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TRIPARTITE (TRIAL SITE - INVESTIGATOR -
CRO) AGREEMENT

This Agreement is made by and between

University Hospital Plzen,

Edvarda Benese 1128/13, 305 99, Plzen
Hereinafter the « INSTITUTION »,

And

XXXXXXXXKXXXXXXXXX
XXXXXXXXXXXX
XXXXXXXXXXXXXXX

Hereinafter the « INVESTIGATOR »,

INSTITUTION and INVESTIGATOR together 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, Develco Pharma Schweiz AG,
Hohenrainstrasse 12D, 4133 Pratteln, Switzerland is
the sponsor (hereinafter the « SPONSOR ») of a
multi-centre clinical trial (hereinafter the « Trial »)
aimed at evaluating Naloxone HCI PR Tablets
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TROJSTRANNA SMLOUVA (CENTRUM
KLINICKEHO HODNOCENi- ZKOUSEJiCi -
CRO)

Tato smlouva se uzavira mezi

Fakultni nemocnice Plzen,

Edvarda Benese 1128/13, 305 99, Plzen
dale jen « INSTITUCE»,

XXXXXXXXXXXXXXXXX
XXXXXXXXXXXX
XXXXXXXXXXXXXXX

dale uvadénym jako « ZKOUSEJICI »,

INSTITUCE a ZKOUSEJICI jsou spoleéné
oznadovani jako « CENTRUM KLINICKEHO
HODNOCENI »,

spole¢nosti SCOPE INTERNATIONAL AG,

Konrad-Zuse-Ring 18, 68163 Mannheim,

Némecko,

zde uvadénou jako « SCOPE ».

INSTITUCE, ZKOUSEJICi a SCOPE jsou dale

jednotlivé uvadéni jako «strana» nebo

spole€né jako « strany ».

TiMTO SE POTVRZUJE, ZE:

Spole¢nost Develco Pharma Schweiz AG,
Hohenrainstrasse 12D, 4133  Pratteln,
Svycarsko je zadavatelem (dale
« ZADAVATEL ») multicentrického klinického
hodnoceni (dale « KH ») zaméfeného na
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(hereinafter the « IMP ») in accordance with the
Protocol:

‘Randomised, double-blind, placebo-controlled,
parallel-group, multi-centre, phase Il trial to
investigate the efficacy, safety and tolerability of
Naloxone HCI PR Tablets in patients with opioid
induced constipation”

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 ~ XXXXXXXXXXX  under  whom’s
responsibility the Trial will be performed.

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

0217DE11.MLS

vyhodnoceni tablet Naloxon HCI PR (dale
« IMP ») v souladu s protokolem:

,Randomizované, dvojité zaslepené, placebem
kontrolované, multicentrické hodnoceni faze Il
v paralelnich skupinach zkoumajici ucinnost,
bezpeclnost a snasenlivost tablet Naloxon HCL
PR podavanych u pacientd se zacpou
vyvolanou opioidy*

a jeho dodatky (dale uvadén jako « Protokol »).

ZADAVATEL poveéfil spole¢nost SCOPE svym
jménem organizaci a fizenim KH jakozto
smluvniho dodavatele, ne svého zastupce.

PRICEMZ CENTRUM KLINICKEHO
HODNOCENI ma zajem se podilet na KH a
zaruCuje se, Ze ma dostateéné opravnéni,
zpUsobilost a zkuSenost s provadénim KH a

rovnéz potiebné zazemi a technické
prostfedky k provedeni KH.
INSTITUCE povéfila odpovédného

zkousejiciho XHXXXKXXXXXX, Y,
odpovédnosti bude KH provedeno.

Pfi zvazeni zavazk(l uvedenych v tomto
dokumentu se strany dohodly, Ze uzaviou tuto
smlouvu (« Smlouva »), jejiz ustanoveni budou
platit v souladu s ustanovenimi Protokolu.

jehoz
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1. 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.

2. TRIAL SITE GENERAL OBLIGATIONS

The Trial shall be performed in:

Name of institution:
Nazev instituce :

0217DE11.MLS

1. PROTOKOL

CENTRUM KLINICKEHO HODNOCENI
zajistuje, Ze bude a zajisti, Ze spolupracovnici
(dle definice v €asti 6.6), budou provadét KH
za pfFisného dodrzovani Protokolu, jehoz vytisk
ZKOUSEUJICI obdrzel a podepsal, a ktery byl
zaslan prislusnému kontrolnimu Gfadu (SUKL)

a nezavislé etické komisi (EK) k
posouzeni/schvaleni a ktery muze byt
pribézné  pozménén. Jakékoli  zmény

Protokolu musi byt oznameny pfislusné EK a
SUKLu v souladu s mistnimi predpisy.
VSechny podminky Protokolu a vSech dalSich
dodatkil k Protokolu jsou uvedeny v tomto
dokumentu a tvofi neoddélitelnou soucast této
smlouvy. V pfipadé jakéhokoli rozporu mezi

touto smlouvou a Protokolem budou
rozhodujici ustanoveni Protokolu.
2. CENTRUM KLINICKEHO
HODNOCENI - VSEOBECNE
PODMINKY

Klinické hodnoceni bude provedeno v:

Fakultni nemocnice Plzeri/ University Hospital Plzen

Department (if applicable):
Oddéleni (v pfipadé
potfeby):

Centrum pro Ié¢bu bolesti / Pain management

Street name and number:

Nazev ulice a &islo: Alej Svobody 80

Postcode, City, Country:
PSC, mésto, zemé:

304 60, Plzen, 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. If and to the extent
computerized systems are used in the course
of or in connection with trial-related activities,
the TRIAL SITE represents and warrants that
all such systems have been sufficiently
validated providing SCOPE with respective
documentation upon request. The TRIAL SITE

2.1

2.2

(umisténi je dale uvadéno jako « centrum
klinického hodnoceni »)

2.1 INSTITUCE prohlasuje a zaruCuje, ze
ZKOUSEUJICI je zaméstnanec, zastupce
nebo smluvni dodavatel INSTITUCE, ktera
poskytla opravnéni ZKOUSEJICIMU, aby

proved! KH.

2.2 CENTRUM KLINICKEHO HODNOCENI
timto prohlasuje a zarucuje, ze je drzitelem
potfebné registrace a nutnych zdroju, pokud
jde o &as, odpovidajici personal a vybaveni,
k provedeni KH. Jestlize se béhem KH
nebo ve spojitosti s nim budou pouzivat
pocitaCové systémy, CENTRUM
KLINICKEHO HODNOCENI rugi za to, Ze
vSechny takové systémy byly dostatecné
validovany a Ze na vyzadani poskytne
spolecnosti SCOPE pfislusnou
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2.3

24

25

2.6

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.

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

2.3

2.4

2.5

2.6
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dokumentaci. CENTRUM  KLINICKEHO
HODNOCENI bude neprodleng informovat
spoleCnost SCOPE o v8ech zménach
personalu, vybaveni a klinickych metod,
které by mohly ovlivnit KH. V pfipadé, ze se
ZKOUSEJICI stane neschopnym nebo
neochotnym provadét povinnosti
pozadované touto smlouvou, CENTRUM
KLINICKEHO HODNOCENI bude o této
skute€nosti informovat spole¢nost SCOPE
pisemné do tfi (3) dnd. INSTITUCE vyvine
maximalni shahu, aby jmenovala
nahradniho hlavniho zkouSejiciho, ktery
bude pfijatelny pro spole¢nost SCOPE, a
ZADAVATELE.

CENTRUM KLINICKEHO HODNOCENI
prohlaSuje a zaruCuje, ze, stejné jako
vsichni spolupracovnici, nema %
soucCasnosti uzavienou Zzadnou smlouvu,
ktera by mohla byt v konfliktu s povinnostmi
a zavazky vaci spolec¢nosti SCOPE nebo
ZADAVATELI podle této smlouvy, a dale se
zavazuje nepfijmout takovy zavazek nebo
smlouvu v pribéhu provadéni KH

CENTRUM KLINICKEHO HODNOCENI
timto prohladuje a zaruéuje, Ze obdrzelo
vytisk Informaci pro zkous$ejiciho (« IB ») a
zajisti, aby spolupracujici osoby byly o
hodnoceném léCivém pfipravku a KH pIné
informovany. ZKOUSEJICI dale zaruduje,
Ze si precCetl(a) IB a porozumél(a) ji a ze
vSechny spolupracujici osoby v CENTRU
KLINICKEHO HODNOCENI, které se
zuCastni KH, si preCetly Protokol a
porozumély mu.

Pokud to bude SCOPE nebo ZADAVATEL
pozadovat, ) CENTRUM KLINICKEHO
HODNOCENI zajisti u vSech

spolupracujicich osob pfimo zapojenych do
KH, aby se ucastnily Investigatorskych
meetingu, které mohou byt organizovany ve
prospéch KH. ZKOUSEJICIi zaruduje, ze
bude  navStévovat vSechny  takové
investigatorské meetingy. Jestlize je od
INSTITUCE pozadovano, aby schvalila
uCast spolupracujicich osob na takovych
poradach, toto schvaleni nebude odmitnuto
ani zdrzovano neoduvodnéné.

