Clinical Trial Agreement

THIS AGREEMENT is made

BETWEEN:

Parexel International (IRL) Limited
(“CRO”), with registered offices at
70 Sir John Rogerson’s Quay, Dublin
2, Ireland (Company number 541507)

(1)

Fakultni nemocnice v Motole .
with a place of business at
V Uvalu 84
150 06 Praha 5
Czech Republic
Company Registration No.: 00064203
VAT ID No.: CZ00064203

(""Institution™)

)

Regarding:

Protocol number

Protocol title

Smlouva o klinickém hodnoceni

TATO SMLOUVA se uzavira

MEZI NASLEDUJICIMI STRANAMI:

1) Parexel International (IRL) Limited
(,,CRO"), se sidlem na adrese 70 Sir
John Rogerson’s Quay, Dublin 2,
Irsko (Cislo spolecnosti 541507),

A
@) Fakultni nemocnici v Motole,

se sidlem
V Uvalu 84
150 06 Praha 5
Ceska republika

IC: 00064203
DIC: CZ00064203

na zéklad¢ povéieni
(,,déle jen Poskytovatel zdravotnich

sluzeb*  nebo _ ,,Poskytovatel),
poskytovatele

v souvislosti s:

Cislo protokolu

Nazev protokolu
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Protocol date

06 April 2020

Protocol version 1.0

Sponsor Samsung Bioepis Co., Ltd.

Investigator
PhD, MBA

Study Site Ustav 1ékaiské chemie a
klinické biochemie 2. LF UK aFN Motol Fakultni
nemochnice v Motole

Key Enrollment Date fifteen
days after site initiation visit

(15) calendar

Of:

Samsung Bioepis Co., Ltd. (“Sponsor”), a company
incorporated in Republic of Korea, having a place of
business at 76, Songdogyoyuk-ro, Yeonsu-gu,
Incheon, Republic of Korea 21987.

Hereafter referred to collectively as the “Parties” and
individually as a Party”;

-~

Datum protokolu 06 dubna 2020

Verze protokolu 1.0

Zadavatel
Ltd

Samsung Bioepis Co.,

MBA

Studijni pracovisté Ustav lékatské chemie a
klinické biochemie 2. LF UK a FN Motol, Fakultni
nemocnice v Motole poskytovatele

Rozhodny termin pro ndbor patnact
(15) kalendainich dnii po tvodni navstéve
pracovisteé
spolecnosti:
Samsung Bioepis Co., Ltd. (,zadavatel”),

spolecnost zaregistrovana v Korejské republice, se
sidlem na adrese 76, Songdogyoyuk-ro, Yeonsu-gu,
Incheon, 21987, Korejska republika.

Dale spolecné oznacované jako ,,strany* a jednotliveé
jako ,,strana”.

I ' I ——
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IT ISPRELIMINARY STATED THAT:

WHEREAS, Parexel International (IRL) Limited
(hereinafter, the “CRO”) is a contract research
organization  principally engaged in the
management, on behalf of biopharmaceutical
companies, of clinical trials, and other related
services. Samsung Bioepis Co., Ltd. (“Sponsor”) has
contracted CRO to coordinate and/or perform on the
Sponsor’s behalf some of the functions and activities
related to the Sponsor’s responsibilities for this
Study, including but not limited to negotiation and
execution of agreements, for and behalf of Sponsor
including this Agreement;

WHEREAS, Sponsor is the sponsor of the multi-
center/multi-centre Study to clinically evaluate the
Investigational Product and CRO (or its Affiliate)
has been retained by Sponsor (under a separate
written agreement) to act as Sponsor’s contractor and
designee in managing the Study for Sponsor;

WHEREAS Institution shall fully cooperate with
CRO and shall permit CRO to perform Sponsor’s
Study obligations and to exercise Sponsor’s Study
rights that lie with Sponsor on the basis of
Applicable Law, including GCP guidelines to the
extent it has been delegated by Sponsor to CRO;

WHEREAS, CRO also enters into a separate
Investigator Clinical Trial Agreement with the
Investigator for conducting the Study, under which
Investigator is responsible on a day to day basis for
the conduct of the Study and will supervise such
Study, and Institution Personnel will conduct the
Study at the Study Site using Resources;

WHEREAS, Institution has the Resources for
conducting the Study; and

UVODNI USTANOVENI:

VZHLEDEM K TOMU, ze Parexel International
(IRL) Limited (dale jen ,CRO") je smluvni
vyzkumna organizace zabyvajici se jménem
biofarmaceutickych spolecnosti fizenim klinickych
hodnoceni a dalSich souvisejicich sluzeb; spole¢nost
Samsung Bioepis Co., Ltd. (,,zadavatel*) uzaviela s
CRO smlouvu, aby koordinovala a/nebo vykonavala
jménem zadavatele nékteré funkce a Cinnosti
souvisejici se zavazky zadavatele v rdmci této studie,
mimo jiné vcetné vyjednavani a uzavirdni smluv
jménem zadavatele, v¢etn¢ této smlouvy;

VZHLEDEM K TOMU, 7e zadavatel je zadavatelem
multicentrické studie, jejimz cilem je Klinické
hodnoceni hodnoceného ptipravku, a CRO (nebo jeji
pfidruZzena spolecnost) byla zadavatelem najata (na
zéklad¢ samostatné pisemné smlouvy), aby pusobila
jako zastupce zadavatele pifi fizeni studie pro
zadavatele;

VZHLEDEM K TOMU, ze poskytovatel bude
s CRO pIn¢ spolupracovat aumozni CRO plnit
zavazky zadavatele vramci studie a uplatilovat
prava zadavatele v rdmci studie, jez zadavatel ma na
zaklad¢ platnych pravnich ptedpist, véetné smérnic
o0 spravné klinické praxi (SKP), v takovém rozsahu,
v jakém zadavatel zmocnil spole¢nost CRO;

VZHLEDEM K TOMU, ze CRO a zkousejici 1¢kar
uzaviraji pro provedeni studie také samostatnou
smlouvu o klinickém hodnoceni se zkousejicim
Iékatem, podle niz je zkouSejici 1€kar odpoveédny za
kazdodenni provadéni studie abude na studii
dohlizet a podle niz bude personal poskytovatele
provadét studii na studijnim pracovisti s vyuzitim
zdrojt;

VZHLEDEM K TOMU, ze poskytovatel ma k
provadéni studie potiebné zdroje;

—_/_
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NOW, THEREFORE, in consideration of the | PROTO SE NYNI po zvéaZeni piislibti a ujednani
promises and agreements set forth below and the | uvedenych nize a protiplnéni zde zminénych strany
other consideration cited herein, the Parties agree as | dohodly takto:

follows:
IT HAS BEEN AGREED AS FOLLOWS: BYLA UJEDNANA NASLEDUJICI DOHODA:
1. Definitions and Abbreviations 1. Vvmezeni pojmu a zkratky

The following capitalised words and expressions | Nasledujici slova a vyrazy uvedené v anglickém
shall have the following meaning except as the | jazyce s velkym pocateCnim pismenem maji
context may otherwise require. nasledujici vyznam, s vyjimkou pfipadi, kdy kontext
mize vyzadovat jinak.

Adverse Event any untoward medical occurrence in a Subject administered the
Investigational Product and which does not necessarily have a
causal relationship with the Investigational Product.

Agreement this agreement including its Exhibits.

Applicable Laws any relevant applicable legislation directly or indirectly related
to the conduct of the Study including, but not limited to:

- the provisions of the applicable World Medical
Association’s Declaration of Helsinki,
- the EU Directive 2001/20/EC relating to clinical trials
of medicinal products for human use, as amended, and
guidance published by the European Commission
pursuant to such Directive, or any Directive, Regulation
or other relevant legislations or guidance from the
European Union, and the national rules implementing
and/or completing these legislations and guidance,
- the ICH GCP Guideline and any other applicable Good
Clinical Practices for biomedical research on medicines
intended for human use (together the “GCP”)) issued by
any Regulatory Authority,
- the US Foreign Corrupt Practices Act and the UK
Bribery Act,
- and/or any other applicable national, federal, state, and
local laws, rules, regulations and guidelines;
- Section 1746 (2) of Act no. 89/2012 of Coll., the Civil
Code;
- Section 49 of Act No. 378/2007 Coll., on Medicinal
Products;
- LEK-12 guideline issued by the State Institute for
Drug Control,
-Act no. 95/2004 Coll., on conditions for acquisition and
recognition of professional qualifications and
specialized qualifications for physicians, dentists and
pharmacists, as amended, or for pharmaceutical

__/_
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assistants pursuant to Act no. 96/2004 of Coll., on non-
medical health professions, as amended;
- the Agreements Register pursuant Act No. 340/2015
Coll.,
For the avoidance of doubt, such legislation, codes or guidance
shall include those related to Data Protection Legislation.

Background IP Intellectual Property Rights and rights of a similar nature owned
by or licensed to a Party or Sponsor prior to the date of this
Agreement (or if work in relation to the Study commenced prior
to the date of this Agreement, owned or licensed prior to such
commencement).

Claims any and all actual losses, costs, expenses, liabilities, claims,
actions and damages.

Completed Subjects any Subject who has completed the prescribed course of
treatment for a Subject in the Study in accordance with the
Protocol.

Confidential Information  all information and materials including, but not limited to, the
Investigational Product, provided to Institution by or on behalf
of CRO, Sponsor, or their agents, (whether verbal, written or
electronic), and all Work Product and Study Inventions and the
terms of this Agreement.

Data Protection The General Data Protection Regulation 2016/679 and/or

Legislation applicable legislation enacted under the same or
equivalent/similar national legislation, such as such as the law
regulating personal data processing and relevant guidelines of
the State Institute for Drugs Control, in particular guideline
KLH-22, if applicable

Enrol(ment) shall mean participation in the Study by Subject who has been
screened and verified to meet all of the inclusion criteria and
none of the exclusion criteria set out in the Protocol.

Effective Date The Agreement shall enter into force on the date of signature
by both parties and shall take effect on the date of its
publication in the Register of Contracts, which the Institution
shall make within 10 days from the last signature of this
Agreement.

Equipment and Supplies  Equipment, portable electronic devices and other
material/supplies for use by the Institution during the conduct
of the Study including but not limited to, non-Investigational
Product and rescue medications described in the Protocol with
the exception of the Investigational Product.

Final Deliverables shall have the meaning as provided in Exhibit A.

_ﬂ!oneéné verze
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IECs

Informed Consent Form
(ICF)

IRBs
Institution Personnel

Intellectual Property
Rights

Investigator

Investigator Clinical Trial
Agreement

Investigational Product

Key Enrolment Date

Protocol

Public Official

Regulatory Authority

2—
v.1.0_konecna verze

Independent Ethics Committees.

consent forms to be signed by the Subject or the Subject’s
legally acceptable representative, in the form approved by CRO
and Sponsor, complying with the requirements of all Applicable
Laws, and having been reviewed and approved by applicable
Regulatory Authorities and IRBS/IECs.

Institutional Review Boards.
Institution’s employees including Investigator, agents and staff.

patent applications, patents and industrial property rights,
supplementary protection certificates, trademarks, rights in
trade names and business names, rights in domain names and
commercial designation, rights in designs, copyrights
(including rights in computer software), database rights
(whether or not any of the foregoing is registered and including
applications for registration, and the right to apply for
registration, of any such thing), trade secret rights, rights in
information and know-how, other proprietary rights of every
kind and nature, whether arising by operation of law, by
contract or license, or otherwise, all registrations, applications,
renewals, extensions, combinations, divisions, or reissues of the
foregoing, and all rights or forms of protection of a similar
nature or having equivalent or similar effect to any of the
foregoing which may exist anywhere in the world.

I - ccfined on page 1 of this

Agreement.

the clinical trial agreement separately entered into between
Investigator and CRO under which Investigator will conduct the
Study in accordance with the Protocol

The drug, device, product or compound being tested, and its
comparator drug, device, product or compound.

fifteen (15) calendar days after site initiation visit

Protocol number, - as further defined on page 1 of
this Agreement and any subsequent amendments thereto.

any officer or employee of a governmental regulatory
department or agency
any governmental agency, administrative agency or

professional body having authority under Applicable Law to
regulate, and/or apply Applicable Laws to the conduct of
clinical trials and all ancillary matters related thereto, and/or the
national or multinational authority responsible for granting
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regulatory approval in a particular country or multinational
group of countries including, without limitation, the European
Medicines Agency (“EMA”), the US Food and Drugs
Administration (FDA) (when applicable), and the local
authorities in the territory (territories) where the Study is
conducted.

Resources any and all facilities, equipment, and personnel needed for the
conduct of the Study

Serious Adverse Event any untoward medical occurrence that at any dose:
a) results in death,
b) is life-threatening to the person participating to the Study,
C) requires in patient hospitalisation or prolongation of existing
hospitalisation,
d) results in persistent or significant disability and/or
incapacity,
e) is a congenital anomaly / birth defect, or
f) other untoward medical occurrences defined as serious
adverse event under the Protocol and/or the Applicable Law.

Study the investigation in Subjects intended to discover or verify the
clinical, pharmacological and/or other pharmacodynamic
effects of Investigational Product, and/or to identify any
adverse reactions to an Investigational Product, and/or to study
absorption, distribution, metabolism, and excretion of an
investigational product(s) with the object of ascertaining its
safety and/or efficacy conducted in accordance with the

Protocol.
Study Inventions means inventions (whether or not patentable), discoveries,
processes, improvements, derivatives, know-how,

technologies, and works of authorship conceived, created,
reduced to practice, or made by Institution or Institution
Personnel (a) in connection with the Study, (b) based on any
Confidential Information, (c) embodied in any Work Product,
or (d) relating to the Investigational Product.

Study Records means records and documents pertaining to the conduct of the
Study and documents linked to the Study (including the medical
files of the Subjects), including, without limitation, all source
documents and regulatory documents.

Study Site means any location(s) where in accordance with this
Agreement, Institution/Investigator carry out the Study.

Subject any participant to the Study who have signed the ICF.

Work Product means any (tangible or intangible) output of the Study such as

data, knowledge or information — whatever its form or nature,
whether it can be protected or not — that is generated in the
Study.

_v. 1.0_konecna verze
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Nezadouci prihoda Jakékoli nepfiznivda zména zdravotniho stavu u subjektu,
kterému byl podan hodnoceny pfiipravek, ktera nemusi mit
s hodnocenym ptipravkem nutn¢ kauzalni vztah.

Smlouva Tato smlouva véetné jejich ptiloh.

Platné pravni predpisy Veskeré ptislusné platné pravni predpisy, které se piimo nebo
nepiimo tykaji provadéni studie, mimo jiné:
- ustanoveni platné Helsinské deklarace Svétové
lékarské asociace,
- smérnice EU 2001/20/ES o klinickych hodnocenich
huménnich 1é¢ivych ptipravk, v platném znéni,
a pokyny zvetejnéné Evropskou komisi na zékladé této
smérnice nebo jakakoli smérnice, nafizeni nebo jiné
piislusné pravni predpisy nebo pokyny Evropské unie a
vnitrostatni predpisy provadéjici a/mebo dopliujici tyto
pravni predpisy a pokyny,
- pokyn Mezinarodni rady pro harmonizaci o spravné
Klinické praxi (International Council for Harmonisation
- Good Clinical Practice, ICH GCP) a jakekoli dalsi
platné pokyny ospravné klinické praxi pro
biomedicinsky vyzkum lé¢ivych piipravki uréenych k
pouziti u lidi (spole¢né spravna klinicka praxe, ,,SKP*)
vydané jakymkoli regulacnim ufadem,
- americky zékon o zahrani¢nich korup¢nich praktikéach
a britsky zdkon o uplatkarstvi,
- a/nebo jakékoli dalsi ptislusné nérodni, federalni,
statni a mistni zékony, pravidla, pfedpisy a pokyny,
- § 1746 odst.2 zakona ¢.89/2012 Sb., obcansky
zakonik,
- § 49 zakona ¢. 378/2007 Sb., o 1éCivech,
- pokyn LEK-12 vydany Statnim Gstavem pro kontrolu
1éCiv,
- zékon C¢. 95/2004 Sb., o podminkach ziskdvani
auznavani odborné zpusobilosti a specializované
zpusobilosti k vykonu zdravotnického povolani 1ékafte,
zubniho lékate a farmaceuta, v platném znéni, nebo pro
farmaceutické asistenty podle zakona ¢. 96/2004 Sb.,
o nelékarskych zdravotnickych povolanich, v platném
znéni,
- registr smluv podle zakona ¢. 340/2015 Sb.
Aby se ptedeslo pochybnostem, tyto pravni predpisy, zdkoniky
nebo pokyny zahrnuji pravni pifedpisy tykajici se ochrany
osobnich udajt.

Vychozi dusevni Prava dusevniho vlastnictvi a prava podobné povahy, kterad
vlastnictvi smluvni strana nebo zadavatel vlastnili nebo na ktera méli
licenci pfed datem uzavfeni této smlouvy (nebo pokud byly
prace v souvislosti s touto studii zahajeny pred datem uzavieni

_ v.1.0_konecna verze
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této smlouvy, prava, kterd vlastnili nebo na kterd me¢li licenci
pted timto zahdjenim).

Naroky Veskeré skutecné ztraty, naklady, vydaje, zévazky, naroky,
zaloby a skody.
Dokoncené subjekty Jakykoliv subjekt hodnoceni, ktery dokoncil 1écbu, jez mu byla

ve studii pfedepsana v souladu s protokolem.

Diivérné informace Veskeré informace a materialy, mimo jiné véetn¢ hodnoceného
piipravku, poskytované poskytovateli ze strany nebo jménem
CRO, zadavatele nebo jejich zastupcii (at’ uz Ustni, pisemnou
nebo elektronickou formou), avsechny vysledky prace,
vynélezy v rdmci studie a podminky této smlouvy.

Pravni predpisy o ochrané Obecné nafizeni o ochrané osobnich udaji 2016/679 a/nebo

osobnich udaju platné pravni predpisy vydané podle stejné nebo
ekvivalentni/podobné vnitrostatni legislativy, jako je naptiklad
zakon upravujici zpracovani osobnich udaji a pfislusné pokyny
Statniho ustavu pro kontrolu 1é¢iv, zejména pokyn KLH-22, je-
li to relevantni.

Nabor Znamena ucast subjektu, ktery prosel screeningem a u které¢ho
bylo ovéteno, Ze splituje vSechna kritéria pro zatazeni a zadné
z kritérii pro vytazeni stanovenych v protokolu, ve studii.

Datum ucinnosti Smlouva nabyva platnosti k datu podpisu obéma smluvnimi
stranami a ucinnosti datem uverejnéni v registru smluv, které
Poskytovatel uskutecni do 10 dni od data posledniho podpisu
této smlouvy.

Vybaveni a material Vybaveni, pfenosna elektronickd  zafizeni a  dalsi
materidl/zasoby pro pouziti ve zdravotnickém zafizeni béhem
provadéni studie, mimo jiné véetné nehodnocenych ptipravka a
zachranné medikace uvedenych v protokolu, s vyjimkou
hodnoceného ptipravku.

