CLINICAL STUDY AGREEMENT

SMLOUVA O KLINICKE STUDII

This Study Agreement (the “Agreement”)
shall enter into force on the day of its
signing by the last party and shall take
effect on the day of its publication in the
Register of Contracts in accordance with
the relevant provisions of Act No.
340/2015 Coll. as amended (hereinafter
referred to as the "effective date") and is
entered into by and between

Kantar GmbH, a company organized
under the laws of Germany having its
principal office at Landsberger Stralle 284,
80687 Munich, Germany, Company ID:
HRB 114447, VAT Number:
DE183656850. Kantar GmbH is
represented by its managing directors and/
or employees having the official signature
authority to sign. Both are filed and
published with the German commercial
register.(the “CRQO”),

acting as an independent contractor for
XXX (the “Sponsor”)
and

University Hospital Plzer, Edvarda
Benede 1128/13, 305 99 Plzen,
represented by its General Manager
MUDr. Vaclav Simanek, Ph.D.,
Company ID: 00669806, VAT No.:
CZ00669806, (the “Institution”)

and

MUDr. Zdenka HajSmanova, Deputy Head
of Clinical Hematology Institute of Clinical
Biochemistry and Hematology, an
employee of Institution acting within the
scope of his/her employment (the
“Investigator”).

CRO, Institution and the Investigator may
be referred to herein collectively as the
“Parties” or individually as a “Party”.

Tato smlouva o klinické studii (,Smlouva®)
nabyva platnosti dnem jejiho podpisu
posledni stranou a u€innosti dnem
zverejnéni v Registru smluv v souladu s
prislusnymi ustanovenimi zakona €.
340/2015 Sb. v platném znéni (dale jen
,2datum ucinnosti“).a je uzaviena mezi

Kantar GmbH, zfizenou podle némeckych
pravnich pfedpisu, s hlavnim sidlem

v Landsberger Strale 284, 80687
Mnichov, Némecko, ICO: | G 'C
DPH: . Spole€nost Kantar
GmbH je zastoupena jejimi jednateli a /
nebo zaméstnanci s oficialnim
podpisovym opravnénim. Tyto jsou
uloZeny a zvefejnény v némeckém
obchodnim rejstfiku. (,CRO®),

ktera jedna jako nezavisly dodavatel pro
spole¢nost

XXX (,Zadavatel*)

A

Fakultni nemocnici Plzen, Edvarda
Benese 1128/13, 305 99 Plzen,
zastoupenou feditelem MUDr.Vaclavem
Simankem, Ph.D.,

ICO: 00669806, DIC: CZ00669806,
(,Instituce®)

a

MUDr. Zdenkou HajSmanovou, Zastupcem
prednosty pro klinickou hematologii
Ustavu klinické biochemie a hematologie,
zaméstnancem Instituce, ktery jedna v
ramci svého zaméstnaneckého poméru
(,Zkousejici“).

CRO, Instituce a ZkouSejici mohou byt
spole€né nazyvani ,smluvni strany“ nebo
jednotlivé ,smluvni strana®“.

WHEREAS, Sponsor is in the business of
discovering, developing, manufacturing,

JELIKOZ ptedmétem podnikani
Zadavatele je objevovani, vyvijeni, vyroba,
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marketing and selling pharmaceutical
products;

marketing a prodej farmaceutickych
pfipravkd,

WHEREAS, CRO has entered into a
contract with Sponsor to coordinate the
Study, which shall be conducted according
to Sponsor’s Protocol, incorporated herein
by reference and made a part of this
Agreement;

JELIKOZ CRO uzaviela se Zadavatelem
smlouvu o koordinaci Studie, ktera bude
provadéna podle Protokolu Zadavatele,
ktery je do této Smlouvy zaclenén
odkazem a ktery je soucasti této Smlouvy,

WHEREAS, CRO wishes to engage
Institution and the Investigator to
participate in the Study.

JELIKOZ CRO si preje, aby se Studie
zuCastnila Instituce a Zkousejici.

NOW, THEREFORE, the Parties have
agreed as follows:

Z TOHO DUVODU se Smluvni strany
dohodly nasledovné:

1. DEFINITIONS

1. DEFINICE

1.1 “Affiliate” means, in relation to a
Party, any corporation, partnership, or other
business entity controlled by, or controlling,
or under common control with any Party or
signatory to this Agreement, with “control”
meaning direct or indirect beneficial
ownership of fifty percent (50%) interest in
the income of such corporation,
partnership, or other business entity, or
such other relationship as, in fact,
constitutes actual control.

