CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement”), which

shall become effective as of its publication in the
Register of Contracts (“Effective Date™), is by and
between:

Corteria Pharmaceuticals with its principal
place of business at 128 rue la Boétie,
75008 Paris, France
(“Sponsor”),

Nemocnice Slany, with its principal place of business
at Politickych vézni 576, 274 01 Slany, Czech
Republic (“Institution”)

and

Mat¢j Falc, MD
(“Principal Investigator”),

each a “Party” and collectively “the Parties”.

Whereas

A. Sponsor desires Institution and Principal

Investigator to conduct ical research
study (the “Study”) of (“Study

Drug”) under the Sponsor

“Protocol”);

B. Sponsor has authorized Worldwide Clinical
Trials, d.o.o., having its registered office at
Ulica Grada Vukovara 284, 10000 Zagreb,
Croatia, ID No: 50856965346
(“Worldwide”), pursuant to a written
agreement to coordinate and/or perform
certain activities as the authorized agent of
Sponsor, including but not limited to,
negotiation and execution of clinical trial
agreements and monitoring of the Study
conduct.

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (déle jen
»omlouva®), jez nabyva ucinnosti k datu zvetejnéni
v Registru smluv (déle jen ,,Datum u¢innosti®),
mezi:

Corteria Pharmaceuticals s hlavnim sidlem na
adrese 128 rue la Boétie, 75008 Patiz, Francie

(dale jen ,,Zadavatel),

Nemocnice Slany s hlavnim sidlem na adrese
Politickych véziii 576, 274 01 Slany, Ceska republika
(déle jen ,,Zdravotnické zafizeni)

a

MUDr. Matgj Falc
(déle jen ,,Hlavni zkouSejici®),

dale jednotlivé oznacovani jako ,,Strana“ a spole¢né
Lotrany*.

Vzhledem k tomu, Ze

A. Zadavatel zad4d Zdravotnické zafizeni
aHlavniho  zkousejiciho, aby provedli

lékaiskou  vyzkumno ii__ (dale jen
»otudie®) ptipravku (dale jen

,Hodnoceny p¥ripravek®) v ramci protokolu

(dale jen ,,Protokol*);

B. Zadavatel na zékladé¢ pisemné smlouvy
povetil spolecnost Worldwide Clinical Trials,
d.o.0., s hlavnim sidlem na adrese Ulica Grada
Vukovara 284, 10 000 Zahieb, Chorvatsko,
ICO spole¢nosti: 50856965346 (dale jen

»spolecnost Worldwide), aby =z pozice
zmocnéného zastupce Zadavatele
koordinovaly a/nebo  podnikaly urcité

¢innosti, jako naptiklad vyjednavani a plnéni
smluv o klinickém hodnoceni a monitorovani
provadéni Studie.

Definitions Definice
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Applicable
Laws

Any applicable international or
local law, statute, rule, code,
regulation, or ordinance that
applies to any Party or to this
Study and Agreement, which
includes the Declaration of
Helsinki, the current Good
Clinical Practice Guidelines,
and rules governing the
collection and processing of
personal data as are in effect
from time to time.

Platné pravni
predpisy

Jakékoli platné mezinarodni
nebo mistni pravni piedpisy,
stanovy, pravidla, kodexy,
nafizeni nebo vyhlasky, které
plati pro kteroukoli ze Stran
nebo pro tuto Studii a Smlouvu,
véetn€ Helsinské deklarace,
aktualni pokyny pro spravnou
klinickou praxi apravidla
upravujici shromazd’ovani
a zpracovani osobnich udaju
Vv platném znéni.

Budget

The total cost for the
completion of the Study as
described in Exhibit C.

Confidential
Information

Any Study Data and results,
CRFs, records, reports, terms of
this  Agreement, or other
information  disclosed  to
Institution, or Principal
Investigator by Sponsor or
Worldwide on behalf of the
Sponsor or generated as a result
of this Study.

Rozpocet

Celkové naklady na dokonceni
Studie, jak je popsano
v Priloze C.

Case Report
Form (CRF)

A printed, optical, or electronic
document designed to record
all the Protocol required
information to be reported to
the Sponsor on each Study
Subject.

Duvérné
informace

Jakdkoli Data ze studie
avysledky Studie, zéznamy
subjektu hodnoceni, zaznamy,
zZpravy, podminky této
Smlouvy nebo jiné informace,
které jsou Zdravotnickému
zafizeni ¢i Hlavnimu
zkousejicimu zveiejnéné
Zadavatelem nebo spoleCnosti
Worldwide nebo vytvofené na
zaklad¢ této Studie.

Equipment

Equipment needed for
performance of the Study at
Study Site and provided by
Sponsor as defined in Study
Instructions (either directly or
through its agents or vendors)
to Institution and Principal
Investigator.

Zaznam
subjektu
hodnoceni
(CRF)

Tistény, digitalni nebo
elektronicky dokument urceny
k zaznamenavani vsech
informaci, které podle
Protokolu musi byt Zadavateli
sdeleny formou Zpravy
0 kazdém Subjektu studie.

Investigational

The Study Drug or Study

Zarizeni

Zatizeni potifebné k provadéni
Studie ve Studijnim centru
a poskytnuté Zadavatelem, jak
je definovano v Pokynech ke
studii  (bud’ pfimo, nebo
prostiednictvim jeho zastupct
nebo dodavatellt),
Zdravotnickému zatizeni
a Hlavnimu zkousejicimu.

Product Device identified above and
where relevant, the control
material(s) as further detailed
in the Protocol.

Essential Documents which individually

Documents and collectively permit

Hodnoceny
ptipravek

Hodnoceny ptipravek nebo
Hodnoceny prostiedek
uvedeny  vySe aV ptipade
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evaluation of the conduct of the
Study and the quality of the
data produced as defined in the
current Guideline for Good
Clinical Practice including but
not limited to copies of the
Protocol, Study Instructions,
Study related correspondence,
and regulatory documentation.

potieby kontrolni materialy, jak
je podrobnéji uvadi Protokol.

Services

The performance of the Study
by Institution and Principal
Investigator (or as delegated to
Study Staff) according to the
Protocol and this Agreement.

Zakladni
dokumenty

Dokumenty, které samostatné
I spole¢né umoziuji hodnoceni
provadéni Studie a hodnoceni
kvality ziskanych udaji, jak je
uvedeno v aktualnich
Pokynech ~ pro  spravnou
Klinickou praxi, mimo jiné
kopie Protokolu, Pokyny ke
studii, korespondence
souvisejici se Studii a zakonné
dokumentace.

Source
Documents

Original Study Subject medical
records and any original
documents, data, and records
owned by the Institution and/or
Principal  Investigator e.g.,
hospital records, clinical and
office charts, laboratory notes,
memoranda, Study Subjects’
diaries or evaluation checklists,
pharmacy dispensing records,
recorded data from automated
instruments, copies or
transcriptions certified after
verification as being accurate

copies, microfiches,
photographic negatives,
microfilm or

magnetic media, x-rays, Study
Subject files, and records kept
at the pharmacy, at the
laboratories, and at medico-
technical departments involved
in the Study.

Sluzby

Provadéni Studie
Zdravotnickym zafizenim
a Hlavnim zkousSejicim (nebo
poveéfenym Persondlem studie)
dle Protokolu a této Smlouvy.

CorteriaPharmaceuticals-xxx-19Dec2024-CR-from-Worldwide-Trprt-CTA-Version 1.3

CZ-xxx-Falc-FINAL-29Apr25

Zdrojove
dokumenty

Ptivodni
Subjektu
puvodni

l¢kaiské  zaznamy
studie  a veskeré
dokumenty, tdaje
a zaznamy vlastnéné
Zdravotnickym zafizenim
a/nebo Hlavnim zkouSejicim,
napf. nemocni¢ni zaznamy,
Klinické a administrativni
diagramy, poznadmky
Z laboratore, memoranda,
deniky nebo kontrolni seznamy
Subjektlh  studie, zaznamy
0 vydavani 1ékl, zaznamenané
Udaje z automatizovanych
nastroji, ovéfené kopie nebo
pfepisy po ovéteni, Ze jsou
vérnou  kopii, = mikrofiSe,
negativy fotografii, mikrofilmy
nebo

magnetickd meédia, rentgenové
snimky, slozky Subjektu studie
a zaznamy vedené v lékarné,
V laboratofich ana Iékarsko-
technickych oddélenich, ktera
jsou zapojena do Studie.
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Study Data

Any data and information
generated by Institution and
Principal Investigator (or the
delegated Study Staff) as a
result of conducting the Study
in accordance with the Protocol
and such data includes, without
limitation, CRFs and all data
reported on the CRF, any data
summaries and any interim
reports and any final report.
Study Data does not include
Source Documents.

Study
Instructions

Any written document, other
than the Protocol that is issued
by Sponsor or its designee
(including Worldwide) that
provides additional information
or instructions on the Study
conduct.

Data ze studie

Veskeré tudaje ainformace
vytvorené Zdravotnickym
zatizenim a Hlavnim
zkousejicim (nebo povéfenym
Personalem  studie)  jako
vysledek provadéni  Studie
v souladu s Protokolem
atakove Udaje mimo jiné
zahrnuji CRF a vSechny udaje,
které obsahuje, souhrny udaji
aveskeré prabézné zpravy
a zavéreCné zpravy. Data ze

Study Site

The location under the control
of the Institution where the
Study takes place:

Nemocnice Slany, Politikcych
vézith 576, Slany 27401,
Czechia

studie neobsahuji  Zdrojové
dokumenty.
Pokyny ke studii | Jakykoli pisemny dokument

odlisSny od Protokolu, ktery
vydava Zadavatel nebo jim
povéiene 0soby (véetné
spole¢nosti Worldwide), ktery
poskytuje dalsi informace nebo
pokyny, jak Studii provadét.

Study Staff

Employees, contractors,
agents, or authorized
representatives of Institution
and/or Principal Investigator
that are involved in the
performance of the Study,
including any Site Management
Organizations appointed by
Institution  and  Principal
Investigator. In the case of
Institution, it includes
Institution  affiliates  and
Principal Investigator.

Studijni centrum

Misto pod kontrolou
Zdravotnického zafizeni, kde
Studie probiha:

Nemocnice Slany, Politikcych

Study Subject

Any subject/patient who has
signed the Study informed
consent form to participate in
the Study.

vézitit 576, Slany 27401,
Czechia
Personal studie | Zaméstnanci, dodavatelé,

zastupci nebo zplnomocnéni
zastupci Zdravotnického
zafizeni a/nebo  Hlavniho
zkousejiciho, ktetfi se podileji
na provadéni Studie, vcetné
veskerych  organizaci  Site
Management jmenovanych
Zdravotnickym zafizenim
a Hlavnim zkousejicim.
V ptipadé Zdravotnického
zafizeni zahrnuje pobocky
Zdravotnického zatizeni
a Hlavniho zkousSejiciho.
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Subjekt studie

Kazdy subjekt/pacient, ktery
podepsal formular
informovaného souhlasu
S Ucasti ve Studii.
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Committee  (“EC”) and/or  Regulatory
Authorities (“RA”) approvals) and Sponsor or
Worldwide on behalf of Sponsor has notified
Principal Investigator in writing that Sponsor
has approved the commencement of the Study
at the Study Site.

1.  Performance of the Study 1.  Provadéni studie

1.1. Institution and Principal Investigator shall 1.1. Zdravotnické zafizeni a Hlavni zkousSejici
conduct the Study and cause any Study Staff to budou provadét Studii apfiméji veskery
act, and conduct the Study in accordance with Persondl studie, aby jednal a provadél Studii
this Agreement, the Protocol (including any vsouladu stouto Smlouvou, Protokolem
subsequent amendments), all Study (vCetné jakychkoli naslednych dodatki),
Instructions, Applicable Law namely Act No. veskerymi Pokyny ke studii, Plathymi pravnimi
378/2007 Coll., on Pharmaceuticals, as ptedpisy, jmenovité zakonem ¢. 378/2007 Sb.
amended and Decree No. 226/2008 Coll. on 0lé¢ivech ve znéni pozd&jSich predpist
good clinical practice and detailed conditions of a vyhlasky ¢. 226/2008 Sh. o spravné klinické
clinical trials on medicinal products, as praxi ablizSich podminkach  klinického
amended and any professional standards hodnoceni 1éCivych pfipravki  ve znéni
applicable to their professional industries as in pozdéjsich predpist, a veSkerymi profesnimi
force at the time of performance of the Study normami platnymi pro pfislusné profesni
(e.g. International Conference on odvétvi ve znéni platném v Case provadéni
Harmonization-Good Clinical Practice) or as Studie (napf. Mezinarodni konference pro
they may be amended or replaced at any time. harmonizaci o spravné Kklinické praxi) nebo

kdykoli, kdy mohou byt zménény nebo
nahrazeny.

1.2. The Protocol is made part of this Agreementand 1.2. Protokol je soucasti této Smlouvy a je v tomto
is incorporated by reference herein. If there is dokumentu za¢lenén formou odkazu. V piipadé
any discrepancy or conflict between the terms jakéhokoli nesouladu nebo rozporu mezi
contained in the Protocol and this Agreement, podminkami obsazenymi v Protokolu
the terms of the Protocol shall govern and a podminkami této Smlouvy se podminky
control with respect to clinical, scientific, and Protokolu pouziji v klinickych, védeckych
medical matters and the terms of the Agreement a lékarskych zalezitostech a podminky
shall govern and control with respect to all other Smlouvy se pouziji na v§echny dalsi zalezitosti,
matters, i.e., legal, regulatory, and financial tj. pravni, regulacéni a finan¢ni.
matters.

1.3. To the extent that it is applicable for the Study 1.3. Zdravotnické zafizeni a Hlavni zkousSejici
participation of the Institution and Principal prohlasuji a zarucuji, ze v rozsahu relevantnim
Investigator,  Institution and  Principal pro jejich ucast ve Studii ziskali a po dobu
Investigator represent and warrant that they platnosti Smlouvy budou udrzovat veskeré
have obtained, and will maintain for the term of nezbytné licence, opravnéni nebo schvaleni
the Agreement, any necessary licenses, pozadované Platnymi pravnimi pfedpisy
authorizations, or approvals required by k provadéni ¢innosti v ramci této Smlouvy.
Applicable Laws for the performance of the
activities under this Agreement.

1.4, The Study shall commence at the Study Site 1.4. Studie bude zahajena na pfislusném Misté
once all approvals required by Applicable Laws provadéni studie, jakmile budou ziskana
are obtained (including but not limited to Ethics veskerd schvéleni pozadovéana Platnymi

pravnimi ptedpisy (mimo jiné¢ Etickou komisi
(dale jen ,,EK*) a/nebo Kontrolnimi urady (dale
jen ,RA*)) aZadavatel nebo spolecnost
Worldwide jménem Zadavatele pisemné
oznami Hlavnimu zkouSejicimu, ze Zadavatel
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1.5.

1.6.

1.7.

1.8.

Institution and Principal Investigator agree that
they will not issue any advertisements for the
enrolment of Study Subjects without the prior
written permission of the Sponsor and approvals
required by Applicable Laws.

Institution and Principal Investigator shall not
enrol any Study Subject concurrently
participating in any other clinical trial, sub-
study, derivative, or ancillary study whether
related to the Study or not (other than those set
forth in the Protocol, if any) without the prior
written approval of Sponsor.

Prior to the Study Subject’s participation in the
Study, Institution and Principal Investigator
shall obtain the informed consent of each Study
Subject, using a form of informed consent pre-
approved in writing by Sponsor, and the
applicable EC and/or RA.

Institution and/or Principal Investigator shall
promptly report to Sponsor and its designee,
Worldwide:

a) any deviation of the Protocol and the facts
supporting such deviation, if, during the
performance of the Services, generally
accepted standards of clinical research and
medical practice relating to the benefit,
well-being and safety of the Study Subjects
require a deviation of the Protocol. The
Institution and Principal Investigator shall
comply with any applicable Protocol
deviation reporting requirements of the EC
and RA and the Protocol deviation
reporting timelines as stipulated in the
Protocol; and

b) any adverse event and serious adverse
events in compliance with the Applicable
Laws and the procedures and timelines
outlined in the Protocol. The Institution and
Principal Investigator will provide any
required follow-ups to the Sponsor and
comply with the reporting requirements of
the EC and RA.

1.5.

1.6.

1.7.

1.8.
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a)  veskeré

b)  veskeré

zahajeni Studie na pfisluSném Misté provadeni
studie schvalil.

Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi stim, Ze nebudou vydavat zadné
reklamy na zafazeni Subjekti studie bez
ptedchoziho pisemného povoleni Zadavatelem
a schvaleni pozadovanych Platnymi pravnimi
predpisy.

Zdravotnické zafizeni a Hlavni zkousSejici
nesmi do Studie bez ptedchoziho pisemného
souhlasu Zadavatele zafadit zadny Subjekt
studie soub&ézné se ucastnici jiného klinického
hodnoceni, podstudie, odvozené nebo pomocné
studie, at’ uz stouto Studii souvisi ¢i nikoli
(jinych nez ptipadné stanovenych v Protokolu).