CENTRUM KLINICKEHO HODNOCENI
prohlasuje a =zaruCuje, ze jeho vedouci
pracovnici, feditelé, zaméstnanci a zastupci
nezaplatili a nezaplati, nenabidnou nebo
neslibi uhradu pfimo nebo nepfimo, zadné
penize ani nic cenného zadnému vladnimu
pracovnikovi ani zaméstnanci ani zadné
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2.7

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 such other
individuals as it may deem appropriate as sub-
investigators to assist the INVESTIGATOR in
the conduct of the Trial at the Investigational
Site in accordance with the Protocol. The
TRIAL SITE shall keep SCOPE 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.

3. COMMENCEMENT OF TRIAL

3.1

3.2

3.3

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.

SCOPE shall provide the TRIAL SITE with all
documentation required for submission to the
ethics committee(s) governing the TRIAL
SITE. TRIAL SITE shall ensure it has obtained
the written approval from such ethics
committee prior to commencement of the Trial
and shall provide SCOPE with the ethics
committee’s letter of approval and a list of all
ethics committee meeting attendees. 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

0217DE11.MLS

politické strané ani kandidatovi na politickou
funkci s cilem ovlivnit jakékoli jednani nebo
rozhodovani takového pracovnika,
zameéstnance nebo kandidata za ucelem
ziskat nebo si udrzet obchodni €innost nebo
pfimé obchodovani s kteroukoli osobou («

Zakazana platba»).  CENTRUM
KLINICKEHO HODNOCENI je povinno
ohlasit jakékoli poruSeni této zaruky

neprodlené spolec¢nosti SCOPE a zavazuje
se fadné zodpovédét vSechny otazky
vztahujici se k potencialnimu poruSeni, a
zpfistupnit odpovidajici zaznamy dostupné
spole€nosti SCOPE a/nebo ZADAVATELI
na vyzadani.

CENTRUM KLINICKEHO
HODNOCENI mGze jmenovat takové dalsi
osoby, které bude povazZovat za
odpovidajici, jako spoluzkouSejici, aby
pomohli ZKOUSEJICIMU v realizaci KH v
centru klinického hodnoceni v souladu s
Protokolem. CENTRUM  KLINICKEHO
HODNOCENI bude priib&zné informovat
spole¢nost SCOPE vzdy o vSech takto
jmenovanych spoluzkousejicich a poskytne
spole¢nosti SCOPE aktualizovany seznam
spoluzkousejicich. ZKOUSEJICi odpovida
za vedeni takového tymu
spoluzkousejicich, ktefi budou ve v3ech
ohledech vazani stejnymi povinnostmi jako
ZKOUSEJICI.

3. ZAHAJENI KLINICKEHO HODNOCENI

3.1 SCOPE nebo ZADAVATEL mohou
predlozit potiebné zadosti nebo oznameni
regulanim organim v souladu s mistnimi
zakony. KH nesmi byt zahajeno, dokud

2.7

nebude CENTRUM KLINICKEHO
HODNOCENI pisemné informovano
spole€nosti SCOPE, Zze Kontrolni ufad

(SUKL) vydal sv(ij souhlas.
3.2 SCOPE poskytne CENTRU KLINICKEHO

HODNOCEN|  veskerou potfebnou
dokumentaci nutnou k  pFedlozeni
pfislusné etické komisi. CENTRUM
KLINICKEHO HODNOCENI musi pred

zahajenim KH ziskat pisemny souhlas
takové etické komise a poskytne
spole¢nosti SCOPE schvalovaci dopis
etické komise a seznam v8ech ucastniku
jednani  etické komise. CENTRUM
KLINICKEHO HODNOCENI zaruduje, Ze
vSechny podminky schvaleni stanovené
etickou komisi budou dodrzeny.

3.3 CENTRUM KLINICKEHO HODNOCENI
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committee with any reports/updates it requires
and shall provide SCOPE with copies of such
documents.

4. COMPLIANCE

4.1

4.2

4.3

4.4

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

- (i) the Protocol

- (i) 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.

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).
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poskytne  etické  komisi  veSkerou
dokumentaci, kterou tato  komise
vyzaduje, a spoleCnosti SCOPE preda
kopie téchto dokumentu.

4. SOUHLAS S PREDPISY

4.1 CENTRUM KLINICKEHO HODNOCEN!I se
zavazuje a zajisti, aby se spolupracujici
osoby zavazaly, ze KH bude provedeno
v pfisné shodé s témito podklady:

(i) Protokolem,

(i) podminkami této smlouvy,

- (iii) vSemi platnymi mezinarodnimi,
narodnimi, federalnimi, statnimi,
provincialnimi nebo mistnimi zakony,

pfedpisy, pravidly nebo nafizenimi, které
se vztahuji na KH, sluzby a tuto
Smlouvu, v platném znéni, pfilezitostné
aktualizované a nahrazené, vdéetné,
nikoliv vSak vylu¢né s Pokyny Spravné
klinické praxe Mezinarodni konference o
harmonizaci (dale « ICH — GCP » a
vCetné zasad stanovenych organizaci
World Medical Assembly v aktualni verzi
Helsinské deklarace, neni-li v Protokolu
stanoveno jinak, a

- (iv) konkrétnimi postupy poskytnutymi

spole¢nosti SCOPE nebo

ZADAVATELEM, které se vztahuji na
realizaci KH.

4.2 CENTRUM KLINICKEHO

HODNOCENI zajisti, aby vSechny postupy

definované v Protokolu byly respektovany
tak, aby vS8echny udaje shromazdéné
spolupracujicimi  osobami v  centru
klinického hodnoceni byly spolehlivé a
spravné zpracované, a aby zajistily, aby

obsah zaznamu subjektu hodnoceni
(CRF) prfesné odpovidal zdrojovym
dokumentdm.

CENTRUM KLINICKEHO HODNOCENI
zajisti, aby byly respektovany vSechny
platné protikorupéni zakony a nafizeni,
kodexy, smérnice a vSechny mistni
zavedené zasady vztahujici se ke
stejnému predmétu.

4.3

4.4 V pfipadé opakovaného nedodrzeni

postupu specifickych pro KH, jak jsou

uvedeny v bodech 4.1 az 4.3, si
spoleCnost SCOPE vyhrazuje pravo
uplatnit  pfislusna opatfeni  (vCetné
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5. SUPPLIES
5.1 SCOPE shall provide directly or indirectly the 5.1 SCOPE doda pfimo nebo nepfimo

other
the

TRIAL SITE with all necessary information,
documents and materials, including but not
limited to:

the Investigator Brochure
the Protocol
the CRF

the Investigational Medicinal Product and any
medication needed for the proper conduct of
trial (hereafter « Trial Medication »)

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

5.2

5.3

54

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 by SCOPE on request.

0217DE11.MLS

ukonceni této smlouvy).
5. DODAVKY MATERIALU

CENTRU KLINICKEHO HODNOCENI
vSechny potfebné informace, dokumenty
a materialy, vCetné nikoli vyhradné:

= B,
=  Protokolu,
= CREF,

= |IMP a dalSich IéCivych pfipravku
nutnych ke spravnému provedeni KH
(dale « hodnoceny pfipravek »)
vyrobenych v souladu s pfisluSnymi
pfedpisy a/nebo zasadami Spravné
vyrobni praxe « GMP », vhodné
zabalenych a oznatenych a v
dostateéném mnozstvi k provedeni KH.
Pro ucely tohoto hodnoceni znamena
«hodnoceny |éCivy pfipravek» nebo
«IMP» farmaceutickou podobu aktivni
slozky nebo placebo, které budou
testovany nebo pouZity jako referencni
v KH..

5.2 CENTRUM KLINICKEHO HODNOCENI
zarugi, ze ani CENTRUM KLINICKEHO
HODNOCENI ani spolupracujici osoby
nevyslovi zadné neopravnéné prohlaseni
ani zaruky ohledné KH NEBO
hodnoceného pfipravku Zzadné osobé
(v€etné subjektim KH).

5.3 V pfipadé, ze CENTRUM KLINICKEHO
HODNOCENI bude vybaveno potfebnym
vybavenim nutnym k provedeni postupl
souvisejicich s KH, pfedmétné vybaveni

bude poskytnuto ZADAVATELEM,
spole€nosti  SCOPE  nebo  jinym
dodavatelem vyhradné za uCelem

provedeni KH a toto vybaveni musi byt
vraceno  ZADAVATELI, spolecnosti
SCOPE nebo jinému dodavateli podle
pokynl spole¢nosti SCOPE. CENTRUM
KLINICKEHO HODNOCEN:I odpovida za

jakoukoli ztratu nebo jiné poskozeni
vybaveni, nezZ odpovidd obecnému
opotrebeni.

CENTRUM KLINICKEHO HODNOCENI
zaruci, Ze technické vybaveni pouZité v
KH bude certifikovano, kalibrovano a
udrzovano podle pokynl vyrobce.
Pfislusna dokumentace musi byt k
dispozici a na vyzadani bude poskytnuta
spolecnosti SCOPE.

5.4

0217/DEV, 3-partite agreement, 1107, Final, 26-SEP-2017_bilingual, English - Czech
Master Template 3-Partite CTA_CZ_General
Version 2.0 FEB 2017

Page 7 of 28



1107

5.5

5.6

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.

