE a ZADAVATELEM v dobré vife fesit
jakykoliv problém tykajici se zpracovani osobnich
udaju.

PUBLIKOVANI A ZVEREJNOVANI

KH je soucasti multicentrického KH, a vysledky
KH vedeného u INSTITUCE nesmi byt
publikovany diive nez ZADAVATEL vyda prvni
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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, 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,
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, (iii) to
enable intellectual property rights to be secured;
and/or (iv) to enable relevant supplementary
information to be provided.

SPONSOR has 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.
SPONSOR or SCOPE shall not use the name(s) of
the 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 shall (and shall ensure that the
Collaborators shall) comply with their disclosure
obligations with respect to the sums paid to it
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multicentrickou publikaci. Vzhledem k tomu, Ze
jde o multicentrické KH, prvni zvefejnéni udaji
musi vychazet z konsolidovanych dat ze vSech
center, analyzovanych v souladu s Protokolem,
neni-li pisemné dohodnuto jinak se v§emi hlavnimi
zkouSejicimi  zapojenymi do KH a se
ZADAVATELEM.

Pokud nevyjde multicentrickd publikace do
osmnacti (18) mésicti po ukonceni KH ve vSech
Centrech KH a vSechna data byla dokoncena a
ptijata, CENTRUM KH ma pravo publikovat své
vysledky z KH, ale podléhd to nasledujicim
pozadavkim. Pfed odeslanim nebo predlozenim
rukopisu nebo jinych materiall tykajicich se KH
vydavateli, recenzentovi, nebo jiné tieti strane,
musi CENTRUM KH poskytnout kopii vsech
téchto rukopisi a materiali ZADAVATELI, a
ZADAVATEL bude mit Sedesat (60) dnii od
obdrzeni téchto rukopisti a materialt na revizi a
komentare. ZADAVATEL ma pravo odlozit
zvetejnéni o dobu az Sest (6) mésicti a poZadovat
zmény pred podénim v kazdé navrhované
publikaci nebo prezentaci z rozumnych dtvodi (i)
s cilem =zajistit presnost prezentace, nebo
publikace, (ii) zajistit, aby chranéné informace
nebyly netimyslné vyzrazeny, (iii) zajistit prava
duSevniho vlastnictvi; a/mebo (iv) poskytnuti
prislusnych dopliujicich informaci.

ZADAVATEL ma pravo publikovat vysledky KH
kdykoliv a jmenovat spoluautory.

ZADAVATEL ma pravo poskytnout vysledky z
KH treti stran¢ ke zvetejnéni.

CENTRUM KH nesmi pouZzivat jméno/a
ZADAVATELE a/nebo SCOPE, nebo jejich
zaméstnancd v reklamnich ¢i  propagacnich
materidlech ¢i jakychkoliv jinych formach
publikaci bez predchoziho pisemného souhlasu
ZADAVATELE a/nebo SCOPE, kromé piipada
pfesné povolenymi podminkami této smlouvy.
ZADAVATEL nebo SCOPE nesmi pouzivat
jméno/a zkousejictho a/nebo spolupracovnikll v
reklamnich ¢i propagacnich materidlech nebo
publikacich bez jejich predchoziho pisemného
souhlasu, kromé piipadii pfesné¢ povolenymi
podminkami této smlouvy.

CENTRUM KH (a spolupracovnici) musi plnit
zavazky tykajici se zvefejnovani vyplacenych
castek a veskeré souvisejici pohostinosti stanovené
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hereunder and any associated hospitality in
accordance with applicable laws, codes and
guidelines. 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 and the Collaborators as part of this disclosure,
in accordance with applicable 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 of the ATIMP in any application for a
patent or any other intellectual property rights
whatsoever.

The existing inventions and technologies of
SPONSOR and the TRIAL SITE (including existing
inventions and technologies licenced 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 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
Invention. The INSTITUTION shall be solely
responsible for all payments due to the
INVESTIGATOR and/or Collaborators according to
the applicable law for intellectual property rights
transferred to SPONSOR pursuant to this Section
and the amount under Section 0 and Appendix 1 shall
be deemed to include consideration for such
payments by the INSTITUTION.
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za provedeni KH podle prislusSnych zakond,
pfedpisi a smérnic. Smluvni strany (a jejich
spolupracovnici) se dohodli, ze ZADAVATEL
mize zvefejiiovat tyto castky a souvisejici
pohostinost stanovené za provedeni KH (pro ucely
porovnani a transparentnosti), a miize identifikovat
CENTRUM KH a spolupracovniky jako soucéast
tohoto zvefejnéni v souladu s platnymi zakony,
predpisy a smérnicemi.

VLASTNICKA PRAVA

Vsechny informace, dokumenty, material KH,
vybaveni a 1écba KH poskytnut¢é SCOPE a/nebo
ZADAVATELEM jsou a zlstanou vyhradnim
vlastnictvim ~ ZADAVATELE  nebo  jim
jmenovaného zastupce.

CENTRUM KH a ani jeho spolupracovnici
nebudou uvadét zadné divémé informace o
ATIMP v jakékoliv zadosti o patent, ani se
nebudou domahat jakychkoliv prav na duSevni
vlastnictvi.

Stavajici vynalezy a technologie ZADAVATELE
a CENTRA KH (v€etn¢ stavajicich vynalezi a
technologii s licenci piislusnych smluvnich stran),
jsou jejich oddé€lené vlastnictvi a nejsou ovlivnény
touto smlouvou.