1.1 ,PFidruzena spole¢nost‘ znamena,
ve vztahu ke smluvni strané, jakoukoli
obchodni spolecnost, partnersky nebo jiny
obchodni subjekt, ktery kontroluje nebo je
kontrolovan nebo je pod spoleénou
kontrolou kterékoli smluvni strany nebo
signatare této Smlouvy, pficemz ,kontrola“
znamena pfimeé nebo nepfimé skuteéné
vlastnictvi padesati procent (50 %) podilu
na zisku takové obchodni spole¢nosti,
partnerského nebo jiného obchodniho
subjektu nebo jiné vztahy, které ve
skutecCnosti pfedstavuji skuteénou kontrolu.

1.2 “Applicable Law” means all
international, national, federal, state,
provincial and local laws, statutes, codes,
rules, regulations, ordinances, orders,
decrees or other pronouncements of any
governmental, administrative or judicial
authority having the effect of law.

1.2 ,Prislusné pravni predpisy*
znamenaji vSechny mezinarodni, narodni,
federalni, statni, provinéni a mistni zakony,
predpisy, ustanoveni, nafizeni, pravidla,
vyhlasky nebo jiné projevy jakychkoli
vladnich, spravnich nebo soudnich organa,
které maji pravni ucinek.

1.3 “‘Budget” means the budget
attached hereto as Annex 1.

1.3  ,Rozpocet znamena rozpocet
pfilozeny ke Smlouvé jako PfFiloha €. 1.

1.4 “Confidential Information” means
any and all data, information, reports,
documents or material that is provided or
communicated by or on behalf of Sponsor,
its Affiliates or Representatives, or
otherwise becomes known to Institution or
Investigator or is collected or generated by
or on behalf of Institution or Investigator, in
connection with this Agreement or the
activities contemplated hereunder,
including, without limitation, information
relating to Sponsor’s, CRO’s, their
respective Affiliates’ and/or

1.4 ,Davérné informace“ znamenaji
veSkeré udaje, informace, zpravy,
dokumenty nebo materialy, které jsou
poskytnuty nebo sdéleny Zadavatelem,
jeho pfidruzenymi spole¢nostmi nebo
zastupci nebo jejich jménem nebo které se
jinak stanou znamymi Instituci nebo
ZkousSejicimu nebo které jsou
shromazdovany nebo vytvorfeny Instituci
nebo Zkous$ejicim nebo jejich jménem v
souvislosti s touto Smlouvou nebo s
¢innostmi uvedenymi nize, mimo jiné
vcetné informaci tykajicich se obchodni
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Representatives’ business, together with all
Results (as defined below).

Cinnosti jak Zadavatele, tak CRO, i jejich
pfidruzenych spole¢nosti a/nebo jejich
zastupcu, a také veskerych vysledkl (jak
jsou definovany nize).

15 “CRFs” means case report forms. 15 »,LCRF* znamena FormulaF pro
individualni zaznamy subjektd hodnoceni
(case report forms).

1.6 “‘Ethics Committee” means the 1.6 .Eticka komise“ znamena

applicable ethics committee or an
appropriate Institutional Review Board.

pfislusnou etickou komisi nebo pfislusny
kontrolni vybor instituce.

1.7 “Good Clinical Practice” means in
respect of the Study that level of skill, care,
prudence, judgment, foresight, integrity and
diligence that would be reasonably
expected of a leading institution, including
practices that accord with the ICH
Guideline for Good Clinical Practice (E6),
good clinical practice requirements as are
specified in Directive 2001/20/EC of the
European Parliament and the Council of 4
April 2001 relating to medicinal products for
human use and in guidance published by
the European Commission pursuant to
such Directive, Declaration of Helsinki (as
applicable).

1.7 ~opravna klinicka praxe“ znamena
ve vztahu ke Studii takovou uroven
dovednosti, zajmu, usudku, pfedvidavosti,
poctivosti a peclivosti, jakou |Ize rozumné
oCekavat od pfednich instituci, v€etné
postupd, které jsou v souladu se
smérnicemi ICH pro spravnou klinickou
praxi (E6), s pozadavky na spravnou
klinickou praxi uvedenymi ve smérnici
2001/20/EC Evropského parlamentu a
Rady ze 4. dubna 2001, které se tykaji
pouzivani humannich IéCivych pfipravkd, a
v pokynech publikovanych v souladu s
touto smérnici Evropskou komisi, a
Helsinskou deklaraci (pfichazi-li v ivahu).

1.8 Good Pharmacoepidemiology
Practice Guidelines and the ICH
Harmonized Tripartite Guideline for Good
Clinical Practice (“ICH Guidelines”) (as
applicable).

1.8 Smérnice pro spravnou
farmakoepidemiologickou praxi a
Harmonizovana tripartitni smérnice (ICH)
pro spravnou klinickou praxi (,Smérnice
ICH®) (pfichazi-li v uvahu).