6. CONFIDENTIALITY AND RESTRICTED USE
OF INFORMATION AND SUPPLIES

6.1

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 IMP, unpublished data and
reports that SCOPE and/or SPONSOR
consider to be trade secrets, any and all
assets such as, but not limited to, data
information, findings, samples, documents,
know-how, formulas, ideas, patents, patent
applications, inventions, discoveries,
technology, processes, procedures, devices,
products, utility models, copyrights, and
improvements as well as trade secrets,
designs, and any other intellectual property
analogous to the same, whether protectable or
not, and any existing or future 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

0217DE11.MLS

5.5 Hodnoceny pfipravek nebude uvolnén,
dokud spole¢nost SCOPE neobdrzi kopii
pisemného a datovaného
souhlasu/pozitivniho stanoviska EK a
Kontrolniho uradu.

CENTRUM KLINICKEHO
HODNOCENIi bere na védomi, ze
ZADAVATEL ma v pfipadé potfeby
pravo prerusit dodavku hodnoceného
pfipravku nebo vybaveni, zejména v
nasledujicich pfipadech:

5.6

= ukon&eni KH obecné na celém svété
nebo v Ceské Republice nebo na
uritém  pracovisti  (na  zakladé
rozhodnuti pfislusného ufadu nebo na
zakladé vlastniho nezavislého
rozhodnuti ZADAVATELE),

» zastaveni/pferuseni dodavek
hodnoceného pfipravku nebo vybaveni
v pFipadé zjisténi vady pfislusného
hodnoceného pfipravku nebo vybaveni,
nebo

= prodleva v pfipadé potizi ve vyrobé
nebo prepravé hodnoceného pfipravku
nebo vybaveni.

6. DUVERNOST A OMEZENE POUZITI

INFORMACi A SPOTREBNIHO
MATERIALU

6.1 VSechny informace odhalené nebo
poskytnuté spole¢nosti SCOPE nebo

ZADAVATELEM nebo ziskané v prabéhu
KH, v€etné nikoli viak vyluéné Protokolu,
IB a CRF, vysledku ziskanych v pribéhu
KH, finanénich podminek ve smlouvé, dat
a zprav tykajicich se 1é¢by IMP,
nepublikovanych dat a zprav, které
SCOPE nebo ZADAVATEL povazuji za
obchodni tajemstvi, jakakoli a vSechna
aktiva, zejména nikoli vSak vyluéné
informace o datech, nalezy, vzorky,
dokumenty, know-how, vzorce, mySlenky,
napady, patenty, patentové pfihlasky,
ZlepSeni, objevy, technologie, procesy,
postupy, zarfizeni, produkty, uzitné vzory,
autorska prava a zlepSeni, a rovnéz
obchodni tajemstvi, designy a veskeré
dalSi analogické du$evni vlastnictvi, at' s
moznosti ochrany nebo bez ni, a v8echny
stavajici nebo budouci prava na né&, pfimo
Ci nepfimo odvoditelné z KH, pfimo Cci
nepfimo vzniklé v KH anebo v souvislosti
s klinickym hodnocenim (dale uvadéné
jako  « Duvérné informace »)  jsou
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6.2

6.3

6.4

6.5

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 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.

0217DE11.MLS

davérnymi. CENTRUM KLINICKEHO
HODNOCENI se zavazuje nakladat s
témito informacemi jako s divérnymi a

neodhali je zadné jiné strané bez
prfedchoziho pisemného souhlasu
spole¢nosti SCOPE. CENTRUM
KLINICKEHO HODNOCEN!I pouzije

dlvérné informace vyluéné pro ucely KH.

6.2 Kazdy spolupracovnik (jak jsou definovani

dale) bude vazan
zachovani  mic€enlivosti
pouziti. CENTRUM KLINICKEHO
HODNOCENi  bude  spolupracovniky
informovat o duvérné povaze KH a
poskytne jim pouze ty d{ivérné informace,
které jsou nezbytné nutné k provedeni
jejich ukold.

touto  povinnosti
a omezeného

6.3 Davérné informace nezahrnuji informace,

které: (1) jsou v dobé& odhaleni nebo se
pozdéji stanou vefejné dostupnymi a to
nikoli zavindnim CENTRA KLINICKEHO
HODNOCENI, (2) jsou CENTRU
KLINICKEHO HODNOCENI  odhaleny
tieti stranou opravnénou k odhaleni téchto
informaci zplUsobem, ktery nevyzaduje
zachovani davérnosti, (3) jsou CENTRU
KLINICKEHO HODNOCENI znamy pred
odhalenim podle této smlouvy, jak
dokazuji  dfivéjSi pisemné zaznamy
CENTRA KLINICKEHO HODNOCENI,
které nevyzaduji zachovani duvérnosti, (4)
jsou podle dokumentace prokazatelné
vyvinuty ZKOUSEJICIM nebo (jinymi)
pracovniky INSTITUCE, kterym nejsou
znamy Duavérné informace.

6.4 Jestlize bude CENTRUM KLINICKEHO

HODNOCENI  povinno na zakladé
platnych  zakond  odhalit  Duavérné
informace, je opravnéno tak ucinit za
predpokladu, Ze CENTRUM KLINICKEHO
HODNOCENI (1) bude o této skute&nosti
neprodlené informovat spolecnost SCOPE

tak, aby dana spoleCnost nebo
ZADAVATEL mohli ziskat zajisStovaci
pfikaz ¢&i jiné odpovidajici napravné

opatfeni tykajici se jakéhokoli takového
odhaleni, (2) bude pIné spolupracovat se
spole¢nosti SCOPE v jeji snaze o ziskani
takového zajiStovaciho pfikazu Ci jiného
napravného opatieni, a (3) odhali, pokud

bude odhaleni nezbytné, pouze
informace, jejichz odhaleni  zakon
vyZaduje.

The TRIAL SITE and the Collaborators shall 6.5 CENTRUM KLINICKEHO HODNOCENI a

use the information, documents, trial supplies

spolupracovnici vyuziji informace,
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6.6

6.7

7.

7.1

7.2

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 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.

0217DE11.MLS

dokumenty, spotiebni material KH a
hodnoceny pfipravek dodané spolecnosti
SCOPE nebo ZADAVATELEM vyluéné k
uéelilm KH nebo ke splnéni svych
povinnosti  stanovenych pfedpisy, s
vylou€enim jakéhokoli pouziti ke svému
vlastnimu prospéchu nebo prospéchu jiné
strany. CENTRUM KLINICKEHO
HODNOCENI a spolupracujici osoby jsou
povinny ukladat hodnoceny pfipravek na
bezpe€ném misté v souladu se vSemi
specifickymi pokyny ke skladovani, které

vyda spole¢nost SCOPE nebo
ZADAVATEL. CENTRUM KLINICKEHO
HODNOCENI bude jako souclast

dokumentace KH udrzovat zdznamy o
pfijeti a vydeji veSkerého hodnoceného
pfipravku.

6.6 Pro ucely této smlouvy jsou « spolupracujici
osoby» vSechny osoby, které zasahuji do
KH, zejména spolec€nici, zkouSejici,
spoluzkousejici,  biologové, lékarnici,
asistenti a zdravotni sestry. INSTITUCE
zavaze spolupracujici osoby k
povinnostem alespofi tak pfisnym, jako
jsou povinnosti uvedené v této smlouvé.
Proto pokud kterakoli ze spolupracujicich
osob nesplni kteroukoli z povinnosti
uvedenych v této smlouvé, ponese
odpovédnost INSTITUCE.

6.7 Podminky téchto povinnosti davérnosti a
omezeného pouziti zde uvedené jsou
platné po dobu platnosti této smlouvy a
zustanou platné pod dobu 15 (patnacti) let
po datu jejiho ukonceni, at ukoncenim
platnosti nebo prfed€asnym ukon&enim.

NAKLADANi S  HODNOCENYM
PRIPRAVKEM A VYBAVENIM

7.1 CENTRUM KLINICKEHO HODNOCEN!I se
zavazuje zajistit, Ze hodnoceny pFipravek
bude ulozen oddélené od ostatnich
léCivych pfipravkl, a jeho kontrola,
uchovavani a vydej budou provadény
vyhradné v souladu s Protokolem,
specifickymi  instrukcemi  spole¢nosti
SCOPE a ZADAVATELE a také v souladu
S obecné platnymi, pravné zavaznymi
predpisy specifikovanymi vySe v ¢asti 4.

7.2 CENTRUM KLINICKEHO HODNOCEN!I se
zavazuje pouzivat hodnoceny pfipravek
vyhradné k ucelim KH a vratit veSkery
nevyuzity klinicky spotfebni material nebo
jiny material poskytnuty ZADAVATELEM
nebo spole¢nosti SCOPE podle Protokolu

7.
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nebo pokynu.

7.3 Without prejudice to Sections 5.2 or 5.5 of this 7.3 Aniz jsou dotéeny odstavce 5.2 nebo 5.5

7.4

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.