Pied ucasti Subjektu studie ve Studii musi
Zdravotnické zafizeni a Hlavni zkousSejici ziskat
informovany souhlas kazdého Subjektu studie
S vyuzitim formulafe informovaného souhlasu
pfedem pisemné schvéaleného Zadavatelem
a schvaleného ptislusnou EK a/nebo RA.

Zdravotnické zatizeni nebo Hlavni zkouSejici
musi neprodlené¢ Zadavateli ajim povéefené
osob¢, spolecnosti Worldwide, nahlasit:

odchylky od Protokolu
a skute¢nosti podporujici takovou odchylku
v piipadé, Ze pii provadéni Sluzeb si
obecné pfijimané standardy klinického
vyzkumu alékarské praxe tykajici se
ptinosu, blaha abezpecnosti Subjekti
studie takovou odchylku od Protokolu
vyzaduji. Zdravotnické zafizeni a Hlavni
zkousSejici musi  dodrzovat  vesSkeré
pfislusné pozadavky na hlaSeni odchylek
od Protokolu EK a RA amusi dodrzovat
lhiity pro hlaSeni odchylek od Protokolu
V ném stanovené; a

nezddouci piihody azavazné
nezadouci piithody v souladu s Platnymi
pravnimi pfedpisy a postupy a lhitami
uvedenymi v Protokolu.  Zdravotnicke
zatizeni a Hlavni zkouSejici poskytnou
Zadavateli veskerd pozadovand nésledna
opatfeni a splni poZadavky na hlaseni EK
aRA.
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1.9. Institution and Principal Investigator understand 1.9. Zdravotnické zafizeni a Hlavni zkousSejici berou
and agree that the Study Drug is experimental in na védomi asouhlasi stim, Ze Hodnoceny
nature and that no warranty, either express or ptipravek je ze své povahy experimentalni a ze
implied, is made by Sponsor or any other party Zadavatel nebo jind strana nevydala
regarding the Study Drug or Study results. v souvislosti s Hodnocenym piipravkem nebo

vysledky Studie z&dnou zaruku, at uz
vyslovnou, nebo ptedpokladanou.

1.10. Institution and Principal Investigator confirm 1.10. Zdravotnické zafizeni a Hlavni zkousSejici
that by agreeing to this Agreement, and by potvrzuji, Ze podpisem této  Smlouvy
performing the Services, they are not violating a provadénim Sluzeb neporusuji zadné smluvni
any terms and conditions of any agreement for podminky jakékoli dohody o sluzbach nebo
services or employment with any other zam@stnani s jinou fyzickou nebo pravnickou
individual or entity. osobou.

1.11. Institution and Principal Investigator shall 1.11. Zdravotnické zafizeni a Hlavni zkousejici
ensure that: zajisti, ze:

a) all Study Staff are appropriately qualified a) veskery Personal studie bude nalezité
and trained to perform Study delegated kvalifikovany a vySkoleny k plnéni ukolu,
tasks; ke kterym je povéiuje Studie;

b) appropriate procedures are implemented for b) budou zavedeny  vhodné  postupy
supervision of Study Staff in the v dohliZzeni na Personal studie pii plnéni
performance of Study delegated tasks; and ukold, ke kterym je povéiuje Studie;

c) all Study Staff will fully co-operate and C) za ucelem monitorovani Studie, provadéni
grant access to their facilities, procedures kontrol a inspekci v souladu
and equipment, as applicable, for Study s ¢lankem 5 této Smlouvy bude veskery
monitoring, auditing, and inspection Personal studie pIné¢  spolupracovat
purposes pursuant to Section 5 of this a pripadné¢ poskytne pfistup ke svému
Agreement. vybaveni, postupiim a zafizeni.

1.12. Institution and Principal Investigator shall 1.12. Zdravotnické zafizeni a Hlavni zkousSejici
ensure that all Study Staff are made aware of the zajisti, aby veskery Personal studie byl poucen
obligations in this Agreement and are bound by 0 zavazcich obsazenych v této Smlouvé a byl
such obligations. jimi vazan.

2.  Obligations of the Parties 2.  Zavazky stran

2.1. Institution 2.1. Zdravotnické zarizeni

2.1.1. Institution authorizes the conduct of the

2.1.1. Zdravotnické zatizeni povoluje, aby Studii

Study at Study Site by Principal Investigator. ve Studijnim centru provadél Hlavni
zkousejici.

2.1.2. Institution shall make available adequate 2.1.2. Zdravotnické zafizeni poskytne béhem

facilities, Study Staff, equipment, and any Studie odpovidajici vybaveni, Personal

other resources necessary to perform the

studie, zafizeni a veSkeré dalSi prostfedky

Services on time and in accordance with the nezbytné  kprovadéni  Sluzeb  vcas
Protocol during the Study. When requested avsouladu sProtokolem. Na Zadost
by Sponsor or its designee, Institution, either Zadavatele nebo jim povéfené osoby

directly or through the Principal Investigator,

Zdravotnické zatizeni poskytne bud’ pfimo,
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2.1.3.

2.14.

shall provide valid calibration certification
and proof of any renewals of the certification
of the Institution equipment used for the
conduct of the Study.

Institution shall immediately notify Sponsor
in the event the Principal Investigator ceases
to be employed by or associated with the
Institution or is no longer available to
continue as Principal Investigator. Institution
shall use its best efforts to identify a
replacement acceptable to Sponsor, and if
Sponsor and Institution mutually agree to a
replacement of the Principal Investigator, this
Agreement shall continue in full force and
effect. If Sponsor and Institution cannot
agree  on a replacement  Principal
Investigator, Sponsor may immediately
terminate this Agreement pursuant to Section
17.2.2 (c).

Institution is responsible for the performance
of this Study, by Study Staff.

2.2. Principal Investigator

2.1.3.

2.14.

nebo prostrednictvim Hlavniho zkousejiciho
platné osvédceni o kalibraci a doklad
jakéhokoli obnoveni osvédCeni zatfizeni
Zdravotnického zatizeni, které se pouziva
k provadéni Studie.

V ptipadé, ze Hlavni zkousejici pfestane byt
zameéstnancem Zdravotnického zafizeni,
pfestane s nim mit jakoukoli spojitost nebo
jiz naddle nemlze pokracovat jako Hlavni
zkousejici, Zdravotnické zatizeni musi o této
skutecnosti neprodlen¢ Zadavatele
informovat. Zdravotnické zafizeni vynalozi
veskeré usili, aby stanovilo pro Zadavatele
pfijatelnou nahradu, a pokud se Zadavatel
a Zdravotnické zatizeni vzajemné dohodnou
na nahrazeni Hlavniho zkous$ejiciho, bude
tato Smlouva i nadale platit v plném rozsahu
avplné ucinnosti. Pokud se Zadavatel
a Zdravotnické zafizeni nedohodnou na
nahradé¢ Hlavniho zkouSejicitho, mize
Zadavatel tuto Smlouvu v souladu s ¢lankem
17.2.2 pism. (c) okamzit¢ ukoncit.

Zdravotnické zafizeni odpovida za to, ze tuto
Studii bude provadét Personal studie.

2.2. Hlavni zkouSejici

2.2.1. The Principal Investigator is responsible for 2.2.1. Hlavni zkousejici odpovida za vedeni Studie
the Study conduct and direct supervision and aza ptimy dohled aprovadéni Studie
performance of the Study by the Study Staff. Personalem studie.

2.2.2. The Principal Investigator shall review and 2.2.2.Pted provedenim jakychkoli Sluzeb na

sign the Protocol prior to performing any
Services under this Agreement. In addition,
Principal Investigator shall submit to
Sponsor or Worldwide on behalf of Sponsor,
prior to the commencement of the Study or
regularly during the Study, any applicable
Essential Documents required by Sponsor
through  Study Instructions.  Principal
Investigator or delegated Study Staff shall
promptly respond to any request for the
Study related documents to enable Sponsor to
perform its regulatory obligations. Such

zakladé této Smlouvy musi Hlavni zkousSejici
zkontrolovat a podepsat Protokol. Kromé
toho Hlavni zkouSejici Zadavateli nebo
spolecnosti Worldwide jménem Zadavatele
pfed zahajenim Studie nebo pravidelné
béhem Studie bude piedkladat veskeré
pfislusné  Zakladni  dokumenty, které
Zadavatel pozaduje vramci Pokynil ke
studii. Hlavni zkouSejici nebo povéfeny
Personal studie neprodlené odpovi na kazdou
zadost o dokumenty souvisejici se Studii,
aby Zadavatel mohl pinit své zakonné

Study related documents include, without povinnosti. Mezi takové dokumenty
limitation, Protocol signature page, financial souvisejici se Studii patéi mimo jiné stranka
disclosure forms, and current curriculum Protokolu s podpisem, formulafe pro
vitae of the Principal Investigator and Study zvefejiiovani finanénich 1udaja a aktuélni
Staff. Specifically, Principal Investigator Zivotopisy Hlavniho zkousejiciho

agrees to provide Sponsor or Worldwide on

a Personalu studie. Konkrétné se Hlavni
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behalf of Sponsor with a copy of any
correspondence submitted to or received
from the local EC within five (5) working
days of submission or receipt of such
correspondence.

zkousejici zavazuje poskytnout Zadavateli
nebo spolecnosti  Worldwide jménem
Zadavatele kopii jakékoli zaslané nebo
dorucené korespondence od mistni EK do
péti (5) pracovnich dnii od zaslani nebo
doruceni takové korespondence.

2.2.3.The Principal Investigator shall review or 2.2.3. Hlavni zkousSejici pfezkouma nebo jmenuje
appoint a medically qualified authorized kvalifikovaného opravnéného
delegate to review each completed CRF and zdravotnického pracovnika Kk piezkumu

sign to confirm that the Study Data are an
accurate record of the treatment, care, and
events for each Study Subject.

kazdého vyplnéného CRF a piipoji podpis
jako potvrzeni, ze Data ze studie jsou
pfesnym zaznamem 1écby, péce a ptihod
kazdého Subjektu studie.

2.3. Sponsor 2.3. Zadavatel
2.3.1. Sponsor, either directly or acting through 2.3.1. Zadavatel, bud’ piimo, nebo prostiednictvim
Worldwide shall provide all the necessary spole¢nosti Worldwide, poskytne
Study documentation to Institution and Zdravotnickému  zafizeni  a Hlavnimu
Principal Investigator for the conduct of the zkousejicimu  veskerou dokumentaci
Study as per the Protocol. Specifically, nezbytnou Kk provedeni  Studie podle

2.3.2.

Sponsor  will provide Institution and
Principal Investigator with the investigator’s
brochure including its subsequent updates
and any new safety information pertaining to
the Study Drug.

Sponsor shall ensure that the Institution and
Principal Investigator are kept currently
informed about adverse events and the safe
use of the Study Drug as applicable under the
Applicable Laws. Sponsor will comply with
all Applicable Laws relating to notification of
new safety information about the Study

2.3.2.

Protokolu. Zadavatel konkrétné poskytne
Zdravotnickému  zafizeni  a Hlavnimu
zkousejicimu pftirucku zkousejiciho vcetné
jejich naslednych verzi avsech novych
bezpecnostnich informaci tykajicich se
Hodnoceného pfipravku.

Zadavatel zajisti, aby Zdravotnické zafizeni
i Hlavni zkousejici byli v souladu s Platnymi
pravnimi predpisy aktudlné informovani
0 nezadoucich ptfihoddch a 0 bezpecném
uzivani Hodnoceného piipravku. Zadavatel
musi dodrZzovat vSechny Platné pravni
pfedpisy tykajici se oznamovani novych

Drug. bezpecnostnich informaci o Hodnoceném
ptipravku.
2.3.3.Sponsor will provide the appropriately 2.3.3. Zadavatel poskytne odpovidajici oznaéeny
labelled Investigational Product. Hodnoceny piipravek.
2.3.4. Pursuant to the terms set out in Exhibit A, 2.3.4.V souladu s podminkami  stanovenymi
Sponsor may provide Institution and Vv Ptiloze A mlze Zadavatel Zdravotnickému
Principal Investigator with Equipment as zatizeni a Hlavnimu zkousejicimu

the

Investigational Product solely for the

purpose of conducting the Study.

defined in Study Instructions for the poskytnout Zaftizeni, jak je definovano
performance of the Study. v Pokynech ke studii k provedeni Studie.
3. Investigational Product Accountability 3. Evidence mnozstvi Hodnoceného pripravku
3.1. Institution and Principal Investigator shall use 3.1. Zdravotnické zafizeni a Hlavni zkouSejici

budou pouzivat Hodnoceny ptipravek vyluéné
pro ucely provadéni Studie.
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3.2. Institution and Principal Investigator shall hold, 3.2. Zdravotnické zafizeni a Hlavni zkouSejici jsou
store, maintain, dispense, account for, and povinni  uchovavat, skladovat, udrzovat,
transport Investigational Product in compliance davkovat, evidovat mnozstvi a piepravovat
with all Applicable Laws, the Protocol, and Hodnoceny pfipravek v souladu se vSemi
Study Instructions. Platnymi pravnimi piedpisy, Protokolem

a Pokyny ke studii.
3.3. Atthe completion of the Study or termination of 3.3. Po dokonceni Studie nebo ukonéeni této

this Agreement,
Investigator shall:

Institution and Principal

3.3.1. provide to Sponsor a written accounting of

3.3.2.return to Sponsor or

the quantities of the Investigational Product
used in the Study; and

its designee, at
Sponsor’s expense, any and all unused
Investigational Product for the Study unless
otherwise instructed in writing by Sponsor.

Smlouvy musi Zdravotnické zatizeni a Hlavni
zkousejici:

3.3.1. Zadavateli poskytnout pisemné vyuctovani

mnozstvi Hodnoceného piipravku pouzitého
béhem Studie; a

3.3.2. Zadavateli nebo jim povérené osobé€ na jeho

naklady vratit jakykoli nepouzity Hodnoceny
ptipravek ze Studie, neuvede-li Zadavatel
pisemné jinak.

3.4. Institution and Principal Investigator shall not 3.4. Zdravotnické zafizeni a Hlavni zkousejici
charge any Study Subject or third-party payer nebudou zadnému Subjektu studie ani platci
for the Investigational Product, Study supplies, tieti strany tucétovat platbu za Hodnoceny
Services, or procedures associated with the ptipravek, spotfebni material ke Studii, Sluzby
administration of the Investigational Product nebo postupy spojené s administrativou
which are covered by the financial arrangements Hodnoceného pfipravku, na néz se vztahuji
agreed in this Agreement. finan¢ni ujednani dohodnuta v této Smlouve.

4.  Data Collection, Retention, and Destruction 4.  ShromaZd’ovani, uchovavani a zni¢eni udaji

4.1. Institution and Principal Investigator shall: 4.1. Zdravotnické zatizeni a Hlavni zkouSejici musi:

4.1.1. complete and maintain accurate and up-to-

4.1.2.

date Study Data, Source Documents, and
Essential Documents throughout the Study in
compliance with Applicable Laws and Study
Instructions, and in a manner that their
quality and integrity can be verified,

ensure the safe storage of the Source
Documents, Study Data and Essential
Documents in compliance with, and for the
time period required by Applicable Laws,
unless otherwise agreed to in writing by
Sponsor, and only Institution or Principal
Investigator authorized Study Staff may
access the Source Documents, Study Data,
and Essential Document on a “need to know”
basis;

4.1.1. kompletovat audrzovat piesné a aktualni

4.1.2.

Data ze studie, Zdrojové dokumenty
a Zakladni dokumenty v pribéhu Studie
vsouladu sPlatnymi pravnimi ptedpisy
a Pokyny studie a zpisobem, ktery umozni
ov¢érit jejich kvalitu a integritu;

zajistit bezpecné ulozeni Zdrojovych
dokumenti, Dat ze studie a Zakladnich
dokumentii na nezbytné¢ nutnou dobu
vsouladu s Platnymi pravnimi piedpisy
apokud neni pisemné dohodnuto se
Zadavatelem  jinak, ke  Zdrojovym
dokumentim, Datim ze studie a Zakladnim
dokumentim muze mit piistup pouze
Personal studie opravnény Zdravotnickym
zafizenim nebo Hlavnim zkouSejicim
a pouze Vv ptipad¢, Ze k nim musi mit pfistup;

4.1.3. inform Sponsor in writing in the event of any

accidental loss or destruction of Source

4.1.3. Zadavatele pisemn¢ informovat v piipadé
jakékoli ndhodné ztraty nebo zniCeni

CorteriaPharmaceuticals-xxx-19Dec2024-CR-from-Worldwide-Trprt-CTA-Version 1.3
CZ-xxx-Falc-FINAL-29Apr25
Page 10 of 44



4.1.4.

Documents, Study Data, and/or Essential
Documents or if Principal Investigator ceases
to be employed by or associated with the
Institution or is no longer available to
continue as principal investigator, so that
provision can be made for the continued safe-
keeping of the previously mentioned
documents as required in Section 4.1.2.
above;

upon request of Sponsor directly or through
Worldwide, promptly return all records in its
custody upon completion or termination of
the Study; and

4.1.5. ensure that Study documentation is retained

in a secure manner at the end of the Study as
required in Section 4.1.2. and that written
permission will be sought from Sponsor prior

4.14.pfimo na

4.1.5.