Konecné vystupy Maji vyznam uvedeny v ptiloze A.
NEK Nezavislé eticke komise.

Formulaf informovaného Formulafe souhlasu ur¢ené k podpisu subjektem hodnoceni

souhlasu (informed nebo jeho zakonnym zastupcem ve form¢ schvalené CRO

consent form, ICF) a zadavatelem, které spliuji pozadavky vSech platnych
pravnich ptfedpisi a které prezkoumaly a schvalily ptislusné
regulacni ufady a IRB/NEK.

IRB (institutional review Institucionalni revizni komise.

board)

Personal poskytovatele Zaméstnanci poskytovatele vcetné zkouSejiciho 1ékare,
zastupci a personalu.

2—
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Prava dusevniho Patentové piihlasky, patenty a prava primyslového vlastnictvi,

vlastnictvi dodatkova ochranna osvéd¢eni, ochranné znamky, prava
k obchodnim nazviim a obchodni jménitim, prava k ndzvim
domén a obchodnimu oznaceni, prava k primyslovym vzortim,
autorska prava (vcetné prav k pocitacovému softwaru), prava k
databazim (bez ohledu na to, zda je kterykoli z vyse uvedenych
prostiedkil ochrany prav zaregistrovan a zahrnuje zadosti o
registraci a pravo zadat o registraci kteréhokoli z téchto
prostiedkil), prava k obchodnimu tajemstvi, prava k
informacim a know-how, jina vlastnicka prava jakéhokoli
druhu a povahy, at’ uz vyplyvaji ze zakona, ze smlouvy, nebo
licence, nebo vznikla jinak, vSechny registrace, piihlasky,
obnoveni, prodlouzeni, kombinace, rozdéleni nebo opétovné
vydani vySe uvedenych prostiedkli a vSechna prava nebo formy
ochrany podobné povahy nebo s rovnocennym nebo podobnym
ucinkem jako kterykoli z vySe uvedenych prosttedkii, které
mohou existovat kdekoli na svéte.

ZkouSejici 1ékar _, jak je uvedena na strané 1

této smlouvy.

Smlouva o klinickém Smlouva o klinickém hodnoceni uzaviena samostatné mezi
hodnoceni se zkousejicim  zkousSejicim Iékafem a CRO, podle niZz zkousejici 1ékatre bude
lékarem provadeét studii v souladu s protokolem.

Hodnoceny pripravek Hodnocené 1écivo, prosttedek, piipravek nebo sloucenina

a srovnavaci 1é¢ivo, prostredek, ptipravek nebo sloucenina.
Rozhodny termin ndboru  Patnact (15) kalendarnich dnti po ivodni navstéveé pracovisté.

Protokol Protokol ¢islo - definovany na stran¢ 1 této smlouvy
a vsechny jeho nésledné dodatky.

Verejny Cinitel Jakykoli ufednik nebo zaméstnanec statniho regulacniho
oddé¢leni nebo uradu.

Regula¢ni uiad Jakykoli statni orgén, sprévni organ nebo profesni sdruzeni
opravnéné na zékladé¢ platného zékona regulovat a/nebo
uplatiiovat platné pravni pifedpisy pii provadéni klinickych
hodnoceni a vsech vedlejsich zalezitosti, které s tim souviseji,
a/nebo vnitrostatni nebo nadndrodni organ odpovédny za
schvalovani regulacnimi ufady v konkrétni zemi nebo
nadnarodni skupiné zemi, mimo jiné vcetné Evropské agentury
pro lécivé piipravky (European Medicines Agency, EMA),
Utadu pro kontrolu potravin a 1é¢iv v USA (Food and Drugs
Administration, FDA) (je-li to relevantni) a mistnich organti na
Gzemi (Gzemich), kde se studie provadi.

Zdroje Veskera zatfizeni, vybaveni a personal potiebny k provadéni
studie.

_ v.1.0_konecna verze

Confidential Information of Samsung Bioepis Co., Ltd. / Divémé informace spole¢nosti Samsung Bioepis Co., Ltd.

10/69



Zavazna nezadouci Jakakoli nepfizniva zména zdravotniho stavu, ktera pii jakékoli
prihoda davce:
a) ma za nasledek umrti,
b) je zivot ohrozujici pro ucastnika studie,
c¢) vyzaduje hospitalizaci pacienta nebo prodlouzeni stavajici
hospitalizace,
d) ma za nasledek trvalé nebo vyznamné postizeni a/nebo
pracovni neschopnost,
e) mé za nésledek vrozenou anomalii / vrozenou vadu,
f) vede kjinym nepfiznivym zménam zdravotniho stavu
definovanym jako zdvazna nezddouci piihoda podle protokolu
a/nebo platneho zakona.

Studie Zkoumani subjektt hodnoceni, jehoz cilem je objevit nebo
ov¢tit klinické, farmakologické a/nebo jiné farmakodynamické
ucinky hodnoceného ptipravku a/nebo identifikovat jakékoli
nezadouci ucinky hodnoceného ptipravku a/nebo studovat
absorpci, distribuci, metabolismus a exkreci hodnoceného
ptipravku (hodnocenych piipravkil) za Gcelem stanoveni jeho
bezpecnosti a/nebo  ucinnosti, provadéné v  souladu
s protokolem.

Vynalezy v rdmci studie Znamenaji  vynalezy (at uZz patentovatelné, nebo
nepatentovatelné), objevy, procesy, zlepseni, derivaty, know-
how, technologie a autorskd dila, které byly vymysleny,
vytvoieny, uvedeny do praxe nebo ucinény poskytovatelem [,
zkousSejicim lékafem] nebo personalem poskytovatele:
(a) v souvislosti se studii, (b) na zaklad¢ jakychkoli dvérnych
informaci, (c) jsou obsazeny v jakémkoli vysledku prace, nebo
(d) se vztahuji k hodnocenému piipravku.

Zaznamy ze studie Znamenaji zaznamy a dokumenty vztahujici se k provadéni
studie a dokumenty souvisejici se studii (véetné zdravotni
dokumentace subjektli), mimo jiné vcetné¢ vSech zdrojovych
dokumentt a regula¢nich dokumentd.

Studijni pracovisté Znamena jakékoli misto (mista), kde poskytovatel/ zkousejici
1ékar provadi studii v souladu s touto smlouvou.

Subjekt Kazdy ucastnik studie, ktery podepsal ICF.

Vysledek prace Znamena jakykoli (hmotny nebo nehmotny) vystup studie, jako

jsou data, poznatky nebo informace — bez ohledu na jejich
formu nebo povahu a na to, zda mohou byt chranény ¢i nikoli —
ktery je vytvoien ve studii.
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2. Conduct of the Study

2.1. Performance of the Study.

The Protocol shall be considered final following
approval by the IRBs/IECs (and by the Regulatory
Authority if required by Applicable Laws).

Institution will perform, and ensure that Institution
Personnel will perform the Study in a timely manner
in strict accordance with the Protocol, Applicable
Laws, written instructions of the Sponsor or CRO
and the terms and conditions of this Agreement
including, but not limited to the Payment Terms and
Budget attached hereto as Exhibit A, and any other
attachments hereto.

In the event of a conflict between the Protocol and
this Agreement, the terms and conditions of the
Protocol will prevail with respect to scientific issues
relating to the Study. In all other instances, the terms
and conditions of the Agreement will prevail.

Institution agrees that if Investigator has not Enrolled
at least one (1) Subject by the Key Enroliment Date,
CRO (at the direction and authorization of Sponsor)
may terminate this Agreement in accordance with
Section 18.2.

The minimum Enrollment target is [ 8 ] Subjects.
Institution will use best efforts to reach the
Enrollment target within a reasonable period of time
after commencement of the Study at Study Site. If
Institution/Investigator fails to reach the Enrollment
target, Sponsor or CRO may reconsider Institution’s
suitability to continue participation in the Study.

2. Provadéni studie

2.1.Provadéni studie.

Protokol bude povazovan za kone¢ny po schvaleni
IRB/NEK (a regula¢nim ufadem, pokud to vyzaduji
platné zakony).

Poskytovatel studii provede, a zajisti, aby tak ¢inil i
personal poskytovatele, v€as a v pfisném souladu
s protokolem,  platnymi  prdvnimi  pfedpisy,
pisemnymi  pokyny zadavatele nebo CRO
a podminkami této smlouvy, mimo jiné vcetné
platebnich podminek a rozpoctu, které jsou k této
smlouvé piipojeny jako pfiloha A, a veskerych
dal$ich piiloh této smlouvy.

V pfipadé rozporu mezi protokolem a touto
smlouvou maji pfednost podminky protokolu, pokud
jde o védecké otazky souvisejici se studii. Ve vSech
ostatnich pfipadech maji ptfednost podminky této
smlouvy.

Poskytovatel souhlasi s tim, ze pokud zkousejici
Iékat nezafadi do rozhodného terminu pro nabor
alesponi jeden (1) subjekt, smi CRO (na pokyn a z
povéteni zadavatele) tuto smlouvu ukoncit v souladu
s bodem 18.2.

Minimalni cilovy pocet zatazenych subjektd je
[ 8 ]. Poskytovatel vynalozi maximalni usili
k dosazeni cilového poctu zatazenych subjektli na
studijnim pracovisti v pfiméiené dobé po zahdjeni
studie. Pokud poskytovatel/ zkouSejici Iékar
nedosahne cilového poctu zafazenych subjekti,
muze zadavatel nebo CRO znovu zvazit, zda je
vhodne, aby se toto poskytovatel studie inadale
ucastnilo.
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Institution acknowledges that Sponsor is the sponsor
of the Study, and as such is an intended third-party
beneficiary of this Agreement, where Sponsor
transfers any or all of the Sponsor's trial-related
duties to CRO in compliance with ICH-GCP, sec.
5.2.1. In addition to the foregoing, Institution agrees
that CRO may disclose any and all information
and/or documents relating to this Agreement, and/or
relating to Investigator’s and Institution’s
participation in the Study (including without
limitation any reports or other documents or
materials provided by Investigator or Institution to
CRO hereunder), to Sponsor. All references to
Sponsor herein (whether in the context of delivery of
information, submission of applications, financial
terms, or anything else) derive from Sponsor’s status
as such, as set out by Applicable Law, and Institution
agrees to all such instances. Institution will fully
cooperate with CRO’s requests made on behalf of
Sponsor.

Institution acknowledges that CRO is the VAT
recipient of Services described in this Agreement
and, for the avoidance of any doubt, that Sponsor is
not the VAT recipient of Services described in this
Agreement.

2.2. Institution.

Institution shall ensure that Institution Personnel
comply with all of his/her obligations under this
Agreement. Institution shall, throughout the duration
of the Study, provide, keep available to the
Institution Personnel and maintain all necessary
Resources for the adequate performance of the
Study. Institution shall, throughout the duration of
the Study, ensure that adequate Institution Personnel
are available to complete the Study. Institution shall
inform CRO and Sponsor promptly in writing
(including by email) about all changes impacting the
Resources and/or the Institution Personnel.

Poskytovatel bere na védomi, ze zadavatel je
zadavatelem studie a jako takovy je zamyslenou
opravnénou tfeti stranou této smlouvy, piiCemz
zadavatel prevadi kterékoli nebo vSechny své
povinnosti souvisejici s klinickym hodnocenim na
CRO v souladu s ICH-GCP, odst. 5.2.1. Krom¢ vyse
uvedeného souhlasi poskytovatel stim, ze CRO
muze zpfistupnit zadavateli jakékoli nebo vSechny
informace a/nebo dokumenty souvisejici s touto
smlouvou a/nebo souvisejici s ucasti zkousSejiciho
I¢ékatre a poskytovatele ve studii (mimo jiné vcéetné
jakychkoli zprav nebo jinych dokumentl ¢i
materialti, které zkousSejici 1ékat nebo poskytovatel
poskytnou na zékladé této smlouvy CRO). VSechny
odkazy na zadavatele uvedené v této smlouvé (at’ uz
v kontextu predavani informaci, predkladani zadosti,
finan¢nich podminek nebo cehokoli jiného) se
odvozuji ze statusu zadavatele jako takového, jak
stanovi platné pravni piedpisy, pfi¢emz poskytovatel
se vSemi témito piipady souhlasi. Poskytovatel bude
pln¢ spolupracovat pii vyfizovani zadosti CRO
predkladanych jménem zadavatele.

Poskytovatel bere na védomi, ze pro tcely DPH je
piijemcem sluzeb uvedenych v této smlouvé CRO
aby se zabréanilo jakymkoli pochybnostem, ze pro
ucely DPH neni ptijemcem sluzeb uvedenych v této
smlouv¢ zadavatel.

2.2. Poskytovatel zdravotnich sluzeb.

Poskytovatel zajisti, aby personal poskytovatele
dodrzoval vsechny své povinnosti vyplyvajici z této
smlouvy. Po dobu trvani této studie bude
poskytovatel poskytovat, mit k dispozici pro potieby
personalu poskytovatele abude udrzovat veskeré
zdroje nezbytné pro nalezit¢ provadéni studie.
Poskytovatel zajisti, aby byl po dobu trvani studie
k dispozici dostate¢ny pocet clentt persondlu
poskytovatele k provedeni studie. Poskytovatel bude
neprodlené pisemné (vCetné¢ e-mailu) informovat
CRO azadavatele o veskerych zménach, které by
mohly mit vliv na zdroje a/nebo personal
poskytovatele.
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Furthermore, Investigator may not be removed or
replaced without prior written notice to CRO and
Sponsor. In the event that Investigator ceases to be
available for the purpose of the Study (including,
without limitation, in case of termination of
employment with the Institution for any reason
whatsoever), Institution shall immediately notify
CRO and Sponsor in writing, and shall use all
reasonable efforts to find a suitable replacement
investigator acceptable to Sponsor.

The Sponsor may in its sole discretion, in accordance
with the Applicable Laws: (a) consent to the
designation of a new investigator, and this
Agreement will be amended accordingly; (b) in the
event Investigator decides to leave Institution,
arrange for the transfer of the Study in Investigator’s
new institution or (c) terminate this Agreement.

3. Compensation

3.1 Fees and payment.

As full compensation for the conduct of the Study by
Institution, CRO shall pay the Institution the fees
described in Exhibit A in accordance with the
payment provisions set forth, provided that the last
payment shall be made after Institution completes all
of its obligations hereunder, including, but not
limited to such obligation under the Protocol and the
Applicable Law, and CRO has received all required
documents, including completed CRFs.

3.2 No payment.

Institution agrees that the Study carried out by
Institution Institution Personnel in violation of the
Protocol, this Agreement and/or Applicable Laws
may not be payable. Any expense or cost incurred by
Institution or Institution Personnel in performing
this Agreement that is not specifically designated as

Zkousejici lékai navic nesmi byt odvolan ani
nahrazen bez predchoziho pisemného oznameni
CRO a zadavateli. V ptipad¢, ze zkouSejici 1ékar
ptestane byt k dispozici pro Gcely studie (mimo jiné
veetné piipadli ukonceni zaméstnaneckého poméru
u poskytovatele z jakéhokoli diivodu), bude o tom
poskytovatel neprodlené pisemné informovat CRO a
zadavatele a vynalozi pfiméfené Usili na nalezeni
vhodného  nahradniho  zkouSejiciho  I€kafe
pfijatelného pro zadavatele.

Zadavatel mtze podle svého vyhradniho uvéazeni
v souladu s platnymi pravnimi piedpisy: (a) souhlasit
s ustanovenim nového zkousejiciho lékare a tato
smlouva bude odpovidajicim zplisobem zménéna;
(b) v pripadg¢, ze se zkousejici 1€kat rozhodne opustit
zdravotnické zafizeni, zafidit pfevod studie do
nového poskytovatele zkousejiciho 1ékare nebo (c)
ukoncit tuto smlouvu.

3. Odména

3.1 Poplatky a platby.

Jako dplnou nahradu za provedeni studie
poskytovatelem uhradi CRO poskytovateli poplatky
uvedené v pfiloze A v souladu se stanovenymi
platebnimi podminkami s tim, ze posledni platba
bude provedena poté, co poskytovatel spini vsechny
sve zavazky vyplyvajici z této smlouvy, mimo jiné
veetné zavazkl vyplyvajicich z protokolu a platnych
pravnich pfedpisi, a CRO obdrzi vSechny
pozadované dokumenty vcetn¢ vyplnénych CRF.

3.2 Bez uhrady.

Poskytovatel souhlasi s tim, Ze bude-li studie
provadéna poskytovatelem personalem
poskytovatele v rozporu s protokolem, touto
smlouvou a/nebo platnymi pravnimi predpisy, mize
dojit k tomu, ze nebude uhrazena. Za jakékoli vydaje
nebo néaklady, které vzniknou poskytovateli nebo
personélu poskytovatele pii plnéni této smlouvy a
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reimbursable by CRO under this Agreement is
Institution’s sole responsibility.

3.3. Institution Personnel.

Neither Sponsor nor CRO shall have the obligation
to make any payment to Investigator or Institution
Personnel for the services rendered under this
Agreement.

CRO will enter into a separate agreement with the
Investigator on the basis of which she and the
Institution Personnel who are involved in the Study
will be remunerated.

3.4 Disputed invoices.

Institution will have thirty (30) days from the receipt
of final payment to dispute any payment
discrepancies that had arisen during the course of the
Study.

3.5 Use of fees.

All payments made to Institution in accordance with
this Agreement serve to cover the costs associated
with the performance of the Study, All payments to
Institution are made on the condition of the
performance of the Study in accordance with this
Agreement.

The Parties acknowledge and agree that the
compensation and support provided pursuant to this
Agreement represents the fair market value for the
services conducted by Institution/Institution
Personnel, has been negotiated in an arms-length
transaction, and has not been determined in a manner
that takes into account the volume or value of any
referrals or other business otherwise generated

které nejsou vyslovné oznaceny jako uhraditelné ze
strany CRO na zdklad¢ této smlouvy, nese vyhradni
odpovédnost poskytovatel.

3.3. Personal poskytovatele.

Zadavatel ani CRO nejsou povinni provadét zadné
platby za sluzby poskytované na zakladé této
smlouvy pifimo zkouSejicimu lékati nebo persondlu
poskytovatele.

CRO uzavie separatni smlouvu se zkousejicim, na
zaklad¢ které budou ona a persondl poskytovatele
participujici na studii odménéni.

3.4 Rozporované faktury.

Poskytovatel bude mit tficet (30) dnii od piijeti
zaveérecné platby na to, aby vznesl namitky proti
pfipadnym platebnim nesrovnalostem, ke kterym v
prabéhu studie doslo.

3.5 Pouziti poplatkii.

Veskeré  platby  provedené ve  prospéch
poskytovatele na zaklad¢ této smlouvy slouzi
k thrad¢ nékladi spojenych s provadénim studie.
Veskeré platby poskytovateli jsou provadény pod
podminkou, Ze studie je provadéna v souladu s touto
smlouvou.