Veskera prava, naroky a podily k vysledkiim,
datim, dokumentim, znalostem, objevim,
vynalezim nebo jinym pravim k duSevnimu
vlastnictvi, ktera vyplyvaji ptimo ¢i nepiimo z KH
v jakékoliv formé a vSechny stavajici nebo budouci
materialy vytvoiené v souvislosti s KH ( «objevy
ZADAVATELE») musi byt bezprostiednim a
vyhradnim  vlastnictvim ZADAVATELE a
soucasné CENTRUM KH a spolupracovnici
ZADAVATELI piifadi vSechna prava k
dusevnimu vlastnictvi (véetné vSech patentl,
autorskych prav, databazi a vSech aplikaci nebo
prav pozadat o registraci k nékterému z téchto
prav) jako objev ZADAVATELE. INSTITUCE je
sama  zodpovédnd za  vSechny  platby
ZKOUSEJICIMU a/ nebo spolupracovnikim v
souladu s platnymi pravnimi piedpisy pro prava k
duSevnimu vlastnictvi prevedenych
ZADAVATELI podle této ¢asti a ¢astkou podle
casti 11 a Priloze €.1, ktery zahrnuje uvazeni
takovych plateb INSTITUCH.

Page 14 of 28



15.5

15.6

16

16.1

16.2

16.3

Site number 2-06

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

Upon SCOPE’s reasonable request, the TRIAL SITE
shall fully cooperate with the SPONSOR or SCOPE
to obtain, maintain or enforce patents or any other
intellectual property rights on such results, data,
documents, discoveries and inventions in the name
of the SPONSOR and at SPONSOR’s expense, and
shall cause the Collaborators to do the same.

LIABILITY
INSURANCE

AND INDEMNIFICATION/

SCOPE shall subscribe or instruct SPONSOR to
subscribe an insurance policy to cover its liability for
any damage suffered by the Subjects as a result of
their participation in the Trial as required by
applicable law and to provide the TRIAL SITE with
a certificate of such insurance and further insurances
where such documents are required under national
legislation.

The insurance subscribed by SCOPE or SPONSOR
does not relieve the TRIAL SITE from its legal
liability for violations of contractual or statutory
obligations including but not limited to malpractice
claims. If and to the extent TRIAL SITE is under the
legal requirement to maintain a general liability
insurance coverage (regardless of the participation in
clinical trials), it ensures that it has in place and
maintains such own liability insurance policy to
guarantee a complementary coverage. In such a case,
TRIAL SITE shall, at SCOPE’s request, provide
SCOPE a certificate that such insurance is in force,
such certificate to stipulate that such insurance will
not be cancelled or reduced while this Agreement is
in effect without at least thirty (30) days prior written
notice to SCOPE.

Neither SCOPE nor SPONSOR will be responsible
for, and TRIAL SITE shall indemnify and hold
SCOPE, SPONSOR and its Associates harmless
against any and all expenses, claims, liabilities,
losses, damages, actions, suits costs and expenses,
etc., including reasonable attorneys’ fees and other
costs for defense that may be brought or instituted
against SCOPE or SPONSOR arising out of or in
connection with:
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CENTRUM KH se zavazuje neprodlené oznamit
SCOPE a ZADAVATELI vSechny objevy
ZADAVETELE vyplyvajici pfimo nebo nepiimo
z KH.

Na zakladé odiuvodnélé Zadosti SCOPE, musi
CENTRUM KH pln¢ spolupracovat se
ZADAVATELEM nebo SCOPE na ziskani,
spravovani nebo vymahdni patenti nebo prav k
jakémukoliv duSevnimu vlastnictvi jako jsou
vysledky, data, dokumenty, objevy a vynalezy
jménem ZADAVATELE a na naklady
ZADAVATELE, a ptfimét spolupracovniky ucinit
totéz.

ODPOVEDNOST A ODSKODNENI/
POJISTENI

SCOPE uzavie nebo instruuje ZADAVATELE,
aby uzavtel pojistnou smlouvu za ucelem kryti
jeho odpovédnosti za jakékoliv poskozeni pacientli
v dasledku jejich ucasti v KH jak pozaduje
prislusny zakon a poskytne CENTRU KH
certifikdt o tomto pojisténi a dalSim pojisténi,
pokud budou tyto dokumenty pozadované dle
narodni legislativy.

Pojisténi podepsané SCOPE nebo
ZADAVATELEM nezbavuje CENTRUM KH
jeho pravni odpovédnosti za poruseni smluvnich ¢i
zakonnych povinnosti, v€etn¢, ale ne omezeno na
naroky ze zanedbani povinné péce. Je-li zakonnym
pozadavkem pro CENTRUM KH uzaviit
vSeobecné pojisténi odpovédnosti (bez ohledu na
ucast v KH), CENTRUM KH se zarucuje, Ze je
uzavieno a udrZzuje ho, aby byla zarucena
dopliikova  pokryti. 'V  takovém  pripadé
CENTRUM KH poskytne na pozadani SCOPE
certifikat, ktery potvrdi platnost tohoto pojisténi a
stanovi, ze pojisténi nebude béhem platnosti této
smlouvy zruseno nebo snizeno minimaln€ 30 dni
pted pisemnym upozornénim SCOPE.

SCOPE ani ZADAVATEL neponesou
zodpovédnost a CENTRUM KH bude chranit a
udrzovat SCOPE, ZADAVATELE a jejich
spoleéniky pfed veSkerymi vydaji, naroky,
zavazky, ztratami, Skodami, fizenimi a soudnimi
naklady a vydaji atd., véetné pfiméfenych poplatki
pravnim zastupctim a dalSich nakladti na obhajobu,
které mohou byt vedeny nebo zahijeny proti
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= any breach of the representations or warranties set
forth in this Agreement by TRIAL SITE or
Collaborators;

= any act or omission on the part of TRIAL SITE or
Collaborators in carrying out or failing to properly
carry out the services or otherwise properly
fulfilling its obligations under this Agreement that
TRIAL SITE or Collaborators can be held
responsible for;

= any unauthorised representations or warranties
made on the part of TRIAL SITE or Collaborators
concerning the Trial or Trial Medication; or

= the failure of TRIAL SITE and Collaborators to
comply with the laws, rules or regulations of any
governmental or other authority applicable to the
services (including, without limitation, obtaining
informed consents).