Zdrojovych dokumentt, Dat ze studie a/nebo
Zakladnich dokumentii nebo v piipade, ze
Hlavni zkousejici piestane byt
zam&stnancem Zdravotnického zafizeni,
prestane s nim mit jakoukoli spojitost, nebo
jiz nadale nemize pokraCovat jako Hlavni
zkousejici, mize byt toto ustanoveni u¢inéno
pro udrzeni bezpecCnosti vySe uvedenych
dokumentti, jak je pozadovano v Clanku
4.1.2. vySe;

zaddost  Zadavatele nebo
prostiednictvim  spolecnosti ~ Worldwide
neprodlen¢ po dokonceni nebo ukonceni
Studie okamzité vratit vSechny zdznamy ve
své uschové; a

zajisti, aby dokumentace ze Studie byla na
konci Studie uloZena bezpeénym zplsobem
tak, jak vyzaduje ¢lanek 4.1.2., a aby si pied
znicenim jakékoli ¢asti dokumentace ze

to the destruction of any Study Studie vyzadali od Zadavatele pisemny
documentation. souhlas.

5. Access and Inspection 5. Pristup a kontrola
5.1. Institution and Principal Investigator agree that 5.1. Zdravotnické zafizeni a Hlavni zkouSejici
personnel from Sponsor or their agents or souhlasi stim, aby personal Zadavatele nebo
representatives (including Worldwide) may jejich zastupci ¢i povéfené osoby (véetné
visit Study Site at mutually convenient time to: spole¢nosti Worldwide) navstévovali Studijni

centrum ve vzajemn¢ stanoveném case, aby:

5.1.1. monitor the Study and provide information 5.1.1.sledovali Studii, poskytovali informace

and instruction on the execution of the Study;

5.1.2. confirm that the Study is being conducted to

the standards agreed upon herein; and

5.1.3. audit the procedures, facilities, equipment,

5.2.

Source Documents, Study Data, Essential
Documents, and performance of the Study,
by Study Staff (including any procedures,
facilities, and equipment of any employee,
contractor, or agent that Institution or
Principal Investigator uses in conducting the
Study).

Institution and Principal Investigator agree that
any governmental or regulatory authorities with
competent jurisdiction, including but not limited
to State Institute For Drug Control and to the
United States Food and Drug Administration,
may visit Study Site to inspect the procedures,

5.1.2. potvrdili,

5.1.3. provedli

5.2.

a predali pokyny o provadéni Studie;

ze je Studie provadéna dle
dohodnutych standardii; a

kontrolu  postupii, vybaveni,
zaiizeni, Zdrojovych dokumentt, Udaji ze
studie, Zakladnich dokumentl a provadéni
Studie Persondlem studie (vcetné vSech
postupli, zafizeni avybaveni jakéhokoli
zamestnance, subdodavatele nebo zéstupce,
kterého Zdravotnické zatizeni nebo Hlavni
zkousSejici vyuziva k provadéni Studie).

Zdravotnické zafizeni a Hlavni zkousSejici
souhlasi s tim, ze jakékoli vladni nebo kontrolni
ufady pfislusné jurisdikce, mimo jiné Statni
Gistav pro kontrolu 1é¢iv a Utad pro kontrolu
potravin aléciv Spojenych stati americkych,
mohou navstivit Studijni centrum, aby provedli
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5.3.

facilities, equipment, Source Documents, Study
Data, and performance of the Study by Study
Staff (including any procedures, facilities, and
equipment of any employee, contractor, or agent
that Institution or Principal Investigator uses in
conducting the Study).

Institution and Principal Investigator shall:

5.3.1. promptly notify Sponsor or Worldwide if

such governmental or regulatory authority
requests to carry out an inspection relating to
this Agreement or Study at the Study Site or
does so;

5.3.2.allow Sponsor or its designee including

Worldwide to attend any such inspections;

5.3.3. provide to Sponsor, copies of any inquiries,

correspondence, or communications that
Institution and Principal Investigator receive
or generate in connection with the inspection;

5.3.4. make reasonable efforts to separate, and not

disclose Confidential Information that is not
required to be disclosed during such
inspections; and

5.3.
5.3.1. Zadavatele nebo

kontrolu  postupli,  vybaveni,  zafizeni,
Zdrojovych  dokumentii, Dat =ze studie
aprovadéni Studie Personalem studie (vcetné
vSech postuptl, zatizeni a vybaveni jakéhokoli
zaméstnance, subdodavatele nebo zastupce,
kterého Zdravotnické zafizeni nebo Hlavni
zkousejici vyuziva k provadéni Studie).

Zdravotnické zatizeni a Hlavni zkousejici musi:

spolecnost Worldwide
neprodlen¢ informovat, pokud takovy vladni
nebo kontrolni ufad v souvislosti s touto
Smlouvou nebo Studii pozada o provedeni
kontroly nebo provede kontrolu v Misté
provadeéni studie;

5.3.2.umoznit Zadavateli nebo jim povéiené

5.3.3. Zadavateli

5.3.4. vynalozit pfimétené usili,

osobg, vcetné spole¢nosti Worldwide, aby se
takové kontroly zucastnil;

poskytnout kopie veskerych
vyzev, korespondence nebo komunikace,
které  Zdravotnické zafizeni a Hlavni
zkousejici v souvislosti s kontrolou ziskaji
nebo vytvoii;

aby vytiidili
informace, které
takovych  kontrol

Duvérné
b&hem

a nezvetejnili
nemusi byt
zvefejnény; a

5.3.5. use reasonable efforts to provide Sponsor 5.3.5. vynalozit pfiméfené usili a poskytnout
with an opportunity to review and comment Zadavateli prilezitost si pfedem zkontrolovat
on any of the Institution’s and Principal a pripominkovat pisemné odpoveédi
Investigator’s written response to such Zdravotnického zafizeni a Hlavniho
governmental or regulatory authorities. zkousejiciho dotcenym vladnim

agree to comply with all Applicable Laws
protecting the fundamental rights and freedoms

a kontrolnim uradum.

5.4. Sponsor is entitled to secure compliance at the 5.4. Pokud Zadavatel zjisti nedodrzeni Platnych
Institution’s and Principal Investigator’s pravnich ptedpisi, Protokolu a této Smlouvy, je
expense or end the Institution’s and Principal opravnén na ndklady Zdravotnického zatfizeni
Investigator’s participation in the Study, a Hlavniho zkousejiciho dosahnout napravy
effective upon written notice to Institution and nebo ukoncit jejich tcast na Studii s nabytim
Principal Investigator, if Sponsor discovers a ucinnosti po pisemném oznameni
lack of compliance with Applicable Laws, the Zdravotnickému zatizeni a Hlavnimu
Protocol, and this Agreement. zkousejicimu.

6. Data Protection 6.  Ochrana osobnich udaji

6.1. Sponsor, Institution and Principal Investigator 6.1. Zadavatel, Zdravotnické zafizeni a Hlavni

zkousSejici souhlasi s tim, Ze budou dodrZovat
veskeré Platné pravni piedpisy chrénici zékladni
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6.2.

6.3.

of persons and the right to privacy with regard
to the processing of personal data in the scope of
the Study including but not limited to General
Data  Protection  Regulation  2016/679
(“GDPR”), together with any additional
implementing legislation (“Data Protection
Laws”).

As regards the processing of Study Subject
personal data within the framework of
performing the Agreement and conducting the
Study, the Parties understand that they qualify
as independent controllers. Sponsor shall
determine the purpose and means of processing
personal data contained in pseudonymized
Study records and processed according to the
Protocol and the Study Subject informed
consent form. Institution shall determine the
purpose and means of processing personal data
contained in  non-pseudonymized source
documents, medical records or otherwise
needed for purposes of medical care or with
respect to direct communications with Study
Subjects.

The categories of data subjects, personal data,
and special category personal data identified
below are processed for purposes of the Study
in accordance with the Agreement:

6.3.1. Data subjects:
6.3.1.1. Study Subjects
6.3.1.2. Caretakers
6.3.2. Personal Data
6.3.2.1. Study Subjects

6.3.2.1.1. Personal information
(surname, first name, date of birth,
gender, place of birth, identification
numbers)

6.3.2.1.2. Pseudonymized Study ID

6.3.2.1.3. Contact details
address, email, etc.)

6.3.2.2. Caretakers

(telephone,

6.2.

prava a svobody osob pravo na soukromi, pokud
jde o0 zpracovani osobnich udaju v rozsahu
Studie mimo jiné obecné nafizeni o ochrané
osobnich udaji 2016/679 (dale jen ,,GDPR*)
spolu s dalsimi provadécimi pravnimi predpisy
(dale jen ,Pravni predpisy o ochrané
osobnich udaji“).

Pokud jde o0zpracovani osobnich udaji
Subjektu studie vramci plnéni Smlouvy
a provadéni Studie, Strany berou na védomi, ze
jsou povazovany za nezavislé spravce udaju.
Zadavatel ur¢i ucel a prostiedky zpracovani

osobnich udaja obsazenych
v pseudonymizovanych  zaznamech  Studie
a zpracovanych v souladu s Protokolem
a formulafem informovaného souhlasu

Subjektu studie. Zdravotnické zatizeni stanovi
ucel a prostiedky zpracovani osobnich udaji

obsazenych v nepseudonymizovanych
zdrojovych dokumentech, 1ékarskych
zaznamech nebo jinak nezbytnych

dokumentech pro ucely lékarské péce nebo
s ohledem na pfimou komunikaci se Subjekty
studie.

6.3. Nize uvedené kategorie subjekti Udajl,

osobnich udaji a zvlastni kategorie osobnich
udajii jsou zpracovavany pro ucely Studie
v souladu se Smlouvou:

6.3.1. Subjekty udaji:
6.3.1.1. Subjekty studie
6.3.1.2. Osettovatelé

6.3.2. Osobni udaje
6.3.2.1. Subjekty studie

6.3.2.1.1. Osobni tudaje (piijmeni,
jmeéno, datum narozeni, pohlavi, misto
narozeni, rodné ¢islo)

6.3.2.1.2. Pseudonymizovany ID studie

6.3.2.1.3. Kontaktni udaje (telefonni ¢islo,
adresa, e-mail atd.)

6.3.2.2. OSetfovatelé
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6.4.

6.3.2.2.1. Contact details (telephone,
address, email, etc.)

6.3.3. Special Categories of Personal Data
6.3.3.1. Study Subjects
6.3.3.1.1. Health Data

6.3.3.1.2. Medical History
6.3.3.1.3. Genetic/Biometric Data

Contact Points for Data Protection Inquiries:

6.4.1. Sponsor: privacy@corteriapharma.com

6.4.2. Site:

6.3.2.2.1. Kontaktni udaje (telefonni ¢islo,
adresa, e-mail atd.)

6.3.3. Zvlastni kategorie osobnich tdaji
6.3.3.1. Subjekty studie

6.3.3.1.1. Osobni uUdaje o zdravotnim
stavu

6.3.3.1.2. Anamnéza
6.3.3.1.3. Genetické / biometrické Udaje

6.4. Kontaktni osoby pro zalezitosti tykajici se

ochrany osobnich udaji:

6.4.1. Zadavatel: privacy@corteriapharma.com

6.4.2. Studijni centrum:

6.5. Neither Party shall transfer (or permit their 6.5. Zadna ze Stran nesmi prendSet (ani svym
processors to transfer) any Sponsor-Controlled zpracovatelim nepovoli pienaSet) zadné
Personal Data outside the European Equivalent osobni Udaje spravované Zadavatelem mimo
Protection Area without ensuring adequate Rovnocenny ochranny prostor EU bez
safeguards are in place (e.g. Standard provedeni  odpovidajicich  bezpe¢nostnich
Contractual Clauses recognized by the EU opatfeni (napt. standardnich smluvnich
Commission) unless another legal basis or dolozek uznanych Komisi EU), ledaze by pro
derogation for the transfer exists under EU or pfevod existoval jiny pravni zaklad nebo
EU Member State law. For purposes of this odchylka podle pravnich piedpisi EU nebo
Agreement, “EU Equivalent Protection Area” Clenského statu. Pro ucely této Smlouvy se
means the area that comprises: (a) countries »Rovnocennym ochrannym prostorem EU*
within ~ the  European  Union, Iceland, rozumi oblast, ktera zahrnuje: (a) zemé
Liechtenstein, and Norway; and (b) countries, Evropské unie, Island, Lichtenstejnsko
sectors in countries and international aNorsko a(b) zemé, oblasti v zemich
organizations that the European Commission amezinarodni  organizace, které muze
may, from time to time, officially recognize as Evropské komise piilezitostné oficidlné uznat,
ensuring an adequate level of protection as ze zajistuji odpovidajici uroven ochrany podle
provided for in Article 45 of the GDPR. ¢lanku 45 GDPR.

6.6. Institution shall require Study Subjects to sign 6.6. Zdravotnické zafizeni vyZaduje, aby Subjekty
an informed consent form together with a GDPR studie pfed zpracovanim jejich osobnich udajti
transparency provisions prior to the processing podepsaly formulai informovaného souhlasu
of their personal data as set out in the spolu S ustanovenimi GDPR
Agreement. o transparentnosti, jak je stanoveno ve

Smlouve.
6.7. The Parties acknowledge that Study Subjects 6.7. Strany berou na védomi, ze podle ¢lanku 21

may withdraw or change their initial ICH-GCP
informed consent or object to processing of their
personal data by exercising their rights under
GDPR Article 21. Institution shall promptly
notify the Sponsor of any such withdrawal,

GDPR mohou Subjekty studie uplatnit sva
prava aodvolat nebo zménit plivodni
informovany souhlas ICH-GCP nebo proti
zpracovani osobnich udajii vznést namitku.
Zdravotnické zarizeni kazdé takové odvolani,
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change or objection of a Study Subject, which

zménu nebo némitku Subjektu studie, které

may affect the use of such Study Subject’s mohou ovlivnit pouziti osobnich udaji
personal data. Subjektu  studie, neprodlené¢  oznami
Zadavateli.

6.8. In accordance with the Agreement, Institution 6.8. Zdravotnické zaiizeni v souladu se Smlouvou
shall pseudonymize Study Subjects’ personal osobni udaje Subjektli studie pseudonymizuje,
data before making it available to Sponsor nez je zpiistupni Zadavateli a/nebo jim
and/or Sponsor designees. Both Parties may, poveéfenym osobam. Je-li to mozné, musi obé
where possible, encrypt such personal data in Strany takové osobni udaje Sifrovat v souladu
accordance with applicable Data Protection s platnymi  Pravnimi ptedpisy o ochrané
Laws. osobnich udajt.

6.9. Each Party shall take appropriate technical and 6.9. Kazda Strana pfijme vhodna technicka
organizational measures to protect and a organizacni opatieni k ochrané
safeguard the Study Subjects’ personal data, a zabezpeCeni osobnich 1daji Subjektd
such action meeting the requirements of studie, pfi¢emz takova ¢innost musi splilovat
applicable Data Protection Laws. pozadavky pfislusnych Pravnich piedpist

0 ochran€ osobnich udaji.

6.10. To process the Study Subject’s personal data 6.10. Strany povéti zpracovanim osobnich udaji
within the framework of this Agreement, the Subjekti studie v ramci této Smlouvy pouze
Parties shall only task staff familiar with the ty pracovniky, ktefi jsou obeznameni
relevant data protection provisions and subject S piislusnymi ustanovenimi o ochrané udaju
to obligations of confidentiality. a vztahuje se na né povinnost zachovani

mlcenlivosti.

6.11. Institution shall meet the statutory rights of the 6.11. Zdravotnické  zafizeni v souvislosti  se
Study Subjects to information (Articles 13, 14 zpracovanim osobnich udaji Subjektd studie
GDPR) and access (Article 15 GDPR) in vramci této Smlouvy dodrzuje zakonna
connection with the processing of personal data prava Subjektd na informace (¢lanky 13 a 14
of Study Subjects within the framework of this GDPR) ana pfistup k osobnim tdajuom
Agreement. Should a Study Subject contact (¢lanek 15 GDPR). V piipadé, ze Subjekt
Sponsor with an information request, Sponsor studie kontaktuje Zadavatele s zadosti
shall refer the Study Subject to Institution and o informace 0 shromazd’ovanych osobnich
inform the latter without undue delay. udajich, Zadavatel odkaze Subjekt studie na
Institution shall respond directly to any Study Zdravotnické  zafizeni a informace  bez
Subject within the timeframes outlined under zbyte¢ného odkladu poskytne. Zdravotnické
Data Protection Laws. zafizeni musi kazdému Subjektu studie

odpovédét piimo ve lhité stanovené
V Pravnich piedpisech o ochrané osobnich
udaju.

6.12. Should a Study Subject assert his or her right to 6.12. Pokud Subjekt studie vici nékteré ze Stran

rectification (Article 16 GDPR), erasure
(Article 17 GDPR) or restriction of processing
(Article 18 GDPR) of the personal data
concerning him or her vis-a-vis one of the
Parties in connection with the data processing
within the framework of this Agreement, this
Party shall notify the other Party thereof without
undue delay. The controlling Party shall review

Vv souvislosti se zpracovanim udaji v ramci
této Smlouvy uplatni své pravo na opravu
(¢lanek 16 GDPR), vymaz (¢lanek 17
GDPR) nebo omezeni zpracovani (¢lanek 18
GDPR) osobnich udajt, které se jej tykaji,
dotéena Strana otom bez zbytecného
odkladu uvé€domi druhou Stranu. Strana
V pozici spravce udaji zddost prezkouma
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6.13.