Strany berou na védomi a souhlasi s tim, ze
kompenzace a podpora poskytované na zaklad¢ této
smlouvy pfedstavuji trzni hodnotu za sluzby
poskytované  poskytovatelem /  personalem
poskytovatele, byly sjednany za obvyklych trznich
podminek a nebyly stanoveny zplsobem, ktery
zohledniuje objem nebo hodnotu jakychkoli
doporuceni nebo jiné obchodni c¢innosti jinak
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between the Sponsor, CRO or each of their affiliates
and Institution. Institution agrees that its judgment
with respect to the advice and care of each Subject
will not be affected by the compensation it receives
from this Agreement. It is also agreed and
understood that the entering of this Agreement by
and between CRO and Institution in no way, overtly
or covertly, directly or indirectly, requires that the
Institution make any recommendations to
Institution’s patients with respect to Sponsor’s
products. There shall be no adjustment to the rate of
funding hereunder due to the presence of or absence
of any recommendations of Sponsor’s products to
Institution’s patients.

If Sponsor or CRO or their affiliates provide any free
products or items for use in the Study, Institution
agrees that it will not invoice any Subject, insurer or
governmental agency, or any other third party, for
such free products or items.

Institution agrees that it will not invoice any Subject,
insurer, or governmental agency for any visits,
services or expenses incurred during the Study for
which it has received compensation from CRO, or
which are not part of the ordinary care they would
normally provide for the Subject.

4. Representations and warranties

4.1 Parties’ representations and warranties.

Each Party represents and warrants that: (a) it has full
right, power, and authority to enter into this
Agreement and to perform its respective obligations
hereunder; and (b) entering into this Agreement will
not cause such Party to be in violation of any terms
and conditions of any agreement with any other
individual or entity.

4.2 Institution’s representations and warranties.

generované mezi zadavatelem, CRO nebo kazdou
z jejich pfidruZenych spolecnosti a poskytovatelem.
Poskytovatel souhlasi s tim, Ze na jeho rozhodovani
ohledné poradenstvi a péce o kazdy subjekt nebude
mit vliv kompenzace, kterou obdrzi na zaklad¢ této
smlouvy. Strany dale berou na védomi a souhlasi
stim, ze wuzavieni této smlouvy mezi CRO
a poskytovatelem v zadném piipadé nevyzaduje,
zjevn¢ ani skryté¢, pfimo ani nepfimo, aby
poskytovatel  poskytovalo svym  pacientim
doporuceni tykajici se piipravki zadavatele.
Nebudou provadény zadné Gpravy sazby thrady na
zéklad¢ této smlouvy z divodu existence nebo
neexistence  jakychkoli doporuceni ptipravki
zadavatele pacientim poskytovatele.

Pokud zadavatel nebo CRO nebo jejich ptidruzené
spolecnosti poskytnou pro pouziti ve studii jakékoli
bezplatné ptipravky nebo vyrobky, poskytovatel
souhlasi s tim, Ze tyto bezplatné piipravky nebo
vyrobky nebude fakturovat zadnému subjektu,
pojistovné nebo statnimu orgdnu ani Zadné jiné tieti
stran€.

Poskytovatel souhlasi s tim, ze zadnému subjektu,
pojistovné nebo statnimu organu nebude fakturovat
zadné navstévy, sluzby nebo vydaje vzniklé v
prubéhu studie, za které obdrzelo uhradu od CRO
nebo které nejsou soucasti bézné péce, kterou by
subjektu obvykle poskytlo.

4. Prohlaseni a zaruky

4.1 Prohléseni a zaruky stran.

Kazda strana prohlaSuje a zarucuje, Ze: (a) je plné
zpusobila, zmocnénd a opravnéna uzaviit tuto
smlouvu a plnit své ptislusné zavazky na zaklad¢ této
smlouvy; a (b) uzavfeni této smlouvy nezpisobi, ze
tato strana porusi jakékoli podminky jakékoli
smlouvy s jinou osobou nebo subjektem.

4.2 Prohlaseni a zaruky poskytovatele.
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Institution represents and warrants that:

(@ it has experience, expertise, licenses, and
Resources and Institution Personnel are trained and
qualified to perform the Study according to the
highest quality standards and Applicable Laws;

(b) neither Institution,nor Institution Personnel
assisting in the Study has (i) any conflicting
obligations, financial interest or other interest in the
outcome of the Study, or (ii) entered into any
contract that might interfere with the performance of
the Study or that might impair the acceptance of the
resulting data by the Regulatory Authority, or create
a conflict of interest;

(c) neither Institution,nor Institution Personnel
performing the Study under Investigator’s direction,
has ever been debarred, disqualified or banned from
conducting clinical trials or is under investigation by
any Regulatory  Authority for debarment,
disqualification, or any other similar regulatory
action in any country, and Institution shall notify
CRO and Sponsor immediately if any such
investigation, disqualification, debarment, or ban
comes to the attention of Institution during the course
of the Study and for five (5) years thereafter;

(d) neither Institution,nor Institution Personnel will,
directly or indirectly, offer or pay, or authorize an
offer or payment of, any money or anything of value
to Public Officials, with the knowledge or intent that
the payment, promise or gift, in whole or in part, will
be made in order to influence an official act or
decision that will assist CRO, Sponsor or Institution
in securing an improper advantage or in obtaining or
retaining business or in directing business to any
person or entity; and

(e) Neither Institution, nor any Institution Personnel
is a Public Official with the ability to make or
influence an official act. Institution will promptly
notify CRO and Sponsor in writing if Institution or
any person or entity acting on Institution’s behalf
becomes a Public Official with the ability to make or
influence an official act during the term of this
Agreement.

Poskytovatel prohlasuje a zarucuje, Ze:

(a) mé zkusenosti, odborné znalosti, licence a zdroje
a ze persondl poskytovatele je vyskolen a
kvalifikovan k provadéni studie v souladu s

nejvyssimi standardy kvality a plathymi préavnimi
piedpisy;

(b) poskytovatel ani personal poskytovatele, ktery
asistuje ve studii: (i) nemaji zadné konfliktni
zavazky, finan¢ni zdjem nebo jiny zajem na vysledku
studie, ani (ii) neuzavieli Zddnou smlouvu, kterd by
mohla narusit provadéni studie nebo ktera by mohla
narusit pfijeti vyslednych udaji regulacnim Gradem
nebo zpusobit stiet zajmu;

(c) poskytovatel ani personal poskytovatele
provadéjici studii pod vedenim zkousejiciho 1ékate
nedostali nikdy zadkaz cinnosti, nebyli zbaveni
zpusobilosti, nemaji zdkaz provadéni klinickych
hodnoceni ani nebyli Zadnym regula¢nim ufadem
vySetfovani v souvislosti se zdkazem cinnosti,
zbavenim zpusobilosti nebo jinym podobnym
regulaénim opatfenim v za4dné zemi, a pokud se
poskytovatel v prubéhu studie a po dobu péti (5) let
po jejim skonceni o jakémkoli takovém vySetiovani,
zbaveni zpusobilosti, zdkazu ¢innosti nebo zakazu
provadéni hodnoceni dozvi, bude neprodlené
informovat CRO a zadavatele;

(d) poskytovatel ani personal poskytovatele nebudou
pfimo ani nepiimo nabizet nebo platit ani neschvali
nabidku nebo platbu jakékoli ¢astky nebo ¢ehokoli
hodnotného vetfejnym cCinitelim se zdmérem nebo
s védomim toho, ze tato platba, slib nebo dar budou
zcela nebo zCasti u€inény za ucelem ovlivnéni
ufedniho tkonu nebo rozhodnuti, které pomuze
CRO, zadavateli nebo poskytovateli zajistit
neopravnénou vyhodu nebo ziskat nebo udrzet si
zakazku nebo zajistit zakazku jakékoli osob& nebo
subjektu;

(e) poskytovatel ani Zzadny clen persondlu
poskytovatele neni vefejnym Cinitelem, ktery ma
moznost vykondvat nebo ovliviiovat ufedni jednani.
Pokud se béhem doby platnosti této smlouvy
poskytovatel nebo jakakoli osoba €i subjekt jednajici
jménem poskytovatele stane vefejnym Cinitelem
s moznosti vykonavat nebo ovliviiovat ufedni
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5. Confidential Information

5.1 Restriction on use and disclosure.

Confidential Information will be treated by
Institution strictly as confidential and Institution
shall disclose it only to Institution Personnel and
Investigator involved in conducting the Study on a
need-to-know basis and bound by written obligations
of confidentiality and non-use at least as restrictive
as those contained in this Agreement. The
Confidential Information shall not be used for any
purpose other than the conduct of the Study.

5.2 Confidentiality term.

These confidentiality obligations shall continue until
ten (10) years after completion of the Study.
Institution agrees to protect the Confidential
Information which constitutes a trade secret for as
long as such Confidential Information remains trade
secrets under Applicable Laws.

5.3 Remedies for breach of confidentiality
obligation.

Institution acknowledges that any disclosure, use or
misappropriation  of  Sponsor’s  Confidential
Information in violation of this Agreement would
cause Sponsor irreparable harm for which there may
be no adequate remedy at law. Accordingly,
Institution agrees that Sponsor shall have the right to
apply to Czech court having subject-matter and
territorial jurisdiction for injunctive relief and
specific performance, on a non-exclusive basis,

jednani, bude o tom poskytovatel
pisemné¢ informovat CRO a zadavatele.

neprodlené

5. Duvérné informace

5.1 Omezeni pouZziti a sdélovani.

S davérnymi informacemi bude poskytovatel
nakladat jako s pfisn€¢ divérnymi a sdé€li je pouze
persondlu a zkousejicimu Iékafi zapojenym do
provadéni studie, ktefi je potfebuji znat a ktefi jsou
vazéni pisemnym zdvazkem mlcenlivosti a
nepouzivani, ktery bude pfinejmensim stejné
omezujici, jako jsou podminky uvedené v této
smlouveé. Diveérné informace nesmi byt pouzity k
zadnému jinému ucelu, nez je provadeni této studie.

5.2 Doba trvani zavazku zachovani duvérnosti.

Tyto povinnosti zachovani davérnosti ptetrvavaji
podobu deseti (10) let po dokonceni studie.
Poskytovatel se zavazuje, ze bude chranit divérné
informace, které predstavuji obchodni tajemstvi, po
tak dlouhou dobu, dokud tyto divérné informace
zlstanou obchodnim tajemstvim podle platnych
pravnich piedpisa.

5.3 Opravné prostiedky pri poruSeni zavazku
zachovani duvérnosti.

Poskytovatel bere na védomi, zZe jakékoli
zptistupnéni, pouziti nebo zneuziti daveérnych
informaci zadavatele v rozporu s touto smlouvou by
zadavateli zpusobilo nenapravitelnou skodu, pro
kterou nemusi v zakonech existovat odpovidajici
opravny prostfedek. Proto poskytovatelsouhlasi s
tim, Ze zadavatel ma pravo pozadat u ceského
mistné a vécné piislusného soudu o soudni zdkaz a
zvlastni plnéni na nevyhradnim zakladé, aniz by tim
byly dotceny jakékoli opravné prostiedky, které ma
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without prejudice to any remedies available to it at
law or in equity.

5.4 Exclusions.

Confidential Information does not include and the
obligations under Section 5.2 shall not apply to
information that: (a) is or becomes publicly available
through no fault of Institution or Institution
Personnel; (b) is disclosed to Institution by a third
party not subject to any obligation of confidence; (c)
must be disclosed to IRBs, IECs, or applicable
governmental or Regulatory Authorities or is
required to be disclosed by applicable governmental
or Regulatory Authorities, provided that Institution
will give reasonable advance notice to CRO and
Sponsor of such disclosure and shall use all
reasonable efforts to limit the disclosure and
maintain the confidentiality of such Confidential
Information to the extent possible or permitted by
law and will permit Sponsor, or as applicable, CRO
in accordance with Sponsor’s instructions, to seek a
protective order or other confidential treatment of
such Confidential Information by appropriate legal
means; or (d) is published in accordance with Section
6 herein.

6. Publication

6.1 Prepublication review.

At least sixty (60) days prior to submitting or
presenting a manuscript, abstract, or other materials
relating to the Study for publication, Institution shall
provide to Sponsor and CRO a copy of all such
manuscripts, abstracts, and materials for review and
comment to confirm that the publication would not
disclose any Confidential Information or impair
Sponsor’s ability to obtain patent protection.

6.2 Redaction of Confidential Information.

k dispozici ze zdkona nebo na zakladé spravedlivého
naroku.

5.4 \Vyjimky.

Diivérné informace nezahrnuji a povinnosti podle
bodu 5.2 se nevztahuji na informace, které: (a) jsou
nebo se stanou vetejné dostupnymi bez zavinéni
poskytovatele nebo personalu poskytovatele; (b)
jsou poskytovateli sdéleny tieti stranou, ktera neni
vazana povinnosti zachovani ml¢enlivosti; (¢) musi
byt sdéleny IRB, NEK nebo piislusnym statnim nebo
regula¢nim ufadiim nebo si jejich sdéleni vyzadaji
piislusné statni nebo regulacni Ufady, za
predpokladu, ze poskytovatel bude o tomto sdé€leni
informovat CRO a zadavatele s piimeéfenym
pfedstihem a vynalozi pfimétené Usili na omezeni
tohoto sdéleni a zachovani davérnosti téchto
divérnych informaci v rozsahu, v jakém to umoziuje
nebo povoluje zékon, a umozni zadavateli nebo
ptipadné CRO v souladu s pokyny zadavatele ziskat
ochranny piikaz nebo jiné davérné zachéazeni
stémito  davérnymi  informacemi  vhodnymi
pravnimi prostiedky; nebo (d) jsou zveiejnény v
souladu s bodem 6 této smlouvy.

6. Zverejnéni vysledki

6.1 Kontrola pied publikovanim.

Nejméné Sedesat (60) dnti pfed odevzdanim nebo
pfedlozenim rukopisu, abstraktu nebo jinych
materidlli souvisejicich se studii urcenych ke
zvetejnéni poskytne poskytovatel zadavateli a CRO
kopii vSech téchto rukopisii, abstraktti a materiali ke
kontrole a pfipominkovani, aby se zajistilo, ze v této
publikaci nebudou zvefejnény zadné daveérné
informace ani nebude ovlivnéna schopnost
zadavatele ziskat patentovou ochranu.

6.2 Redigovani divérnych informaci.
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At Sponsor’s request, either directly or through
CRO, Institution shall remove from such
manuscripts, abstracts, or other materials any
Confidential Information prior to submitting or
presenting the manuscripts, abstracts, or materials.

6.3 Multi-center Study.

Institution agrees that if the Study is part of a multi-
center study, Institution shall not publish the results
of the Study prior to the first multi-center
publication.

6.4 Use of names.

Institution shall not use Sponsor’s name, in
connection with any advertising, publication or
promotion without obtaining Sponsor’s prior written
permission. Sponsor (and CRO with the Sponsor’s
prior written permission) may use the Institution’s
name in Study publications and communications,
including clinical trial websites and Study
newsletters.

7. Work Product and Intellectual Property

7.1 Sponsor’s property.

The Work Product shall be the exclusive property of
Sponsor.

7.2 Background IP.

Background IP remains the separate properties of
each Party or Sponsor and this Agreement does not
transfer or license any Background IP of any Party
or Sponsor to the other Party or Sponsor. Unless
otherwise agreed in writing with the Sponsor,

Na zadost zadavatele, bud pifimo, nebo
prostfednictvim CRO, poskytovatel  pred
odevzdanim nebo pfedloZzenim rukopisti, abstrakti
nebo jinych materidli odstrani z téchto rukopisd,
abstraktli nebo materialt veskeré ditvérné informace.

6.3 Multicentricka studie.

Poskytovatel souhlasi s tim, ze pokud je studie
soucasti multicentrické studie, nebude poskytovatel
publikovat  vysledky  studie  pfed  prvni
multicentrickou publikaci.

6.4 Pouziti nazvu.

Poskytovatel nesmi pouzit nézev zadavatele v
souvislosti s jakoukoli reklamou, publikaci nebo
propagaci bez predchoziho pisemného souhlasu
zadavatele. Zadavatel (a CRO s ptedchozim
pisemnym souhlasem zadavatele) muize pouzivat
nazev poskytovatele v publikacich a sd€lenich
tykajicich studie, vcetn¢ webovych stranek
klinickych hodnoceni a studijnich zpravodaju.

7. Vysledky prace a dusevni vlastnictvi

7.1 Vlastnictvi zadavatele.

Vysledky prace budou vyhradnim vlastnictvim
zadavatele.

7.2 Vychozi dusevni vlastnictvi.

Vychozi dusSevni vlastnictvi zlstdva samostatnym
vlastnictvim kazdé strany nebo zadavatele a tato
smlouva neptevadi ani neudéluje licenci k zddnému
vychozimu dusevnimu vlastnictvi z&dné strany nebo
zadavatele druhé stran¢ nebo zadavateli. Pokud neni
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Institution shall not knowingly use Institution’s
Background IP in this Study in a way that may
interfere with Sponsor’s right to the Study
Inventions.

7.3 Ownership.

Sponsor shall have exclusive ownership of any Study
Invention, and all Intellectual Property Rights
therein, without any further remuneration due by
Sponsor or CRO to Institution, Institution Personnel
or any third party.

7.4 Assignment of rights to Study Invention.

Institution hereby assigns and transfers to Sponsor
the entire right, title and interest in and to the Study
Inventions, including all Intellectual Property Rights
therein, and will ensure thatlnstitution Personnel
have assigned their right, title and interest in and to
the Study Inventions to Institution, including all
Intellectual Property Rights therein, to enable
Institution to comply with this obligation or have
assigned their right, title and interest in and to the
Study Invention directly to Sponsor. The Parties
agree that the fees set out at Section 3.1. entirely
cover the compensation for the assignment and
transfer of all rights to the Study Invention
aforementioned.

7.5 Institution’s Obligation regarding Study
Invention.

Institution will promptly disclose in writing to
Sponsor all Study Inventions.

Institution will take such actions as Sponsor deems
reasonably necessary for Sponsor to obtain exclusive

se zadavatelem pisemné dohodnuto jinak, nesmi
poskytovatel védomé pouzivat vychozi duSevni
vlastnictvi poskytovatele v této studii zpiisobem,
ktery by mohl narusit prdvo zadavatele na vynalezy
v ramci studie.

7.3 Vlastnictvi.

Vyhradnim vlastnikem veskerych vynalezli v ramci
studie i vsech prav dusevniho vlastnictvi k nim je
zadavatel, aniz by zadavatel nebo CRO museli
vyplatit poskytovateli, personalu poskytovatele nebo
jakeékoli tieti stran¢ jakékoli dalsi odmeény.