PHARMACY

SPONSOR is obliged to perform the initiation
visit in the presence of an authorized
pharmacist in relevant pharmacy of the FH
Plzefi before the Trial will be started at the
TRIAL SITE. SPONSOR acknowledges that trial
medication shipments will not be accepted by the
TRIAL SITE before the initiation visit. SPONSOR
commits to deliver properly labelled IMP
shipments in working days from 8:00 to 13:00
and only after foregoing confirmation by the
authorized pharmacist. SPONSOR commits to
pay for the pharmacy services according to
Appendix no.2. The payments are based on
conclusive evidence of individual tasks
performed that are led by the authorized
pharmacist. The scope of requested services is
detailed in Appendix 2 based on units. Payments
for pharmacy services should be separated from
other payments in the TRIAL. SPONSOR
commits to collect all unused trial medication
after the end of TRIAL at own expenses. The
TRIAL SITE does not provide neither IMP
disposal nor administration connected but has to
perform the return shipment according to
SCOPE's or SPONSOR'’s instructions.
SPONSOR is obliged to fulfil all the conditions
mentioned above even in the case that a
different delegate is authorized to communicate
with the authorized pharmacist or to carry out
some parts of the Trial (shipments, monitoring,
etc.).

SPONSOR provides the shipments to a specific
address according the localization of the
Investigational Site with the name of authorized
pharmacist inscribed on the shipment:

Ustavni Iékarna FN Plzefi-Lochotin

alej Svobody 80

304 60 PLZEN, Czech Republic

této smlouvy, CENTRUM KLINICKEHO
HODNOCENI dale povede pisemné
zaznamy o zasobach jakéhokoli klinického
spotfebniho materidlu a vybaveni, které
poskytne ZADAVATEL nebo spole¢nost
SCOPE v souladu s Protokolem nebo

pokyny.

7.4 LEKARNA
Zadavatel je povinen provést iniciacni
navstévu povéfeného farmaceuta
pfislusné lékarny FN Plzen pfed zahajenim
pfislusného klinického hodnoceni.
Zadavatel bere na védomi, ze =zasilka
hodnocenych léCiv nebude pred

provedenim iniciaCni navstévy povéfenym
farmaceutem prevzata. Zadavatel se
zavazuje doruCovat fadné oznacené
zasilky hodnocenych lé&ivych pfipravkd v
pracovni dny v dobé od 8:00 do 13:00
hodin a to vyhradné po pfedchozi dohodé
s povéfenym farmaceutem. Zadavatel se
zavazuje uhradit sluzby povéfeného
farmaceuta dle platného Ceniku sluzeb
lékaren FN Plzen pro klinicka hodnoceni
léCivych pfipravku (pfiloha €.2) na zakladé
prikazné evidence jednotlivych
provedenych uUkonl, vedené povéfenym
farmaceutem. Rozsah  pozadovanych
sluzeb definuje zadavatel prostfednictvim
Dotazniku FN Plzen (pfiloha €. 2). Platby
za sluzby lékarny musi byt oddéleny od
ostatnich plateb ve studii. Zadavatel se
zavazuje po ukonc&eni klinického
hodnoceni odebrat nespotfebovana baleni
hodnocenych |éCivych pfipravkd na vlastni
naklady zpét. Lékarna nezajistuje likvidaci
téchto I[éCiv ani administrativu s ni
souvisejici. Zadavatel je povinen zajistit
splnéni vySe uvedenych podminek i v
pfipadé, Zze komunikaci s povéfenym
farmaceutem nebo provadénim Casti
Ukon v ramci Kklinického hodnoceni
(dodavky, monitoring atd.) povéfi jiny
subjekt.

Zadavatel zajisti dodavku na adresu podle
mista centra, kde bude Kklinicka studie
probihat a oznadi ji jménem odpovédného
farmaceuta.

Ustavni lékarna FN Plzen-Lochotin

alej Svobody 80

304 60 PLZEN
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8.

SUBJECT RECRUITMENT
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8. NABOR PACIENTU

8.1  XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX 8.1

8.2

9.
9.1

9.2

) 9.9.9.9.9.9.9.9.9.9.9.9.9.¢.0.9.9.9.90.9.9.9.9.9.9.9.0,0,0.0.¢
) 9.9.9.9.9.9.9.:9.:9.9.0.9.9.9.9.0.9.9.9.9.9.9.9.9.9.9.9,0,0.0.¢
) 9.9.9.9.9.9.9.9.9.9.9.9.9.¢.0.0.9.9.9.9.9.9.9.9.9.9.0,0,0.0.¢
) 9.9.9.9.9.9.9.9.0.9.9.9.9.¢.0.9.9.9.90.9.9.9.9.9.9.9.0,0,0.0.¢
) 9.9.9.9.9.9.9.9.:9.9.0.9.9.9.0.9.9.9.9.9.9.9.9.9.9.9.9.9,.0.04
XXXXXXX XXX XXX XXX XXX XXXXXX The
Trial is planned to be performed during the
period from June 2017 to November 2018,
however this period may be extended 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 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
Subijects 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 4.1 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

) 9.9.9.9.9.9.9.9.9.9.9.9.9.9.9.0.9.9.9.9.9.9.9.0.9.0.0
) 9.9.0.9.0.9.9.9.9.9.9.9.9.9.9.9.0.9.0.0.0.9.0.0.9.0.0¢
1 9.9.9.9.90.9.9.9.9.9.9.9.9.9.9.9.9.9.9.9.9.9.9.9.9.9.94
XXXXXX Realizace KH je naplanovana na
obdobi od ¢ervna 2017 do listopadu 2018,
avSak tato doba se mUlize prodlouzit na
zakladé pisemného upozornéni
doru¢eného (vCetné e-mailem)
spole€nosti SCOPE.

8.2 SCOPE si vyhrazuje pravo omezit nabor
dalSich pacientdl & ho zcela ukongit
zejména v pfipadé, Ze jiz bylo v naboru
dosazeno celkového cilového poctu
pacientd. V takovém pfipadé bude
SCOPE informovat CENTRUM
KLINICKEHO HODNOCENIi, ze ma
ukongit nabor vSech pacient(, ktefi dosud
nepodepsali informovany souhlas.
CENTRUM KLINICKEHO HODNOCENI
po pfijeti zpravy okamzité ukonci dalSi
nabor pacientl. Platby budou provedeny
pouze na zakladé poctu pacientd
zafazenych do data pfijeti zpravy. SCOPE
neponese zadnou odpovédnost a
neprovede zadné platby za pacienty
zarazené po tomto datu.

9. SOUHLAS PACIENTU

9.1 Pfed zafazenim kazdého pacienta do KH
bude CENTRUM KLINICKEHO
HODNOCENI| pacienta nebo pfipadné
jeho zakonného zastupce, plné informovat
v jazyce, kterému bude informovana
osoba rozumét, o vSech pfislusnych
aspektech KH v souladu s normami
specifikovanymi v odstavcich 4.1 az 4.3,
v€éetné odhaleni duavérnych informaci,
zpracovani a pfenosu potfebné zdravotni
dokumentace pacienta a jeho osobnich
udaju ZADAVATELI, spole¢nosti SCOPE,
jejich pobockam, pfislusnym zdravotnim
ufadim a dalSim institucim (i pokud maji
sidlo mimo  Evropsky hospodaFsky
prostor).

9.2 CENTRUM KLINICKEHO HODNOCENI
zajisti, aby vSichni pacienti ucastnici se
KH (i) obdrzeli stejnopis informaci pro

pacienty a (i) vyjadfili pfedem svij
souhlas podepsanim formulare
informovaného souhlasu s osobnim

uvedenim data, aniz by pfitom byli
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after having been duly informed.

10. MONITORING AND REPORTING

10.1 SCOPE shall appoint CRA(s), bound by a 10.1

10.2

10.3

10.4

10.5

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 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 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 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
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nepatficné  ovlivhiovani ¢ nuceni
jakoukoli osobou pfimo zapojenou do
KH, a teprve poté, co byli patficné
informovani.

10. MONITOROVANI A HLASENI

SCOPE jmenuje
pracovnika/pracovniky vazané
povinnosti  profesionalni milcenlivosti,
ktefi budou pracovat se ZKOUSEJiCIM
na zajisténi spravného provedeni KH
(dale nazyvany« CRA »). Jakeékoli
monitorovani provadéné CRA muze byt
provadéno formou, kterou ZADAVATEL
bude povazZovat za pfimérenou.

monitorujiciho

10.2 CRA budou opravnéni navstivit jakékoli
prostory pouzivané INSTITUCI a
spolupracujicimi  osobami a budou
pravidelné informovani o pribéhu KH a
budou shromazdovat vSechny
dokumenty a informace o KH v souladu s
Protokolem a ICH-GCP. CRA bude mit
pfistup ke vSem zaznam(m o pacientech
a v8em informacim tykajicim se KH,
pfipadné K jejich kopiim.

10.3 CENTRUM KLINICKEHO HODNOCENI
bude dokumentovat neprodlené
informovat spoleCnost SCOPE o v8ech
zavaznych nezadoucich pfihodach («
SAE ») nebo jinych pfihodach, jak jsou
definovany v Protokolu, v souladu s
postupy a ¢asovym rozvrhem uvedenymi
v Protokolu.

CENTRUM KLINICKEHO HODNOCENI
se zavazuje, ze poskytne vSechna
obvykld zdrojova data o pacientech
zafazenych do tohoto KH. To znamena
dokumenty, které pokryvaji nasledujici
oblasti: anamnézu, dfive uzivané léky a
lécbu poskytovanou pied zahajenim KH
a dalSi dulezité dokumenty specifické pro
dané KH. Za ziskani dokumentl od
praktického I|ékafe Ci specialisty se
neposkytuje zadna zvlastni odména.