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 TRIAL SITE agrees to allow the auditors and/or
inspectors to have direct access to its Trial records
and to Subjects files for review, 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
SPONSOR and SCOPE and authorise SPONSOR
and SCOPE to participate in this inspection. The
information that received, obtained, disclosed or
otherwise arises from the inspections by the
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SCOPE nebo ZADAVATELI, které jim mohou
vzniknout z nebo v souvislost s témito okolnostmi:

- jakymkoliv porusenim tvrzeni nebo zaruk
stanovenych v této dohod¢ CENTREM KH
nebo spolupracovniky;

. jakymkoliv jednanim nebo opomenutim ze
strany CENTRA KH nebo spolupracovnikii
v provedeni nebo nespravném provedeni
sluzeb nebo v taddném neplnéni svych
zavazki vyplyvajici z této dohody, za ktera
je zodpovédné¢ CENTRUM KH nebo
spolupracovnici;

. jakymkoliv neopravnénym tvrzenim nebo
zarukou provedenou ze strany CENTRA
KH nebo spolupracovnikti, kterd se tykaji
KH nebo 1écby KH; nebo

= selhani CENTRA KH a spolupracovnikii v
dodrzovani zékond, pravidel nebo piedpist
vlady nebo jinych tradi, vztahujicich se ke
sluzbam (vcetné, avsak nikoli pouze, ziskani
informovanych souhlast).

AUDITY A INSPEKCE

Za ucCelem zajisténi dodrZzovani Protokolu,
Spravné klinické praxe a platnych legislativnich
pozadavkit CENTRUM KH umozni konani auditt
ZADAVATELEM ¢i jménem zadavatele a/nebo
SCOPE a inspekci provadénych pfislusSnymi
regulacnimi ufady.

CENTRUM KH souhlasi s tim, Ze auditorim
a/nebo inspektoriim poskytne pfimy pfistup ke
svym zaznamim z KH a k zdznamiim pacientti ke
kontrole a je srozuméné s tim, Ze tyto osoby jsou
vazany profesni mlCenlivosti a jako takové
nebudou zvefejniovat zadné osobni ani zdravotni
udaje.

CENTRUM KH vSemi silami usnadni prubéh
auditu nebo kontroly a umozni ZADAVATELI,
SCOPE, jejich jmenovanym zastupcim a/nebo
regulacnim Ofadim pfistup ke vSem potiebnym
zafizenim, informacim a dokumentim.

Jakmile CENTRUM KH obdrzi informaci o
nadchazejici inspekci regulacnich Gfadi, oznami
tuto informaci ZADAVATELI a SCOPE a umozni
ZADAVATELI a SCOPE spolutcast na této
inspekci. Informace zjisténé, ziskané, prozrazené
nebo jinak ziskané z inspekce regulacnimi Grady
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regulatory  authorities will be immediately
communicated by the TRIAL SITE to SPONSOR
and SCOPE.

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 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
inspections is included in the budget as specified in
Appendix 1.

The rights and obligations under this Article shall
remain in effect for fifteen (15) 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
shall expire upon receipt and acceptance by SCOPE
of all data generated by the INVESTIGATOR and
after completion of the Trial.

This Agreement may be terminated by SCOPE upon
written notice. In the event this Agreement is
terminated, SCOPE will be responsible for
compensating the INSTITUTION for actual services
performed 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, 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 and any equipment
provided by SCOPE in connection with the Trial no
later than sixty (60) days after the completion or
early termination of the Trial. TRIAL SITE shall
return to SCOPE or SPONSOR, or destroy or
dispose, any unused Trial Medication according to
SCOPE’s instruction or legal requirements.
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budou CENTREM KH
ZADAVATELI a SCOPE.

okamzit¢ sdéleny

CENTRUM KH piijme bez odkladi vSechna
prislusna opatfeni k napravé pozadované
ZADAVATELEM a/nebo SCOPE, aby byly
vyfeSeny vSechny nedostatky zjisténé v prib&hu
audita ¢i inspekei.

Mezi smluvnimi stranami je vyslovné dohodnuto,
ze SCOPE  nebude  INSTITUCI  ani
ZKOUSEJICIMU kompenzovat néklady spojené s
audity a inspekcemi, a Ze asistence a dostupnost
CENTRA KH v pribéhu auditti a inspekei jsou
zahrnuty v ¢astce uvedené v Priloze ¢.1.

Prava a povinnosti zahrnuté v tomto odstavci
zlstavaji v platnosti po dobu patnacti (15) let po
ukonceni KH.

PODMINKY A UKONCENI SMLOUVY

Tato smlouva vstupuje v platnost datem
posledniho podpisu a vyprsi poté, co SCOPE
obdrzi a pfijme veskerd data ziskana
ZKOUSEJICIM a po ukonéeni KH.