7.4 Postoupeni prav na vynalez v ramci studie.

Poskytovatel timto postupuje a pievadi na zadavatele
vsechna prdva, naroky a podily vztahujici se k
vynalezim v ramci studie, vcetn¢ vSech prav
dusevniho vlastnictvi, ktera se k nim vztahuji,
a zajisti, aby personal poskytovatele postoupil sva
prava, naroky a podily vztahujici se k vynalezim v
ramci studie na zdravotnické zafizeni, vCetné vSech
prav dusevniho vlastnictvi, kterd se k nim vztahuiji,
aby tak poskytovatel mohlo spinit tuto povinnost,
nebo aby postoupil sva prava, naroky a podily
vztahujici se k vyndlezim v ramci studie piimo
zadavateli. Strany se dohodly, ze poplatky uvedené
v bod¢ 3.1. zcela kompenzuji postoupeni a pievod
vsech prav k vyse uvedenému vynalezu v ramci
studie.

7.5 Povinnosti poskytovatele tykajici se vynalezu
v ramci studie.

Poskytovatel neprodlen¢ pisemné oznami zadavateli
vsechny vynalezy v ramci studie.

Poskytovatel piijme takova opatfeni, kterd bude
zadavatel povazovat za pfiméfen¢ nezbytnd pro to,
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ownership in the Study Invention and for Sponsor to
file for and obtain patents directed to the Study
Invention in any country or to otherwise protect
Sponsor’s interests in the Study Invention by
promptly executing any documents or carrying out
any acts that may be required to vest the rights in or
to the Study Inventions in the Sponsor.

Institution shall not file any patent application in its
own name in relation with Study Inventions.

Institution warrants that it will not enter into
agreements with third parties that would interfere
with its obligations under Section 7.

8. Study Records, monitoring, audits and
inspections

8.1. Study Records.

The Institution will archive the Study Records under
adequate conditions preventing their damage or
destruction for the period of fifteen (15) years from
the completion of the Study (further only the
“archiving period”), unless a longer period is
required per Applicable Laws. CRO will inform the
Institution no later than 6 months prior to expiry of
the archiving period of a legal entity designated by
CRO which will take over Study Records for
archiving services.

Institution will archive the relevant Study Records in
the manner specified by Applicable Laws, including
current GCP guidelines.

If any source data are kept on computer files only in
accordance with the Applicable Laws effective

aby zadavatel mohl ziskat vyhradni vlastnictvi
vynalezu v rdmci studie a aby zadavatel mohl podat
patentovou prihlasku a ziskat patenty vztahujici se
k vynélezu v ramci studie v jakékoli zemi nebo aby
jinak byly chranény z4jmy zadavatele na vynalezu
vramci studie rychlym vyhotovenim veskerych
dokumentti nebo provedenim jakychkoli tkond,
které mohou byt nutné k tomu, aby bylo mozné prava
nebo vynalezy v ramci studie pfevést na zadavatele.

Poskytovatel nesmi ve vztahu k vynéleziim v rdmci
studie podat zadnou vlastni patentovou ptihlasku.

Poskytovatel zarucuje, ze nebude uzavirat dohody s
tretimi stranami, které by byly v rozporu s jeho
povinnostmi podle bodu 7.

8. Zaznamy ze studie, monitorovani, audity
a inspekce

8.1. Zaznamy ze studie.

Poskytovatel zdravotnich sluzeb bude archivovat
piislusné zaznamy o klinickém hodnoceni v
adekvatnich  podminkach zamezujicich  jejich
poskozeni nebo zniceni, a to po dobu patnacti (15)
let od ukonceni klinického hodnoceni (déale jen
,doba archivace*). CRO bude informovat
poskytovatele zdravotnich sluzeb nejpozdéji 6
mesici pred uplynutim doby archivace o pravni
osobé urené CRO, ktera pfevezme zdznamy o
klinickém hodnoceni a bude se starat o jejich dalsi
archivaci.

Poskytoval bude archivovat pfislusné zédznamy o
klinickém hodnoceni zplisobem stanovenym
platnymi pravnimi piedpisy, vcetn¢ aktudlnich
pokynti pro Spravnou klinickou praxi (GCP - Good
clinical practice).

Pokud jsou jakékoli zdrojové Udaje ulozeny pouze
Vv pocitacovych souborech, vsouladu se zakony
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before the completion of the Study, such computer
files will be securely stored and backed up as
reasonably necessary to protect the integrity of the
source data, until the Parties reaches an agreement
provided othewise.

In such case, until the Parties agree otherwise,
Institution’s system shall be (i) searchable and stored
with a structured classification scheme that
Institution will explain to the Sponsor and CRO; (ii)
auditable, such that the system provides an audit trail
tracking permitted changes to the source data with
dates and a mean of identifying the person who
performed the action.

The Sponsor and CRO must be informed in writing
of (a) any change of address or relocation of the
Study Records.

8.2 Monitoring and audit by Sponsor/CRO.

The Institution will allow the CRO/the Sponsor or
their representatives to conduct an inspection,
monitoring of audit of the performance of Study, the
Study Site, and Study Records pursuant to this
Agreement at the Study Site or in other premises
agreed in this Agreement, where the Study is
conducted or that are used to conduct the Study,
exclusively during the regular business hours.
However, these inspections of audits must be
arranged at least 3 days in advance and must not
interfere with the regular operation of the provider of
medical services. This control, monitoring or audit
of work performed in within the meaning of this
Agreement may include, but it not limited to the
following:

e Review and/or verify Study Records

e Review and verify the relevant
invoices to check use of payments;

platnymi v dob¢ pfed ukoncenim studie, budou tyto
pocitacové soubory bezpecné ulozeny a zalohovany
tak, jak je pfiméfené¢ nutné pro ochranu integrity
zdrojovych udaji, a to do doby nez se smluvni strany
dohodnout jinak

Nez se smluvni strany dohodnout jinak, systém
zdravotnického zatizeni musi byt:
(i) prohledavatelny a ulozeny podle strukturovaného
schématu, které zdravotnické zafizeni objasni
zadavateli a CRO; (ii) kontrolovatelny tak, aby
systém obsahoval auditni stopu sledujici povolené
zmeény zdrojovych udaji s datem a zplisobem
identifikace osoby, které akci provedla.

Zadavatel a CRO musi byt pisemn¢ informovani o
kazdé zméné adresy nebo pfemisténi zdznami ze
studie.

8.2 Monitorovani a audit provadéné
zadavatelem/CRO.

Poskytovatel zdravotnich sluzeb umozni
CRO/zadavateli nebo jejich zastupctim, aby provedli
kontrolu, monitorovani nebo audit prub¢hu studie,
studijniho centra a zdznamu studie ve smyslu této
smlouvy na studijnim pracovisti, nebo v jinych
smluvné uréenych prostorach, v nichZ nebo s jejichz
pomoci se provadi studie, a to vyhradné¢ béhem
bézné pracovni doby. Takova kontrola nebo audit
vSak musi byt domluven minimalné 3 dny piredem a
nesmi narusit bézny chod poskytovatele zdravotnich
sluzeb. Tato kontrola, monitorovani nebo audit praci
ve smyslu této smlouvy se mize tykat mimo jiné
nasledujicich Cinnosti:

e kontrola a/nebo ovéfeni zaznamu ze
studie,

e kontrola a ovéfeni relevantnich
faktur, ke kontrole pouziti plateb,
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e Review and/or verify CRFs for
completeness and detailed
compliance with the Protocol; and

e Review and/or verify source
documents, including but not limited
to, hospital/clinic records, relevant
to the preparation of the CRF.

Any review and/or verification of source documents
by Sponsor or CRO shall be performed with due
regard for patient confidentiality.

Institution shall ensure that Investigator be present at
the site initiation visit and site close out visit and to
be available at each monitoring visit. In case
Investigator is not available during monitoring visits,
Institution shall ensure that a sub-investigator, or
Institution Personnel designated by the Investigator
be available to discuss any issues.

Sponsor shall have the right to copy the materials,
including those that are Confidential Information or
Study Inventions.

If, in accordance with Applicable Laws or the
Sponsor’s standards, the Study Site is determined not
to be adequate for the proper conduct of the Study,
and Institution does not remedy such inadequacies
within a reasonable period of being notified of such
inadequacies, then the Sponsor, or CRO, in
accordance with Sponsor’s instructions, may at its
sole discretion, refuse to commence or decide to
discontinue the Study, and terminate this Agreement.

8.3 Regulatory communications and inspections.

Institution shall immediately notify CRO and
Sponsor of, and provide CRO and Sponsor copies of,
any inquiries, correspondence or communications to
or from any Regulatory Authority relating to the
Study, including, but not limited to, requests for
inspection of the Study Site’s facilities. Institution
shall permit CRO and Sponsor or a third party
designated by Sponsor to attend any such

e kontrola a/nebo ovéteni uplnosti
CRF adGsledného  dodrZovani
protokolu,

e kontrola a/nebo ovéteni zdrojovych
dokumentii, mimo jiné¢ vcetné
zdznaml nemocnice/kliniky, které
jsou relevantni pro ptipravu CRF.

Jakékoli kontrola a/nebo ovéieni zdrojovych
dokumentli ze strany zadavatele nebo CRO bude
provedena s nalezitym ohledem na zachovani
lékatského tajemstvi.

Poskytovatel zajisti, aby byl zkouSejici I€kar
pfitomen pifi zahajovaci navstévé a zavérecné
navstéve pracovisté a aby byl k dispozici pii kazdé
monitorovaci navstéveé. V piipade, ze zkousejici

lékat nebude béhem monitorovacich navstév
k dispozici, poskytovatel zajisti, aby byl pro
projednani  pfipadnych problémi k dispozici

spoluzkousejici nebo Clen personalu poskytovatele
urceny zkousejicim I¢karem.

Zadavatel ma pravo kopirovat materialy, vCetné téch,
které predstavuji ditvérné informace nebo vynalezy
v ramci studie.

Pokud se v souladu s platnymi pravnimi piedpisy
nebo standardy zadavatele stanovi, ze studijni
pracovist¢ neni dostatecné¢ vhodné pro tadné
provadéni studie, a poskytovatel tyto nedostatky
neodstrani v pfiméfené lhité po oznameni téchto
nedostatkil, mize zadavatel, nebo CRO v souladu s
pokyny zadavatele, podle svého vyhradniho uvazeni
odmitnout zahajeni studie nebo se mize rozhodnout
studii ukoncit a vypovedét tuto smlouvu.

8.3 Komunikace s regula¢nimi urady a inspekce.

Poskytovatel musi neprodlen¢ informovat CRO a
zadavatele o jakychkoli dotazech, korespondenci
nebo sdélenich zaslanych jakémukoli regulaénimu
uiadu nebo od néj pfijatych a tykajicich se studie a
poskytne CRO a zadavateli jejich kopie, mimo jiné
veetné zadosti o inspekci v prostorach studijniho
pracovisté. Poskytovatel umozni CRO a zadavateli
nebo treti strané uréené zadavatelem UCastnit se
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inspections. Sponsor shall have the right to review
and approve any correspondence to Regulatory
Authority generated as a result of such Regulatory
Authority’s inspection prior to submission by
Institution. Institution will separate, and not disclose
any Confidential Information that is not required to
be disclosed during such inspections by the
governmental or Regulatory Authority.

8.4 Cooperation.

Institution  will cooperate and ensure that
[Investigator and] Institution Personnel cooperate
with CRO, Sponsor, its representatives, and
governmental or Regulatory Authorities in the
conduct of activities under this Section 8 and will
ensure that records relating to the Study are
maintained in a way that facilitates such activities.

8.5 Non-compliance.

In the event the monitoring, audit or regulatory
inspection identifies a lack of compliance with this
Agreement, the Protocol, and/or Applicable Laws on
the part of Institution [, Investigator] or Institution
Personnel, CRO (at the direction and authorization
of Sponsor), may terminate the Agreement in
accordance with Section 18.2 or require Institution to
promptly remedy such non-compliance at no
additional cost to Sponsor or CRO.

9. Data Protection and privacy

9.1 Personal Data of Subjects and medical
confidentiality

Institution agrees to comply with Data Protection
Legislation and medical secrecy with regard to the
personal data of Subjects in connection with the
Study.

takovych inspekci. Zadavatel ma pravo veskerou
korespondenci s regula¢nim tifadem generovanou na
zéklad¢ inspekce tohoto regula¢niho ufadu pied
odeslanim poskytovatelem zkontrolovat a schvalit.
Béhem téchto inspekci statnich nebo regulacnich
uradl poskytovatel vyjme a nebude sdélovat zadné
daveérné informace, jejichz sdéleni neni nutné.

8.4 Spoluprace.

Pti provadéni Cinnosti podle tohoto bodu 8 bude
poskytovatel  spolupracovat, a =zajisti, aby
spolupracoval 1 [zkouSejici 1ékat a] personal
poskytovatele, s CRO, zadavatelem, jeho zastupci a
statnimi nebo regulacnimi Utady, a zajisti, aby byly
zaznamy tykajici se studie vedeny zplisobem, ktery
tyto ¢innosti usnadni.

8.5 Nedodrzovani podminek.

V piipadé, Ze monitorovani, audit nebo inspekce
regula¢niho ufadu zjisti, Ze tato smlouva, protokol
a/nebo  platné  pravni  pfedpisy  nejsou
poskytovatelem [, zkouSejicim Iékafem] nebo
persondlem poskytovatele dodrzovany, mize CRO
(na pokyn a z povéfeni zadavatele) tuto smlouvu
ukoncit v souladu s bodem 18.2 nebo pozadovat, aby
poskytovatel toto nedodrzeni neprodlené napravilo,
aniz by zadavateli nebo CRO vznikly dalsi néklady.

9. Ochrana udajua a soukromi

9.1 Osobni tidaje subjektii a 1ékarské tajemstvi

Poskytovatel se zavazuje dodrzovat pravni predpisy
o ochrané¢ osobnich udaji a Iékarské tajemstvi,
pokud jde o osobni udaje subjektli v souvislosti se
studii.
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Institution shall ensure that Investigator undertake,
prior to the involvement of any Subject in the Study,
to inform the Subject on the purpose and scope of the
collection and use of personal data, particularly of
health-related data, and obtain a properly executed
written consent from the Subject or the Subject’s
authorized representative to document the Subject’s
express authorization for the collection, storage,
disclosure, transmission, processing, and use of data
collected from such subject in accordance with the
Protocol, this Agreement, and the Data Protection
Legislation.

Institution shall take appropriate measures to protect,
and shall ensure thatlnstitution Personnel take
appropriate measures to protect, the confidentiality
and security of personal data of Subjects that it
receives in connection with the Study.

9.2 Personal Data of Institution Personnel.

Both prior to and during the course of the Study,
Institution Personnel may be called upon to provide
their personal data. This data may fall within the
scope of the Data Protection Legislation. Such
personal data may include names, contact
information, work experience and professional
qualifications, publications, resumes, and
educational background. Institution agrees to share
relevant personal data of Institutional Personnel with
Sponsor and CRO in accordance with the Applicable
Law.

Personal data of Institution Personnel may be used
for the following purposes: (a) the conduct of Study,
(b) verifications by governmental or regulatory
agencies, Sponsor, CRO, their agents and affiliates,
(c) compliance with legal and regulatory
requirements, (@ publication on
www.clinicaltrials.gov and other websites and
databases that serve a comparable purpose; (e)
storage in databases to facilitate the selection of
investigators or site personnel for future clinical
trials; (f) anti-corruption compliance; and (g) review,
verification and analysis of Subject related Claims
and processing of insurance therefor (if applicable).

Poskytovatel zajisti, aby se zkousejici 1¢kat zavazal,
ze pted zatfazenim jakéhokoli subjektu do studie
bude tento subjekt informovan o ucelu a rozsahu
shromazd’ovani a pouziti osobnich udajl, zejména
udajui souvisejicich se zdravotnim stavem, a bude
ziskan tadn¢ vyhotoveny pisemny souhlas subjektu
nebo zplnomocnéného zastupce subjektu, ktery bude

dokladat  vyslovny  souhlas  subjektu  se
shromazd’ovanim, uchovavanim, sd€lovanim,
pfenosem, zpracovanim a pouzitim Udaji

shromézdénych od subjektu v souladu s protokolem,
touto smlouvou a pravnimi pfedpisy o ochrané
osobnich udajt.

Poskytovatel ptijme vhodné opatieni, a zajisti, aby
tak ucinil 1 persondl poskytovatele, pro zachovani
daveérnosti a ochranu bezpec¢nosti osobnich tdaji
subjektl, které v souvislosti se studii ziska.

9.2 Osobni udaje personalu poskytovatele.

Pfed zahdjenim studie i v jejim pribc¢hu muze byt
personal poskytovatele vyzvan, aby poskytl své
osobni Udaje. Tyto Udaje mohou spadat do oblasti
pusobnosti pravnich ptedpisit o ochrané osobnich
udajii. Tyto osobni udaje mohou zahrnovat jména,
kontaktni udaje, pracovni zkusenosti, profesni
kvalifikaci, publikace, Zivotopisy a vzd¢lani.
Poskytovatel souhlasi s tim, ze bude ptislusné osobni
udaje personalu poskytovatele sdélovat zadavateli a
CRO v souladu s platnymi pravnimi ptedpisy.

Osobni Gdaje personalu poskytovatele mohou byt
pouzity k nasledujicim uceltim: (a) provadéni studie,
(b) ovéfeni statnimi nebo regulacnimi Ufady,
zadavatelem, CRO, jejich zastupci a ptfidruzenymi
spole¢nostmi, (¢) dodrzovani pravnich a regulac¢nich

pozadavkd, (d) zvetejnéni na webu
www.clinicaltrials.gov a  dalsich  webovych
strnkach  av databazich, které slouzi ke

srovnatelnému ucelu, (e) uklddani do databazi s
cilem usnadnit vybér zkouSejicich Iékaiti nebo
persondlu  pracovist¢ pro budouci klinicka
hodnoceni, (f) dodrzovani protikorup¢nich zakonu
a (g) kontrola, oveétfeni a analyza narokut
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For further details on how Sponsor processes the
personal data, Sponsor's point of contact, data
subject's rights, and Sponsor's disclaimers regarding
the same, please refer to the Privacy Notice as
providked on the  Sponsor's  homepage:
https://www.samsungbioepis.com/.

If any personal data of Institution Personnel are to be
collected, stored, processed and used, Institution
represents that in its internal relationship with its
teams, Institution will obtain the individual written
consent of each Institution Personnel for the
purposes and under the conditions indicated above,
by signing a form of consent provided by CRO and
approved by Sponsor. Institution represents that
Institution will also obtain individual written consent
of each Institution Personnel to transfer Institution
Personnel personal data in countries outside the
Economic European Area (EEA) - including the
United States of America and Republic of Korea -
which may not necessarily offer the same level of
protection to personal data as this offered in the
European Union. If requested by CRO or Sponsor,
Institution will provide copies of such signed
consents.

Sponsor shall be the data controller for such personal
data except that, if CRO deals with any personal data
under this Agreement in the manner of a data
controller, CRO shall be the data controller of such
personal data to the extent of such dealings. CRO
shall control (to the extent applicable as stated
above) and process "personal data™, as defined in the
Data Protection Legislation of nstitution Personnel
for study-related purposes and all such controlling
and processing of personal data will be carried out in
accordance with the Data Protection Legislation.