10.5 V pfipadé, Ze spolecnost SCOPE nebo
ZADAVATEL budou oduvodnéné
prfedpokladat, Ze ve vztahu ke KH doslo
ve kterékoli ¢asti k nespravnému jednani,
CENTRUM KLINICKEHO HODNOCENI
poskytne vesSkerou pfiméfenou pomoc v
nasledném vysetfovani, jehoz vysledky
budou sdéleny CENTRU KLINICKEHO
HODNOCEN| s povinnosti dodrzovat
mi¢enlivost. V pfipadé, ze CENTRUM
KLINICKEHO HODNOCENI bude

104
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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.

11. FINANCIAL TERMS AND CONDITIONS

111

11.2

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.

12. 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 »).
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.

13. DATA PROTECTION

13.1

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
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odlvodnéné predpokladat, Zze ve vztahu
ke KH doslo ve kterékoli ¢&asti k
nespravnému jednani, ZADAVATEL
poskytne vesSkerou pfiméfenou pomoc v
jakémkoli vySetfovani, které provede
CENTRUM KLINICKEHO
HODNOCENI nebo které bude provedeno
jeho jménem, vysledky budou sdéleny
ZADAVATELI s povinnosti dodrzovat
mic¢enlivost.

11. FINANCNi PODMINKY

11.1 Jako odménu za fadné splnéni povinnosti
CENTREM KLINICKEHO
HODNOCENI podle  této  smlouvy
odmeéni spole¢nost SCOPE INSTITUCI
finanéné v souladu s platebnimi
podminkami uvedenymi v pfiloze 1 této
smlouvy. Neni-li v pfiloze 1 stanoveno
jinak, bude platba INSTITUCI
pfedstavovat odménu vyménou za
vSechny sluzby provedené podle této
smlouvy INSTITUCI, ZKOUSEJIiCIM a
viemi ostatnimi spolupracujicimi
osobami.

11.2 Kazdy pfijemce plateb bude odpovidat za
danové pfiznani téchto Castek a za
placeni vSech dani a socialnich odvodu z
poplatkd, které podle této dohody obdrzi.

12. UCHOVAVANI ZAZNAMU

CENTRUM KLINICKEHO HODNOCENI bude
uchovavat a chranit pouze jednu (1) kopii
vSech dat vytvofenych v prubéhu KH po
dalSich 15 let nebo po delSi dobu, jak vyzaduji
prislusné platné legislativni  pozadavky
(« obdobi uchovavani »). Po skon&eni obdobi
uchovavani podle pokynl spoleénosti SCOPE
nebo ZADAVATELE pfeda tyto zaznamy
CENTRUM KLINICKEHO
HODNOCENI ZADAVATELI, nebo je bude
dale uchovavat za pfiméfeny pfiplatek, ktery
bude vyjednan, nebo zaznamy zlikviduje a
zaSle ZADAVATELI ddkaz takové likvidace.
Zaznamy o pacientech musi byt uchovavany
podle pozadavkl ICH-GCP, jak jsou
definovany v Protokolu a v souladu s mistni
legislativou.

13. OCHRANA UDAJU

13.1 Smluvni strany jsou povinny dodrZovat
zasady lékarského tajemstvi ve vztahu k
pacientim a =zavazuji se jednat s
osobnimi udaiji pacientq,
ZKOUSEUJICIHO a spolupracujicich osob
v souladu s veSkerymi platnymi zakony a
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13.2

13.3

13.4

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 4.1 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.

14. PUBLICATIONS AND COMMUNICATIONS

14.1

14.2

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

If there is no multi-site publication within
eighteen (18) months after the finalisation of
the clinical study report, the TRIAL SITE shall
have the right to publish its results from the
Trial, subject to the following requirements.
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predpisy na ochranu osobnich udaji v

platném znéni, které mohou byt
prilezitostné aktualizovany nebo
nahrazeny.

13.2 CENTRUM KLINICKEHO HODNOCENI
je povinno zajistit si vyslovny souhlas
vSech pacientll podle odstavce 9 a je
povinno zajistit si v souladu s odstavci
4.1 az 4.3 vyslovny souhlas od vSech
spolupracujicich osob se zfetelem na
zvefejnéni, zpracovani a prenos jejich
osobnich udaju spole¢nosti SCOPE,
ZADAVATELI, jejich partnerdm,
kompetentnim zdravotnickym ufadim a
dals$im institucim, které mohou byt
usidleny v jinych zemich nez v jejich
vlastni zemi a které nemusi mit stejnou
uroven ochrany osobnich udaji jako
jejich vliastni zemé.

13.3 P¥i archivaci nebo zpracovani osobnich
udajil  tykajicich se ZKOUSEJICIHO,
spolupracovnikl nebo pacient podnikne
smluvni strany vSechna pfislusna
opatfeni k zabezpec€eni téchto udajl a
zamezeni pfistupu k nim neopravnénou
tieti stranou.

13.4 CENTRUM KLINICKEHO HODNOCENI
je  povinno neprodlené pisemné
informovat spoleCnost SCOPE (ne
pozdéji nez pét (5) dnli od pfedmétného
data) o jakémkoli poruseni zabezpeceni
dat a zavazuje se spolupracovat se
spole¢nosti SCOPE a ZADAVATELEM v
dobré vife pfi feSeni jakéhokoli problému
pfi zpracovani osobnich udaju.

14. PUBLIKOVANI A KOMUNIKACE

14.1 Toto KH je soucasti studie provadéné na
vice pracovistich a publikovani vysledku
KH provadéného v INSTITUCI nesmi byt
provedeno pfed prvni publikaci vysledkd
z vice pracovist, kterou ucini
ZADAVATEL. Protoze toto KH je
provadéno na vice pracovistich, prvni
zvefejnéni dat musi byt zaloZzeno na
konsolidovanych datech ze v8ech center,
analyzovanych podle Protokolu, nebude-
li jinak dohodnuto pisemné vSemi
hlavnimi zkousSejicimi zapojenymi do KH
a ZADAVATELEM.

Jestlize nebudou zvefejnény Zadné
vysledky za vice pracovist do osmnacti
(18) mésict po dokonc&eni zpravy z KH,
CENTRUM KLINICKEHO HODNOCENI
bude mit pravo zvefejnit své vysledky z

14.2
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14.3

14.4

14.5

14.6

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, (ii) 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 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
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KH pfi splnéni nasledujicich pozadavku.

Pfed odeslanim nebo prezentaci
rukopisu nebo  jinych materiald
souvisejicich s KH vydavateli,
recenzentovi nebo jiné osobé musi

CENTRUM KLINICKEHO HODNOCENI
poskytnout ZADAVATELI kopii vSech
takovych rukopisi a materiall a
ZADAVATEL ma Sedesat (60) dnu od
prijeti takovych rukopisti a materiall, aby
zkontroloval a okomentoval obsah.
ZADAVATEL bude mit pravo odlozit
zverejnéni na dobu az Sesti (6) mésicl a
zadat dpravy jakékoli navrhované
publikace nebo prezentace na zakladé
racionalniho zdGvodnéni, vc€etné nikoli
vSak vyluéné (i) potfeby zaijistit spravnost
prezentace nebo publikace, (ii) potfeby
zajistit, aby nebyly nedopatfenim Sifeny
informace chranéné vlastnickym pravem,
(iii) potfeby umoznit zajiSténi prav
duSevniho vlastnictvi, nebo (iv) umoznit,
aby byly poskytnuty relevantni doplrikové
informace.

14.3 ZADAVATEL ma pravo zvefejnit vysledky
KH kdykoli a uvést spoluautory.

14.4 ZADAVATEL ma pravo predat udaje
vyplyvajici z KH Kk publikaci tfetim

stranam.

CENTRUM KLINICKEHO
HODNOCENI nepouzije nazev
ZADAVATELE ani spole¢nosti SCOPE
ani jména jejich zaméstnancu v
reklamnich Ci propagacnich materialech
Ci publikaci bez pfedchoziho pisemného
souhlasu ZADAVATELE a/nebo
spole¢nosti SCOPE s vyjimkou pfipadu,
kdy je to vyslovné povoleno podminkami

14.5

této  smlouvy. ZADAVATEL  ani
spole¢nost SCOPE nepouziji
jméno/jména zkouSejiciho nebo

spolupracujicich osob v reklamnich Cdi
promoc¢nich materialech €i publikaci bez
jejich predchoziho pisemného souhlasu
s vyjimkou pfipadd, kdy je to vyslovné
povoleno podminkami této smlouvy.

14.6 CENTRUM KLINICKEHO HODNOCENI
bude souhlasit (a zajisti, aby souhlasily
spolupracujici osoby) se svou povinnosti
zverejnit Eastky jim vyplacené podle této
smlouvy a dalSi hodnoty v souladu s
prislusnymi zakony, kodexy a
smérnicemi. Smluvni strany souhlasi (a
zajisti souhlas spolupracujicich osob), ze
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14.7

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.

SCOPE/SPONSOR acknowledges and agrees
that the INSTITUTION will provide this
agreement to the public central database of
contracts in accordance with Czech act n.
340/2015 Coll. of Czech law in a legally set
timely manner.