Tato smlouva muze byt ukonéena SCOPE na
zaklade pisemného oznameni. V piipade ukonceni
této smlouvy je SCOPE zodpovédny za
kompenzaci INSTITUCI za aktualni sluzby
CENTRA KH provedené podle této smlouvy v
souladu s podminkami této smlouvy a za uhrazeni
odiivodnénych nezrusitelnych vydaji vzniklych
pfed oznamenim ukonceni, pokud byly tyto
naklady nutné podle protokolu a zminény v Ptiloze
¢. 1, s vyhradou povinnosti CENTRA KH a
spolupracovnikd zmirnit vesSkerou ztratu. Veskeré
ptipadné pieplatky na odmén& budou INSTITUCT
vraceny SCOPE. CENTRUM KH musi
poskytnout SCOPE veskerou dokumentaci
pozadovanou Protokolem a platnymi zakony a
nafizenimi a veskeré vybaveni poskytnuté SCOPE
v souvislosti s KH nejpozd¢ji Sedesat (60) dni po
dokonceni nebo piedéasném ukonceni KH.
CENTRUM KH vrati  SCOPE  nebo
ZADAVATELIL nebo =zni¢i nebo zlikviduje,
veskerou nepouzitou 1écbu KH podle instrukci
SCOPE nebo jak vyzaduji ptislusné zakony.
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Where this Agreement is terminated by SCOPE due
to substantial violations of contractual or statutory
obligations by the TRIAL SITE, TRIAL SITE shall
not be entitled to claim any compensation hereunder.

If this Agreement is terminated prematurely, the
TRIAL SITE shall use its best endeavours to
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 or arose from facts and
circumstances in existence prior thereto.

The terms and conditions of Sections 4, 6, 12, 13, 14,
15, 16 and any other provisions of this Agreement
that by their terms 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
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.

Since 1.7.2017, the Agreement becomes effective
not earlier than the date of publication in the
Agreement register.

DEBARMENT AND SENTENCING FOR
MALPRACTICE

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
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Je-li tato smlouva ukoncena SCOPE z divodu
podstatného poruSeni smluvnich ¢i zdkonnych
zavazkl ze strany CENTRA KH, CENTRUM KH
nemd podle tohoto zdkona ndrok na jakékoli
odskodnéni.

Je-li tato smlouva ukonCena ptedCasné,
CENTRUM KH vyvine veskeré wusili k
minimalizaci dalSich nékladd, ale ale za podminky
poskytovani dobré 1€kaiské péce pacienttim.

Ukonceni této smlouvy nema vliv na prava a
povinnosti kterékoli smluvni strany zahrnuté v této
smlouvé, které se nahromadily nebo vznikly ze
skute¢nosti a okolnosti v predchozi dobé.

Smluvni podminky ujednané v bodech 4, 6, 12, 13,
14, 15, 16 a veskera dalsi ustanoveni této dohody
podle svych podminek zlstavaji v platnosti i po
vyprsSeni Ci pfi diivéjsim ukonceni platnosti této
smlouvy.

INSTITUCE, ZADAVATEL a SCOPE berou na
veédomi, Ze smlouva bude uvetejnéna v souladu se
zak. ¢. 340/2015 Sb., o registru smluv.
Takovémuto uvetejnéni nepodléhaji ty tidaje, které
tvoti obchodni tajemstvi nékteré ze smluvnich
stran. V piipad¢ klinickych studii se obchodnim
tajemstvim rozumi zejména Protokol, Investigator
Brochure, Pojistna smlouva, Informovany souhlas,
rozvrh jednotlivych navstév uvedeny v platebnich
tabulkach, pocet zafazenych subjektii a o¢ekavana
délka trvani studie, oznaCeni hodnoceného
1é¢ivého ptipravku, podpisy. Dale nebudou
takovémuto uvefejnéni podléhat osobni Udaje
fyzickych osob, ledaze jsou jiz zvetejnény v jiném
vetejné piistupném registru.

Za uvetejnéni smlouvy dle pfedchoziho odstavce
odpovida INSTITUCE.

Od 1.7.2017 nastava ucinnost smlouvy nejdiive
dnem uvefejnénim v registru smluv.

SUSPENDOVANI A TRESTANI

NEDBALOSTI

CENTRUM KH prohlasuje a zaruCuje, ze ani
CENTRUM KH, ani spolupracovnici zapojeni do
provadéni KH nebyli suspendovéni, vylouceni,
diskvalifikovani, ani jim nebyla omezena
zpusobilost k vykonavani 1ékarské praxe, ucasti
v KH, nebo k poskytovani sluzeb souvisejicich
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pharmaceutical product under any laws, regulations
or professional code of conduct.

The TRIAL SITE shall immediately notify SCOPE
should it orany 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.

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, except to the extent that same may
be consistent with the performance of those Parties’
obligations in accordance with the terms of this
Agreement.

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 0and Appendix 1.

SPONSOR is an intended third-party beneficiary to
this Agreement, having transferred the SPONSOR's
trial-related functions to SCOPE 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
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s hodnocenymi 1é¢ivy na zékladé pravniho,
kontrolniho nebo profesniho kodexu.

CENTRUM KH neprodlen¢ oznami SCOPE,
pokud by CENTRUM KH nebo nékteré ze
spolupracujicich osob zapojenych do KH byl
vysloven vyse zminény zdkaz Cinnosti, pokud by
byla tato osoba vylouCena, prohlasena
nezpusobilou ¢i byla omezena ve zpusobilosti,
nebo pokud by proti kterékoli z nich bylo zahajeno
fizeni nebo soudni pie, které by mohly vést k
zakazu ¢innosti, vylouceni, prohlaseni
nezpusobilou nebo k omezeni ve zpiisobilosti.

VZTAHY SMLUVNICH STRAN

Veskera Cinnost provadéna CENTREM KH a
spolupracovniky podle této Smlouvy bude
povazovana za cCinnost provedenou nezdvislou
smluvni stranou a nikoli za ¢innost provedenou
zameéstnanci, partnery ¢i zastupci SCOPE nebo
ZADAVATELE. Zadna smluvni strana nebude
mit opravnéni, vyslovné, piredpokladané ani
domn¢lé, zavazovat jiné strany, vyjma do té miry,
ktera muze odpovidat povinnostem téchto stran v
souladu s podminkami této Smlouvy.

KH se provadi nezévisle 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 Priloze €.1.