9.3 Data Privacy

(1) Definitions:

souvisejicich se subjekty a zpracovani souvisejicich
pojistnych udalosti (vztahuje-li se).

Dalsi podrobnosti o tom, jak zadavatel zpracovava
osobni udaje, o kontaktni osob¢ zadavatele, pravech
subjektt udaji a vylouceni odpoveédnosti zadavatele
v souvislosti s nimi jsou uvedeny v prohlaseni
o ochrané osobnich udaji uvedeném na domovské

strance zadavatele:
https://www.samsungbioepis.com/.
Maji-li byt  shromazd’'ovany,  uchovavany,

zpracovavany a pouzivany osobni Udaje personalu
poskytovatele, poskytovatel prohlasuje, ze v ramci
svych vnitinich vztaht se svymi tymy ziska
individudlni pisemny souhlas kazdého ¢lena
personalu poskytovatele pro ucely a za podminek
uvedenych vysSe podepsdnim formulafe souhlasu
poskytnutého CRO aschvaleného zadavatelem.
Poskytovatel prohlasuje, Zze ziska také individualni
pisemny souhlas kazdého Cclena personalu
poskytovatele s pfenosem jejich osobnich udaji do
zemi mimo Evropsky hospodaisky prostor (EHP) —
véetné Spojenych stati americkych a Korejské
republiky — které nemusi nutné poskytovat stejnou
urovenn ochrany osobnich udaji, jakou poskytuje
Evropska unie. Na zadost CRO nebo zadavatele
poskytne poskytovatel kopie téchto podepsanych
souhlasi.

Spravcem téchto osobnich udaji je zadavatel,
s vyjimkou pfipada, kdy na zéklad¢ této smlouvy
nakladda s osobnimi daji jako spravce udaji CRO,
a v téchto piipadech je spravcem téchto osobnich
udaji CRO v rozsahu, v jakém s témito udaji
naklada. CRO bude ,o0sobni (daje” personalu
poskytovatele spravovat (v pouzitelném rozsahu, jak
je uvedeno vyse) a zpracovavat tak, jak stanovi
pravni ptedpisy o ochrané osobnich udajt, pro ucely
studie a veskera sprava a zpracovani osobnich tdaj
budou provadény v souladu s pravnimi piedpisy o
ochran¢ osobnich udaju.

9.3 Ochrana osobnich udaju

(1) Vymezeni pojmu:
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(a) “Data Protection and Privacy Laws” mean all
applicable laws, regulations, and regulatory
requirements and guidance relating to data
protection and privacy globally, including: (a)
the EU Data Protection Directive 95/46/EC
(“Directive”), superseded by the General Data
Protection Regulation 2016/679 (“Regulation”)
on 25 May 2018; (b) any legislation transposing
the Directive, the Regulation or related
legislation of any member state of the European
Economic Area; or (c) any other law now in force
or that may in future come into force, in any
relevant jurisdiction, governing the Processing of
Personal Data applicable to any Party to this
Agreement.

(b) “Personal  Data”,  “Process/Processing”,
“Controller”, “Processor” and “Data Subject”
shall have the same meaning as in the Regulation
and shall also include these terms, or
corresponding terms, as defined under any other
applicable Data Protection and Privacy Laws.
Personal Data shall include patient-level key-

coded data and images.

(2) Compliance: The Parties warrant to each other
that they will Process Personal Data in compliance
with all applicable Data Protection and Privacy
Laws, and in compliance with the International
Conference on Harmonisation Guideline for Good
Clinical Practice (ICH-GCP).

(3) Mutual Responsibilities under the Regulation:
The Parties acknowledge that each of the Institution
and Sponsor are joint Controllers and that CRO is a
Processor acting under instructions from Sponsor
with respect to the Processing of Personal Data
relating to the services provided under this
Agreement.

(A),,Zakony na ochranu osobnich udaji
a soukromi“ znamenaji vsechny platné zékony,
piedpisy, regulacni pozadavky a pokyny tykajici
se globalni ochrany osobnich idajii a soukromi,
véetné: (a) smérnice EU o ochrané¢ udaju
95/46/ES  (,,smérnice), kterd byla dne
25. kvétna 2018 nahrazena obecnym nafizenim
o ochrané osobnich udajii 2016/679 (,,natizeni*);
(b) jakychkoli pravnich ptedpisti provadéjicich
smérnici, nafizeni nebo souvisejicich pravnich
piedpist kteréhokoli ¢lenského statu Evropského
hospodaiského prostoru; nebo (c) jakéhokoli
jiného pravniho ptedpisu, ktery je nyni
v platnosti nebo ktery mtze v budoucnu vstoupit
v platnost, v jakékoli pftislusné jurisdikci,
upravujiciho  zpracovani  osobnich  udaju
a platného pro libovolnou stranu této smlouvy.

(b) Pojmy ,osobni Gdaje”,
»Zpracovat/zpracovani“, »Spravce”,
»Zpracovatel” a ,subjekt udaja“ maji stejny

vyznam jako v nafizeni a vztahuji se na né také
jeho podminky nebo odpovidajici podminky
stanovené v jakychkoli jinych platnych zakonech
na ochranu osobnich udaji a soukromi. Osobni
Udaje zahrnuji Udaje a snimky kédované pomoci
kli¢e na urovni pacienta.

(2) Dodrzovéani ptedpisi: Strany si navzijem
zaruCuji, ze budou osobni udaje zpracovavat
v souladu se vsemi platnymi z&kony na ochranu
osobnich udaji a soukromi a v souladu s pokyny
Mezinarodni rady pro harmonizaci o spravné
klinické praxi (ICH-GCP).

(3) Vzijemnd odpovédnost podle natfizeni: Strany
berou na védomi, ze pokud jde o zpracovani
osobnich udaji vztahujicich se ke sluzbam
poskytovanym na zakladé¢ této smlouvy, jsou
poskytovatel a zadavatel spole¢nymi spravci a CRO
zpracovatelem jednajicim na zakladé pokynt
zadavatele.
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Joint Controllers determined their respective
responsibilities for compliance with the Regulation
through an arrangement between them. Pursuant to
this objective, it is agreed that because Institution
will have access to the identity of trial Data Subjects,
it shall therefore ensure compliance with the
obligations under the Regulation as regards the
exercising of the data protection rights of Data
Subjects. Data Subjects should seek to exercise their
rights through the Data Protection Officer that is be
appointed by the Institution under Article 37 of the
Regulation.

Sponsor shall include the information that must be
provided to Data Subjects in Subject Informed
Consent Forms.

(4) Information Security: All Parties shall implement
appropriate technical and organisational measures to
protect the Personal Data and Confidential
Information as required by ICH-GCP and Data
Protection and Privacy Laws. The Parties shall
ensure that persons authorized to Process Personal
Data have committed themselves to confidentiality
or are under an appropriate statutory obligation of
confidentiality. Institution shall in particular apply
strict controls to ensure Data Subjects’ original
medical documents are secured from unauthorized
access and accidental loss. Sponsor and/or CRO may
access original medical records to perform
monitoring activities and shall handle such
documents in the strictest confidence.

(5) Security Incidents: Institution shall be
responsible for investigating and remediating any
unauthorised access, acquisition, or disclosure of
Personal Data held within original medical records
or of any Confidential Information (each, a “Security
Incident”). However, Institution shall notify CRO
immediately of any such Security Incident. Such
notice shall summarize in reasonable detail the
Security Incident and the corrective action to be
taken by Institution.

Spole¢ni spravei si vymezili své podily na
odpovédnosti za dodrzovani tohoto nafizeni
prostiednictvim ujednani mezi sebou. Proto bylo
dohodnuto, ze vzhledem k tomu, ze poskytovatel
bude mit pfistup k totoznosti subjekti udaju
v klinickém  hodnoceni,  zajisti  dodrzovani
povinnosti vyplyvajicich z nafizeni, pokud jde o
uplatiovani prav na ochranu osobnich udaji
subjekti udaji. Subjekty tdajii by se mély snazit
uplatiiovat sva prava prostiednictvim povétrence pro
ochranu osobnich udaji, kterého urci poskytovatel
podle ¢lanku 37 nafizeni.

Informace, kter¢ musi byt poskytnuty subjektim
udajt, zadavatel zahrne do formulara
informovaného souhlasu subjektu.

(4) Zabezpeceni informaci: VSechny strany zavedou
vhodné technicka a organizaéni opatieni na ochranu
osobnich udajti a divérnych informaci, jak vyzaduje
ICH-GCP a zékony o ochrané¢ osobnich udaji
a soukromi. Strany zajisti, aby se osoby povétené
zpracovanim osobnich tidajli zavazaly k ml¢enlivosti
nebo aby se na né¢ vztahovala zdkonna povinnost
zachovani ml¢enlivosti. Poskytovatel musi zejména
provadét piisné kontroly, aby bylo zajisténo, ze
puvodni zdravotni dokumentace subjekti udaji je
chranéna pied neopravnénym piistupem a ndhodnou
ztratou. Zadavatel a/nebo CRO mohou mit piistup k
puvodnim Iékafskym zaznamim za Ucelem
provadéni monitorovacich cCinnosti a s témito
dokumenty musi nakladat ptisn¢ dtveérne.

(5) Bezpecnostni incident: Poskytovatel odpovida za
vySetieni a ndpravu jakéhokoli neopravnéného
piistupu, ziskani nebo sdé€leni osobnich udaju
uchovavanych v pivodnich zdravotnich zaznamech
nebo jakychkoli divérnych informaci (kazdy ptipad
jako ,,bezpecnostni incident). O kazdém takovém
bezpecnostnim  incidentu  vSak  poskytovatel
neprodlen¢ uvédomi CRO. V ozndmeni musi byt
uvedeno piiméfend podrobné shrnuti
bezpecnostniho incidentu a ndpravna opatieni, ktera
poskytovatel piijme.
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(6) Data Protection Requests: Institution shall
promptly notify CRO in writing if they receive any
communication with regards to data protection
relating to the services from a Data Subject, a data
protection authority or other regulatory authority and
provide CRO with full cooperation and assistance in
relation to any such communication, at no additional
cost to CRO or the Sponsor.

(7) Data Transfers: Institution shall only Process or
otherwise transfer Personal Data outside the
European Economic Area (member states of the
European Union plus, Norway, Iceland &
Liechtenstein) as set out in this Agreement or the
Protocol.

(8) Consequences of Expiry or Termination: The
obligations contained in this Section shall survive the
termination or expiry of this Agreement.

10. Financial Disclosure

The Parties acknowledge that disclosure of
information regarding compensation, funding, gifts,
payments or other remuneration provided to
physicians and other members of the health care
community might be required, in the European
Union and/or abroad.

Institution shall complete and return to the Sponsor
or CRO in a timely manner, financial certification or
disclosure forms, as applicable, provided to
Institution by the Sponsor or CRO.

Institution gives its consent, and shall ensure that
Institution Personnel give their consent, for the
Sponsor or CRO to report financial information in
relation with the Study and send the completed forms
referred to above to the competent persons, and

(6) Pozadavky tykajici se ochrany osobnich udaji:
Poskytovatel neprodlen¢ pisemné oznami CRO,
obdrzi-li jakékoli sd€leni ohledné ochrany osobnich
udajlii v souvislosti se sluzbami ze strany subjektu
udajt, uradu pro ochranu osobnich tdajti nebo jiného
regulatniho Ufadu, a poskytne CRO plnou
soucinnost a bude s ni spolupracovat v souvislosti s
jakymkoli takovym sdélenim, aniz by tim CRO nebo
zadavateli vznikly dalsi naklady.

(7) Ptredani udaji: Zpracovani nebo jiné piedani
osobnich udajii mimo Evropsky hospodaisky prostor
(Clenské staty Evropské unie plus Norsko, Island
a Lichtenstejnsko) bude poskytovatel provadét
pouze tak, jak je stanoveno v této smlouvé nebo
protokolu.

(8) Dusledky skonceni platnosti nebo vypovézeni:
Povinnosti obsazené¢ v tomto bod¢ zistavaji
v platnosti 1 po skonceni platnosti nebo vypovézeni
této smlouvy.

10. Zverejnéni finanénich informaci

Strany berou na védomi, ze v Evropské unii a/nebo
v zahrani¢i mulze byt pozadovdno zvefejnéni
informaci o odméndach, financich, darech, platbach
nebo jinych nahradach poskytovanych Ilékaiim
ajinym  ¢lenim  komunity  zdravotnickych
pracovnikd.

Poskytovatel v¢as vyplni a ptreda zadavateli nebo
CRO formulédfe s finanénim prohldSenim nebo
piipadné pro zvetfejnéni financnich informaci, které
poskytovateli poskytl zadavatel nebo CRO.

Poskytovatel udéluje svlij souhlas, a zajisti, aby tak
ucinil 1 kazdy Clen personalu poskytovatele, s tim,
aby zadavatel nebo CRO vykazali finanéni
informace tykajici se studie a zaslali vyse uvedené
vyplnéné formulate piisluSnym osobam, a bere na
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understands that such information, once reported,
might be publicly accessible.

Institution shall complete and return, and ensure that
and Institution Personnel complete and return, to the
Sponsor and CRO all disclosure updates, as so
instructed by the Sponsor or CRO, for the duration
of the Study, and for one (1) year thereafter.

The obligations set forth in this paragraph shall apply
to all Study activities and procedures under this
Agreement.

Institution further consents to the transfer of its
financial disclosure data to the CRO’s and Sponsor’s
country of origin and to other countries including the
U.S., even though data protection may not exist or be
as developed in those countries as in Study Site’s
own country. Institution shall obtain a similar
consent from Institution’s Personnel.

CRO shall withhold payments if the obligations
under this Section 10 are not complied with.

11. Investigational Product

11.1 Supply of Investigational Product.

CRO, Sponsor or their affiliates, will provide
Institution with sufficient quantities of the
Investigational Product required by the Protocol.

Sponsor/CRO will ensure distribution of shipments
of the Investigational Product required by the
Protocol_to the pharmacy of the provider of medical
services, where a pharmacists will take over and
check these products (in the same manner as other
shipments - to confirm that it has not been damaged,
in the case of special transport requirements that

védomi, Ze tyto informace, mohou byt po vykazani
vetejné pristupné.

Poskytovatel vyplni, odevzda a zajisti, aby i kazdy
Clen persondlu poskytovatele na zaklad¢ pokynii
zadavatele nebo CRO vyplnil a odevzdal zadavateli
a CRO vesker¢ aktualizace téchto prohlaseni, a to po
dobu trvani studie a jeden (1) rok poté.

Povinnosti stanovené v tomto odstavci se vztahuji na
vSechny ¢innosti a postupy v ramci studie podle této
smlouvy.

Poskytovatel dale souhlasi s predanim svych
finan¢nich udaji do zemé pivodu CRO a zadavatele
i do dalSich zemi véetné USA, piestoze v téchto
zemich nemusi byt k dispozici ochrana osobnich
udajii nebo nemusi byt tak rozvinutd jako v zemi
studijniho pracovisté. Poskytovatel ziskd podobny
souhlas od personalu poskytovatele.

Pokud nebudou dodrzovany povinnosti podle tohoto
bodu 10, CRO pozastavi uhradu plateb.

11. Hodnoceny pripravek

11.1 Dodani hodnoceného pripravku.

CRO, zadavatel nebo jejich piidruzené spolecnosti
poskytnou poskytovateli dostatecné mnozstvi
hodnoceného piipravku, ktery vyzaduje protokol.

Zadavatel/CRO zajisti distribuci zasilky
hodnocenych piipravkli do lékarny poskytovatele
zdravotnich sluzeb, kde je 1€karnik pfevezme a
zkontroluje (jako jiné zasilky - tzn. neni-li
poskozena, v piipadé zvlaStnich pozadavkl na
transport, byly-li tyto pozadavky dodrzeny, pfijem
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these requirements have been observed, receipt of
the shipment), the investigator will collect the
investigational medicinal product against a request
form, transports them to the centre and is responsible
for these. CRO is obliged to notify the time of
handing the consignment over to the pharmacy
within 2 business days prior to delivery by e-mail

or by phone
to the pharmacist authorised by
the pharmacy. Sponsor/CRO will arrange disposal of
any unused medication at its own costs.

Sponsor/CRO will ensure delivery to the address:
Nemocni¢ni 1ékarna EN Motol, V Uvalu 84, 150 06
Prague 5, indicating the name of the responsible
pharmacist.

11.2 Use of Investigational Product.

Institution shall use the Investigational Product
provided in connection with the Study solely for the
purpose of properly completing the Study according
to the Protocol, the Agreement, and Applicable
Laws. Any other use of the Investigational Product
constitutes a material breach of this Agreement.
Institution will not dispense Investigational Product
to anyone who is not a Subject, nor will it dispense
expired Investigational Product to Subjects.

Institution shall document the administration and
distribution of the Investigational Product to
Subjects on the appropriate sections of the CRFs and
any dispensing record. Investigational Products shall
only be dispensed to Subjects in the doses and in
accordance with the methods of administration
specified in the Protocol.

11.3 Maintenance of Investigational Product.

Institution shall take reasonable measures to protect
the Investigational Product from loss or damage,
which include storing them in a locked, secured area
at all times in accordance with the Protocol, this
Agreement, and Applicable Laws. Institution shall
maintain complete and accurate records on the

zasilky potvrdi), nasledné si na zadanku zkousejici
hodnocené piipravky vyzvedne na centrum a je za né
pln¢ zodpovédny. CRO je povinno oznamit do 2
pracovnich dnti pfed dodanim, kdy bude zasilka do
1¢karn

fedana bud’to emailem

1ékarnou
farmaceutovi. Likvidaci nevyuzitych
zadavatel/CRO zajisti na vlastni naklady.

povétenému
Ikt si

Zadavatel/ CRO zajisti dodavku na adresu:
Nemocni¢ni 1ékarna FN Motol, V Uvalu 84, 150 06
Praha 5 a oznaci ji jménem odpovédného 1€karnika.

11.2 Pouziti hodnoceného pripravku.

Poskytovatel bude pouzivat hodnoceny ptipravek
poskytnuty v souvislosti se studii pouze za tcelem
fadného provadéni studie podle protokolu, této
smlouvy a platnych pravnich ptredpist. Jakékoli jiné
pouziti hodnoceného piipravku predstavuje zdvazné
poruseni této smlouvy. Poskytovatel nevyda
hodnoceny piipravek nikomu, kdo neni subjektem
hodnoceni, ani nebude subjektim vydavat
hodnoceny piipravek s proslym datem pouzitelnosti

Poskytovatel musi dokumentovat podavani a
distribuci  hodnoceného  piipravku subjektim
v pfislusnych oddilech CRF a zaznamu o vydeji.
Hodnocené piipravky musi byt subjektim vydavany
pouze v takovych davkach av souladu s takovymi
zpuisoby podani, které jsou uvedeny v protokolu.

11.3 Uchovavani hodnoceného pripravku.

Poskytovatel pfijme pfiméfend opatieni na ochranu
hodnoceného  piipravku pfed ztratou nebo
poskozenim, coz zahrnuje jeho uchovavani
v uzamcéeném, zabezpeCeném prostoru v souladu
s protokolem, touto smlouvou a platnymi pravnimi
predpisy. Poskytovatel musi vést Uplné a piesné
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receipt and disposition of the
Product.