6.14.

6.15.

and decide whether the asserted right exists and
shall rectify or erase the respective personal data
stored by the controlling party accordingly or
restrict its processing. [Institution/ Principal
Investigator] shall respond directly to any Study
Subject within the timeframes outlined under
Data Protection Laws.

In order to protect the identity of the Study

6.13.

arozhodne, zda je mozné pravo uplatnit,
a odpovidajicim zplsobem opravi, vymaze
nebo omezi zpracovani prislusnych osobnich
udaji shromazd’ovanych Stranou v pozici
spravce. [Zdravotnické zafizeni/ Hlavni
zkousejici] musi kazdému Subjektu studie
odpovédeét pifimo ve lhaté stanovené
V Pravnich piedpisech o ochrané osobnich
udaju.

Aby byla chranéna identita Subjektu studie

Subject vis-a-vis the Sponsor, the Data vaci Zadavateli, bude povétenec
Protection Officer of the Institution will act as Zdravotnického  zafizeni pro ochranu
an intermediary to manage and resolve requests osobnich udaji jednat jako zprostiedkovatel
between the Sponsor’s Data Protection Officer pro spravu afeSeni pozadavki mezi
and the Study Subject, Study Subject to access, povéfencem Zadavatele pro  ochranu

modify, transfer, block, or delete of her/his
personal data.

Each Party shall document every breach of
protection of personal data falling under its
responsibility as controller under this
Agreement and notify the respective other Party
thereof without undue delay. The controlling
Party shall take appropriate action to secure the
data and minimize potential negative effects on
the data subjects.

Each Party shall support the respective other
Party by taking appropriate action where the
latter is obliged to notify the competent data
protection supervisory authority (“Supervisory
Authority”) that a personal data breach has
occurred within its sphere of controller
responsibility (Article 33 GDPR).

6.14.

6.15.

osobnich 1udaji a Subjektem studie, aby
Subjekt studie mohl pfistupovat, upravovat,
prenaset, blokovat nebo vymazat své osobni
Udaje.

Kazdd ze Stran zdokumentuje veskera
poruSeni zabezpeceni osobnich udaji, za
které jako spravce podle této Smlouvy
odpovida, abez zbyte¢ného odkladu o tom
uvédomi pfislusnou druhou Stranu. Strana
V pozici spravce podnikne vhodnd opatieni
k zabezpeCeni  udaju  a k minimalizaci
potencidlnich  negativnich  dopadd na
subjekty tdaja.

KaZzda ze Stran bude pfislusné druhé Strané
napomocna tim, Ze podnikne vhodna
opatfeni v pfipad¢, Ze druhd Strana je
povinna ozndmit prisluSnému dozorovému
ufadu na ochranu osobnich udaji (dale jen
,Dozorovy urad“), Ze voblasti jeho
odpovédnosti  spravce doslo k poruseni
zabezpecCeni osobnich tdaju (¢lanek 33
GDPR).

6.16. Institution shall meet the statutory obligations of 6.16. Zdravotnické zatizeni musi splnit zakonneé
Study Subject notification in the event of a povinnosti a ozndmit  Subjektu  studie
personal data breach that is likely to result in a piipadné poruseni zabezpeCeni osobnich

6.17.

high risk to the rights and freedoms of the data
subject (Article 34 GDPR).

Without undue delay, each Party shall inform
the respective other Party of inspections and
measures taken by the Supervisory Authority
where they refer to data processing falling under

6.17.

udajti, které¢ pravdépodobné bude mit za
nasledek velké ohrozeni prava a svobody
subjektu udaju (¢lanek 34 GDPR).

Kazda ze Stran neprodlen¢ uv€domi druhou
Stranu 0 kontrolach a opatfenich
podniknutych Dozorovym ufadem, pokud
zpracovani osobnich 1udaji probihd na
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6.18.

6.19.

6.20.

6.21.

this Agreement. This also applies where a
competent authority investigates a Party in
relation to the processing of personal data within
the framework of regulatory or criminal
proceedings.

Each Party shall use its best efforts to support
the respective other Party where the latter faces
an inspection by the Supervisory Authority,
regulatory, or criminal proceedings, a Study
Subject’s or third-party’s claim to liability, or
some other claim connected to the data
processing falling under this Agreement.

Sponsor or Sponsor designee may carry out any
controls it considers useful to ensure
compliance by Institution with the obligations
set forth in this Section 6. Such control shall not
relieve Institution of its obligations under this
Section 6 and/or under the Agreement.

Where Study Subjects bring claims owing to

6.18.

6.19.

6.20.

zékladé¢ této Smlouvy. To plati také
Vv pfipadé, Ze piislusny afad bude u Strany
provadét  vySetfovani v souvislosti  se
zpracovanim  osobnich  daji v ramci
regulac¢niho nebo trestniho fizeni.

Kazdd ze Stran vynalozi maximalni usili
a bude piislusné druhé Strané napomocna,
pokud dotcend Strana bude celit kontrole ze
strany Dozorového ufadu, regulatornimu
nebo trestnimu fizeni, ndroku Subjektu studie
nebo tieti strany na odpovédnost nebo jiného
naroku spojen¢ho se zpracovanim udajii na
zéklad¢ této Smlouvy.

Zadavatel nebo jim povéfend osoba muze
provadet jakékoli kontroly, které povazuje za
uzitecné  k zajisténi, Zze  Zdravotnické
zafizeni dodrzuje zdvazky stanovené v tomto
¢lanku 6.  Takovad kontrola  nezbavuje
Zdravotnické zatizeni zavazkl vyplyvajicich
z tohoto ¢lanku 6 a/nebo ze Smlouvy.

Pokud subjekty Studie vznesou v souvislosti

unlawful processing or personal data breach in stouto  Smlouvou  ndrok  z davodu
connection with this Agreement, each Party nezakonného zpracovani nebo poruseni
shall be liable to the respective other Party zabezpeCeni osobnich udaji, bude za
proportionate to the degree of responsibility it nezakonné zpracovani nebo  poruSeni
bears for the unlawful data processing or breach zabezpeCeni osobnich udaji  zodpovidat

of data protection, and shall indemnify such
other Party to the extent of its responsibility in

kazda ze Stran viCi druhé Stran€ Umérné
mife odpovédnosti, kterou za néj nese,

the event of data subject claims against such avpiipad¢é  naroki  subjektu  udaji

other Party. vznesenych vic¢i takové druhé Strané tuto
pfislusnou  Stranu odskodni v rozsahu
odpovédnosti.

Upon conclusion of the Study, the Parties shall
delete or destroy personal data processed under
this Agreement, except where further retention
is necessary to fulfil the purpose(s) stated in the
informed consent form (or a purpose compatible
therewith) or as required by applicable EU
Member State Law. In such cases, the Parties
shall only retain personal data for the time
period necessary to fulfil the authorized purpose
or applicable legal requirements and shall delete
or destroy the personal data upon expiration of
any such retention period.

6.21.

Po dokonceni Studie Strany osobni udaje
zpracovavané na zékladé této Smlouvy
vymazou nebo zni¢i, s vyjimkou piipadd,
kdy je dalsi uchovavani nezbytné pro splnéni
ucela uvedenych ve formulafi
informovaného souhlasu (nebo tcelu s nim
slu¢itelnym) nebo vyZzaduji-li je platné pravni
predpisy ¢lenského statu. 'V takovych
pfipadech musi Strany uchovévat osobni
udaje pouze po dobu nezbytnou ke splnéni
schvaleného  Ucelu nebo  pfislusnych
zakonnych pozadavku a po uplynuti jakékoli
takové lhity na uchovavani piislusné osobni
udaje vymazou nebo znici.
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6.22. The Parties will modify the terms of this Section

6 where required by a Supervisory Authority (or
when a Supervisory Authority’s
recommendations or guidelines  suggest
modification) and one of the Parties requests be
modified accordingly.

6.23. Study Staff: Sponsor and its designees shall

process Study Staff personal data to the extent
needed for the Study and research purposes.
Such personal data shall at all times be
processed in accordance with Data Protection
Laws. Sponsor (or Sponsor’s designee) shall
deliver privacy notices to the Principal
Investigator and Study Staff regarding the
processing of their personal data by Sponsor.
Institution and Principal Investigator each
agrees to provide reasonable assistance to
Sponsor (or Sponsor’s designee) in issuing,
distributing, and collecting such consents and/or
transparency/privacy notices as applicable.

Confidentiality

7.1. All Confidential Information will be kept in

confidence by the Institution and Principal
Investigator and shall not be used for any purpose
not contemplated by this Agreement during the
term of this Agreement and for at least twenty five
(25) years after the termination or conclusion of the
Study, or longer if required by applicable
regulations, except to the extent that Sponsor agrees
in writing to release it or if disclosure is required by
Applicable Laws, in which case Sponsor shall be
notified promptly in writing of such request prior to
such disclosure being made. In addition, if
disclosure of Confidential Information is required
to treat an injury or illness that is due, or is
suspected to be due, to the Study Drug or a Study
procedure, Institution and Principal Investigator
may disclose the Confidential Information to the
medical professionals directly involved in
providing the emergency care, provided that such
disclosure is on a “need-to-know” basis and only to
the extent necessary and required to treat such
injury or illness. Institution and Principal
Investigator shall bind the medical professionals to

6.22. Je-li to vyzadovédno Dozorovym ufadem
(nebo pokud tento Dozorovy ufad doporuci
nebo navrhne GUpravu), musi Strany upravit
podminky vtomto ¢lanku 6 a odpovidajici
upravu podminek ptedlozi jedna ze Stran.

6.23. Personal studie: Zadavatel ajim povétrené
osoby zpracovavaji osobni udaje Personélu
studie v rozsahu potiebném pro tcely Studie
avyzkumu. Tyto osobni Udaje budou za
vSech okolnosti zpracovavany v souladu
S Pravnimi pfedpisy o ochran¢ osobnich
udaju. Zadavatel (nebo jim povéiena osoba)
ptedlozi Hlavnimu zkousejicimu a Personalu
studie ozndmeni o0 ochrané jejich osobnich

udaji zpracovavanych Zadavatelem.
Zdravotnické zafizeni a Hlavni zkousSejici
souhlasi stim, Ze v pfipadé potieby

Zadavateli (nebo jim povétené osob¢) budou
V pfiméfené mife napomocni pii vydavani,
distribuci  ashromazd’ovani  takovych
souhlast a/nebo oznameni
0 transparentnosti / ochrané osobnich tdaju.

7. Zachovani mléenlivosti

7.1. Zdravotnické zatizeni a Hlavni zkouSejici budou

veskeré Duvérné informace uchovavat v tajnosti
anebudou je pouzivat k Zddnym jinym ucelim,
které¢ nejsou predmétem této Smlouvy, po dobu
platnosti této Smlouvy apoté po dobu nejméné
dvaceti-péti (25) let po ukonceni nebo dokonceni
Studie nebo delsi dobu, pokud to vyZzaduji platné
predpisy, s vyjimkou piipadi, kdy Zadavatel
pisemné souhlasi s vydanim takovych Duvérnych
informaci, nebo pokud je jejich zvefejnéni

vyzadovano  Platnymi  pravnimi  pfedpisy —
v takovém piipadé bude Zadavatel pied takovym
zvefejnénim o pfisluSné zadosti neprodlené

pisemné informovan. Pokud je navic zvetejnéni
Dtvérnych informaci vyZadovano k 1écbé Gjmy
podezieni, Ze jejich pfi¢inou je) Hodnoceny
ptipravek nebo postupy vramci Studie, mize
Zdravotnické zatfizeni a Hlavni zkouSejici sdélit
Divérné  informace  zdravotnikim  pfimo
zapojenym do poskytovani pohotovostni péce za
pfedpokladu, Zze takové zvetfejnéni takovych
informaci je nezbytné a musi byt pouze v rozsahu
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a similar obligation of confidentiality and notify
Sponsor promptly in writing.

7.2. This obligation of confidentiality does not apply
if the Confidential Information:

7.2.1. was in the public domain prior to the
commencement of the Services or
subsequently becomes publicly available
through no fault of Institution or Principal
Investigator;

7.2.2. was disclosed to Institution and Principal
Investigator by a third-party legally entitled
to disclose such information;

7.2.3. was already known to Institution and
Principal Investigator as demonstrated by
their contemporaneous written records; or

7.2.4. is independently developed by Institution
and Principal Investigator without the use of
Confidential Information as demonstrated by
their contemporaneous written records.

7.3. The Parties agree that each Party may disclose the
financial compensation provided to Institution and
Principal Investigator for the conduct of this Study
under this Agreement to comply with Applicable
Laws.

8.  Study Data, Publication, and Publicity

8.1. Institution and Principal Investigator agree that all
Study Data generated in connection with the Study
shall be the sole property of Sponsor and shall be
subject to the obligations of confidentiality,
publication, and intellectual property in this
Agreement.

8.2. Institution and Principal Investigator agree that:

8.2.1. Sponsor shall have right to first publication
of the results of the Study, which is intended
to be a joint, multi-centre publication
reflecting the results observed across all
participating Study sites;

8.2.2. they may publish the Study results in
accordance with this Section upon

nezbytném a pozadovaném k 1é¢bé piislusné ajmy
nebo onemocnéni. Zdravotnické zatizeni a Hlavni
zkousejici musi pfislusSného zdravotnika zavazat
k podobné povinnosti zachovani mlcenlivosti
a neprodlené pisemn¢ informovat Zadavatele.

7.2. Tato povinnost zachovani mlcenlivost neplati,
pokud Duvérné informace:

7.2.1. byly vefejné pristupné pired zahdjenim
poskytovani Sluzeb nebo se nasledné staly

vefejn¢  pfistupnymi  bez  zavinéni
Zdravotnického zafizeni nebo Hlavniho
zkousejiciho;

7.2.2. byly Zdravotnickému zafizeni a Hlavnimu
zkousejicimu sdéleny tfeti stranou, ktera je
opravnéna tyto informace sdélovat;

7.2.3. byly Zdravotnickému zafizeni a Hlavnimu
zkousejicimu zndmy jiz dfive, jak ukazuji
jejich soucasné pisemné zdznamy;

7.2.4. byly nezavisle odvozeny Zdravotnickym
zafizenim a Hlavnim zkouSejicim bez pouZziti
Duvérnych informaci, jak ukazuji jejich
souCasn€ pisemné zdznamy.

7.3. Strany souhlasi s tim, ze kazda ze Stran muze v
souladu s Platnymi pravnimi pfedpisy zvefejnit
poskytnutou finan¢ni nahradu Zdravotnickému

zafizeni a Hlavnimu zkouSejicimu za provedeni
této Studie na zéklad¢ této Smlouvy.

8. Data ze studie, publikace a publikovani

8.1. Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi s tim, ze veSkera Data ze studie ziskana
Vv souvislosti se Studii jsou vylu¢nym vlastnictvim
Zadavatele a vztahuji se na n¢ zavazky spojené se
zachovanim ml¢enlivosti, s publikovanim a s pravy
dusevniho vlastnictvi z této Smlouvy.

8.2. Zdravotnické zafizeni a Hlavni zkouSejici

souhlasi s tim, ze:

8.2.1. aby mél Zadavatel pravo jako prvni zvetejnit
vysledky Studie ve spole¢né multicentrické
publikaci zachycujici vysledky zjisténé ve
vSech tcastnicich se Studijnich centrech;

8.2.2. mohou vysledky Studie zvefejnit v souladu
stimto c¢lankem po obdrzeni schvaleni

CorteriaPharmaceuticals-xxx-19Dec2024-CR-from-Worldwide-Trprt-CTA-Version 1.3

CZ-xxx-Falc-FINAL-29Apr25

Page 19 of 44



Sponsor’s approval and after occurrence of
one of the following events:

a) the first multi-centre publication of the
results of the Study;

b) Sponsor confirming that there will be no
multi-centre publication of the results of the
Study.

8.2.3. their right to publication under this
Agreement is on condition that Sponsor has
been furnished with a copy of the proposed
publication, abstract, poster, paper,
presentation, or other scientific disclosure
for review and comment not less than sixty
(60) days prior to the intended date of
presentation or submission for publication.
Sponsor may request the following in
writing:

a) anadditional delay of publication for ninety
(90) days for Sponsor to take steps to
protect its proprietary rights and intellectual
property, in which case the Institution and
Principal Investigator must abide by that
request; or

b) removal of specified Confidential
Information (other than the results of the
Study) from the publication, in which case
the Institution and Principal Investigator
must remove such specified Confidential
Information as is reasonably required to
protect the intellectual property of the
Sponsor.

8.3. Each Party shall obtain prior written consent from

the other Party before using the other Party’s name,
symbols, or marks in any form of publicity.
Institution and Principal Investigator agree not to
release any press statements or answer any
inquiries regarding the Study or the Study Drug
from financial analysts without the prior written
approval of Sponsor.