ZADAVATEL je zamySlenou tfeti smluvni
stranou opravnénou k této dohod¢, ktery prevedl
funkce vztahujici se k KH na SCOPE v souladu s
ICH-GCP. V rozsahu platnych pravnich pfedpist
neni mozné podle této smlouvy propajcit vS§echna
prava ptimo ZADAVATELI tato prava budou
proptj¢ena SCOPE jménem ZADAVATELE.

PODDOHODY A POSTOUPENI
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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 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.

TRIAL SITE will not perform the role of Tissue
establishment institution, including the required
serological examination.

FORCE MAJEURE

If either Party is prevented from fulfilling its
obligations in accordance with the terms of this
Agreement due to force majeure (as defined by
competent law and/or competent court), 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 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.
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CENTRUM KH si podle této dohody nebude
udrzovat zadného subdodavatele (jiného nez
spolupracovniky, jak je zde vyslovné povoleno),
aby vykondaval néktery z jejich zdvazkd, ani nesmi
pfifadit tyto povinnosti zadné tieti strané¢ bez
predchoziho pisemného souhlasu ZADAVATELE
nebo SCOPE. Jakykoli takovy souhlas podle této
smlouvy nezbavuje CENTRUM KH jejich
zavazkl. Jakékoliv zamysSlené postoupeni nebo
delegace bez pisemného souhlasu 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 pievést sva prava a
povinnosti tfeti stran¢ bez souhlasu.

CENTRUM KH nebude vykonavat cinnost
Tkéanového zafizeni vcetné pozadovaného
sérologického vysetfeni.

VYSSi MOC

Pokud je nékteré ze smluvnich stran zabranéno
plnit své povinnosti v souladu s podminkami této
dohody, z diivodu vys$si moci (jak je definovano
prislusnym zakonem a/nebo pfislusnym soudem),
pak tato smluvni strana je zproSténa vykonu v
rozsahu, v kterém je ji branéno, po dobu trvani
zasahujicich okolnosti. Strana, ktera chce pozadat
o ulevy na zaklad¢ uvedenych okolnosti, to ozndmi
druhé strané pisemné bez odkladu na intervenci
nebo ukonceni smlouvy. Strana, které je takto
zabranéno moci plnit své povinnosti, vyvine
veskeré usili k odstranéni nebo k vyhnuti se
prekazce, co nejdiive.

RUZNE

Z4dna shovivavost jedné smluvni strany ke druhé
smluvni strané tykajici se n¢kterého z ustanoveni
této smlouvy nebude pozadovana za zieknuti se
tohoto ustanoveni a neovlivni budouci uplatiiovani
tohoto ani jinych ustanoveni této smlouvy.

Pokud by né&jaké ustanoveni této smlouvy jakkoliv
poruSovalo pfislusné zakony a nafizeni, bude
povaZovano za odd¢litelné a nebude mit vliv na
ostatni ustanoveni této smlouvy, ktera nejsou v
rozporu s zadnym zakonem, ¢i nafizenim, ani na
jejich vymahatelnost.
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This Agreement, including the Protocol and the
Appendices attached hereto, constitutes the full
understanding of the Parties with respect to the
subject matter hereof and a complete and exclusive
statement of the terms of their agreement, and no
terms, conditions, understanding or agreement
purporting to amend, modify, vary or waive the terms
of this Agreement shall be binding unless made in
writing and signed by an authorised representative of
each Party hereto.

This Agreement and any amendment hereto may be
executed in several counterparts (including via PDF
copies), each of which shall be deemed an original
but taken together shall constitute one and the same
instrument. The priority language of this Agreement
will be English.

INSTITUTION and INVESTIGATOR shall be
jointly and severally liable for all obligations
imposed by this Agreement to TRIAL SITE. Unless
otherwise expressly provided herein SCOPE’s
obligations towards TRIAL SITE shall be
understood as obligations towards INSTITUTION or
INVESTIGATOR, and such obligations shall be
redeemed once fulfilled towards INSTITUTION or
INVESTIGATOR.

NOTICES

With the exception of amount paid by SCOPE
pursuant to Section 0 and Appendix 1, or otherwise
expressly stated in this Agreement, all notices
required or permitted to be given 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, or (d) sent by facsimile to the
recipients below. 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 signed by all Parties:
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Tato dohoda, vcetné Protokolu a piiloh,
pfedstavuje  plné  porozuméni jednotlivych
smluvnich stran pfedmétu této smlouvy a

kompletni a vyhradni prohlaseni z hlediska jejich
dohody, Ze podminky, znalosti nebo dohody se
nesmi domnéle dopliovat, upravovat, ménit nebo
od nich upustit v ramci této smlouvy, protoze jsou
zdvazné, pokud nejsou podidny pisemné a
podepsany opravnénym zastupcem kazdé smluvni
strany této smlouvy.

Tato smlouva a jakykoli pozménovaci navrh k této
smlouvé mohou byt vydany v nékolika
provedenich (mimo jiné prostfednictvim PDF
kopii), z nichz vSechny budou povazovany za
original, ale dohromady tvoii jednu a tutéz
smlouvu. Prioritnim jazykem této dohody bude
anglictina.

INSTITUCE a ZKOUSEJICI odpovidaji spoleéné
a nerozdilné za vSechny povinnosti stanovené
touto smlouvou CENTRU KH. Neni-li v této
smlouvé vyslovné uvedeno jinak, zavazky SCOPE
vzhledem k CENTRUM KH je nutno chapat jako
zéavazky vii INSTITUCI nebo ZKOUSEJICIMU
a tyto zavazky se povazuji za vyrovnané, jakmile
budou vyrovnany va¢i INSTITUCI nebo
ZKOUSEJiCIMU.