Investigational

11.4 Return of Investigational Product.

Institution acknowledges that all Investigational
Product provided to Institution shall remain
exclusive properties of Sponsor at all times. Upon
completion or termination of the Study or at such
times as Sponsor or CRO may direct, the Institution
shall return all unused Investigational Product,
containers for the Investigational Products (even if
used), and any other materials provided by Sponsor
or CRO or their affiliates within thirty (30) calendar
days after site closure at the Study Site, in
accordance with the instructions provided by
Sponsor or CRO and in compliance with the
Applicable Laws. Any used Investigational Products
shall be handled, disposed of, destroyed, or
processed in accordance with the instructions
provided by CRO or Sponsor and in compliance with
the Applicable Law.

11.5 Disclaimer.

Institution acknowledges that the Investigational
Product is experimental in nature and that Sponsor,
CRO or any other party makes and that no
representations and warranties, either written or oral,
express or implied, is made by Sponsor, CRO, or any
other party regarding the Investigational Product.

12. Equipment and Supplies

12.1 Provision of Equipment and Supplies.

Sponsor or CRO or their affiliates may provide, or
arrange for a third party vendor to provide, certain
Equipment and Supplies. Details of the Equipment
and Supplies to be supplied to Institution along with

zdznamy o prijeti hodnoceného

a nakladani s nim.

piipravku

11.4 Vraceni hodnoceného pripravku.

Poskytovatel bere na védomi, ze veskery hodnoceny
ptfipravek poskytnuty poskytovateli zlistava stale
vyhradnim vlastnictvim zadavatele. Po dokonceni
nebo piedcasném ukonceni studie nebo v dobg,
kterou muize stanovit zadavatel nebo CRO, vrati
poskytovatel — veskery  nepouzity  hodnoceny
piipravek, obaly hodnoceného ptipravku (i kdyz jsou
pouzité) a veskeré dalsi materidly poskytnuté
zadavatelem nebo CRO nebo jejich ptfidruzenymi
spolecnostmi do tficeti (30) kalendarnich dnli po
uzavteni studijniho pracovisté, v souladu s pokyny
zadavatele nebo CRO a v souladu s platnymi
pravnimi  predpisy. S veSkerymi  pouzitymi
hodnocenymi  piipravky je nutné nakladat,
vyhazovat je, zniCit nebo zpracovavat v souladu s
pokyny CRO nebo zadavatele a v souladu s platnymi
pravnimi predpisy.

11.5 Vyloucdeni odpovédnosti.

Poskytovatel bere na veédomi, ze hodnoceny
piipravek je experimentalni povahy a Ze zadavatel,
CRO ani 74dna jina strana neposkytuje ohledné
hodnoceného ptipravku zadna prohlaSeni ani zaruky,
pisemné ani ustni, vyslovné ani ptfedpokladané.

12. Vybaveni a materidl

12.1 Poskytnuti vybaveni a materialu.

Zadavatel nebo CRO nebo jejich pfidruzené
spole¢nosti mohou poskytnout urcité vybaveni
a materiadl, nebo mohou zajistit, aby je poskytl
nezavisly dodavatel. Podrobnosti o vybaveni
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any maintenance requirements relating to the
Equipment and Supplies, if any, shall be described in
a separate document.

12.2 Use of Equipment and Supplies.

Institution shall use the Equipment and Supplies
provided solely for the purpose of properly
completing the Study according to the Protocol, the
Agreement, and Applicable Laws, or upon Sponsor’s
or CRO’s instructions, for other studies that Sponsor
is conducting at Study Site. Any other use of the
Equipment and Supplies constitutes a material
breach of this Agreement.

12.3 Maintenance of Equipment and Supplies.

Institution shall store and maintain Equipment and
Supplies in accordance with the instructions of
Sponsor or CRO, and shall take reasonable measures
to protect the Equipment and Supplies from loss or
damage. Institution is responsible for any loss or
damage on such Equipment and Supplies resulting
from actions or omissions of Institution or Institution
Personnel.

12.4 Disposition of Equipment and Supplies.

Institution acknowledges that all Equipment and
Supplies provided to Institution shall remain
exclusive properties of Sponsor (or of CRO of their
affiliates or the third party vendor who have provided
the Equipment and Supplies) at all times. Upon
completion of the Study or termination of this
Agreement or at such times as Sponsor or CRO may
direct, one of the following disposition of Equipment
and Supplies shall be made: (i) at Sponsor’s request,
Institution will arrange for return of the Equipment
and Supplies and any other materials provided by
Sponsor or CRO or their affiliates, at Sponsor’s
expense (to be provided through CRO), within thirty
(30) calendar days, in accordance with the

a materidlu, které maji byt poskytovateli dodany,
spolecné s ptipadnymi pozadavky na udrzbu tohoto
vybaveni a materialu, budou uvedeny v samostatnem
dokumentu.

12.2 Pouzivani vybaveni a materialu.

Poskytovatel bude pouzivat vybaveni a material
poskytnuty vyhradné pro ucely fddného provadéni
studie podle protokolu, smlouvy a platnych pravnich
ptredpisii nebo na zdklad¢ pokynii zadavatele nebo
CRO pro dalsi studie, které zadavatel na studijnim
pracovisti provadi. Jakékoli jiné pouziti tohoto
vybaveni a materialu ptfedstavuje zdvazné poruseni
této smlouvy.

12.3 Udrzovéani vybaveni a materialu.

Poskytovatel musi uchovavat a udrzovat vybaveni a
material v souladu s pokyny zadavatele nebo CRO a
musi pfijmout piislusnd opatteni k ochrané tohoto
vybaveni a materialu ptfed ztratou nebo poskozenim.
Poskytovatel odpovida za veskeré ztraty nebo
poskozeni tohoto vybaveni a materidlu, které
vzniknou v duasledku jednani nebo opomenuti
poskytovatele nebo personalu poskytovatele.

12.4 Likvidace vybaveni a materialu.

Poskytovatel bere na védomi, ze veskeré vybaveni a
materidly poskytnuté poskytovateli zlstavaji stale
vyhradnim vlastnictvim zadavatele (nebo CRO nebo
jejich pfidruzenych spolec¢nosti nebo nezavislého
dodavatele, ktery vybaveni a materidl poskytl). Po
dokonceni studie nebo ukonceni této smlouvy nebo
v dobé¢, kterou muze zadavatel nebo CRO naridit,
bude proveden néktery =z nasledujicich zpisobu
likvidace vybaveni amateridlu: (i) na zadost
zadavatele zafidi poskytovatel vraceni tohoto
vybaveni a materialu a veskerého dalsiho materialu
poskytnutého zadavatelem nebo CRO nebo jejich
piidruzenymi spolecnostmi na ndklady zadavatele
(poskytnuté prostiednictvim CRO) do tficeti
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instructions provided by Sponsor or CRO; (ii)
Institution may purchase such used Equipment and
Supplies provided by CRO that are legally owned by
Sponsor for the Study in accordance with Applicable
Laws; or (iii) Sponsor may direct Institution to
destroy or discard in accordance with the Applicable
Laws such Equipment and Supplies at Institution’s
disposal. In case of subsection (ii), the purchase price
of the used Equipment and Supplies retained by
Institution, which shall reasonably represent fair
market value, shall be determined through mutual
agreement between Institution and Sponsor in
writing. Institution agrees and acknowledges that if
ownership of any Equipment and Supplies legally
owned by Sponsor is transferred to Institution
hereunder, Sponsor transfers such Equipment and
Supplies “AS 1S” and that no representations and
warranties, either written or oral, express or implied,
is made by Sponsor regarding such Equipment and
Supplies.

13. Human body samples

Institution undertakes to process the human body
samples (collection and dispatch to laboratories for
local or centralized analyses) according to the
Protocol and the applicable legislations, codes or
guidance.

14. Packaging and Handling Requirements.

The shipment of dangerous goods and infectious
materials (including infectious subject specimens)
may be subject to local, national, and international
laws, regulations, and guidelines. Institution will
ensure that each individual who packages or handles
any dangerous goods or infectious materials for
shipping from Study Site complies with said laws,
regulations and guidelines.

Institution shall also ensure that it complies with
Directive 2000/54/EC of the European Parliament

(30) kalendarnich dnit v souladu s pokyny
poskytnutymi zadavatelem nebo CRO;
(i1) poskytovatel mize zakoupit pouzité vybaveni a
materidl, které poskytla pro studii CRO a které jsou
z pravniho hlediska ve vlastnictvi zadavatele,
v souladu s platnymi pravnimi ptedpisy; nebo (iii)
zadavatel miize poskytovateli natidit, aby vybaveni
a material, které ma k dispozici, znicilo nebo
vyhodilo v souladu s ptisluSnymi zakony. V ptipadé
pododdilu (ii) se kupni cena pouzitého vybaveni
a materialu, jez si poskytovatel ponecha, ktera bude
pfiméfené predstavovat redlnou trzni hodnotu,
stanovi vzajemnou pisemnou dohodou mezi
poskytovatelem a zadavatelem. Poskytovatel
souhlasi a bere na védomi, Ze pokud je vlastnictvi
jakéhokoli vybaveni a materialu legalné vlastnénych
zadavatelem prevedeno na poskytovatele podle této
smlouvy, prevede zadavatel takové vybaveni a
material ,,JAK STOJI A LEZI*, a ze v souvislosti s
takovym  vybavenim  amateridlem  nebudou
zadavatelem poskytnuty zadné prohlaseni a zaruky,
at’ jiz pisemné nebo Ustni, vyslovné nebo implicitni.

13. Lidské biologické vzorky

Poskytovatel se zavazuje zpracovavat lidské
biologické vzorky (odbér a odesilani do laboratofi
k provedeni mistni nebo centralizované analyzy)
podle protokolu a piisluSnych pravnich ptedpisd,
zakonl nebo pokyni.

14. Pozadavky na baleni a manipulaci.

Na piepravu nebezpecného zbozi a infekénich
materidlti (v€etné infekénich vzorkli subjektil) se
mohou vztahovat mistni, narodni a mezinarodni
zékony, ptredpisy a smérnice. Poskytovatel zajisti,
aby kazdy jednotlivec, ktery nebezpecné zbozi nebo
infek¢ni material bali nebo s nim manipuluje za
ucelem ptepravy ze studijniho pracovisté, dodrzoval
uvedené zakony, predpisy a smérnice.

Poskytovatel rovnéz zajisti dodrzovani smeérnice
2000/54/ES Evropského parlamentu a Rady ze dne
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and of the Council of 18 September 2000 on the
protection of workers from risks related to exposure
to biological agents at work (seventh individual
directive within the meaning of Article 16(1) of
Directive 89/391/EEC), and other applicable
legislation  enacted under the same or
equivalent/similar national legislation.

15. Notification of Adverse Events

15.1 Notifications of CRO and Sponsor

Institution shall fully comply with the Adverse Event
provisions of the Protocol and this Agreement. In the
event of any omission in such provisions of any
requirement specified in, or in the event of the
conflict of such provisions with, the Applicable
Laws, then the Applicable laws shall apply in
relation thereto.

Upon the occurrence of a Serious Adverse Event or
Adverse Event, Institution agrees to cooperate with
CRO and Sponsor, and provide to CRO and Sponsor,
or its authorized representative, all information
necessary for CRO and Sponsor to meet its
regulatory obligations in accordance with Applicable
Laws.

15.2 CRO’s obligation to Inform Institution.

CRO will promptly inform Institution and Study
Site’s IRB/EC of any finding that could affect the
safety of Subjects or their willingness to continue
participation in the Study, influence the conduct of
the Study, or alter Study Site’s IRB/EC approval to
continue the Study.

16. Indemnification

16.1 Indemnification.

18. zaii 2000 o ochran¢ zaméstnanci pied riziky
spojenymi s expozici biologickym c¢initelim pfi
praci (sedmé samostatnd smérnice ve smyslu ¢l. 16
odst. 1 smérnice 89/391/EHS) a dalSich platnych
pravnich predpist piijatych podle stejnych nebo
rovnocennych/podobnych vnitrostatnich pravnich
predpisi.

15. Oznamovani nezadoucich prihod

15.1 Oznamovani CRO a zadavateli

Poskytovatel musi pln¢ dodrzovat ustanoveni
protokolu a této smlouvy o nezddoucich piihodach.
V ptipadé, ze v téchto ustanovenich bude chybét
jakykoli pozadavek uvedeny v platnych pravnich
predpisech, nebo v piipadé rozporu téchto
ustanoveni s platnymi pravnimi pfedpisy plati
v souvislosti s timto pozadavkem platné pravni
predpisy.

Pii vyskytu zavazné nezadouci piihody nebo
nezadouci piihody se poskytovatel zavazuje
spolupracovat s CRO a zadavatelem a poskytnout
CRO a zadavateli nebo jeho zplnomocnénému
zastupci veskeré informace nezbytné k tomu, aby
CRO a =zadavatel mohli plnit své regulacni
povinnosti v souladu s platnymi pravnimi predpisy.

15.2 Povinnost CRO informovat zdravotnické
zarizeni.

CRO bude neprodlen¢ informovat poskytovatel a
IRB/EK studijniho pracovisté¢ o jakémkoli zjisténi,
které by mohlo ovlivnit bezpe¢nost subjektii nebo
jejich ochotu pokracovat v ucasti ve studii, ovlivnit
provadéni studie nebo zménit souhlas IRB/EK s tim,
ze studijni pracovisté muze pokracovat ve studii.

16. Odskodnéni

16.1 Odskodnéni.
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CRO shall defend, indemnify, and hold harmless
Sponsor, Institution, their respective affiliates,
officers, agents and employees from any and all
Claims arising from or caused by willful misconduct
or negligent acts or omissions, or professional
malpractice of CRO or its affiliates, or arising from
or caused by any of their failures to, (i) comply with
the Protocol, this Agreement or Sponsor’s written
recommendations and instructions, and/or (ii)
comply with any Applicable Laws.

Institution shall defend, indemnify, and hold
harmless Sponsor, CRO, their respective affiliates,
officers, agents and employees from any and all
Claims arising from or caused by willful misconduct
or negligent acts or omissions, or professional
malpractice of Institution or Institution Personnel, or
arising from or caused by any of their failures to, (i)
comply with the Protocol, this Agreement or CRO’s
or Sponsor’s written recommendations and
instructions, and/or (ii) comply with any Applicable
Laws.

Institution shall promptly notify CRO and Sponsor
in writing of any claim of illness or injury actually or
allegedly due to an adverse reaction to the
Investigational Product and cooperate with Sponsor
in the handling of the adverse event.

If a Study Subject is ill or injured as a result of his or
her participation in the Study, including, but not
limited to administration of the Investigational
Product, the Sponsor (without any admission of
wrongdoing or liability) shall reimburse Institution
for the direct, reasonable, and necessary medical
expenses incurred by Institution for the treatment of
any adverse event experienced by illness of or bodily
injury to a Study Subject that is caused by treatment
of the Study Subject in accordance with the Protocol,
except to the extent that such adverse event, illness,
or personal injury is caused by:

CRO bude hgjit, odSkodni a zbavi odpovédnosti
zadavatele,  poskytovatele, jejich  pfislusné
piidruzené spolecnosti, ufedniky, zastupce a
zaméstnance v souvislosti s veskerymi naroky
vyplyvajicimi nebo zpiisobenymi Umyslnym
pochybenim nebo nedbalosti nebo opomenutim nebo
zanedbanim povinné péce ze strany CRO nebo jejich
pridruzenych spolecnosti, nebo vyplyvajicimi nebo
zpusobenymi jejich (i) nedodrzenim protokolu, této
smlouvy nebo pisemnych doporuceni a pokynu
zadavatele a/nebo (ii) nedodrzenim platnych
pravnich ptedpist.

Poskytovatel bude héjit, odskodni a zbavi
odpovédnosti zadavatele, CRO, jejich pfislusné
pfidruzené  spolecnosti,  Ufedniky,  zastupce
a zaméstnance v souvislosti s veSkerymi naroky
vyplyvajicimi  nebo  zplsobenymi Umyslnym
pochybenim nebo nedbalosti nebo opomenutim nebo
zanedbanim povinné péce ze strany poskytovatele
nebo personalu poskytovatele, nebo vyplyvajicimi
nebo zplsobenymi jejich (i) nedodrzenim protokolu,
této smlouvy nebo pisemnych doporuceni a pokynu
CRO nebo zadavatele a/nebo (ii) nedodrzenim
platnych pravnich predpist.

Poskytovatel bude neprodlené¢ pisemné informovat
CRO a zadavatele o jakémkoli naroku v souvislosti s
nemoci nebo zdravotni Gjmou, které skutecné nebo
udajné¢ vznikly v dusledku nezadouci reakce na
hodnoceny ptipravek, a bude spolupracovat se
zadavatelem pfi feSeni nezadouci piihody.

Pokud studijni subjekt onemocni nebo utrpi Gjmu
v disledku své ucasti ve studii, mimo jiné vcetné
podani hodnoceného pfiipravku, zadavatel (bez
uznani  viny nebo  odpovédnosti)  uhradi
poskytovateli pfimé, piimeiené a nezbytné 1éCebné
vylohy, které poskytovateli vzniknou v souvislosti
s [éCbou v ptipadé nezadouci piihody, ktera se
projevi jako onemocnéni nebo zdravotni Ujma
studijniho subjektu a kterou vyvolé 1écba studijniho
subjektu v souladu s protokolem, s vyjimkou
piipadi, kdy je takova nezadouci piihoda,
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(i) failure by Institution, Investigator,
Institution Personnel or any of their
respective personnel to comply with this
Agreement, the Protocol, any written
instructions of Sponsor concerning the
Study, or any Applicable Law, including
GCPs, issued by any Regulatory Authority;

(if) negligence or willful misconduct by

Institution, Investigator, Institution
Personnel or any of their respective
personnel;

(iii) to the extent permitted by the
Applicable Laws, the failure of the Study
Subject to follow the reasonable
instructions of the Investigator or
Institution Personnel relating to the
requirements of the Study; or

(iv) to the extent permitted by the
Applicable Laws, any underlying injury or
illness of the Study Subject (except for
those worsen as a result of his or her
participation in the Study).

If there is a conflict between this Section 16.1 and
the Letter of Indemnitification provided by
Sponsor, the Letter of Indemnification shall prevail.

Any claim referred to under this Section should be
made in writing and sent in accordance with the
details provided in Section 19.