Confidential information that is regarding the
Trial and that is in compliance with the
definition of business secret according to § 504
of act no. 89/2012 Coll. of Czech law — Civil
Code (e.g. Investigator’s brochure,
remuneration per patient, etc.) will not be
published.

15. PROPERTY RIGHTS

15.1

15.2

15.3

15.4

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 IMP 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

0217DE11.MLS

ZADAVATEL muze zvefejnit takové
Castky a dalSi hodnoty, které budou
poskytnuty za provedeni tohoto KH
(vCetné ucelud porovnani a
transparentnosti) a muaze identifikovat
CENTRUM KLINICKEHO HODNOCENI
a spolupracujici osoby jako soucast
tohoto zvefejnéni, a to v souladu s
prislusnymi zakony, kodexy a
smérnicemi.

14.7 SCOPE/ZADAVATEL bere na védomi a

souhlasi stim, ze INSTITUCE zvefejni
tuto smlouvu dle zakona &. 340/2015 Sb.
v registru smluv v zdkonem stanovené
[haté.
Davérné informace, které se tykaji
klinického hodnoceni a které splnuji
definici obchodniho tajemstvi dle § 504
zakona €. 89/2012 Sb. obCansky zakonik
(napf. brozura zkou$ejiciho, vypocet
finanéni odmény za pacienta apod.)
nebudou v registru zverejnény.

15. VLASTNICKA PRAVA

15.1 V8echny informace, dokumenty, spotfebni
material KH, vybaveni a hodnoceny
pfipravek, poskytnuté spole¢nosti
SCOPE nebo ZADAVATELEM, jsou a
zustanou vyhradnim a  vyluénym
vlastnictvim ZADAVATELE nebo jim
uréené osoby.

15.2 CENTRUM KLINICKEHO HODNOCENI

nebude uvadét a zajisti, aby
spolupracovnici neuvadeéli zadné
divérné informace o IMP v Zzadné
patentové pfihlasce ani v Zadosti o
jakakoli jina prava dusevniho
vlastnictvi.

15.3 Existujici objevy a technologie

ZADAVATELE a CENTRA KLINICKEHO
HODNOCENI| (v&etné existujicich
vynalezi a technologii licencovanych
pfislusné smluvni strané) jsou jejich
samostatnym vlastnictvim a tato smlouva
se na né nevztahuje.

15.4 V8echna prava, naroky a zajmy vztahujici
se k vysledkim, udajim, dokumentim,
objeviim, vynalezim nebo jina prava k
dusSevnimu vlastnictvi, které vzniknou
pfimo &i nepfimo v jakékoli formé z KH a
vSechny  existujici nebo  budouci
materialy vytvofené v souvislosti s KH («
objevy zadavatele ») budou okamzitym a
vyluénym vlastnictvim ZADAVATELE a
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15.6

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 11 and Appendix 1 shall be deemed to
include consideration for such payments by the
INSTITUTION.

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.

16. LIABILITY AND INDEMNIFICATION/
INSURANCE
16.1 SCOPE shall subscribe or instruct SPONSOR

16.2

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

0217DE11.MLS

CENTRA KLINICKEHO HODNOCENI a
spolupracujici osoby postoupi
ZADAVATELI vS8echna takova prava
duSevniho vlastnictvi (v€etné vSech
patentl, autorskych prav, databazi a
vdech Zadosti nebo prav na zadosti o
registraci jakychkoli takovych prav) ke
kazdému objevu zadavatele.
INSTITUCE ponese vyhradni
odpovédnost za vSechny platby splatné
ZKOUSEJICIMU nebo spolupracujicim
osobam podle pfislusného zakona o
pravu k duSevnimu vlastnictvi
pfenesenému na ZADAVATELE v
souladu s touto €asti smlouvy a €astka
uvedena v Casti 11 a v priloze 1 bude

povazovana za Castku obsahujici
odménu uréenou na takové platby
INSTITUCI.

15.5 CENTRUM KLINICKEHO HODNOCENI
se zavazuje neprodlené informovat
spole¢nost SCOPE a ZADAVATELE o
vSech objevech zadavatele, které

vzniknou pfimo nebo nepfimo z KH.

15.6 Na zdlvodnény pozadavek spolecnosti
SCOPE bude CENTRUM KLINICKEHO
HODNOCENI plné&  spolupracovat se
ZADAVATELEM a spole¢nosti SCOPE
na ziskani, udrzovani nebo prosazeni
patentd a dalSich prav k dusevnimu
vlastnictvi k pfedmétnym vysledkdm,
udajom, dokumentim, objevim a
vynalezim jménem ZADAVATELE a na
naklady ZADAVATELE a zajisti stejnou
povinnost také u spolupracujicich osob.

16. ODPOVEDNOST A ODSKODNENi |/
POJISTENI

16.1 Spole¢nost SCOPE zajisti uzavreni
pojistné smlouvy nebo bude instruovat
ZADAVATELE, aby uzavfel pojistnou
smlouvu, ktera bude pokryvat jeho
zavazky plynouci z jakékoli Skody,
kterou utrpi pacienti v disledku své
ucasti v KH, jak vyzaduje pfislusny
zakon, a predlozi CENTRU
KLINICKEHO HODNOCENI potvrzeni

o takovém pojisténi a dalSich
pojisténich, kde jsou podobné
dokumenty vyzadovany narodni
legislativou.

16.2 Pojistka uzaviena spole¢nosti SCOPE
nebo ZADAVATELEM  nezbavuje
CENTRUM KLINICKEHO

HODNOCENI jeho odpovédnosti pfi
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16.3

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:

= 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

0217DE11.MLS

poruseni smluvnich nebo zakonnych
povinnosti v€etné, nikoli vSak vylucné
vzniklych z profesionalniho pochybeni.
Jestlize je CENTRUM KLINICKEHO
HODNOCENI| povinno na zakladé
zakonnych pozadavk( mit uzavienou
pojistku vSeobecné odpovédnosti (bez
ohledu na uc€ast v KH), zaruCuje, ze ji
ma uzavienou a udrzuje takovou
vlastni pojistku obecné odpovédnosti,
ktera zaruCuje doplikové kryti. V

takovém pfipadé je CENTRUM
KLINICKEHO HODNOCENI povinno
na zadost spoleCnosti SCOPE
poskytnout spole¢nosti SCOPE

potvrzeni, Ze existuje takova platna
pojistka, predmétné potvrzeni musi
prokazovat, Ze takova pojistka nebude
zru$ena ani snizena po dobu platnosti
této smlouvy bez  pFfedchoziho
pisemného upozornéni dorueného
spole¢nosti SCOPE nejméné ftficet (30)
dnl pfed takovou zménou.

16.4 Ani spole¢nost SCOPE, ani ZADAVATEL

neponesou zadnou odpovédnost a
CENTRUM KLINICKEHO HODNOCENI
bude chranit, odSkodni a bude kryt
spoleCnost SCOPE, ZADAVATELE a
jejich spolupracovniky pfed veSkerymi
vydaji, naroky, zavazky, ztratami,
Skodami, fizenimi a soudnimi naklady a
vydaji atd., v€etné pfimérfenych poplatk
pravnim zastupcim a dalSich nakladd na
obhajobu, které mohou byt vzneseny proti
spole€nosti SCOPE nebo ZADAVATELI
nebo které jim mohou vzniknout v
souvislosti s témito okolnostmi:

= jakékoli poruSeni prohlaseni nebo
zaruk stanovenych v této smlouvé
CENTREM KLINICKEHO
HODNOCENI nebo spolupracujicimi
osobami,

» jakymkoli opomenutim na strané
CENTRA KLINICKEHO HODNOCENI
nebo spolupracujicich osob, které
provadéji nebo neprovedou fadné
sluzby nebo jiné fadné pinéni svych
povinnosti podle této smlouvy, za které

odpovida CENTRUM KLINICKEHO
HODNOCENI  nebo  spolupracujici
osoby,

= jakakoli neopravnéna prohlaseni nebo
zaruky, vyslovené ze strany CENTRA
KLINICKEHO  HODNOCENi  nebo
spolupracujicich osob ve vztahu ke KH
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= 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).

17. AUDITS AND INSPECTIONS

17.1

17.2

17.3

17.4

17.5

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 these 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 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.

0217DE11.MLS

nebo hodnocenému pfipravku, nebo

= selhani CENTRA KLINICKEHO
HODNOCENI nebo spolupracujicich
osob pfi dodrzovani zakonu, pravidel
nebo predpisti kteréhokoli vladniho
organu nebo jiného ufadu, jeZz se

vztahuji na sluzby (vCetné, nikoli
vyluéné zajisténi informovaného
souhlasu).

17. AUDITY A INSPEKCE

17.1 Aby bylo zajisténo dodrzovani Protokolu,
pravidel Spravné klinické praxe a
platnych regulacnich pozadavkl, povoli
CENTRUM KLINICKEHO HODNOCENI
audity  provedené  ZADAVATELEM
a/nebo spoleénosti SCOPE a inspekce
pfislusnymi kontrolnimi ufady.