POZNAMKY

S wvyjimkou vyplacenych ¢astek SCOPE podle
bodu 11 a Ptilohy ¢. 1, nebo neni-li vyslovné
uvedeno jinak v této smlouveé, vSechna
pozadovana oznameni nebo oznameni povolena k
poskytnuti na zakladé této smlouvy musi byt v
pisemné formé€ a musi byt (a) doruceny osobné, (b)
zaslany doporucenou postou, nebo (c) zaslané
prostiednictvim celostatné wuznavané kuryrni
sluzby zarucujici dodani ptisti den, nebo (d)
zaslan¢ faxem nize wuvedenym pfijemctim.
Smluvni strany se dohodly, Ze zmény nize
uvedenych adres pro doruceni oznameni podle této
casti mohou byt uskutecnéné dopisem
podepsanym pfislusSnou smluvni stranou a
nevyzaduj zménu této smlouvy, podepsané vSemi
smluvnimi stranami:
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If to SCOPE/ V pripadé SCOPE:

Its address set out above/ Adresa je uvedena vyse

Fax: [
Attention/ Upozornéni: _

If to the TRIAL SITE/ V pripadé CENTRA KH :

Fax: NN

If to the SPONSOR/ V pripadé ZADAVATELE:

Its address set out above/ Adresa je uvedena vyse

Fax: [
Attention/ Upozorneni- |

24.2  Written notices to TRIAL SITE shall be deemed as

received by INSTITUTION and INVESTIGATOR if
sent in accordance with section 24.1.

GOVERNING LAW AND JURISDICTION

This Agreement shall be governed by the law of the
Czech Republic Prior to taking any legal action, the
parties shall endeavor to settle by amicable
arrangement any disputes arising between them
regarding this Agreement. Should the parties fail to
reach an amicable arrangement, the competent court
shall be the court in location of the defending party.
In the event that a counterclaim is filed, the venue
established under the initial claim shall apply.

In the case of a conflict of language versions, the
Czech version is decisive.

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

Pisemné poznamky urené¢ do CENTRA KH se
povazuji za piijaté INSTITUCI a ZKOUSEJICIM
pokud budou odeslany v souladu s bodem 24.1.

ROZHODNE PRAVO A JURISDIKCE

Tato smlouva se iidi pravnimi ptedpisy Ceské
republiky. Pfed podniknutim jakychkoliv pravnich
krokii se smluvni strany pokusi jakékoliv vzniklé
pfe souvisejici s touto smlouvou dohodnout
mimosoudnim vyrovnadnim. Pokud se nelze
vyhnout soudnimu fizeni, smlouva vylu¢né
podléha pravomoci soudd branici se zemé. V
ptipadé, Ze je podan protinavrh, misto konani bude
podle puvodniho ustanoveni.

V piipad€ rozporu jazykovych verzi je Ceska verze
rozhodujici.

Tato smlouva je vyhotovena ve tfech originalech
s platnosti od data podpisu posledni zicastnéné
strany. NA DUKAZ souhlasu s celym obsahem
smlouvy zde smluvni strany pfipojuji své
vlastnoruc¢ni podpisy.

SCOPE INTERNATIONAL AG
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Name/Jméno: Dr. llka Fiiller

Position/Pozice: Project Manager

Date/Datum:

Signature/Podpis:

THE INSTITUTION/INSTITUCE

MUDr. Roman Mrva

Director\feditel

Date/Datum:

Signature/Podpis:

THE INVESTIGATOR/ZKOUSEJICI
Name/Jméno: MUDr. Simon Kybal

Position/Pozice: Hlavni zkousejici/Principal Investigator

Date/Datum:

Signature/Podpis.
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Appendix No. 1
Conditions of payment:

SCOPE will pay the INSTITUTION the amount of
Bl EUR cxcluded VAT per Subject, treated and
representing a complete documented CRF in
accordance with the Protocol and this Agreement
(i.e. a subject not having missed any visits outlined
in the protocol due to whatever reason).

In case of Subjects recruited but not having
completed the Trial, the amount to be paid will be
calculated according to the fees of the visits actually
performed by this Subject.

No payment will be made for an ineligible Subject
incorrectly enrolled into the Trial or in case the
Subject did not complete the Trial due to negligence,
malpractice, breach of Protocol, wilfully wrong act
or omission on the part of the TRIAL SITE and/or
the Collaborators.

The remuneration claim for the INSTITUTION

arises as follows:

0213TE02.MJH / AAG-G-H-1624

Piiloha €. 1
Podminky platby:

SCOPE zaplati INSTITUCI ¢astku v eurech ve
vysi - EUR bez DPH za pacienta, 1é¢eného a s
odevzdanym kompletné vyplnénym CRF v
souladu s Protokolem a touto smlouvou (tj. Pacient
nevynechal z jakéhokoliv divodu Zadnou navstévu
uvedenou v Protokolu).

V ptipadé zatazenych pacientl, kteti nedokoncili
KH, bude ¢astka k proplaceni vypoctena podle
sazeb za skuteéné¢ provedené navstévy tohoto
pacienta.

Za nevhodného pacienta nespravné zatfazeného do
KH, anebo pokud pacient nedokon¢il ucast v KH z
divodu nedbalosti, zanedbani péce, poruSeni
protokolu, védomého nesprdvného jedndni nebo
opomenuti ze strany CENTRA KH a/nebo
spolupracujicich osob nebude provedena zadna
platba.