The indemnification obligations, as stated in this
Section, shall apply only if, (i) the indemnifying
Party is provided with prompt notification of notice
of any claim or suit, (ii) the indemnifying Party’s
attorneys and personnel handle and control the
defense of such claims or suits, including pre-trial,
trial or settlements, (iii) the indemnified Party and its
affiliates, trustees, officers, agents and employees
fully cooperate and assist in such defense, and (iv)
no claim or suit will be settled or compromised

onemocnéni nebo zdravotni

nésledujicim:

Ujma zpusobena

(i) zdravotnické zatizeni, zkousSejici 1ékar,
personal poskytovatele nebo kterykoliv
zjejich  piislusnych ¢len  persondlu
nedodrzel tuto smlouvu, protokol, pisemné
pokyny zadavatele tykajici se studie nebo
jakékoli platné pravni predpisy, vcetné SKP,
vydané jakymkoli regulacnim uradem;

(ii) nedbalost nebo UmyslIné pochybeni ze
strany poskytovatele, zkousSejiciho 1ékare,
personalu poskytovatele nebo kteréhokoli z
jejich ptislusnych ¢lent personalu;

(iii) v rozsahu povoleném piisluSnymi
zakony tim, ze studijni subjekt nedodrzi
pfiméfené pokyny zkousejiciho 1ékate nebo
personalu zdravotnického zatizeni v
souvislosti s pozadavky studie; nebo

(iv) v rozsahu povoleném piislusSnymi
zékony, v ptipad¢ jakékoliv zdkladniho
zranéni nebo onemocnéni studijniho
subjektu (vyjma téch, jejichz zhorseni je
vysledkem jeho/jeji tiCasti v klinickém
hodnoceni).

Dojde-li ke konfliktu mezi timto oddilem 16.1 a
Dopisem o odSkodnéni poskytnutym sponzorem,
bude mit pfednost Dopis o odskodnéni.

Jakykoli ndrok uvedeny v tomto oddile by m¢l byt
podan pisemné a zaslan v souladu s pokyny
uvedenymi v bod¢ 19.

Zavazky k odskodnéni uvedené v tomto bod¢ plati
pouze tehdy, pokud: (i) odSkodiujici strana obdrzi
o jakémkoli naroku nebo zalobé okamzité oznament,
(if) tento narok nebo zalobu povedou pravnici
a zameéstnanci odskodiujici strany a budou ji fidit,
véetn¢ piipravného fizeni, soudniho fizeni nebo
vyrovnani, (ii1) odskodiovand strana a jeji
pfidruZzené spole€nosti, spravci, ufednici, zastupci
a zaméstnanci budou pfi této obhajobé plné
spolupracovat a napomahat a (iv) zadny narok nebo
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without the express written approval of the
indemnifying Party. The indemnified Party may
participate in the defense of the Claim at its own
expense with counsel of its own choosing. The
indemnifying Party may not settle any such Claim
without the indemnified Party’s prior written
consent, not to be unreasonably withheld or delayed.

16.2 Limitations.

Neither Party nor Sponsor shall be liable to each
other for any lost profits, lost opportunities, or
special, consequential, incidental, indirect, or
punitive damages of any kind arising under this
Agreement or the Study. Sponsor’s or CRO’s
liability to Institution, and Institution’s liability to
CRO or Sponsor, under this Agreement shall not
exceed the amount of fees paid (in the case of
Institution’s liability) and payable (in the case of
Sponsor’s or CRO’s liability) to Institution under
this Agreement.

The limitations on liability provided above shall not
extend to any damages or liabilities resulting from
any Party’s fraud, intentional misconduct, gross
negligence, violation of confidentiality obligations,
Institution’s breach of Section 2, 4, 5, or 7, any
liabilities resulting from any indemnification
provided under Section 16, or any Party’s violation
of Applicable Laws under this Agreement.

17. Insurance

Sponsor warrants and confirms that in accordance
with the provisions of Section 52(3)(f) of Act No.
378/2007 Coll., on medicines, as amended it has
taken out insurance as required by the Applicable
Laws and shall maintain insurance coverage for the
duration of the Study (and following termination of
the Study to cover any claims arising from the Study)

zaloba nebudou vypotadany bez vyslovného
pisemného  souhlasu  odskodiiujici  strany.
OdsSkodnovana strana se miize na obhajob¢ naroku
podilet na své naklady s pravnim poradcem podle
vlastniho vybéru. OdSkodiujici strana nesmi zadny
takovy narok vypotadat bez pfedchoziho pisemného
souhlasu odSkodnované strany, piiemZz tento
souhlas nesmi byt bezdivodné odepien nebo
oddalovan.

16.2 Omezeni.

Z4dna ze stran ani zadavatel si nebudou vzijemné
odpovédné za usly zisk, promarnéné piilezitosti nebo
zvlastni, nasledné, ndhodné, neptfimé Skody nebo
represivni nahrady skody jakéhokoli druhu, které
vzniknou na zaklad¢ této smlouvy nebo studie.
Odpovédnost  zadavatele nebo CRO  vici
poskytovateli a odpovédnost poskytovatele vici
CRO nebo zadavateli na zakladé této smlouvy
nepiesahne ¢astku poplatkli zaplacenych (v pripade
odpovédnosti poskytovatele) a splatnych (v ptipadé
odpovédnosti zadavatele nebo CRO) poskytovateli
na zakladé této smlouvy.

Vyse uvedend omezeni odpoveédnosti se nevztahuji
na Skody ani zavazky vyplyvajici z podvodu,
zameérného pochybeni, hrubé nedbalosti, poruseni
zavazkli zachovani mlcenlivosti kterékoli strany,
nedodrzeni bodu 2, 4, 5 nebo 7 ze strany
poskytovatele, jakékoli zavazky vyplyvajici z
jakéhokoli odskodnéni podle bodu 16 nebo poruseni
platnych pravnich ptedpisti na zdkladé této smlouvy
kteroukoli smluvni stranou.

17. Pojisténi

Zadavatel prohlasuje a potvrzuje, ze v souladu s
ustanovenim § 52 odst. 3, pism. f) zak. ¢. 378/2007
Sb., o 1é¢ivech, ve znéni pozdéjsich predpist zajisti
pojisténi klinického hodnoceni a bude ho udrzovat
po celou dobu trvani studie (a po ukonceni studie ke
kryti jakychkoli narok vyplyvajicich ze studie)
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and/or for any other duration required by Applicable
Laws.

The Institution declares that it holds an insurance
policy covering liability insurance for any damage
caused while providing medical care pursuant to
Section 45(2)(n) of Act No. 372/2011 Coll., on
medical services. Pursuant to Section 45(2)(n) of Act
No. 372/2011 Coll., the insurance policy must
remain valid throughout the duration of the medical
care provided by the Institution.

18. Term and termination

18.1 Term.

This Agreement shall be effective as of the Effective
Date and shall continue in full force until completion
of the Study as described in the Protocol or until
terminated in accordance with Section 18.2.

18.2 Termination.

CRO (at the direction and authorization of Sponsor)
may terminate this Agreement with or without cause
effective immediately upon written notice to
Institution.

Institution may terminate this Agreement upon thirty
(30) days prior written notice to CRO and Sponsor if
circumstances beyond Institution’s reasonable
control prevent Institution from completing the
Study, or if Institution reasonably determines that it
is unsafe to the Subjects to continue the Study.

18.3 Effects of Termination.

a/nebo po jakoukoli dobu, kterou vyzaduji platné
pravni predpisy.

Poskytovatel zdravotnich sluzeb prohlasuje, ze ma
dle § 45 odst. 2 pism. n) zdkona ¢. 372/2011 Sb., o
zdravotnich sluzbach uzavienu pojistnou smlouvu na
pojisténi odpovédnosti za Skodu zplsobenou pfi
poskytovani zdravotni péce. Dle § 45 odst. 2 pism.
n) zakona ¢. 372/2011 Sb. musi byt pojisténi
uzavieno po celou dobu, po kterou poskytovatel
poskytuje zdravotni péci.

18. Doba platnosti a ukoncéeni

18.1 Doba platnosti.

Tato smlouva nabyva ucinnosti k datu uc¢innosti
a zustava v plné platnosti az do dokonceni studie, jak
je uvedeno v protokolu, nebo do predcasného
ukonceni v souladu s bodem 18.2.

18.2 Ukonéeni.

CRO muze (na pokyn a z povéteni zadavatele) tuto
smlouvu diivodné¢ nebo bez divodu ukoncit
s okamzitym ucinkem po doruceni pisemného
oznameni poskytovateli.

Poskytovatel mize tuto smlouvu ukoncit na zakladée
pisemného oznameni CRO a zadavateli zaslaného
tticet (30) dni ptedem, pokud budou poskytovateli v
dokonCeni studie branit okolnosti, na které
poskytovatel nema dostate¢ny vliv, nebo pokud bude
poskytovatel divodné piedpokladat, ze pokraCovani
subjektl ve studii neni bezpecné.

18.3 U¢inky ukonéeni.
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Upon receiving or providing a notice of termination
according to Section 18.2, |Institution shall
immediately stop recruiting any additional subjects,
strictly follow termination procedures provided by
CRO, and ensure that any required subject follow-up
procedures are completed.

Institution shall make all reasonable efforts to

minimize further costs.

For so long as the Agreement has been properly
performed by Institution, CRO shall make a final
payment for visits or milestones properly performed
by Institution pursuant to this Agreement in the
amounts specified in Exhibit A; provided, however,
that CRO will withhold fifteen percent (15%) of this
final payment until completion of the Final
Deliverables described in Exhibit A and all
Equipment and Supplies provided for the Study are
returned in accordance with the instructions of the
Sponsor or CRO

18.4 Suspension of Study.

If Institution has committed any material breach of
this Agreement, CRO may (at the direction and
authorization of Sponsor) suspend performance of
all or part of the Study, including but not limited to,
Subject Enrollment, except to the extent that Subject
safety may be jeopardized. During the period of
suspensions, CRO and Sponsor will determine
whether to terminate the Agreement or provide
Institution with an opportunity to cure and resume
the Study.

18.5 Survival.

The terms of this Agreement that contain obligations
or rights that extend beyond the completion of the
Study shall survive termination or expiration of this
Agreement.

Po obdrzeni nebo zaslani oznameni o ukonceni podle
bodu 18.2 poskytovatel okamzit¢ ukoncéi nabor
dalsich subjektti, bude piisné dodrzovat postupy pii
ukonceni poskytnut¢é CRO a zajisti, aby byly
dokonceny vSechny pozadované postupy nasledného
sledovani subjekti.

Poskytovatel vynalozi maximalni Usili na to, aby
minimalizovalo dalsi naklady.

Pokud byla smlouva poskytovatelem fadné
provadéna, CRO wuhradi zavéreCnou platbu za
navstévy nebo  milniky fadné¢  provedené
poskytovatelem na zaklad¢ této smlouvy v castkach
uvedenych v piiloze A; avsak s tim, ze CRO pozdrzi
uhradu patnécti procent (15 %) z této zavérecné
platby az do dokonceni konecnych vystupt
uvedenych v ptiloze A a vraceni veskerého vybaveni
a materiald poskytnutych pro studii v souladu s
pokyny zadavatele nebo CRO.

18.4 Pozastaveni studie.

Pokud se poskytovatel dopusti jakéhokoli zavazného
poruseni této smlouvy, mize CRO (na pokyn a z
poveéfeni zadavatele) pozastavit provadéni celé
studie nebo jeji casti, mimo jiné vcetné¢ néaboru
subjekti, s vyjimkou piipadi, kdy muze byt
ohroZzena bezpecnost subjektd. Béhem obdobi
pozastaveni se CRO a zadavatel rozhodnou, zda
ukon¢i smlouvu nebo poskytnou poskytovateli
prilezitost situaci napravit a pokra¢ovat ve studii.

18.5 Pretrvani zavazku.

Podminky této smlouvy, které obsahuji povinnosti
nebo prava, jez presahuji ukonceni studie, ziistavaji
v platnosti 1 po predCasném ukonceni nebo vyprseni
platnosti této smlouvy.
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19. General Provisions

19.1 CRO’s role.

Notwithstanding anything else contained herein, the
Parties agree that Sponsor and its affiliates shall be
third party beneficiaries to this Agreement, that
Sponsor and its affiliates shall have an independent
right to enforce any Parties’ obligations under this
Agreement, and that CRO has been retained by
Sponsor (under a separate written agreement) to act
as Sponsor’s contractor and designee in managing
the Study for Sponsor. Upon request, CRO can
provide a delegation of authority or power of
attorney letter granted to CRO by Sponsor in
connection with the management of this Study.

19.2 Counsel Representation.

The Parties hereto agree that they have been
represented by legal counsel during the negotiation
and execution of this Agreement and the other
agreements, certificates and documents
contemplated by this Agreement.

19.3 Independent Contractors.

The relationship of the Parties under this Agreement
is that of independent contractors. CRO (on the one
hand) and Institution (on the other hand) will not be
deemed to be the agent of the other, nor shall the
Parties be deemed to be partners or joint ventures.
Neither Party hereto shall have any express or
implied right or authority to assume or create any
obligations on behalf of or in the name of the other
Party or to bind the other Party to any contract,
agreement or undertaking. For the avoidance of any
doubt, neither CRO nor Sponsor shall be responsible
for any employee benefits, pensions, workers’
compensation, withholding, or employment-related

19. Obecna ustanoveni

19.1 Role CRO.

Bez ohledu na jina ustanoveni této smlouvy se strany
dohodly, ze opravnénymi tfetimi stranami této
smlouvy jsou zadavatel a jeho ptidruzené
spolecnosti, ze zadavatel a jeho pfidruzené
spole¢nosti maji nezavislé pravo vymahat zavazky
kterékoli strany na zaklad¢ této smlouvy a ze CRO
byla najata zadavatelem (na zdkladé¢ samostatné
pisemné smlouvy), aby pulsobila jako dodavatel
a zéastupce zadavatele pii fizeni studie. Na pozadani
muze CRO poskytnout doklad o predani pravomoci
nebo plné moci, které zadavatel udélii CRO
Vv souvislosti s fizenim této studie.

19.2 Pravni zastoupeni.

Strany této smlouvy souhlasi s tim, Ze bc¢hem
vyjedndvani a provadéni této smlouvy a dalSich
dohod, osvédceni a dokumentli ptedpokladanych
touto smlouvou budou zastoupeny pravnim
zastupcem.

19.3 Nezavisli dodavatelé.

Vztah stran na zéklad¢ této smlouvy je vztahem
nezavislych dodavateli. CRO (na jedné stran¢) ani
poskytovatel (na stran¢ druhé) nebudou povazovany
za zastupce druhé strany, ani nebudou tyto strany
povazovany za partnery nebo spolecny podnik.
Z4dna ze stran nema zadné vyslovné ani
ptedpokladané pravo nebo pravomoc piebirat nebo
vytvaret jakékoli zavazky v zastoupeni nebo jménem
druhé strany nebo zavazovat druhou stranu jakoukoli
smlouvou, dohodou nebo zavazkem. Aby se
piedeslo jakymkoli pochybnostem, CRO ani
zadavatel nenesou odpovédnost za  zadné
zam¢estnanecké  vyhody, dichody, odmény
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taxes or obligations to Institution or Institution
Personnel

19.4 Entire Agreement.

This Agreement and its Exhibits constitute the
complete agreement of the Parties and supersedes
any other agreements, written or oral concerning the
subject matter hereof and such materials do not have
any effect upon the rights and obligations of the
Parties under this Agreement.

19.5 Amendments.

Any amendment to this Agreement shall be in
writing and signed by all Parties hereto.

19.6 Assignment/Sub-contracting.

Institution shall not assign or transfer any rights or
obligations under this Agreement without the written
consent of CRO (acting at the direction and
authorization of Sponsor). Institution may sub-
contract to third-parties any activities which are not
core to their duties as Institution under this
Agreement, provided, however, that (a) such third
parties are of a good standing and act in a
professional manner; (b) such third parties perform
such activities in a manner consistent with this
Agreement, and (c) Institution remains fully
responsible for such third parties’ performance under
this Agreement.

CRO (upon Sponsor’s approval) may assign and/or
sub-contract all or part of this Agreement to a third
party designated by CRO with a written notice to
Institution, and Institution hereby consents to such
assignment.

Any attempted assignment/sub-contracting in
violation of the foregoing will be null and void.

pracovniki, srazky nebo dan¢ ze mzdy ani zavazky
vuci poskytovateli nebo personalu poskytovatele.

19.4 Uplnost smlouvy.

Tato smlouva a jeji pfilohy predstavuji uplnou
dohodu smluvnich stran a nahrazuji jakékoli jiné
dohody, pisemné nebo ustni, tykajici se predmétu
této smlouvy, pfiCemz tyto materidly nemaji zadny
vliv na prava a povinnosti stran na zéklad¢ této
smlouvy.

19.5 Dodatky.

Veskeré dodatky k této smlouvé budou vyhotoveny
pisemné a podepsany vSemi stranami této smlouvy.

19.6 Postoupeni / zadavani subdodavek.

Poskytovatel nepostoupi ani neptevede zadna prava
nebo povinnosti na zakladé této smlouvy bez
pisemného souhlasu CRO (jednajici na pokyn a z
povéteni zadavatele). Poskytovatel mlze uzavirat
subdodavatelské smlouvy s tfetimi stranami na
jakékoli cCinnosti, které nejsou zakladem jeho
povinnosti jako poskytovatele podle této smlouvy,
avSak za predpokladu, ze: (a) tyto tfeti strany maji
dobrou povést a jednaji profesionalné, (b) tyto tieti
strany vykonavaji ¢innosti zplsobem, ktery je v
souladu s touto smlouvou, a (¢) poskytovatel zlistava
pln€ odpovédné za plnéni povinnosti téchto tietich
stran na zéklad¢ této smlouvy.

CRO miZze (se souhlasem zadavatele) postoupit
celou tuto smlouvu nebo jeji ¢ast a/nebo na ni uzaviit
subdodavatelskou smlouvu s tfeti stranou ur¢enou
CRO, pricemz zasle poskytovateli pisemné
oznameni a poskytovatel s timto postoupenim
souhlasi.

Jakykoli pokus o postoupeni / zadani subdodavky
v rozporu s vyse uvedenymi ustanovenimi bude
neplatny.
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19.7 No Waiver.

No delay or omission by any Party hereto to exercise
any right or power occurring upon any
noncompliance or default by any other Party or
Parties with respect to any of the terms of this
Agreement shall impair any such right or power or
be construed to be a waiver thereof. A waiver by any
of the Parties hereto of any of the covenants,
conditions, or agreements to be performed by
another Party or Parties shall not be construed to be
a waiver of any succeeding breach thereof or of any
covenant, condition, or agreement herein contained.

19.8 Severability.

If any one or more of the provisions of this
Agreement will be held to be invalid, illegal or
unenforceable, the validity, legality or enforceability
of the remaining provisions of this Agreement shall
not in any way be affected or impaired thereby.

19.9 Law and Jurisdiction.

This Agreement shall be interpreted under the laws
of Czech. This Agreement shall be prepared and
executed in Czech and in English and both versions
are equally effective. In case of ambiguity or
discrepancy in the interpretation of the provisions
between these two versions, the Czech version will
prevail.