17.2 CENTRUM KLINICKEHO HODNOCENI
souhlasi s tim, Ze povoli auditordim nebo
inspektordm pfimy pfistup ke svym
zaznamUm v KH a k zaznam(m pacient(
za ucCelem kontroly, pfiemz se rozumi,
Ze jejich zaméstnanci jsou vazani
profesionalni micenlivosti a neodhali
identitu ani osobni zdravotni udaje zadné
osoby.

17.3 CENTRUM KLINICKEHO HODNOCENI
vynalozi veskeré usili k usnadnéni
provadéni jakéhokoli auditu a inspekce a
umozni  ZADAVATELI, spole¢nosti
SCOPE, jimi povéfenym osobam a véem
kontrolnim dfaddm pfistup ke vSem
potfebnym  zafizenim, Udajum a
dokumentdm.

17.4 Jakmile bude CENTRUM KLINICKEHO
HODNOCENI upozornéno na budouci
inspekci  pfislusnymi  dfady, bude
informovat ZADAVATELE a spolecnost

SCOPE a povoli ZADAVATELI a
spole¢nosti SCOPE ucast na této
inspekci. Informace pfijaté, ziskané,

zverejnéné nebo jinak vzniklé z inspekce
kontrolnimi ufady budou CENTREM
KLINICKEHO HODNOCENI| okamzité
predany ZADAVATELI a spolecnosti
SCOPE.

17.5 CENTRUM KLINICKEHO HODNOCENI
provede pfislusna opatfeni vyZzadovana
ZADAVATELEM a/nebo spoleCnosti
SCOPE, aby byla neprodlené pfijata
napravna opatfeni za ucelem vyfeSeni
vS§ech problému zjisténych pfi auditech ¢i
inspekcich.
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17.6

17.7

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.

18. TERMS AND TERMINATION OF THE
AGREEMENT
18.1 This Agreement is being entered into force on

18.2

18.3

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 wunused Trial Medication
according to SCOPE’s instruction or legal
requirements.

Where this Agreement is terminated by

0217DE11.MLS

17.6 Mezi smluvnimi stranami je vyslovné
dohodnuto, Zze spole¢nost SCOPE
nebude INSTITUCI ani ZKOUSEJICIHO
za audity a inspekce nijak odmérovat a
Zze pomoc a dostupnost CENTRA
KLINICKEHO HODNOCENI pfi auditech
a inspekcich je zahrnuta v ¢&astce
uvedeneé v pfiloze 1.

17.7 Prava a povinnosti podle tohoto ¢lanku
zUstavaji v platnosti po dobu patnacti
(15) let po ukonc&eni tohoto klinického
hodnoceni.

18. PODMINKY A UKONCENI SMLOUVY

18.1 Tato smlouva vstupuje v platnost k datu,
kdy smlouvu podepiSe posledni signatar,
a jeji platnost bude ukonlena, kdyz
spolec¢nost SCOPE obdrzi a akceptuje
v8echna data vytvofena ZKOUSEJICIM,
a po dokonceni KH.

18.2 Tato smlouva muize byt ukoncéena
spolec¢nosti SCOPE pisemnou vypovédi.
V pfipadé, Ze bude tato smlouva
ukonéena, bude spole¢nost SCOPE
odpovédna za odménu INSTITUCE za
sluzby skute¢né provedené podle této
smlouvy  CENTREM KLINICKEHO
HODNOCENI v souladu podminkami v
ni  uvedenymi, a za pfiméfené
nezruditelné vydaje, které vznikly pred
pfedanim vypovédi, pokud byly tyto
vydaje vyzadovany podle Protokolu a

pfedpokladany v  pfiloze 1 za
predpokladu, ze CENTRUM
KLINICKEHO HODNOCENI a
spolupracujici osoby minimalizuji

vSechny ztraty. VSechny prebytecné
penézni prostfedky budou INSTITUCI
vraceny spole¢nosti SCOPE. CENTRUM

KLINICKEHO HODNOCENI poskytne
spolecnosti SCOPE veskerou
dokumentaci a tykajici se KH a

vyzadovanou Protokolem a platnymi
zadkony a nafizenimi a dale vybaveni
poskytnuté spolecnosti SCOPE
nejpozdéji do Sedesati (60) dni po
dokonceni ¢€i pfed€asném ukonceni KH.
CENTRUM KLINICKEHO HODNOCENI
vrati  spolecnosti SCOPE nebo
ZADAVATELI nebo zni¢i ¢i zlikviduje
veSkery nepouZity hodnoceny pfipravek,
a to podle pokynl spole¢nosti SCOPE
nebo pravnich pozadavk.

18.3 Bude-li smlouva ukonfena spole¢nosti
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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.

18.4 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.

18.5 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.

18.6 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.

19. 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
pharmaceutical product under any laws, regulations
or professional code of conduct.

The TRIAL SITE shall immediately notify SCOPE
should it or any Collaborators involved in conducting
the Trial, be so debarred, excluded, disqualified or
restricted, or should a procedure or action be
initiated against any of them that could result in their
being so debarred, excluded, disqualified or
restricted.

20. RELATIONSHIP OF PARTIES

20.1 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

0217DE11.MLS

SCOPE v  dGsledku  zavaznych
poruSenich smluvnich nebo zakonnych
povinnosti CENTREM  KLINICKEHO
HODNOCENI, nebude mit narok na
Zadnou odménu podle této smlouvy.

Bude-li tato smlouva ukondena
pfedéasnd, CENTRUM KLINICKEHO
HODNOCENI vyvine maximalni snahu k
minimalizaci dalSich nakladu, ale za
podminky poskytovani dobré Iékarské
péce pacientliim.

18.4

18.5 Ukonceni této smlouvy nijak neovlivni
prava a povinnosti smluvnich stran podle
této  smlouvy, které vzniknou ze
skutec¢nosti a okolnosti existujicich pfed
uzavienim této smlouvy.

18.6 Podminky uvedené v bodech 4, 6, 12, 13,
14, 15, 16 a vesSkera dalSi ustanoveni této
smlouvy, ktera maji podle svych podminek
zustat v platnosti po ukoncéeni smlouvy,
zUstanou v platnosti po ukonceni Ci
pfedCasném ukonceni této smlouvy.

19. ZAKAZ CINNOSTI A ODSOUZENi zZA
NEDBALOST

CENTRUM KLINICKEHO HODNOCENI
prohladuje a zaruCuje, Ze ani toto pracoviste,
ani  spolupracujici osoby zapojené do
provadéni KH, nemaji podle Zadnych
zakonu, nafizeni &i etického kodexu zakaz
Cinnosti, nejsou vylou€eny, prohlaseny
nezpUsobilymi ¢i omezeny ve zpUsobilosti k
vykonavani zdravotnické €innosti, z ucasti v
klinickych hodnocenich, poskytovani sluzeb v
souvislosti s hodnocenim farmaceutickych
produkt.

CENTRUM  KLINICKEHO = HODNOCENI
neprodlené oznami spolec¢nosti SCOPE,
pokud by nékteré ze spolupracujicich osob
zapojenych do KH byl vysloven zakaz
¢innosti, 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 pfe,
které by mohly vést k zakazu Ccinnosti,
vylou€eni, prohlaseni nezplsobilou nebo k
omezeni ve zpusobilosti.

20. VZTAHY SMLUVNICH STRAN

20.1 Veskera cinnost provadénd CENTREM
KLINICKEHO HODNOCENI a
spolupracujicimi  osobami podle této
smlouvy bude povaZovana za d¢innost
provedenou nezavislou smluvni stranou a
nikoli za €innost provedenou zaméstnanci,
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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.

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

20.3 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.

21. SUBCONTRACTING AND ASSIGNMENT

21.1 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.

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

22. FORCE MAJEURE

22.1 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
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partnery C&i zastupci spole¢nosti SCOPE
nebo ZADAVATELE. Zadna smluvni
strana nebude mit opravnéni, vyslovné,
prfedpokladané ani domnélé, zavazovat
jiné strany, vyjma do té miry, ktera maze
odpovidat povinnostem téchto stran v
souladu s podminkami této smlouvy.

20.2 KH se provadi nezavisle na jakychkoli
obchodnich transakcich a rozhodnutich o
nakupu materialu od ZADAVATELE.
INSTITUCE ani ZKOUSEJICi neobdrzi
Z2adné jiné vyhody za poskytovani svych
sluzeb pro KH, nez je odména dohodnuta
v tomto dokumentu v bodu 11 a v pfiloze
1.

20.3 ZADAVATEL je zamysSlenym pfijemcem
vyhod z této smlouvy, ktery pfeved! funkce
ZADAVATELE souvisejici s KH na
spoleé¢nost SCOPE v souladu s ICH-GCP.
Pokud pfisludné zakony nedovoluji pfevod
kterychkoli prav podle této smlouvy pfimo
na ZADAVATELE, budou pfedmétna
prava propujéena spolec¢nosti SCOPE
jménem ZADAVATELE.

21. SUBDODAVKY A POSTOUPENI

21.1 CENTRUM KLINICKEHO HODNOCENI

nepfenecha vykon Zzadné ze svych
povinnosti podle této smlouvy Zadnému

subdodavateli (s vyjimkou
spolupracujicich 0sob, vyslovné
povolenych  touto  smlouvou) bez
pfedchoziho pisemného souhlasu
ZADAVATELE nebo spole¢nosti SCOPE.
Jakykoli takovy  souhlas nebude

CENTRUM KLINICKEHO HODNOCENI
zbavovat jeho povinnosti uvedenych v
tomto dokumentu. VeSkeré zaméry
postoupit nebo delegovat povinnosti bez
pisemného souhlasu jsou neplatné.