Zadavatele a nékteré

udalosti:

z nasledujicich

a) prvni multicentrické publikace zachycujici
vysledky Studie;

b) Zadavatel potvrdi, Ze nebude zvefejnéna
zadna multicentricka publikace zachycujici
vysledky Studie.

8.2.3. publikovani dle této Smlouvy probéhne za
podminky, ze Zadavateli bude poskytnuta
kopie navrhované publikace, abstraktu,
posteru, c¢lanku, prezentace nebo jiné

veédecké publikace ke kontrole
a ptipominkovani  nejpozdé€ji  Sedesat
(60) dni  pfed zamySlenym  datem

prezentace nebo piedlozenim k publikaci.
Zadavatel miize pisemn¢ pozadat:

a) 0 dodate¢né zpozdéni publikace na dobu
devadesati (90) dnu, aby Zadavatel mohl
podniknout opatieni na ochranu svych
vlastnickych  prdv  aprav  duSevniho
vlastnictvi, a Zdravotnické zafizeni
a Hlavni zkouSejici musi této zadosti
vyhovét; nebo

b) o0odstranéni  konkrétnich ~ Davérnych
informaci (které jsou jiné nez vysledky
Studie) z publikace. V takovém piipadé
musi Zdravotnické zafizeni a Hlavni
zkouSejici odstranit uvedené Duvérné
informace, Kkteré jsou v pfiméfené mite
nezbytné k ochrané dusevniho vlastnictvi
Zadavatele.

8.3. Kazda ze Stran musi pfed pouzitim nazvu,

symbolti nebo znacek druhé Strany v jakékoli
form¢ publikovani ziskat pisemny souhlas druhé
Strany. Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi stim, ze bez piedchoziho pisemného
souhlasu Zadavatele nebudou vydavat tiskova
prohlaseni ani odpovédi na dotazy o Studii nebo
Hodnoceném  ptipravku kladené finan¢nimi
analytiky.

9. Intellectual Property Rights 9. Prava duSevniho vlastnictvi

9.1. Any inventions or discoveries (whether patentable 9.1. Veskeré vynalezy nebo objevy (patentovatelné ¢i
or not), innovations, suggestions, results, ideas, and nikoli), inovace, navrhy, vysledky, néapady
reports arising out of or in connection with the azpravy, které vzniknou jako vysledek nebo
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performance of the Study by Institution, Principal
Investigator, or Study Staff shall be promptly
disclosed to Sponsor in writing and shall be the
exclusive property of Sponsor.

9.2. Institution and Principal Investigator hereby
assign and transfer to Sponsor and shall cause
Study Staff to assign and transfer to Sponsor as
applicable, without additional consideration, all
assignable rights and title that they may have in
such inventions or proprietary rights.

9.3. At the request and expense of Sponsor, Institution
and Principal Investigator shall execute, and shall
procure that the Study Staff execute all such
documents and perform all such other acts as the
Sponsor may reasonably require in order to vest
fully and effectively all such inventions or
proprietary rights in the Sponsor or its nominee.

9.4. It is expressly agreed that neither Party transfers
by operation of this Agreement, to the other Party,
any patent right, copyright, or other proprietary
right the Party owns prior to the Effective Date.

10. Liabilities and Indemnity

10.1. Neither Institution nor Principal Investigator
will be responsible for, and Sponsor shall defend,
indemnify, and hold Institution and Principal
Investigator harmless from any independent third-
party claims (“Claims”) for liabilities or damages
arising out of bodily injuries, illness, or death to
Study Subject that results from the performance of
the Protocol. Sponsor’s indemnity will not apply to
the extent that the Claim arises out of (a) negligence
or wilful misconduct on the part of the Institution,
Principal Investigator, or their employees or agents;
(b) activities not in accordance with the Protocol,
this Agreement, Study Instructions, or Applicable
Laws; (c) unauthorized warranties made by the
Institution, Principal Investigator, or their
employees or agents concerning the Study Drug; or
(d) failure by the Institution, Principal Investigator,
or their employees or agents to obtain written
informed consent of the Study Subject involved in
accordance with the Protocol. This indemnification
is contingent on Institution and Principal
Investigator providing the Sponsor with (a) prompt
written notice of a Claim; (b) full authority to

v souvislosti s provadénim Studie Zdravotnickym
zafizenim, Hlavnim zkousSejicim nebo Personilem
studie, budou neprodlené¢ pisemné¢ sdéleny
Zadavateli a stanou se jeho vylu¢nym vlastnictvim.

9.2. Zdravotnické zatizeni a Hlavni zkousSejici timto
postoupi apievedou na Zadavatele a piipadné
piiméji Persondl studie, aby postoupil a ptevedl na
Zadavatele, bez dalSiho zvazovani, veskera
prevoditelna prava anaroky, které u takovych
vynaleza a vlastnickych prav mohou mit.

9.3. Zdravotnické zatizeni a Hlavni zkouSejici na
7adost a ndklady Zadavatele provedou a zajisti, aby
Personal studie zajistil vSechny pfislusné
dokumenty a provedl vSechny dalsi ukony, které
muze Zadavatel v pfiméfené mife pozadovat, aby
na néj nebo na jim uréenou osobu byly v plném
rozsahu aucinnosti pievedeny veskeré takové
vynélezy nebo vlastnicka prava.

9.4. Bylo vyslovné dohodnuto, Ze provadénim této
Smlouvy neptfevadi zddnd ze Stran na druhou
Stranu Zadna patentova prava, autorska prava ani
jina vlastnickd prava, ktera dotcena Strana vlastnila
pred Datem ucinnosti.

10. Odpovédnost a odSkodnéni

10.1. Zdravotnické zafizeni ani Hlavni zkouSejici
nebudou odpovidat za zdvazky nebo Skody vzniklé
v disledku Gjmy na zdravi, nemoci nebo smrti
Subjektu studie v pribéhu Studie, které vznikly
disledkem provadéni Protokolu, a Zadavatel bude
hajit a chranit Zdravotnické zafizeni a Hlavniho
zkousejiciho a odskodni je za jakékoli ndroky
nezavislé tfeti strany (dale jen ,,Naroky*)
OdSkodnéni Zadavatelem se nevztahuje na ptipady,
kdy Narok vznikne (a) znedbalosti nebo
umyslného pochybeni ze strany Zdravotnického
zatizeni, Hlavniho zkouSejicitho nebo jejich
zaméstnanci nebo zastupcd, (b) v dusledku
¢innosti, které nejsou v souladu s Protokolem,
touto Smlouvou, Pokyny ke studii nebo Platnymi
pravnimi piedpisy, (c) v disledku neopravnénych
zaruk poskytnutych Zdravotnickym zafizenim,
Hlavnim zkouSejicim nebo jejich zaméstnanci nebo
zastupci, které se tykaji Hodnoceného ptipravku,
nebo (d) kvili tomu, Ze Zdravotnické zafizeni,
Hlavni zkouSejici nebo jejich zaméstnanci nebo
zastupci  nesplni  podminku ziskat pisemny
informovany souhlas Subjektu studie zapojeného
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assume sole control and defend against or settle the
Claim at its discretion; and (c) full cooperation in
the investigation, defence, and/or settlement of any
Claim.

10.2. Neither Sponsor nor Worldwide will be

responsible for, and Institution and Principal
Investigator shall defend, indemnify, and hold
Sponsor and Worldwide harmless from, any third-
party loss, claim, or demand arising from (a)
negligence or wilful misconduct on the part of the
Institution, Principal Investigator, or their
employees or agents; (b) activities not in
accordance with the Protocol, this Agreement,
Study Instructions, or Applicable Laws; (c)
unauthorized warranties made by the Institution,
Principal Investigator, or their employees or agents
concerning the Study Drug; or (d) in any case in
which written informed consent was not obtained
for the Study Subject involved in accordance with
the Protocol.

10.3. It is understood by Institution and Principal

Investigator that the indemnification under this
Agreement is provided by Sponsor and not by
Worldwide.

Subject Injury

11.1. Sponsor will reimburse Institution for reasonable

out-of-pocket standard medical expenses for
treatment of Study-related injuries or illness
suffered by Study Subjects that arose from the
Protocol on these conditions:

a) the injury or illness must result directly from
the Study Drug or Study procedure;

b) the injury or illness must not be a medical
condition or the natural progress of medical
condition that the Study Subject had before
starting the Study;

v souladu s Protokolem. Toto odskodnéni je
podminéno tim, Ze Zdravotnické zafizeni a Hlavni
zkousSejici Zadavatelovi zajisti (a) urychlené
pisemné oznameni o Naroku, (b) Uplnou
kompetenci prevzit vyhradni kontrolu a hajit se
proti Naroku nebo se s nim vypotadat podle svého
uvazeni a (c¢) naprostou spolupraci pii vySetfovani,
obhajob¢ a/nebo vyporadani jakéhokoli Naroku.

10.2. Zadavatel ani spole¢nost Worldwide nebudou

odpovédni a Zdravotnické zafizeni a Hlavni
zkousejici je budou hajit, chranit a odskodni je za
jakoukoli ztratu tfeti strany, narok nebo pozadavek
vyplyvajici (a) znedbalosti nebo dmysiného
pochybeni ze strany Zdravotnického zafizeni,
Hlavniho zkousSejiciho nebo jejich zaméstnancii
nebo zastupct, (b) v disledku ¢innosti, které nejsou
v souladu s Protokolem, touto Smlouvou, Pokyny
ke studii nebo Platnymi pravnimi ptedpisy, (c)
v disledku neopravnénych zaruk poskytnutych
Zdravotnickym zatfizenim, Hlavnim zkousejicim
nebo jejich zaméstnanci nebo zastupci, které se
tykaji Hodnoceného ptipravku, nebo (d) ve vsech
ptipadech, kdy nebyl ziskén pisemny informovany
souhlas Subjektu studie zapojeného v souladu
s Protokolem.

10.3. Zdravotnické zatizeni a Hlavni zkousejici berou

na védomi, ze odskodnéni dle této Smlouvy
pfiznava Zadavatel, a nikoli spolecnost Worldwide.

11. Ujma subjektu

11.1. Zadavatel Zdravotnickému zafizeni uhradi

pfiméfené, piimo hrazené standardni vydaje
spojené se zdravotni péci za léCbu se Studii
souvisejicich pfipadli Gjmy nebo onemocnéni
Subjekta studie, pokud takova ujma ¢i onemocnéni
vznikly  vsouvislosti s Protokolem  aza
nasledujicich podminek:

a) Uma nebo onemocnéni musi vzniknout
ptimo v souvislosti s Hodnocenym
ptipravkem nebo postupem Studie;

b) Gjma nebo onemocnéni nesmi byt zdravotni
stav nebo pfirozeny vyvoj zdravotniho stavu,
vjakém byl Subjekt studie jiz pred
zahajenim Studie;
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c) the injury or illness is not the result of the
Principal Investigator’s or Institution’s
negligence, wilful misconduct, or failure to
comply with the Protocol, Study Instructions,
Applicable Laws, or any governmental or
regulatory authorities’ requirements or
regulations;

d) Institution confirms to Sponsor that it has
not billed or sought reimbursement from
any Study Subject’s insurance provider, a
governmental healthcare program, or other
third-party providers for any such medical
expense; and

e) Institution provides prompt written notice
of the Study Subject’s claims to Sponsor.

C) 1Ujmanebo onemocnéni nevznikly disledkem
nedbalosti, uUmysIného pochybeni nebo
nedodrzeni ustanoveni v Protokolu,
nedodrzeni Pokynti ke studii, nedodrzeni
Platnych pravnich ptedpist nebo jakychkoli
pozadavklli ¢i nafizeni vladnich nebo
kontrolnich ufada ze strany Zdravotnického
zatizeni nebo Hlavniho zkousejiciho;

d) Zdravotnické zafizeni Zadavateli potvrzuje,
Zze neuctovalo ani nezadalo o Ghradu od
pojistitele  Subjektu  studie,  vladniho
zdravotnického programu, ani od jinych
poskytovatelt tfetich stran za jakékoli takové
vydaje spojené se zdravotni péci; a

e) Zdravotnické zafizeni neprodlené pisemné
Zadavatele upozorni na naroky vznesené
Subjektem studie.

12.  Insurance 12. Pojisténi

12.1. The Study Site shall secure and maintain in full 12.1. Studijni centrum musi v plném rozsahu zajistit

force and effect through the performance of the
Study (and following termination of the Study)
mandatory  professional liability  insurance
coverage in accordance with provisions of Act No.
372/2011 Coll., on Medical Services. The Study
Site shall provide to Worldwide and/or Sponsor a
copy of their certificate of Insurance if requested.

12.2. Sponsor shall secure and maintain during the

performance of this Agreement in accordance with
par. 58, sec 2 of Act No. 378/2007 Coll., On
Pharmaceuticals as amended, a policy or policies of
comprehensive general liability insurance at levels
sufficient to support the Sponsor’s and Principal
Investigator’s indemnification obligations in this
Agreement. Worldwide on behalf of Sponsor, shall
provide upon request copies of the insurance
certificates, together with evidence that the policies
do exist.

Debarment and Disqualification

13.1. Principal Investigator certifies that he/she is not

and has not been debarred, excluded, disqualified,
or restricted in his/her ability to practice medicine,
participate in a clinical trial, or perform services in
connection with the evaluation of a pharmaceutical
product under any Applicable Laws.

apo dobu studie (i po jejim ukonéeni) udrzovat
povinné pojisténi odpovédnosti v souladu se
zakonem ¢. 372/2011 Sb. 0 zdravotnich sluzbach.
Studijni centrum musi na vyzadani spolecnosti
Worldwide a/nebo Zadavatele piedlozit kopii
potvrzeni 0 uzavieném pojisténi.

12.2. Zadavatel musi podle paragrafu 58, odstavce 2

zakona ¢.378/2007 Sh. oléCivech ve znéni
pozdé&jsich predpisti zajistit a po dobu uinnosti této
Smlouvy udrzovat smlouvu o obecném pojisténi
odpovédnosti v rozsahu, ktery spliiuje povinnosti
Zadavatele aHlavniho  zkouS$ejiciho v této
Smlouvé. Spole¢nost Worldwide musi jménem
Zadavatele na vyZadani poskytnout kopie potvrzeni
0 uzavieném pojisténi a dokazat, Ze tyto pfisluSné
smlouvy existuji.

13. Vylouéeni a zakaz ¢innosti

13.1. Hlavni zkousejici potvrzuje, Ze podle jakychkoli

Platnych préavnich ptfedpisii neni a nebyl vyloucen,
nebyla mu pozastavena ¢i zakdzéana €innost, ani mu
nebyla omezena lékarska praxe, t¢ast na klinickych
hodnocenich nebo poskytovani sluzeb v souvislosti
s hodnocenim farmaceutického produktu.
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13.2. Institution and Principal Investigator shall ensure
that no Study Staff known to be debarred by any
regulatory authority with jurisdiction over the
conduct of the Study (including the U.S. Food and
Drug Administration) shall participate in the Study.

13.3. Institution and Principal Investigator shall
immediately notify Sponsor or Worldwide, on
behalf of Sponsor, if any Study Staff becomes
debarred or is the subject of a debarment
investigation or proceeding at any time during the
Study.

14. Financial Disclosure

14.1. Institution and Principal Investigator will ensure
that prior to their participation in the Study,
Principal Investigator and any sub-investigators
complete and return to Sponsor the financial
disclosure certification form provided by Sponsor.
Institution and Principal Investigator shall
promptly notify Sponsor of any required revision to
the financial disclosure certification during the term
of this Agreement and for one (1) year following
completion of the Study. Upon Sponsor’s written
request following the completion of the Study,
Institution and Principal Investigator will ensure
that Principal Investigator and sub-investigators
provide updated financial disclosure certification
forms to the Sponsor.

15. Anti-Bribery

15.1. Institution and Principal Investigator shall
comply with all applicable anti-corruption laws,
rules, regulations, and decrees and fully co-operate
with all diligent efforts of Sponsor and Worldwide
inquiring into Principal Investigator’s operations in
order to satisfy Sponsor’s or Worldwide’s
obligations under the United States Foreign
Corrupt Practices Act, as amended, the UK Bribery
Act and any implementing legislation under the
OECD Convention Against Bribery of Foreign
Government Officials in International Business
Transactions, and any other similar laws applicable
in the jurisdiction where the Study is conducted.

15.2. Institution and Principal Investigator shall not
solicit, request, pay or give, or agree to receive or

13.2. Zdravotnické zatizeni a Hlavni zkouSejici zajisti,
aby se na Studii nepodilel zadny ¢len Personalu
studie, 0 némz je znamo, Ze mu kontrolni trad
opravnény dohledem nad provadénim Studie
(véetnd Ufadu pro kontrolu potravin a lé&iv
Spojenych statu americkych) zakazal ¢innost.

13.3. Zdravotnické zatizeni a Hlavni zkousSejici musi
Zadavatele nebo spolecnost Worldwide jménem
Zadavatele neprodlené informovat, pokud je
nékterému ze ¢lend Personalu studie béhem Studie
zakazana Cinnost nebo se stane predmétem
vySetfovani nebo fizeni o zdkazu ¢innosti.