19.10 Dispute Resolution.

The Parties will try to resolve amicably any dispute,
controversy or claim arising out of or in connection
with this Agreement (including its existence, validity

19.7 Vylouceni zieknuti se prav.

Z4dné zpozdéni nebo opomenuti kterékoli ze stran
uplatnit kterékoli pravo nebo pravomoc vzniklé pii
jakémkoli nedodrzeni nebo neplnéni povinnosti
kteroukoli druhou stranou nebo stranami v
souvislosti s kteroukoli z podminek této smlouvy
nezpusobi, Ze toto pravo nebo pravomoc budou
vykladany jako zieknuti se tohoto prava nebo
pravomoci. Skutecnost, ze se kterakoli ze stran této
smlouvy zfekne prav pii poruseni jakychkoli
zavazkl, podminek nebo dohod, které ma provést
druhd strana nebo strany, nelze vykladat jako
zieknuti se prav pfi jakémkoli nasledném poruSeni
jakychkoli  zavazkli, podminek nebo dohod
obsazenych v této smlouve.

19.8 Oddélitelnost ustanoveni.

Pokud bude jedno nebo vice ustanoveni této smlouvy
shledano neplatnym, nezakonnym nebo
nevymahatelnym, nebude tim nijak ovlivnéna ani
narusena platnost, zdkonnost nebo vymahatelnost
zbyvajicich ustanoveni této smlouvy.

19.9 Pravo a soudni prisluSnost.

Tato smlouva se vyklada podle pravnich ptedpisi
Ceské republiky. Tato Smlouva je vyhotovena v
ceském 1 anglickém jazyce a ob& verze maji stejnou
ucinnost. V piipad¢ nejednoznacnosti nebo rozporu
ve vykladu ustanoveni mezi témito dvéma verzemi
bude rozhodujici ceska verze.

19.10 ReSeni sportii.

Veskeré spory, neshody nebo naroky vyplyvajici
z této smlouvy nebo v souvislosti s ni (véetné jeji
existence, platnosti nebo ukonceni) se budou strany
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or termination). A designated representative of each
Party shall meet as often as the Parties reasonable
deem necessary. The designated representatives will
discuss the problem and negotiate in good faith
without the necessity of any formal proceeding.

Any dispute, controversy or claim arising out of or
in connection with this Agreement (including its
existence, validity or termination) that cannot be
solved amicably shall be resolved by the exclusive
jurisdiction of the subject-matter and territorial
jurisdiction in the Czech Republic.

19.11 Notices

Notices under this Agreement shall be in writing and
considered sufficient if delivered personally, sent by
registered mail with return receipt, sent by
recognized overnight courier service, or by facsimile
transmission, addressed as follows:

If to the CRO
Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8

Ireland

With copy to the Sponsor:

snazit vyfeSit smirnou cestou. Povéfeni zastupci
kazdé strany se budou schézet tak Casto, jak to budou
strany povazovat za nezbytné. Povéieni zastupci
problém projednaji a dohodnou se v dobré vife bez
nutnosti formalniho fizeni.

Veskeré spory, neshody nebo naroky vyplyvajici
z této smlouvy nebo v souvislosti s ni (véetné jeji
existence, platnosti nebo ukonceni), které nelze
vyfesit smirnou cestou, budou feSeny u vécné a
mistné piislugného soudu v Ceské republice.

19.11 Oznameni

Oznameni na zéklad¢ této smlouvy budou pisemna
abudou povazovéana za dostatecna, pokud budou
dorucena osobng¢, zaslana doporucen¢ s doruc¢enkou,
zaslana uznavanou kuryrni sluzbou s doru¢enim do
druhého dne nebo faxem, a to na nasledujici adresy:

Je-li ptijemcem CRO
Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8

Irsko

S kopii pro zadavatele:
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Samsung Bioepis Co., Ltd.
76, Songdogyoyuk-ro,
Yeonsu-gu, Incheon, 21987
Republic of Korea

If to Institution:

Fakultni nemocnice v Motole

secretariat of the deputy direactor for LPP
V Uvalu 84

150 06 Praha 5

Czech Republic

or to contact email: _

- _

For the avoidance of doubt, changes to the contact
information shall not require an amendment to this
Agreement. Instead, one Party will notify the other
Party in writing of such changes.

19.12. Counterparts.

This Agreement may be executed in two or more
counterparts, each of which shall be deemed an
original, but all of which together shall constitute one
and the same instrument. Facsimile and pdf
signatures for this Agreement shall have the same
effect as originals.

19.13 Publications in the registry of contracts

The Parties agree with the contract being published
by the Institution to ensure fulfilment of the
obligations imposed on the provider of medical
services by the valid and effective legal regulation,

Samsung Bioepis Co., Ltd.
76, Songdogyoyuk-ro,
Yeonsu-gu , Incheon, 21987
Korejské republika

Je-li piijemcem poskytovatel:

Fakultni nemocnice v Motole
Sekretariat naméstka pro LPP
V Uvalu 84

150 06 Praha 5

Ceska republika

¢1 na kontaktni email: _
K rukam: |

Aby se ptedesSlo pochybnostem, nebudou zmény
kontaktnich udaji vyzadovat zménu této smlouvy.
O téchto zménach vsak jedna strana uvédomi druhou
stranu pisemné.

19.12. Stejnopisy.

Tato smlouva miize byt vyhotovena ve dvou nebo
vice stejnopisech, z nichz kazdy je povazovan za
original, ale vSechny spolecné budou tvofit jednu
a tutéz smlouvu. Podpisy na faksimile a pdf budou
mit pro tuto smlouvu stejny ucinek jako originaly.

19.13 Uverejnéni v registru smluv

Smluvni strany souhlasi s uvefejnénim smlouvy
poskytovatelem zdravotnich sluzeb za tucelem
splnéni povinnosti uloZzenych mu platnou a u¢innou
pravni Upravou, a to zejména zakonem ¢&. 340/2015
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in particular Act No. 340/2015 Coll., on the Contract
registry, as amended, and instructions and decisions
of the Ministry of Health of the Czech Republic. The
contract will not include any Personal Data of
physical entities that is not publicly available in a
public register, Confidential Information under this
Agreement and any information that the CRO or
Sponsor reasonably considers to be its business
secret. To allow publication of this contract pursuant
to this paragraph, the CRO will provide the redacted
version of the contract in a machine readable format
to the Institution.

The Institution will publish the contract in the
Contract registry and will inform the sponsor about
this publication =t. [N

The other contractual party acknowledges that the
Institution as an organisation cofinanced by the state
budget is obliged to provide information upon
request of a third party pursuant to Act No. 106/1999
Coll., on free access to information, as amended. The
instution shall provide such information to the
minimum extent required by the Applicable Laws.

Sb., o registru smluv, ve znéni pozdéjsich predpisi,
a dale pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky. Ve smlouvé nebudou
zvetejnény osobni udaje fyzickych osob, které
nejsou vetejné dostupné ve vefejném rejstiiku,
divérné informace dle této smlouvy a dale pak
veskere informace, které CRO nebo zadavatel
divodné pokladaji za svad obchodni tajemstvi. Za
ucelem zvetfejnéni této smlouvy ve smyslu tohoto
odstavce poskytne CRO poskytovateli zdravotnich
sluzeb revidovanou verzi smlouvy ve strojové
Citelném formatu.

Uvertejnéni
Poskytovatel, a o zvefeinéni
informovat: [N
Druha smluvni strana bere na védomi, ze
poskytovatel zdravotnich sluzeb jakozto statni
pfispévkova organizace, je povinna na dotaz tieti
osoby poskytnout informace podle zékona ¢.
106/1999 Sb., o svobodném pfistupu k informacim,
ve znéni pozdéjsich predpisi. Instituce poskytne tyto
informace v minimalnim rozsahu pozadovaném
prislusnymi zakony.

smlouvy v registru smluv provede
bude Zadavatele
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ACKNOWLEDGED AND AGREED BY CRO (Parexel International (IRL) Limited)
POTVRZUJE A SOUHLASI CRO (Parexel International (IRL) Limited)

BY /PODPIS:

Name /Jméno::

Title /Funkce::

Date /Datum:

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice v Motole
POTVRZUJE A SOUHLASI Fakultni nemocnice v Motole

BY /PODPIS:

Name /Jméno::

Title /Funkce:

Date /Datum:
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., 1, the undersigned

as the Investigator confirm that | have familiarised
myself with the Agreement and the relevant
documentation on the clinical trial of a
Investigational product and undertake to ensure that
obligations arising from these are fulfilled.
Furthermore, | undertake to refrain from disclosing
information relating to the relevant clinical trial
without the sponsor’s prior written consent, to
maintain confidentiality of all provided information,
to consider this information confidential, and to
refrain from use of this information and results for
other purposes than for this clinical trial. As the
investigator, | agree with the Sponsor (or the CRO)
collecting, using, processing and disclosing my
personal data, including my name, qualification and
experience in clinical trials, my financial details
concerning the remuneration and financial
compensation received and other personal data for
administrative purposes relating to the clinical trial
or for providing to ethical committees and state
authorities, and undertake to obtain this consent also
from co-investigators and other study team
members.**

.Nize podepsany/a/i/é _
MBA. jako zkousejici potvrzuji, Ze jsem se radné
seznamil se smlouvou a prislusnou dokumentaci ke
klinickému hodnoceni léciva a zavazuji se zajistit
dodrzovani povinnosti z nich vyplyvajicich. Déle se
zavazuji nezverejiiovat informace tykajici se
predmeétného klinického hodnoceni bez predchoziho
pisemneho  souhlasu zadavatele, zachovavat
mlcenlivost o vSech poskytnutych informacich,
povazovat tyto za diverné a zdrzet se jakéhokoliv
Jiného uziti techto informact a vysledkii nez pro ucely
tohoto klinického hodnoceni. Jako zkousejici
souhlasim s tim, ze zadavatel (a popr. i CRO)
bude/budou shromazdovat, pouzivat, zpracovavat a
zverejnovat mé osobni udaje, vietne jmeéna,
kvalifikace a zkusenosti v klinickém hodnoceni, mé
financni udaje vztahujici se mimo jiné k obdrzené
odmené a financni nahradé a dalsi osobni udaje
k administrativnim uceliim v souvislosti s klinickym
hodnocenim, popr. k poskytnuti etickym komisim a
statnim uradim a zavazuji se zajistit tento souhlas i
od spoluzkousejicich a ostatnich clenit studijniho
tymu.:
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Exhibit A — Enrolment and Payment Schedule Piiloha A — Nabor a harmonogram a plateb
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3. OTHER PAYMENTS: 3. DALSIPLATBY:

Payment for other fees or expenses that are not Platby za ostatni poplatky a vydaje, které nejsou
included in the Fees Per Completed Subject (as zahrnuty do odmén za dokonceny subjekt
defined in Section 2) will be made according to hodnoceni  (uvedenych v oddilu 2), budou
the following rates: uhrazeny podle nasledujicich sazeb:

3.2 Fees for unscheduled visit or conditional 3.2 Poplatky za neplanovanou navs§tévu nebo
procedure podminény postup
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Please send original, correct and itemized invoices to | ZaSlete prosim originalni, spravné a polozkové

the following address: rozepsané faktury na nasledujici adresu:
Preferred Preferovany zpiisob
Invoices ma be e-mailed to: Faktury _mohou byt zaslany e-mailem na
Parexel International (IRL) Limited Parexel International (IRL) Limited
One Kilmainham Square One Kilmainham Square
Inchicore Road Inchicore Road
Kilmainham Kilmainham
Dublin 8, Ireland Dublin 8, Irsko

All invoices must contain the following information: | VVsechny faktury musi obsahovat nésledujici

informace:

@) Protocol Number @) ¢islo protokolu

(b) Invoice Number (b) Cislo faktury

(©) Invoice Date (©) datum vystaveni faktury

(d) Place, Date & Description of Services (d) misto, datum a popis poskytnutych
Provided sluzeb

© I @ eislo projekt [ NN

() Total amount payable () celkova splatna ¢astka

(9) Exchange rate  used  (where (g)  pouzity sménny kurz (tam, kde je to
applicable) relevantni)

(h) Investigator Name (h)  jméno zkousejiciho

(i) Site Number (i) Cislo pracovisté

()] Investigator ~ National  Provider () identifikacni &islo pracovisté (ICP)
Identification (NPI) Number zkousejiciho

(k) Payee Name and Address (per this (k) jméno a adresu piijemce platby
Agreement) (podle této smlouvy)

Q) CRO Address listed above ()] adresu CRO uvedenou vyse
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(m)  Date of Supply

Invoices and associated documentation should be de-
identified of patient personal information (e.g. name,
date of birth, initials, etc.) prior to being submitted to
CRO.

Payments will be made based on invoicing by the
institution according to the calculation of the
conducted visits issued by CRO and approved by the
Investigator. Payments will be made 4x a year but no
later than on 30 November of the relevant year.

The CRO undertakes to send to the Institution the
information necessary to determine the amount of
remuneration (the calculation) to be paid to the
Institution, with the Investigator reviewing and
approving these documents before the invoice is
issued by the Institution.

The materia

Is required for invoicing will be sent to
the address _Any notices to

the provider of medical services will be sent to

All the Payment to Institution will be made upon
receipt of the corresponding invoice. Institution/PI
shall submit invoices for Services performed and
expenses incurred under Section 2 and 3, all
payments will be made within thirty (30) days from
the date of receipt of valid invoice in accordance
with this Agreement. All payments will be made
electronically to the bank account of Institution
stated below.

6.1 Final Payment

Notwithstanding the foregoing, the final payment
including the withholding outlined above shall be
paid upon the completion of the following activities:

(@) all
completed

required Subject visits have been

(m)

datum uskutecnéni plnéni

Faktury a s nimi spojend dokumentace by mély byt
zbaveny osobnich informaci pacientii (napf. jméno,
datum narozeni, inicidly atd.), nez budou odeslany
spole¢nosti CRO.

Platba bude provadéna na zéklad¢ fakturace
poskytovatelem dle kalkulace uskutecnénych
navstév  vytvofené CRO a odsouhlasenych
zkousejicim. Platby budou probihat 4x rocné,
nejpozdéji vsak vzdy k 30.11.bézného roku

CRO se zavazuje zaslat poskytovateli zdravotnich
sluzeb informace nezbytné ke stanoveni vyse
odmény (podklad k fakturaci), ktera ma byt
poskytovateli zdravotnich sluzeb vyplacena, pficemz
zkousejici tyto podklady zreviduje a schvali pted
vystavenim faktury ze strany poskytovatele.

Podklady pro fakturaci studie budou zaslany na
adresu _ Veskera oznameni

oskytovateli zdravotnich sluzeb budou zasldna do

Veskerda platby poskytovali zdravotnich sluzeb
budou provedeny po obdrzeni piislusné faktury.
Poskytoval bude piedkladat faktury za provedené
sluzby a vydaje vzniklé podle oddilii 2 a 3, vSechny
platby budou provedeny do tficeti (30) dnii ode dne
pfijeti platné faktury v souladu s touto smlouvou.
Vsechny platby budou provadény elektronicky na
bankovni ucet poskytovatele zdravotnich sluzeb
uvedenych nize.

6.1 Zavérec¢na platba

Bez ohledu na vysSe uvedené se zdvérecna platba
véetné vySe popsané srazky vyplati po dokonceni
nasledujicich Cinnosti:

(a) vSechny pozadované navstévy
hodnoceni byly dokonceny

subjekti
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(b) SPONSOR has received all Subject data in a
form suitable for analysis

(c) all data clarification queries have been
resolved to SPONSOR'’s satisfaction

(d) SPONSOR has verified that all required
regulatory documentation is complete

(e) Institution has returned all

equipment, drugs and other material

required

(F) the Study close-out visit has been completed

Institution shall have thirty (30) days from the receipt
of the final payment under this Agreement to identify
discrepancies and resolve any payment disputes with
CRO.

All invoices for Study payments, as outlined herein,
must be submitted to the CRO within sixty (60) days
of the Institution’s Study close-out visit. Invoices
received after this time will not be reimbursed.

7. TAX

VAT shall be governed by the Applicable Laws
effective at the time of issuances of the relevant
invoices. All payments are subject to withholding tax
as applicable.

(b) ZADAVATEL obdrzel vsechny udaje
tykajici se subjekti ve formulafi vhodném pro
analyzu

(c) vSechny dotazy ohledn¢ objasnéni udaji byly
vyfeseny ke spokojenosti ZADAVATELE

(d) ZADAVATEL ove¢ril  uplnost
vyZzadované regula¢ni dokumentace

veskeré

(e) poskytovatel vratil veskeré pozadované
vybaveni, l1éky a ostatni materialy

(f) zavéretnd navstéva v ramci studie byla
dokoncena

Poskytovatel bude mit tficet (30) dni od doruceni
zavéreCné platby podle této smlouvy ke zjisténi
nesrovnalosti a vyfeSeni veskerych neshod ohledn¢
platebniho vyrovnani s CRO.

Vsechny faktury na platby za studii, jak jsou popsany
vyse, musi byt zaslany CRO do sedesati (60) dni po
ukonceni studie ve zdravotnickém zafizeni. Faktury
piijaté po tomto okamziku nebudou proplaceny.

7. DAN

DPH se ftidi ptislusnymi zakony platnymi v dobé
vystaveni pfislusSnych faktur. VsSechny platby
podléhaji srazkové dani.
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To ensure proper payment please ensure that all
fields above are completed.

In the event that payee details are modified during
the course of the study, the parties agree that no
amendments to this Agreement shall be required,
provided that Institution provides  written
notification to CRO with revised payee details to the

CRO accepts no liability for incorrect payee details
provided by the Institution or its representative.

Chcete-li zajistit FAdnou ihradu platby,
prresvédcte se, Ze jsou vSechna vySe uvedena pole
vyplnéna.

V ptipadé, ze se udaje piijemce plateb v priabehu
studie zméni, strany souhlasi s tim, Ze nebudou
vyzadovany zadné dodatky této smlouvy za
predpokladu, Ze poskytovatel pisemné ozndmi CRO
nové udaje piijemce plateb na nasledujici e-
mailovou adresu:

CRO neptebira zadnou odpoveédnost za nespravné
udaje piijemce plateb, které poskytlo poskytovatel
nebo jeho zastupce.
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Exhibit B. Priloha B

Template #1 Sablona & 1

[INSERT NAME OF PAYEE]
[INSERT ADDRESS]

[INSERT VAT NUMBER (if any)]

Issued to: Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8
Ireland

Irish VAT Number: _

Date: ..........

Project Number-
[Insert

Services in relation to the carrying out of a clinical trial in the period Currency]
from [insert date] to [insert date].

“Reverse Charge”

[Insert exchange rate if invoice is issued in a different currency to
contract currency]

Total due
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[VLOZTE JMENO PRIJEMCE PLATEB]
[VLOZTE ADRESU]

[VLOZTE DIC (pokud existuje)]

Vydano pro: Parexel International (IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8
Irsko

trske DIC: [

Datum: ..........

Cislo pracoviste: ... ...

[Vlozte
Sluzby souvisejici s provadénim klinického hodnoceni v obdobi od ménu]
[vlozte datum] do [vlozte datum].

»Preneseni danové povinnosti“

[Vlozte sménny kurz, pokud je faktura vystavena v jiné nez smluvni
meéné]

Celkova dluzna ¢astka
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