Néroky na odménu INSTITUCI vznikaji takto:

Visits/Navstévy Visit fee/Platba za | [Biannually/Pololetné] | Final instalment due
navstévu due instalments during | upon completed

ongoing Trial/ splatky | services/  Konecna
v splatné pribéhu | splatka splatna po
pokracujiciho KH dokonceni sluzeb
70% 30%

Vi || || ]

V2 | I I

V3 ] I I

Z | i |

V5-12 (and | Il | |

unscheduled visits if

applicable/a v

pripade

neplanovanych

navstev)
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Total sum/Celkova -€

Castka

I < | 15

Instalments per visit may be retained as long as
deliverable data resulting from such visit have not
been transcribed into the implemented EDC system.

The remuneration for the INSTITUTION does
include (black crosses INSTITUTION — red crosses
refer to INVESTIGATOR):

* No extra fee will be paid by the SPONSOR for
treatments or interventions that are not required by
the clinical study protocol.

The following additional fees will be paid for the
following performed procedures :

1. Additional services with compensation

T

2. SCOPE shall pay the INSTITUTION for screen
failed patients at visit V2 BEFORE arthroscopy

-€ for visit V2.

For screen failed patients at visit V2 AFTER
arthroscopy SCOPE shall pay the INSTITUTION
the amount listed for V2 in Table 1.

MRIat V1
X-Ray at V1

3. SCOPE shall pay as remuneration for
rehabilitation performed at the TRIAL SITE
according to the Protocol 24 sessions 4 [Jsession.

In case of rehabilitation outside the TRIAL SITE,
the INVESTIGATOR should not exceed the
prescription of more than 24 sessions per patient in
total.

Remuneration for patient rehabilitation shall be
made only upon verification by a CRA of the form
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Splatky za navstévu mohou byt zadrzeny, dokud
nebudou udaje vyplyvajici z dané navstévy
zaneseny do implementovaného systému EDC.

Castky pro INSTITUCI zahrnuji (Serné kiizky
INSTITUCE - Cervené kiizky se tykaji
ZKOUSEJICIHO:

* ZADAVATEL nehradi zadné dal$i castky za
osetfeni nebo zasahy, které nejsou pozadovany
Protokolem.

Nasledujici doplnkové poplatky budou uhrazeny
za nasledujici provedené procedury:

g

2. SCOPE zaplati INSTITUCI za nespravné
zafazené pacienty na navstévé V2 PRED
artroskopii [ € za navstevu v2

1. MRIna V1
RTGna V1

Za nespravné zatrazené pacienty na V2 PO
artroskopii SCOPE zaplati INSTITUCI castku
uvedenou za V2 v Tabulce 1.

3. SCOPE zaplati jako odménu za rehabilitaci
provedenou v CENTRU KH podle
protokolu 24 navstév a -/névétévu.

V pfipad¢ rehabilitace mimo CENTRUM
KH by ZKOUSEJICI nemél piekrogit
pfedepsani celkové vice nez 24 navstév na
pacienta.

Platba za rehabilitaci pacienta bude provedena
pouze po kontrole formulafe "Potvrzeni
fyzioterapie" monitorem. Platba bude splatna 30
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”Confirmation Physiotherapy”. Payment shall be due
till 30 days after receipt of the invoice by SCOPE
provided that it complies with this payment schedule
and the invoicing party provides all invoice and
account data as specified below.

The final instalment per Subject will be due only
after:

= the delivery and review of the final data of the
Trial, provided that they shall be ready for
statistical analysis;

= the completion of all CRFs, including resolution
of all DCFs and after the positive opinion on the
part of SCOPE regarding their filling;

= receipt of all responses to the DCFs from the
Investigator;

= all documents of the Investigator site file (ISF)
have been completed satisfactorily;

= TRIAL SITE has returned all remaining Trial
Medication and applicable trial material, if any.

Instalments shall be due 30 days after receipt of the
invoice by Scope International AG provided that
they comply with this payment schedule and the
invoicing party provides all invoice and account data
as specified below. SCOPE reserves the right to
provide credit notes against payments relating to any
TRIAL SITE’s services under this Agreement, the
payments falling due 30 days after credit notes have
been issued.

If financial claims have not been submitted in writing
within a cut-off period of 6 months as of the (final)
Close-out-visit, they shall lapse and be definitively
excluded, unless their assertion or enforcement
within this period would be considered objectively
impossible or unreasonable.

SCOPE will reimburse subject travel costs of up to
. € per Subject per visit upon receipt and review of
corresponding supporting documentation such as
tickets, bills or car mileage statements (- €/km).
Additional costs may be reimbursed by SCOPE,
subject to previous approval by SPONSOR or
SCOPE, and subject to appropriate documentation.
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dni po obdrzeni faktury SCOPE za pfedpokladu, Ze
je v souladu s timto planem plateb a fakturacni
strana poskytne vSechny udaje o fakturach a
uctech, které jsou uvedeny nize.

Konecna splatka za pacienta bude provedena
pouze po splnéni téchto podminek:

= dodéani a kontrola zdvérecnych udaji KH za
ptedpokladu, Ze budou ptipraveny ke statistické
analyze,

= vyplnéni vSech CRF véetné¢ vyieSeni vsech
DCF a po jejich schvéleni ze strany SCOPE
ohledné jejich vyplnéni,

DCF

= piijeti  vSech od

ZKOUSEJICIHO,

odpovédi na

= vSechny dokumenty v Investigator Site File
(ISF) byly uspokojiveé vyplnény,

= CENTRUM KH vratilo veskeré zbyvajici
lécbé KH a prisluSny materidl KH (pokud
existuje).

Splatky jsou splatné 30 dni po pfijeti faktury
spolecnosti ~ Scope  International AG za
predpokladu, Ze odpovidaji tomuto platebnimu
kalendafi a ze fakturujici strana poskytne vSechny
faktura¢ni udaje a idaje o uctu specifikované dale.
SCOPE si vyhrazuje pravo vydat dobropis za
kteroukoli platbu vztahujici se ke kterékoli sluzbé
CENTRA KH podle této Smlouvy, platby jsou
splatné 30 dni po vydani predmétného dobropisu.