14. Zverejnéni financnich udaji

14.1. Zdravotnické =zafizeni a Hlavni zkousSejici
zajisti, aby Hlavni  zkouSejici  a vSichni
spoluzkousejici pted svou ucasti na Studii vyplnili
azaslali ~ Zadavateli formulat  osvédceni
0 zvefejnéni  finan¢nich 0daji  poskytnutych
Zadavatelem. Zdravotnické zatizeni a Hlavni
zkousejici neprodlené Zadavateli ozndmi jakoukoli
nutnou revizi osvédceni o zvefejnéni financnich
udaji béhem platnosti této Smlouvy a po dobu
jednoho (1) roku po dokonceni Studie. Po
dokonceni Studie musi Zdravotnické zafizeni
a Hlavni zkouSejici na zaklad¢ pisemné Zzadosti
Zadavatele zajistit, aby mu Hlavni zkouSejici
a spoluzkousejici poskytli aktualizované formulaie
osveédceni o zvetejnéni financnich udaja.

15. Boj proti uplatkaistvi

15.1. Zdravotnické zatizeni a Hlavni zkousejici budou
dodrzovat vSechny platné protikorupéni zékony,
pravidla, pfedpisy a vyhlasky a budou poskytovat
plnou  soucinnost Zadavateli  a spole€nosti
Worldwide pii cinnostech provérovani aktivit
Hlavniho zkousSejiciho s cilem naplnit zavazky
Zadavatele a spolecnosti Worldwide dle zakona
Spojenych  statii  americkych o zahrani¢nich
korup¢nich praktikach, v platném znéni, zdkona
Spojeného kralovstvi o uplatkatstvi a dle vSech
provadécich predpist Umluvy OECD o boji proti
podplaceni  zahrani€nich  vefejnych Ciniteld
v mezinarodnich obchodnich transakcich a vsech
dalsich podobnych zakonl platnych v pravnim
fadu, v ramci néhoz se Studie provadi.

15.2. Zdravotnické zatizeni a Hlavni zkouSejici se
zavazuji, ze nebudou zadat, pozadovat, platit ani
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accept, either directly or indirectly, anything of
value, including any financial or other advantage,
that is intended to or designed in any way to induce
or reward the improper performance by Principal
Investigator or Study Staff of any function or
activity in connection with the Study.

15.3. Principal Investigator agrees not to accept or pay,

give, offer or promise to pay or give, directly or
indirectly, any money or anything of value to any
government official or employee inducing that
person to do or omit doing any act in violation of
his/her lawful duty, securing an improper
advantage, or influencing such official to use
his/her influence with the government to effect or
influence the decision of such government in order
to assist Sponsor or Worldwide in obtaining or
retaining business.

16. Financial Arrangements

16.1. Sponsor, through Worldwide, shall compensate

Institution and Principal Investigator for the
Services according to Exhibit B and Exhibit C of
this Agreement.

16.2. Institution and Principal Investigator will not be

compensated for any:

16.2.1. Study Subjects who are enrolled without a
properly executed informed consent form in
accordance with this Agreement, and who
do not meet the inclusion/exclusion criteria;
or

16.2.2. Services performed that are violations of or
deviations from the Protocol or resulting in
a breach of this Agreement, except for
deviations as described in Section 1.8. a.

16.3. The Budget in Exhibit C may be modified by

mutual written agreement of the Parties, and
shall constitute full payment for the Study, and
neither Sponsor nor Worldwide shall have any
further payment obligations under this
Agreement.

pfijimat, vyZzadovat ani souhlasit s tim, Ze obdrzi
nebo pfijmou, pfimo ¢i nepfimo, cokoli
hodnotného vcetné¢ jakékoli financéni ¢i jiné
vyhody, jejimz cilem nebo ucelem je jakymkoli
zpusobem podnitit ¢i odménit nespravné jednéani
Hlavniho zkousejiciho nebo Personalu studie
v jakékoli pozici nebo pii jakékoli cinnosti
souvisejici se Studii.

15.3. Hlavni zkousejici se dale zavazuje, ze nepiijme

ani nezaplati, nevénuje, nenabidne ani nepfislibi, Ze
by zaplatil nebo vénoval, pfimo ¢i nepiimo, zadné
penize ani nic hodnotného zadnému vladnimu
ufednikovi ¢i zaméstnanci s cilem piimét jej
k tomu, aby podnikl nebo nepodnikl cokoli, ¢im by
porusil svou zidkonnou povinnost, zajistil
nepfiméfenou vyhodu nebo piimél takového
ufednika, aby svym vlivem ve vladé rozhodl nebo
ovlivnil rozhodnuti této vlady, atak pomohl
Zadavateli nebo spole¢nosti Worldwide ziskat nebo
udrzet zakazku.

16. Finanéni ujednani

16.1. Zadavatel

prostiednictvim  spole¢nosti
Worldwide financn¢ nahradi Zdravotnické zafizeni
a Hlavniho zkousejiciho za Sluzby poskytnuté na
zaklad¢ Prilohy B a Ptilohy C této Smlouvy.

16.2. Zdravotnické zafizeni a Hlavni zkousSejici

nedostanou finan¢ni nahradu za:

16.2.1. Subjekty studie, které jsou zapsany bez
radné vyplnéného formulafe
informovaného souhlasu vyzadovaného
touto Smlouvou a které nespliuji kritéria
pro zafazeni/vylouceni; nebo

16.2.2. poskytované¢ Sluzby, které porusuji
Protokol nebo se od né& odchyluji, nebo
maji za nasledek porusSeni této Smlouvy
(krom¢ odchylek popsanych v ¢lanku
1.8.a.

16.3. Rozpocet uvedeny v Piloze C mize byt upraven

po vziajemné pisemné dohodé dotCenych Stran
a predstavuje plnou platbu za Studii. Zadavatel
ani spolecnost Worldwide pak v souvislosti
s touto Smlouvou nebudou mit zadné dalsi
platebni zavazky.

16.4. The Parties acknowledge that Worldwide is the 16.4.
payment agent for the Sponsor under this

Strany berou na védomi, Ze spolecnost
Worldwide je dle této Smlouvy zastupcem pro
CorteriaPharmaceuticals-xxx-19Dec2024-CR-from-Worldwide-Trprt-CTA-Version 1.3

CZ-xxx-Falc-FINAL-29Apr25
Page 25 of 44



16.5.

Agreement and payments depend on Worldwide
receiving necessary funds from the Sponsor to
make the payments contemplated in this
Agreement. Sponsor shall be liable for all
payments made under this Agreement and
Worldwide shall not be liable in the event
adequate funds are not made available by the
Sponsor.

The Parties represent and warrant that the
consideration to Institution for the Study in
accordance with the Payment Schedule
represents fair market value of the services
rendered and resources allocated to the Study by
the Institution, and that such compensation shall
not be construed in any manner as an obligation,
or inducement, of Institution or Principal
Investigator to recommend that any person or
entity purchase Sponsor's or its affiliates'
products.

17. Term and Termination

17.1. The term of this Agreement shall begin on the

Effective Date and shall, unless sooner
terminated as provided below, continue until
completion of the Study as provided in the
Protocol.

17.2. Sponsor may terminate this Agreement:

17.2.1. with or without cause, upon thirty (30)
days prior written notice to Institution and
Principal Investigator; or

17.2.2. immediately for any of the following
reasons:

a) authorization and approval to conduct
the Study is withdrawn by the relevant
regulatory authority;

b) the Study Data support termination of
the Study for any reason, including the
safety and welfare of Study Subjects;

¢) Principal Investigator becomes
unavailable to conduct the Study, and a
mutually  acceptable  replacement

16.5.

platby jménem Zadavatele a platby se odviji od
skuteCnosti, zda spole¢nost Worldwide od
Zadavatele obdrzi potfebné prostiedky, aby
mohla uhradit platby zamyslené v této Smlouvé.

Zadavatel odpovidda za veSkeré platby
provedené na zakladé této  Smlouvy
aspoleénost Worldwide nenese Zzadnou

odpovédnost v ptipadé, ze Zadavatel neda
k dispozici dostate¢né prostiedky.

Strany prohlaSuji a zarucuji, Ze protiplnéni
Zdravotnickému zafizeni za Studii v souladu
s Harmonogramem plateb predstavuje
spravedlivou trzni hodnotu poskytovanych
sluzeb a zdroji pfidélenych na  Studii
Zdravotnickym  zafizeni, a Ze takova
kompenzace nebude Zzadnym zplsobem
vykladana jako povinnost nebo pobidka
Zdravotnického  zafizeni nebo  Hlavniho
zkousSejiciho doporucit jakékoli osobé nebo
subjektu nakup produkti Zadavatele nebo jeho
ptidruzenych spolecnosti.

17. Doba trvani a ukonéeni

17.1.

Doba platnosti této Smlouvy zacind Datem
ucinnosti a pokud nebude ukoncena dfive, jak je
uvedeno nize, bude pokracovat az do dokonceni
Studie podle Protokolu.

17.2. Zadavatel muze tuto Smlouvu ukondit:

17.2.1. s udanim davodu nebo bez, pisemnym
oznamenim tficet (30) dntt pfedem
Zdravotnickému zatizeni a Hlavnimu
zkousejicimu; nebo

17.2.2. okamzité z nékterého z nésledujicich
divodi:

a) piislusny kontrolni ufad odejme
opravnéni  aschvaleni Kk provadéni
Studie;

b) ukonceni Studie z jakéhokoli divodu
napomahaji Udaje ze studie, vdetnd
kvili bezpe€nosti ablahu Subjekti
studie;

c) Hlavni  zkouSejici  pfestane byt
k dispozici pro provedeni Studie a nelze
jako nahradu urcit Hlavniho
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principal cannot  be

identified;

investigator

d) Institution or Principal Investigator
materially breaches the terms of this
Agreement and Institution and Principal
Investigator have failed to cure the
material breach, at their own expense,
within thirty (30) days of receipt of
written notice specifying such breach;

e) Institution, Principal Investigator, or any
Study Staff becomes debarred or
disqualified; or

f) Principal Investigator has failed to
recruit or enrol a sufficient number of
subjects for participation in the Study to

make it likely that the statistical
requirements applicable to the Study
will be met.
17.3. Institution and Principal Investigator may
terminate this Agreement immediately:
17.3.1 if Sponsor materially breaches the

17.3.

1731

zkousejiciho, ktery by byl pfijatelny pro
ob¢ Strany;

d) Zdravotnické zafizeni nebo Hlavni
zkousejici zasadnim zpiisobem porusuji
podminky této Smlouvy a Zdravotnickeé
zatizeni a Hlavni zkousSejici nenapravili
toto zasadni poruseni na vlastni naklady
do tficeti (30)dnit od doruceni
pisemného oznameni o daném porusenti;

e) Zdravotnickému =zafizeni, Hlavnimu
zkousejicimu nebo jakémukoli ¢lenovi
Personalu studie je pozastavena nebo
zakazana ¢innost; nebo

f) Hlavni zkouSejici nedokazal pfi naboru
pfijmout nebo zaregistrovat dostatecny
pocet subjektli pro Gcast ve Studii, aby
bylo pravdépodobné, ze budou splnény
statistické pozadavky platné pro Studii.

Zdravotnické zafizeni a Hlavni zkouSejici
mohou tuto Smlouvu okamzité ukoncit:

pokud Zadavatel zasadnim zpiisobem

terms of this Agreement and failed to cure the
material breach within thirty (30) days of receipt
of written notice specifying such breach; or

porusi podminky této Smlouvy a nenapravi toto
zasadni poruseni do tficeti (30) dnli od doruceni
pisemného ozndmeni o daném poruseni; nebo

17.3.2.  upon written notice to Sponsor for 17.3.2. na zaklad¢ pisemného oznameni
Study Subject health and safety reasons (i.e., to Zadavateli ze zdravotnich a bezpeénostnich
mitigate an imminent safety risk to Study divodi  Subjektd studie (tj. k odvraceni
Subjects). bezprosttedniho  bezpe¢nostniho rizika pro

Subjekty studie).

17.4. Immediately upon receipt of a notice of
termination,  Institution  and  Principal

17.4. Okamzité¢ po obdrzeni oznameni o ukonceni
Smlouvy Zdravotnické zafizeni a Hlavni

17.5.

Investigator shall cease entering subjects into
the Study, cease conducting procedures on
Study Subjects to the extent medically
permissible, and refrain from incurring
additional costs and expenses to the extent
reasonably possible.

Upon completion of the Study or Study

termination, Institution  and  Principal
Investigator shall:
17.5.1 prepare and forward all relevant

information for the Study as described in the

17.5.

zkousejici ukonci zafazovani subjektt do studie,
u Subjektl studie ukonéi provadéni postupt
Vv lekatsky pfipustném rozsahu a v pfiméfeném
rozsahu se zdrzi aktivit vedoucich ke vzniku
dalSich nakladt a vydaji.

Po dokonceni nebo ukonceni Studie musi
Zdravotnické zatfizeni a Hlavni zkousSejici:

17.5.1 pfipravit a pfedat Zadavateli vSechny
dulezité informace o Studii, jak je popsano
v Protokolu, véetné v§ech Dat ze studie; a
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Protocol, including all Study Data to Sponsor;
and

17.5.2. return all unused Investigational
Product, Study supplies, Equipment, devices,
Confidential Information, and all related Study
materials furnished to Institution and Principal
Investigator by Sponsor or its designee
including Worldwide.

18. General Provisions

18.1. This Agreement and its Exhibits contain the

entire understanding between the Parties and
unless otherwise stated in this Agreement, can
only be modified by written agreement of the
Parties. Titles and headings are inserted in this
Agreement for reference purposes only and
must not be used to interpret the Agreement.

18.2. With the exception of legal notices, all notices

under this Agreement shall be in writing, signed
by the relevant Party, and delivered personally
by courier, recorded delivery posts or e-mail, in
each case with confirmation of delivery or
receipt. Legal notices under this Agreement
shall be in writing, signed by the relevant Party,
and delivered personally by courier or by
recorded delivery posts with confirmation of
delivery or receipt in writing. Notices shall be
addressed as follows:

17.5.2. wvréatit veskery nepouzity Hodnoceny
ptipravek, spotiebni material ke Studii,
Zatizeni, vybaveni, Divémé informace
a veSkeré materialy souvisejici se Studii, které
Zdravotnickému zatizeni a Hlavnimu
zkousejicimu poskytl Zadavatel nebo jim
poveétena osoba, véetné spolecnosti Worldwide.

18. Obecna ustanoveni

18.1. Tato Smlouva ajeji Ptilohy obsahuji tplné

ujednani mezi Stranami a neni-li v této Smlouvé
stanoveno jinak, lze ji ménit pouze na zakladé
pisemné dohody obou Stran. Nazvy a nadpisy
jsou vlozeny v této Smlouve pouze pro referenci
a nesmi byt pouzity k vykladu znéni Smlouvy.

18.2. S vyjimkou pravnich ozndmeni musi byt veSkera

ozndmeni v souladu s touto Smlouvou pisemn4,
podepsana pfisluSnou Stranou a dorucena
osobn¢ kuryrem, postovni zasilkou doporucené
nebo e-mailem, vkazdém piipadé vzdy
s potvrzenim o doruceni nebo pievzeti. Pravni
oznameni musi byt v souladu s touto Smlouvou
pisemna, podepsand pfislusSnou  Stranou
a dorucend osobné kuryrem, poStovni zasilkou
doporucené s pisemnym potvrzenim o doruceni
nebo pfevzeti. Oznameni budou zasildna na
nasledujici adresy:

Zadavateli: / Jméno a adresa:

To Sponsor: /| Name and Address: | As written in preamble of this Agreement / Jak
je uvedeno v preambuli této Smlouvy

E-mail: / e-mail:

Worldwide: / | / Jméno a adresa:

With a copy to | Name and Address: | As written in preamble of this Agreement / Jak je
uvedeno v preambuli této Smlouvy

S kopii e-mail: / E-mail:

SM sites contracts admin@worldwide.com

spolecnosti
Worldwide:

/ Jméno a adresa:

Name and Address: | As written in preamble of this Agreement / Jak
je uvedeno v preambuli této Smlouvy
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To Institution: / | e-mail: / E-mail:
Zdravotnickému
zarizent:

Investigator: /| / Jméno a adresa:
Hlavnimu
zkousejicimu:

e-mail: / E-mail:

To Principal | Name and Address: | As written in preamble of this Agreement / Jak
je uvedeno v preambuli této Smlouvy

18.3. Any Party may change its address or e-mail by

giving the other Party written notice, delivered in
accordance with this provision.

18.4. Institution and Principal Investigator shall not

engage any subcontractor to fulfil any of their
obligations in this Agreement without obtaining
prior written consent from Sponsor, which shall
not be unreasonably withheld. If Sponsor
approves the engagement of a subcontractor,
Institution and Principal Investigator shall remain
solely responsible for the qualification,
contracting, and oversight of the activities
performed by their subcontractor(s), and the use
of a subcontractor shall not relieve Institution and
Principal Investigator of their obligations.
Institution and Principal Investigator shall be
solely responsible for all financial responsibilities
related to such subcontractor(s), including
withholdings, liabilities, and contributions in
respect of any such subcontractor(s).