21.2 Spole¢nost SCOPE je opravnéna kdykoli
prevést sva prava a povinnosti podle této
smlouvy na ZADAVATELE a
ZADAVATEL (nebo spole¢nost SCOPE
jednajici jménem ZADAVATELE) ma
pravo postoupit nebo prevést sva prava
a povinnosti podle této smlouvy kterékoli
jiné strané bez dalSiho souhlasu
CENTRA KLINICKEHO HODNOCENI.

22. vYSSi MOC

22.1 Pokud bude kterékoli smluvni strané
branit v pInéni jejich povinnosti v souladu
s podminkami této smlouvy vy3Si moc
(definovana pfislusnymi zakony a/nebo
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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.

23. MISCELLANEOUS

23.1

23.2

23.3

23.4

23.5

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.

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
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pfislusnym soudem), bude tato strana
zprosténa vykonu po tu dobu, po kterou ji
v Cinnosti budou branit vzniklé okolnosti.
Strana, ktera bude chtit zadat o zprosténi
vykonu na zakladé uvedenych okolnosti,
oznami pisemné druhé strané bez
prodleni na vzniklé okolnosti nebo jejich
skon€eni. Strana, které je branéno ve
vykonu jejich povinnosti, vyvine maximaini

snahu o co nejrychlejSi odstranéni
prekazky nebo vyhnuti se ji.
23. RUZNE

23.1 Zadna shovivavost poskytnutd kteroukoli
stranou vztahujici se ke kterékoli podmince
v tomto dokumentu nebude povazovana za
zfeknuti se této podminky Ci za poskozeni
prava pfi pozdéjSim vymahani kterékoli z
podminek uvedenych v tomto dokumentu.

23.2 Pokud by bylo kterékoli z ustanoveni této
smlouvy v rozporu s jakymikoli platnymi
zakony ¢&i nafizenimi, bude takové
ustanoveni povazovano za pravné
oddélitelné a nebude mit vliv na Zadné
jiné ustanoveni této smlouvy, ani nebude
mit vliv na vymahatelnost zbyvajicich
ustanoveni, ktera nejsou v rozporu se
zadnym zakonem Ci nafizenim.

23.3 Tato smlouva véetné Protokolu a pfiloh k
ni pfipojenych predstavuje piné
porozumeéni smluvnich stran s ohledem na
predmét této smlouvy a predstavuje upiny
a vyhradni vyCet podminek dohody
smluvnich stran, Zadné podminky, dohody
nebo shoda mezi smluvnimi stranami, u
nichz bude zamér zménit, upravit nebo
vypustit podminky této smlouvy, nevstoupi
v platnost, dokud nebudou uzavieny
pisemné a podepsany opravnénymi
zastupci v8ech smluvnich stran v této
smlouvé.

23.4 Tato smlouva a jeji zmény mohou byt
uzavieny v jakémkoli poctu stejnopisu
(v€etné kopii souborti PDF), kazda z nich
pfedstavuje  original, ale  vSechny
stejnopisy dohromady predstavuji jeden
shodny nastroj. Prioritnim jazykem této
smlouvy je angli¢tina.

23.5 INSTITUCE a ZKOUSEJICi odpovidaji
spoleCné a nerozding za vSechny
povinnosti stanovené touto smlouvou
CENTRU KLINICKEHO HODNOCENI.
Neni-li v této smlouvé vyslovné uvedeno
jinak, zavazky spole¢nosti SCOPE
vzhledem k CENTRU KLINICKEHO
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obligations shall be redeemed once fulfilled
towards INSTITUTION or INVESTIGATOR.

24. NOTICES

24.1 With the exception of amount paid by SCOPE
pursuant to Section 11 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:

If to SCOPE:

Its address set out above

0217DE11.MLS

HODNOCENI| je nutno chapat jako
zavazky vuci INSTITUCI a
ZKOUSEJICIMU a tyto zavazky se
povazuji za vyrovnané, jakmile budou

vyrovnany  va¢i  INSTITUCI  nebo
ZKOUSEJICIMU.

24. OZNAMENI

24.1 S vyjimkou Castek zaplacenych

spole¢nosti SCOPE podle ¢asti 11 a
prilohy 1, nebo jinak vyslovné
uvedenych v této smlouvé budou
vSechna oznameni, ktera je tfeba nebo
mozno pfedat podle této smiouvy,
uc¢inéna pisemnou formou a budou (a)
doruC¢ena osobng, (b) odeslana
doporucenou postou nebo (c) odeslana
narodné uznavanou kuryrni sluzbou
zarucujici dodavku pristiho dne nebo
(d) odeslana faxem dale uvedenym
prijemcum. Smluvni strany se dohodly,
Zze zmény adres uvedenych dale
urenych k pfijeti oznameni podle této
¢asti smlouvy mohou byt provedeny
dopisem fadné podepsanym pfislusnou
smluvni stranou a nevyzaduji vytvoreni
dodatku této smlouvy podepsaného
v8emi smluvnimi stranami:

Pfi zasilani spole¢nosti SCOPE:

Jeho adresa uvedena nahore

Fax / Fax :

Attention / K rukam: Dr Michael Angstmann

If to the TRIAL SITE:

Its address set out above

E-mail:

Attention / K rukam:

If to the SPONSOR:

Its address set out above

Fax / Fax:

Attention / K rukam: Karin Schmid

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

Pri zasilani CENTRU KLINICKEHO

HODNOCENI:

Jeho adresa uvedena nahore

Pfi zasilani ZADAVATELI:

Jeho adresa uvedena nahore

24.2 Pl’semné oznameni C,ENTRU
KLINICKEHO HODNOCENI se
povazuji za pfijata INSTITUCI a
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Section 24.1.

25. GOVERNING LAW AND JURISDICTION

25.1 This Agreement shall be governed by the law 25.1 Tato smlouva se fidi zakony Ceské

of Czech Republic excluding its conflict-of-law
provisions. Prior to taking any legal action, the
Parties shall endeavour to settle by amicable
arrangement any disputes arising between
them regarding this Agreement. When legal
action cannot be avoided, this Agreement shall
be subject to the exclusive jurisdiction of the
courts in the Czech Republic.

0217DE11.MLS

ZKOUSEJICIM, budou-li odeslana v
souladu s ¢lankem 24.1.

25. ROZHODUJICi PRAVO A JURISDIKCE

republiky s vyjimkou ustanoveni o
konfliktiu zakonu. Dfive nez strany
podniknou jakékoli pravni kroky, pokusi
se o pratelské narovnani vSech spor,
které mezi nimi v souvislosti s touto
smlouvou vznikly. Jestlize se nelze
vyhnout soudnimu projednavani,
podléha tato smlouva vyhradné jurisdikci

soudul v Ceské republice

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.

NA DUKAZ CEHOZ strany uzaviraji tuto
smlouvu, ktera bude jejich jménem fadné
vyhotovena ve dvou stejnopisech, z nichz
kazdy bude povaZovan za original, a to od data
podpisu smlouvy poslednim signatarem.
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SCOPE INTERNATIONAL AG/

spole¢nosti SCOPE
INTERNATIONAL AG,

Dr Michael Angstmann

Name/ Jméno

Project Manager

0217DE11.MLS

THE INSTITUTION / INSTITUCE

Role/Position / Funkce

Name / Jméno

Date / Datum

Role/Position / Funkce

Signature / Podpis

THE INVESTIGATOR / ZKOUSEJICI

XXXXXXXXXXXXX

Date / Datum

Name / Jméno

XXXXXXXKXXXKXXXXX

Role/Position / Funkce

Date / Datum

Signature / Podpis

Signature / Podpis
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Appendix No. 1

0217DE11.MLS

Pfiloha €. 1

1,9,9,0,90,0,9.9,9,0,0,9,0.9.9.9,9,9,9,0,9.9,0.9,.9,9,0,9.9.9.0,.0,0,:0,0.0.0.0.0,9,0,9,.9.9.0,9,9,0,9,:0.9.0,0,0,0,:0,0.9.0.0,9,9,0,0,0.0.9,0,0,0,0,04
1,9,9,0,90,0,9.9,0,0,0,9,0.9.9.9,9,9,9,0,9.9.0.9,.9,9,0,9.9.9.0,.0,0,:0,0.0.0.9.0,9,0,9.9.9.0,9,.9,0,9,:0.9.90,0,0,0,:0,9.9.0.0,9,9,0,0,9.0.9,0,0,0,0,04
1 0.0.0.0.0.0.00.0.00.0.0000000000000000000000000000000000000009000000090090900000090004

Appendix no. 2 Priloha ¢. 2

XXXXXXXXXXXXXXX XXXXXXXXXXXXXXX XXXXXXXXXXXXXXX
XXXXXXXXXXXXXXX XXXXXX XXX XXXXXX XXXXXXXXKXXXXXXX
XXXXXXXXKXXXXXXX XXXXXX XXX XXXXXX XXXXXXXXXXXXXXX
XXXXXXXXXXXXXXX XXXXXXXXXXXXXXX XXXXXXXXXXXXXXX
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