Jestlize nebyly finan¢ni naroky vzneseny pisemné
béhem stanoveného obdobi 6 mésici ode dne
(zavéreéné) uzavirajici navstévy centra, pominou a
budou definitivné vylouceny, pokud by jejich
prosazovani nebo vynucovani b&hem tohoto
obdobi nebylo povazovano za objektivné nemozné
nebo nepiiméiené.

SCOPE vyplati nahradu pacientovych cestovnich
vydaju az do Castky . eur na pacienta za kazdou
navstévu na zakladé dorucené a zkontrolované
odpovidajici podpirné dokumentace, jako jsou
jizdenky, uctenky nebo piehled ujetych kilometrt
(I cur/km). Dalsi naklady mohou byt uhrazeny
SCOPE za ptedpokladu predbézného schvaleni
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Only travel costs of Subjects enrolled in accordance
with the Protocol as part of this Trial are reimbursed.

The payment(s) will be made by bank wire transfer
in Euro. Transfer charges, if any, shall be borne by
the INSTITUTION.

The INSTITUTION provides

the following

0213TE02.MJH / AAG-G-H-1624

ZADAVATELEM nebo SCOPE a za ptedpokladu
predlozeni odpovidajici dokumentace.

Uhrazeny budou pouze cestovni vydaje pacienttl
zatazenych do KH v souladu s Protokolem.

Platby budou provedeny bankovnim pfevodem v
eurech. Poplatky za bankovni pfevod, pokud
vzniknou, ponese INSTITUCE.

INSTITUCE

Pro ucely fakturace poskytne

information for billing purposes:

nasledujici informace:

Complete name and address/ Kompletni jméno/nazev a adresa:

Name of Institution/Nazev instituce: Nemocnice Rudolfa a Stefanie BeneSov, a.s.

Department (if applicable)/Odd¢leni (v pfipad€ potieby):

Street name and number/Nazev ulice a ¢islo: Machova 400

Postcode, City, Country/PSé, mésto, zemé: 25601, Benesov, Ceska republika

Bank references/Bankovni udaje:

Bank [name]/ Banka [nazev]: _

IBAN [number])/ IBAN [¢islo]: [ NEEEEE

BIC [code]/ SWIFT [kod]: [ GGG

in the name of [account holder]/ jménem [drzitel Gctu]: _

Value Added Tax (VAT) obligations

Is the INSTITUTION an entrepreneur according to
the VAT law?

X Yes/Ano
If YES, please enter the VAT-ID No.: CZ27253236
By indication of the VAT-ID No. the Reverse
Charge procedure (according to Council
Directive 2006/112/EC Article 44 in conjunction
with Article 196) will be applied for all services

under this Agreement.

For further information, please contact your tax
consultant or your local VAT authority.

Invoicing procedure: Credit Note and Invoices
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Povinnost uhradit dan z pfidané hodnoty (DPH)

Je INSTITUCE podnikatelem podle zikona o
DPH?

[ ] No/Ne

Pokud ANO, zadejte danové identifikaéni Cislo
platce DPH: CZ27253236

Pii uvedeni DIC platce DPH se pouZije postup
pi‘eneseni danové povinnosti (podle smérnice
Rady 2006/112/ES c¢lanek 44 ve spojeni s
¢lankem 196) pro vSechny sluzby podle této
smlouvy.

Dalsi informace vam poskytne vas danovy
poradce nebo mistné prislu$ny finan¢ni urad

odpovédny za vybér DPH.

Postup fakturace: Dobropisy a faktury
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INSTITUTION agrees, that SCOPE provides credit

notes

[ ]Yes/Ano

If NO, services are invoiced by the INSTITUTION.
INSTITUTION ensures that the invoice contains not
less than the following compulsory information:

supplier’s name, address, VAT-ID No. (if
existent)

Scope’s complete name, address, VAT-ID
No.:

Scope International AG

Konrad-Zuse-Ring 18

68163 Mannheim

VAT-ID No.: DE813022061

date of invoice

consecutive invoice number

type of the supplied services and SCOPE
project code

date or period of supplied services
amount of invoice (in EURO)

VAT should not be charged on the invoice
invoice should include a clear statement,
that the Reverse Charge procedure does

apply

Scope will process payments by bank transfer to the
account data given above or to account data specified
in invoices issued by the INSTITUTION. By the
completion of according transfers SCOPE’s payment
obligations shall be deemed to be fulfilled.
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INSTITUCE souhlasi s tim, aby spole¢nost
SCOPE vydavala dobropisy

X No/Ne

Pokud NE, sluzby bude fakturovat INSTITUCE.
INSTITUCE zarucuje, ze faktura bude obsahovat
vsechny nasledujici povinné udaje:

* ndzev dodavatele, jeho adresa, DIC platce

DPH (je-li piidéleno)

Uplny ndzev spolecnosti Scope, jeho adresa,
DIC plitce DPH:

Scope International AG

Konrad-Zuse-Ring 18

68163 Mannheim, Némecko

DIC: DE813022061

datum fakturace

poradové Cislo faktury

druh poskytnutych sluieb a kod projektu

SCOPE
datum nebo obdobi poskytnutych sluzeb

Castka faktury (v eurech)

Ve faktuie neni uctovina DPH.

Faktura musi obsahovat jasné prohlaseni, Ze
se na ni vitahuje postup pieneseni daiiové
povinnosti

Scope zpracuje platby bankovnim prevodem na
ucet, jehoz udaje jsou uvedeny vyse, nebo na ucet
specifikovany ve faktufe vydané INSTITUCI.
Dokonéenim odpovidajicich pfevodu se finané¢ni
zavazek SCOPE povaZzuje za splnény.
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