18.5. Institution and Principal Investigator agree to co-

operate in good faith and to provide any necessary
information or instruction to vendor(s) appointed
by the Sponsor or Worldwide on behalf of
Sponsor for the performance of any specific
Study related services.

18.6. Institution and Principal Investigator are

independent contractors for Sponsor, and are not
employees, agents, or partners of Sponsor or
Worldwide.

18.7. Sponsor may assign this Agreement upon written

notice to Institution and Principal Investigator.
This Agreement may not be assigned or

18.3. Kterakoli ze Stran muze zmeénit svou adresu

nebo e-mail na zakladé pisemneho oznadmeni
druhé Strané, které bude doruceno v souladu
s timto ustanovenim.

18.4. Zdravotnické zafizeni a Hlavni zkouSejici do

plnéni svych zavazki vyplyvajicich =z této
Smlouvy nesmi zapojovat Zadného subdodavatele
bez piedchoziho pisemného souhlasu Zadavatele.
Zadavatel nesmi takovy souhlas bezdivodné
odeptit. Pokud Zadavatel schvali zapojeni
subdodavatele, ziistdvaji Zdravotnické zatizeni
a Hlavni zkousejici nadale vylu¢né odpovédni za
kvalifikaci, uzavirani smluv adohled nad
¢innostmi provadénymi jejich subdodavatelem
(subdodavateli) a vyuziti subdodavatele
nezbavuje Zdravotnické zafizeni a Hlavniho
zkousejictho  jejich zavazkli. Zdravotnické
zafizeni a Hlavni zkouSejici nesou vylu¢nou
odpovédnost za finan¢ni zavazky vici takovym
subdodavatelim, vcéetné srazek, zavazku nebo
prispévku v souvislosti s takovymi
subdodavateli.

18.5. Zdravotnické zafizeni a Hlavni zkousSejici

souhlasi s tim, ze budou spolupracovat v dobré
vite abudou dodavatelim  jmenovanym
Zadavatelem nebo spolecnosti Worldwide
poskytovat veSkeré nezbytné informace nebo
pokyny Kk provadéni jakychkoli konkrétnich
sluzeb souvisejicich se Studii.

18.6. Zdravotnické zatizeni a Hlavni zkousSejici jsou

samostatné smluvni strany Zadavatele a nemaji
pozici zaméstnancii, zastupci nebo partnert
Zadavatele nebo spole¢nosti Worldwide.

18.7. Zadavatel mize tuto Smlouvu postoupit na

zakladé pisemného ozndmeni Zdravotnickému
zafizeni a Hlavnimu zkousejicimu. Zdravotnické
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transferred by Institution or Principal Investigator
without the prior written consent of Sponsor,
unless such assignment is due to an acquisition or
if the Agreement is assigned to Institution’s
parent company, in which case, Institution must
provide written notice to Sponsor.

18.8. Either Party’s failure to require the other Party to
comply with any provision of this Agreement
shall not be deemed a waiver of such provision or
any other provision of this Agreement.

18.9. If any provision of this Agreement is held invalid
or unenforceable by a court of competent
jurisdiction, the rest of the Agreement will remain
in full effect.

18.10. The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive termination
or completion of this Agreement, even if not
expressly stated herein.

18.11. Neither Party shall be liable to the other Party
or shall be in default of its/his/her obligations in
this Agreement if such default is the result of war,
hostilities, terrorist activity, revolution, civil
commotion, strike, epidemic, accident, fire, wind,
flood, or because of any act of God or other cause
beyond the reasonable control of the Party
affected.

18.12. This Agreement, and any subsequent
amendment(s), may be executed in counterparts
and the counterparts, together, shall constitute a
single agreement.

18.13. The Parties agree that a copy of the original
signature (including an electronic copy) may be
used for any and all purposes for which the
original signature may have been used. The
Parties agree they will have no rights to challenge
the use or authenticity of this document based
solely on the absence of an original signature.

18.14. This Agreement may be executed in two (2)
languages. In case of discrepancies between the

zafizeni nebo Hlavni zkouSejici nemiize tuto
Smlouvu postoupit nebo prevést bez predchoziho
pisemného souhlasu Zadavatele, s vyjimkou
pfipadu, kdy by takové postoupeni bylo
vysledkem akvizice, nebo by byla Smlouva
postoupena mateiské spole¢nosti Zdravotnického
zatizeni. Zdravotnické zafizeni musi v takovém
pfipadé¢ tuto skuteCnost pisemné oznamit
Zadavateli.

18.8. Pokud né¢ktera ze Stran nebude pozadovat, aby
druhd Strana dodrZela nékteré ustanoveni této
Smlouvy, nebude to povazovano za zieknuti se
tohoto ustanoveni ani zadného jiné¢ho ustanoveni
této Smlouvy.

18.9. Pokud je né&které ustanoveni této Smlouvy
povazovano za neplatné nebo nevymahatelné
soudem pfislusné jurisdikce, zistane zbyvajici
¢ast Smlouvy platna v pIném rozsahu.

18.10. Podminky této Smlouvy, které obsahuji
zavazky nebo prava presahujici dokoncéeni
Studie, zdstanou v platnosti i po ukonceni této
Smlouvy, i kdyz to v ni neni vyslovné uvedeno.

18.11. Zadna ze Stran nebude odpovédna vici druhé
Strané, ani nebude povazovano za neplnéni
zavazkl vyplyvajicich z této Smlouvy, pokud se
jedna o neplnéni v disledku valky, nepratelské
akce, teroristické ¢innosti, pfevratu, obcanskych
nepokoju, stavky, epidemie, nehody, pozaru,
vichfice, povodni nebo kviili jakémukoli zdsahu
vys$§i moci nebo zjiného divodu nad ramec
pfimétené kontroly dot€ené Strany.

18.12. Tato Smlouva a jakékoli nasledné dodatky
mohou byt sepsany ve vice vyhotovenich, které
spolecné tvofi jednu dohodu.

18.13. Strany se dohodly, Ze kopii ptivodniho podpisu
(vCetn¢ elektronické kopie) lze pouzit pro
vSechny ucely, pro které mohl byt pavodni podpis
pouzit. Strany souhlasi, Ze pouze na zakladé
neexistence puvodniho podpisu nemaji zaddné
pravo zpochybnit pouziti nebo pravost tohoto
dokumentu.

18.14. Tato Smlouva mulze byt vyhotovena
dvojjazy¢né. V ptipadé¢ rozporii mezi cCeskou
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Czech version and the English version of this
Agreement, the English version shall prevail.

18.15. The Agreement shall be governed by the laws

of Czech Republic. The Parties agree that they
will try to resolve any disputes arising out of or in
connection with this Agreement out of court prior
to resorting to any legal action. If the Parties are
unable to resolve the dispute amicably within
sixty (60) days from the date the complaining
Party gave written notice of such dispute to the
other Party, the dispute may be brought before the
relevant local court.

verzi a anglickou verzi této Smlouvy bude mit
pfednost anglicka verze.

18.15. Smlouva se fidi zakony Ceské republiky. Obé

Strany souhlasi, ze se v ptipadé sporu vzniklého
ze Smlouvy nebo v jeji souvislosti pokusi vyiesit
vSechny spory mimosoudné¢ jest¢ pred
pristoupenim k soudni zalobé. Pokud Strany
nejsou schopny spor vytesit smirem do Sedesati
(60) dnit ode dne, kdy stéZovatelska Strana
podala pisemné ozndmeni o tomto sporu druhé
Stran¢, muze byt spor piedlozen piislusnému
mistnimu soudu..

[SIGNATURES TO FOLLOW] / [NASLEDUJI PODPISY]
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SPONSOR by its authorized signatory WORLDWIDE / ZADAVATEL
V zastoupeni opravnénym zmocneéncem, spolecnosti WORLDWIDE

Name
Surname /
Jméno
Pi{jmeni

Title /
Pozice

Date /

Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis

INSTITUTION (authorized signatory) / ZDRAVOTNICKE ZARIZENI
(opravnény zmocnénec)

Name
Surname /
Jméno
Ptijmeni

Title /
Pozice

Date /
Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis
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PRINCIPAL INVESTIGATOR / HLAVNI ZKOUSEJICI

Name
Surname /
Jméno
Ptijmeni

Title /
Pozice

Date /
Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis
LIST OF EXHIBITS SEZNAM PRILOH
Exhibit A: Equipment Piiloha A: Zarizeni
Exhibit B: Payment Schedule Piiloha B: Harmonogram plateb
Exhibit C: Budget Piiloha C: Rozpocet
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EXHIBIT A/PRILOHA A
EQUIPMENT / ZARIZENI

Institution and Principal Investigator agree that 1. Zdravotnické zafizeni a Hlavni zkousSejici

they shall use the Equipment solely for the purpose
of conducting the Study and that they shall ensure
that only Principal Investigator and Study Staff use
the Equipment.

souhlasi s tim, Ze Zatizeni pouziji vylué¢né pro
ucely provadéni Studie a ze budou dané Zatizeni
pouzivat pouze Hlavni zkouSejici a Personal
studie.

Institution and Principal Investigator shall comply 2. Zdravotnické zatizeni a Hlavni zkousejici budou
with any operating and maintenance instructions dodrzovat provozni pokyny a pokyny k udrzbé
of the Equipment provided by Sponsor, its agents, Zatizeni piedaného Zadavatelem, jeho zastupci,
vendor, or the manufacturer of the Equipment, and dodavatelem nebo vyrobcem Zatizeni a budou ho
will store Equipment under conditions that are uchovavat za podminek, které odpovidaji povaze
appropriate to the nature of the Equipment to Zafizeni a minimalizuji riziko ztraty nebo
minimize the risk of loss or damage. If repair or poskozeni. V piipadé opravy nebo vymény
replacement of the Equipment is required due to Zatizeni, které jsou nezbytné v dusledku
the negligence, misuse, theft, or loss by the nedbalosti, nespravného pouzivani, kradeze nebo
Institution, Principal Investigator, or Study Staff, ztraty  Zafizeni  Zdravotnickym  zafizenim,
reimbursement for necessary repair or for full Hlavnim zkouS$ejicim nebo Persondlem studie,
replacement value for new Equipment will be bude platba za nezbytnou opravu nebo cenu
deducted from the final balance payment due to the vymény nového Zafizeni odeCtena ze zavérecné
Payee on completion of the Study. platby splatné Piijemci pfi dokonceni Studie.
Institution and Principal Investigator shall and 3. Zdravotnické zafizeni a Hlavni zkouSejici jsou
shall cause Study Staff to take reasonable care in povinni a musi pfimét Personal studie, aby se pfi
the use of the Equipment. pouzivani daného Zatizeni choval pfimétené
opatrné.
Sponsor shall be responsible for routine 4. Zadavatel odpovida za béznou tdrzbu Zatizeni.
maintenance of the Equipment.
Institution and Principal Investigator agree to 5. Zdravotnické zafizeni a Hlavni zkousSejici se dale

return the Equipment, at Sponsor’s cost, upon
Sponsor’s advance request.

zavazuji, Ze na naklady Zadavatele vrati zafizeni
na predchozi Zadost Zadavatele.
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EXHIBIT B/ PRILOHA B
PAYMENT SCHEDULE / HARMONOGRAM PLATEB

SITE/PAYEE ACCOUNT INFORMATION / BANKOVNiI UDAJE STUDIJNIHO
CENTRA / PRIJEMCE

CONTACT INFORMATION / KONTAKTNI INFORMACE

Payment Remittance Report Recipient: /
Pfijemce zpravy o ihradé platby :

Name: / Jméno:

Phone #: / Telefonni ¢islo:

E-mail: / E-mail:
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Invoice Request /Dispute Recipient: /
Piijemce Zadosti o fakturu/ Prijemce
sporné faktury:

Jméno: / Iméno:

Phone #: / Telefonni ¢&islo:

E-mail: / E-mail:

1. Payee’s bank details change

1.1.

In case of changes in the Payee’s bank details or
any other information included in Payee
Account Information above, the Payee is
obliged to immediately notify Worldwide in
writing by sending updated Payee Account
Information signed by Principal Investigator
and/or Institution authorized signatory (as
applicable) to:

payments@worldwide.com
and

SM _sites_contracts_admin@worldwide.com

Indicating in the subject line of the e-mail:
Protocol number, country, site number, and last
name of Principal Investigator.

Payee Account Information Form can be
obtained from:
SM _sites_contracts_admin@worldwide.com

1.1.

1. Zména bankovnich udaji Piijemce

V ptipadé¢ zmén bankovnich udaji Piijemce
nebo jakychkoli jinych informaci obsazenych ve
vyse uvedenych bankovnich tidajich Piijemce je
Ptijemce  povinen neprodlené¢  pisemné
informovat spolecnost Worldwide zaslanim
aktualizovanych bankovnich udajia Piijemce
podepsanych Hlavnim zkouSejicim a/nebo
ptipadné opravnénym zmocnéncem
Zdravotnického zatizeni na:
payments@worldwide.com

a

SM _sites_contracts_admin@worldwide.com

V ptedmétu e-mailu uvedte: ¢islo Protokolu,
zemi, ¢islo studijniho centra  a piijmeni
Hlavniho zkousejiciho.

Formuldf  k vyplnéni  bankovnich  udajt
Piijemce ziskate zde:
SM _sites_contracts_admin@worldwide.com

1.2. Parties agree that in case of changes in bank 1.2. Strany souhlasi stim, Zze v pfipadé zmén
details which do not involve a change of payee, Vv bankovnich udajich, které nezahrnuji zménu
no further amendments to this Agreement are ptijemce, nebudou vyzadovany zadné dalsi
required. Dodatky této Smlouvy.

2. Invoicing Instructions 2. Pokyny k fakturaci

2.1.

Worldwide will make payments on behalf of

payment related concerns or questions shall be
ey

Payments made to Payee may come through a
third-party vendor.

2.1.

Spole¢nost Worldwide uhradi platby jménem

zalezitosti nebo dotazy tykajici se plateb budou
coresoviny e [
Platby provedené prijemci platby se mohou
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2.2.

All billing invoices for invoiceable items shall
be issued in a timely manner within 60 days of
the date of activity and all billing invoices for
visit activities shall be issued in a timely manner
within 60 days of the date of Request for Invoice
(“RFI”) receipt in the name of the Sponsor,
including VAT, if Payee and Sponsor are
located in the same country. Otherwise, all
invoices shall be issued in the name of:

payments@worldwide.com
(preferred method)

2.2.

uskutecnit prostiednictvim dodavatelské tieti
strany.

Vsechny faktury za fakturovatelné polozky
musi byt vystaveny v€as do 60 dni ode dne
provedeni Cinnosti a vSechny faktury =za

navstévni ¢innosti musi byt vystaveny vcas do
60 dnit ode dne obdrzeni zadosti o vystaveni
faktury (,,RFI“) na jméno Zadavatele, veetné
DPH, pokud se Piijemce a Zadavatel nachazeji
ve stejné zemi. V opacném piipadé budou
vystaveny  na

jméno:

payments@worldwide.com

(preferovana metoda)

2.3. Invoices from Payee shall be in English and 2.3. Faktury vystavené Piijjemcem musi byt anglicky
include: a obsahovat:
a) International Grants Administration, Inc. a) International Grants Administration, Inc.
b) Payee name (as shown in this Exhibit) b) Nazev Piijemce (jak je uveden v této

Ptiloze)
¢) Protocol number c¢) Cislo Protokolu
d) Site number d) Cislo Studijniho centra
e) Invoice date e) Datum vystaveni faktury
f) Date & itemized description of services f) Datum a popis jednotlivych
provided/invoiced poskytnutych/fakturovanych sluzeb
g) Applicable supporting documents/third- g) Piislusné doprovodné dokumenty / faktury
party invoices tietich stran

h) Total amount payable h) Celkova ¢astka k uhrazeni

2.4. Electronic invoice submissions (sent by email) 2.4. Elektronické faktury (zaslané e-mailem) musi
shall include in the subject line of the e-mail: Vv pfedmétu e-mailu obsahovat: ¢islo Protokolu,
Protocol number, country, Site number, and last zemi, Cislo studijniho centra a piijmeni
name of Principal Investigator. Failure to adhere Hlavniho zkouSejiciho. Pfi nesplnéni téchto
to these terms will delay the processing and podminek dojde ke zpozdéni zpracovani
payment of the submitted invoice. a platby zaslané faktury.

2.5.  Only in the case that Payee is required to issue 2.5. Pouze v pfipadé, ze Pfijemce musi vystavit

original invoice and cannot submit it
electronically by email as defined in 2.2, invoice
can be sent by post to below address:

i inical Trials, Limited
Invoices

original faktury a nemuze ji odeslat elektronicky
e-mailem podle ¢lanku 2.2, je mozné ji zaslat
postou na nize uvedenou adresu:

Worldwj ini ials, Limited
Faktury
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Attention: Central Payments Team

3. Definitions
3.1.

3.2.

3.3.

3.4.

3.5.

3.6.

An “Enrolled Subject” is a Study Subject who,
on entrance into the treatment phase of the
Study, met all of the inclusion criteria and none
of the exclusion criteria in the Protocol, gave his
or her written informed consent to participate,
and was enrolled in the Study in accordance
with the Protocol.

A “Completed Subject” is an Enrolled Subject
that has completed all the required Study visits
in accordance with the Protocol to permit
evaluation and whose CRF has been completed
and accepted as satisfactory by Sponsor.

A “Withdrawn Subject” is an Enrolled Subject
who does not complete all the required Study
visits but otherwise was appropriately enrolled
in accordance with the Protocol. Payment for
Withdrawn Subjects will be prorated based on
visits completed and work performed.

A “Screen Failure” is a Study Subject who is
not enrolled into the Study because he or she
does not meet all inclusion and exclusion
criteria or other requirements that must be met
for participation in the Study.

“SIV Completion” is the successful completion
of the Study Site’s Site Initiation/Activation
Visit.

“COV Completion” is the successful

completion of the Study Site’s Closeout Visit at
the end of the Study.

4. Payment Terms

4.1.

Sponsor agrees to support the Study according
to the Budget attached for all visits, procedures
and tests scheduled in the Protocol. The total
cost for the successful completion of the Study
per successful Completed Subject (as defined
above) is set forth in the Budget attached.

K rukam: Central Payments Team

3. Definice
3.1.

3.2.

3.3.

3.4.

3.5.

3.6.

Zarazenym subjektem® se rozumi subjekt
studie, ktery pii vstupu do 1écebné faze Studie
splioval vSechna kritéria pro zaClenéni
anespliioval zadné zkritérii pro vylouceni
uvedenych v Protokolu, poskytl pisemny
informovany souhlas s ucasti a byl zapsan do
Studie v souladu s Protokolem.

,»Subjektem, ktery dokoncil studii* se rozumi
Zarazeny subjekt, ktery absolvoval vSechny
pozadované navstévy v ramci Studie v souladu
s Protokolem umoziujici hodnoceni a jehoz
CRF byl vyplnén a pfijat Zadavatelem jako
uspokojivy.

,Subjektem, ktery odstoupil ze studie® se
rozumi Zatazeny subjekt, ktery neabsolvoval
vSechny pozadované navstévy v ramci Studie,
ale ktery byl ftadné¢ zapsan v souladu
s Protokolem. Platba za Subjekt, ktery odstoupil
ze studie, bude pfimo tmérné snizena s ohledem
na absolvované navstévy a provedenou ¢innost.

,PFipadem neuspéSného screeningu“ se
rozumi Subjekt studie, ktery nebyl do Studie
zapsan, jelikoz nevyhovél vsem kritériim pro
zatazeni a vylouceni nebo jinym pozadavkim,
které musi byt k ucasti ve Studii splnény.

,ZAbsolvovanim  SIVE se  rozumi
absolvovani iniciacéni

Studijniho centra.

uspésné
navstévy

,Absolvovanim COV* se rozumi uspésné
absolvovani zavérecné navstévy Studijniho
centra na konci Studie.

4. Podminky platby

4.1.
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4.2. The Principal Investigator shall use reasonable 4.2.

4.3.

44.

efforts to enrol 5 Study Subjects within the
enrolment period as stipulated in the Study
Instruction. Additional Study Subjects may be
enrolled with prior written approval by Sponsor
without the need to execute an amendment to
this Agreement, and Principal Investigator
agrees that Sponsor may unilaterally revise the
number of Study Subjects that Principal
Investigator shall enrol or the timeframe for
such enrolment, via Study Instructions at any
time. Institution and Principal Investigator will
only be compensated if the Services have been
properly performed in accordance with the
Protocol and this Agreement, and payments are
dependent upon the CRFs, reports and other
information pursuant to this Agreement being
submitted in a timely and satisfactory manner.

Institution and Principal Investigator will only
be compensated if the Services have been
properly performed in accordance with the
Protocol and this Agreement, and payments are
dependent upon the CRFs, reports, and other
information pursuant to this Agreement being
submitted in a timely and satisfactory manner.

Reimbursements for any procedures, visits, or
other charges performed apart from those
scheduled in the Budget are subject to approval
by Sponsor. No payment will be made for Study
Subjects with deviations of the Protocol within
the control of Institution and Principal
Investigator except for deviations as described
in Section 1.8 of this Agreement. All work to be
undertaken pursuant to this Agreement shall not
commence until this Agreement is executed by
the Institution and Principal Investigator, and
the executed Agreement is received by
Worldwide.

If any terms of this Exhibit conflict with any
terms of the Budget, the terms of this Exhibit
shall govern.

4.3.

4.4.

definovano vyse) stanovené

Rozpoctu.

v ptilozeném

Hlavni zkouSejici vynalozi piimérené sili
k zafazeni 5 Subjektii studie béhem obdobi
zapisu, jak je stanoveno v Pokynech ke studii.
Dalsi Subjekty studie mohou byt zapsany na
zéklad¢ predchoziho pisemného souhlasu
Zadavatele, aniz by bylo nutné provést
pozménovaci dodatek této Smlouvy, a Hlavni
zkousejici souhlasi stim, ze Zadavatel muze
kdykoli  jednostrann¢  kontrolovat  pocet
Subjekta studie, které Hlavni zkousejici zapiSe,
nebo lhaty takového zapisu, ato
prostiednictvim Pokynti ke studii.
Zdravotnickému zatizeni a Hlavnimu
zkousejicimu bude vyplacena nahrada, pouze
pokud byly Sluzby fadné provedeny v souladu
s Protokolem a touto Smlouvou, a platby zavisi
na tom, zda CRF, zpravy adalsi informace
podle této Smlouvy byly piedlozeny vcas
a Vv uspokojivé podobg.

Zdravotnické zatizeni a Hlavni zkousejici budou
kompenzovani pouze v piipadé, ze sluzby byly
fadné poskytnuty v souladu s Protokolem a touto
Smlouvou a platby zaviseji na v€asném a
uspokojivém ptedlozeni CRF, zprav a dalSich
informaci podle této Smlouvy.

Platby za jakékoli postupy, navstévy nebo jiné
poplatky, které nejsou planovany v Rozpoctu,
musi schvalit Zadavatel. U Subjektt studie
s odchylkami od Protokolu, které spadaji pod
kontrolu Zdravotnického zafizeni a Hlavniho
zkousejiciho, nebude vyplacena z&dna platba,
s vyjimkou odchylek popsanych v ¢lanku 1.8
této Smlouvy. Veskeré prace, které maji byt
provedeny v souladu s touto Smlouvou, nesmi
zapocit, dokud tato Smlouva nebude podepséana
Zdravotnickym zafizenim a Hlavnim
zkousejicim a dokud uzaviena Smlouva nebude
dorucena spolecnosti Worldwide.

Pokud jsou nékteré  podminky  této
Ptilohy v rozporu s nékterymi  podminkami
Rozpoctu, budou mit prednost podminky této
Ptilohy.
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4.5. Additional Study related Subject costs not listed 4.5. Naklady Subjektu souvisejici se Studii, které

4.6.

4.7.

4.8.

in the Budget will be paid by Sponsor only
following written approval from Sponsor or
Worldwide on behalf of Sponsor. Sponsor or
Worldwide on behalf of Sponsor will process
payment for these items upon receipt and
approval of invoice. The invoice must include
the details of what is being invoiced or have
attached supporting documentation along with
the written Sponsor approval. Lack of
documentation or support with the invoice can
cause delays in processing.

All compensation for the Services that are
payable to the Payee(s) as defined in this Exhibit
are inclusive of duties and taxes. The Payee(s)
are responsible for any payment transaction fees
and for compensating all other entities and
individuals who are involved in the conduct of
the Study (e.g., Principal Investigator and Study
Staff).

SCREEN FAILURES: Sponsor agrees to
reimburse Payee(s) for no more than 3 Screen
Failure(s) for every 1 Qualified Subject in
amount equal to Screening visit set forth in the
Budget per Study Subject. Sponsor shall not
reimburse Payee(s) for any Screen Failures due
to any inclusion and exclusion criteria that could
be reasonably identifiable by the Study Staff
prior the Screening visit.

STUDY SUBJECT TRAVEL AND MEAL
EXPENSES: Sponsor agrees to reimburse
reasonable Study Subject’s travel and meal
expenses to attend Study visits. Reimbursement
is based on logs according to collected receipts,
bills, tickets or invoices, up to the amount
defined in the Budget. No personal information
from Study Subjects shall be included in the
invoices. Reimbursement for any expense
outside of the Budget definition is subject to
approval by Sponsor and the EC as applicable.
Sponsor will pay the Payee(s) based on the
approved invoice and Payee(s) is/are
responsible to reimburse Study Subjects
directly. Sponsor agrees to provide through

4.6.

4.7.

4.8.

nejsou uvedeny v Rozpoctu, uhradi Zadavatel
pouze po predchozim pisemném souhlasu od n¢j
nebo od spolecnosti Worldwide jeho jménem.
Platbu za tyto polozky provede Zadavatel nebo
spole¢nost Worldwide jeho jménem po doruceni
aschvaleni faktury. Faktura musi obsahovat
podrobnosti o tom, co je fakturovano, nebo musi
mit pfipojenou podplrnou dokumentaci spolu s
pisemnym souhlasem Zadavatele. Nedostatek
dokumentace nebo podpirnych dokumentt s
fakturou mulze zpisobit zpozdéni  pii
zpracovani.

Veskeré finan¢ni ndhrady za Sluzby, které jsou
splatné¢ Pfijemcum, jak je definovano v této
Ptiloze, jsou vcetné cel a dani. Pfijemce hradi
veskeré poplatky za platebni transakce a za
odménéni  vSech  ostatnich  fyzickych
a pravnickych osob, které se na provadéni
Studie podili (napf. Hlavniho zkousejiciho
a Personalu studie).

PRIPADY NEUSPESNEHO
SCREENINGU: Zadavatel souhlasi s tim, ze
Piijjemcim vyplati maximalné¢ 3 Piipady
neuspésného screeningu na kazdy 1 Zafazeny
subjekt ve vysi Navstévy screeningu na jeden
Subjekt studie stanovené v Rozpoctu. Zadavatel
nebude Pfijemcim hradit za Piipady
neuspésného screeningu z divodu jakychkoli
kritérii pro zafazeni a vylouceni, kterd mohl
Persondl studie v pfiméfené mife zjistit pred
Navstévou screeningu.

VYDAJE SUBJEKTU STUDIE ZA
CESTOVNE A ZA OBCERSTVENI:
Zadavatel souhlasi s thradou vydaji Subjektim
studie za cestovné a za obcerstveni spojenych
snav§tévami vramci  Studie. Uhrada je
provadéna na zakladé logl podle pfedloZenych
uctenek, pokladnich dokladd, jizdenek nebo
faktur, ato az do vySe castky stanovené
V Rozpoctu. Na faktufe nesmi byt uvedené
7adné osobni idaje Subjektt Studie. Uhrada za
jakékoli vydaje mimo ty z Rozpoétu podléhd
schvéleni Zadavatele a pripadn¢ EK. Zadavatel
Piijemctim uhradi ndklady na zakladé schvalené
faktury a Piijemci pfimo odpovidaji za uhradu
Subjektim studie. Zadavatel se zavazuje
prostfednictvim spole¢nosti Worldwide vyplatit
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Worldwide an advanced payment in the amount
of 30 000 CZK ("Advanced Payment") to the
Institution to cover the cost of Study Subject’s
travel expenses. The flat-rate amount for the
payment of travel expenses will be paid by the
Sponsor on the basis of the invoice issued by the
Institution after full execution of this
Agreement. Institution will reimburse Study
subjects after receiving the Advanced Payment.
After three-quarters of the Advanced Payment
has been used up, the Institution is entitled to
issue another invoice, in the same amount as the
previous one. At the end of the Study, the excess
shall be returned to the Worldwide’s account.

Zdravotnickému zafizeni platbu pfedem na
pokryti vydajii Subjektl studie za cestovné ve
vysi 30 000 K¢ (dale jen ,,Platba predem*).
Platba pfedem na uhradu cestovnich nakladt
bude Zadavatelem vyplacena na zéklad¢ faktury
vystavené¢  Zdravotnickym = zafizenim  po
uzavieni této smlouvy. Zdravotnické zatizeni
bude vyplacet ndhrady subjektim az po
obdrZeni Platby pfedem. Po vycCerpani tii Ctvrtin
Platby pfedem je Zdravotnické zafizeni
opravnéno vystavit dalsi fakturu, a to ve stejné
vysi jako predchozi. Pii ukonceni Studie bude
piebytek vracen na ucet spolecnosti Worldwide.

5. Payment Schedule 5. Harmonogram plateb

5.1. Worldwide on behalf of Sponsor will pay for 5.1. Spole¢nost Worldwide jménem Zadavatele
actual work completed in accordance with the uhradi skuteéné odvedenou praci v souladu
Budget attached and/or approved invoice: s Rozpoctem a/nebo schvalenou fakturou:

a) Subject visit payments will be paid for
completed visit QUARTERLY

b) Holdback percentage (10%) defined in the
Budget of each Subject visit payment due,
will be withheld and being included in the
final payment per 5.3

c) Payment for Subject wvisits will be
determined after complete visit have been
entered in the electronic CRF. While
Sponsor intends to pay for the visit total,
Sponsor retains the right to refuse payment
for procedures not performed.

d) Payments may be held if any data
clarification query is outstanding.

e) Invoiceable costs will be paid within forty-
five (45) days upon the receipt of an
itemized undisputed invoice approved by
Worldwide.

f) In the event, that Institution has received
payments in excess of what is owed by
Sponsor (as per Exhibit A), Institution will
promptly refund Sponsor, but within no
later than sixty (60) days of notification by
Sponsor, of such overpayment.

a) Platby za navstévy Subjektu budou
uhrazeny za  dokonCenou  navstévu
CTVRTLETNE

b) Procento zastavy (10%) definované
vV Rozpoctu kazdé splatné platby za
navstévu Subjektu, kterd bude zadrzena
a bude zahrnuta do zavérecné platby podle
¢lanku 5.3

c) Platba za navstévy Subjektu bude
stanovena po zadani navStévy do
elektronickych CRF. I kdyz mé Zadavatel v
umyslu zaplatit za celkovou navstévu,
vyhrazuje si prdvo odmitnout platbu za
neprovedené.

d) Platby mohou byt zadrZeny, pokud bude
existovat nevyfizeny dotaz ohledné udaji.

e) Fakturovatelné naklady budou uhrazeny do
Ctyficeti péti  (45)dnd  po doruceni
rozepsane nerozporované faktury schvalené
spolecnosti Worldwide.

f) 'V pfipadé, ze Zdravotnické zafizeni obdrzi
platby pfresahujici to, co je Zadavatel
povinned uhradit (podle Piilohy A),
Zdravotnické zafizeni neprodlené vrati
takovy preplatek Zadavateli, nejpozdéji
vSak do Sedesati (60) dnti od oznameni
Zadvatele.
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5.2. All invoices for Study payments must be
submitted within sixty (60) days of the site’s Study
close-out visit. Invoices received after this time
will not be reimbursed.

5.3. The final payment, including holdbacks (if
applicable), for all Subject related scheduled and
unscheduled visits or procedures (corrected for
actual work done) will be made following:

a) satisfactory Study completion by Study
Subjects according to the Protocol;

b) satisfactory completion in accordance with
the Protocol of all Study Subjects’ CRFs;

c) resolution of data questions;

d) reconciliation of Investigational Product
supplies;

e) the return of all Equipment (if applicable)
and Study materials; and

f) any other site non-compliance issues are
outstanding (e.g. applicable Essential
Documents not provided to
Worldwide/Sponsor within timelines in
accordance with Study Instructions).

5.4. Payee has thirty (30) days from the receipt of
the final payment to dispute any payment
discrepancies.

5.2. V8echny faktury za platby v rdmci Studie musi
byt zaslany do Sedesati (60) dnii od zavére¢né
navstévy Studijniho centra. Faktury pfijaté po
uplynuti této lhlity nebudou uhrazeny.

5.3. Zavérecna platba, v¢etné (pfislusnych) zastav,
za vSechny planované a nepldnované navstévy
a postupy tykajici se Subjektu (upravena na
skute¢n¢ odvedenou praci) bude u¢inéna poté, co:

a) bude studie uspokojivé dokoncena vSemi
Subjekty studie v souladu s Protokolem;

b) budou uspokojivé vyplnény vSechny CRF
Subjektt studie v souladu s Protokolem;

C) budou vyfeSeny otazky ohledné udaji;

d) budou odsouhlaseny zasoby Hodnoceného
ptipravku;

e) budou pfipadné navracena veskera Zafizeni
a materialy souvisejici se Studii; a

f) budou vyfeSeny veSkeré dali problémy
s nedodrzovanim podminek na Misté
provadéni (napif. v souladu s Pokyny ke
studii nebyly spole¢nosti Worldwide /
Zadavateli ve stanovené lhut¢ dodany
ptislusné Zakladni dokumenty).

5.4. Pifijemce ma tficet (30)dnit od obdrZeni
zaveérecné platby, aby upozornil na jakékoli
platebni nesrovnalosti.
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EXHIBIT C/PRILOHA C
BUDGET- PER SUBJECT / ROZPOCET - ZA SUBJEKT

INSTITUTION/ZDRAVOTNICKE ZARIZENI
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INVOICEABLE ITEMS/FAKTUROVATELNE POLOZKY
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