1.9 “Institution Team Participants”
means all personnel participating in the
Study.

1.9  ,Ué&astnici tymu Instituce*
znamenaji v8echny zaméstnance, ktefi se
ucastni Studie.

1.10 “Loss” means any and all liabilities,
claims, suits, demands, causes of action,
damages, loss and expenses, including
interest, penalties, and reasonable lawyers’
fees and disbursements, but excluding any
special, incidental, indirect or consequential
damages.

1.10 ,Ztraty“ znamenaji jakékoli a
vesSkeré zavazky, naroky, soudni zaloby,
pozadavky, pfedméty fizeni, Skody, ztraty a
naklady, v€éetné urokdl, pokut a rozumnych
odmén a vydaji advokatu, ale nezahrnuji
jakékoli zvlastni, nahodné, nepfimé nebo
nasledné skody.

1.11 “Payment Terms” means the
payment terms attached hereto as Annex
3.

1.11 ,Platebni podminky“ znamenaji
platebni podminky pfilozené ke Smlouvé
jako Priloha &. 3.

1.12 “Protocol” means the Study 1.12 ,Protokol” znamena Cislo protokolu
protocol number XXX. Studie XXX.
1.13 “Representatives” means all 1.13 ,Zastupci‘ znamenaiji vSechny

employees and agents of CRO, Sponsor
and Institution respectively.

zaméstnance a zastupce bud CRO, nebo
Zadavatele, nebo Instituce.
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1.14 “Results” means any ideas,
inventions, discoveries, know-how, data,
documentation, reports (including without
limitation the CRFs), materials , writings,
designs, computer software, processes,
principles, methods, techniques and other
information, recorded in any form, that are
discovered, developed, conceived, reduced
to practice or otherwise generated
(including all improvements and
modifications) as a result of or in
connection with the Study by or on behalf
of Institution, its Representatives and/or the
Investigator (whether solely or jointly with
others), and any patent, trade secret,
copyright or other intellectual property
rights pertaining to any of the foregoing.

1.14 ,Vysledky“ znamenaji jakékoli
napady, vynalezy, objevy, know-how,
udaje, dokumentaci, zpravy (mimo jiné
vCetné CRF), materialy, spisy, plany,
pocitaCovy software, postupy, zasady,
metody, techniky a jiné informace
zaznamenané v jakékoli formé, které jsou
objeveny, vyvinuty, vymysleny, vytvofeny
jejich modely nebo jinak vytvoreny (v€etné
veskerych vylepSeni a modifikaci) jako
vysledek Studie nebo v souvislosti s ni
Instituci, jejimi zastupci a/nebo Zkousejicim
a/nebo jejich jménem (at jednotlivé, nebo
spolecné s jinymi), a také jakykoli patent,
obchodni tajemstvi, autorské pravo nebo
jina prava dudevniho vlastnictvi tykajici se
¢ehokoli, co je zde uvedeno.

1.15 “Study” means Sponsor’s study
entitled “A 48-Month, Multi-Centre,
Observational Study to XXX”.

1.15 ,Studie” znamena studii Zadavatele
nazvanou ,48mésicni multicentricka
observacdni studie hodnotici XXX

1.16 “Study Subjects” means patients
participating in the Study.

1.16 ,Studijni subjekty” znamenaji
pacienty, ktefi se u€astni Studie.

2. PERFORMANCE OF THE STUDY

2. PROVEDENI STUDIE

2.1 The study will be performed by
Institution team participants at the Institute
of Clinical Biochemistry and Hematology of
the University Hospital Plzen, Alej Svobody
80, 304 60 Plzen - Lochaotin.

2.1  Studie bude provadéna ucastniky
tymu instituce na ustavu klinické biochemie
a hematologie Fakultni nemocnice Plzen,
Alej Svobody 80, 304 60 Plzen — Lochotin.

2.2 It is planned to include XXX
subjects in the study.

2.2. Je planovano zaradit do studie XXX
subjekty hodnoceni.

2.3 Institution and Investigator agree to
conduct the Study in conformance with (i)
the Protocol, (ii) Good
Pharmacoepidemiology Practice Guidelines
and Good Clinical Practice (relevant parts
of ICH GCP), (iii) the terms of this
Agreement, (iv) Applicable Laws, (V)
conditions imposed by the Ethics
Committee, and (vi) written instructions of
the CRO and Sponsor relative to the
administration of the Protocol.

2.3 Instituce a Zkouejici souhlasi, ze
provedou Studii v souladu (i) s Protokolem,
(ii) se smérnicemi pro spravnou
farmakoepidemiologickou praxi a pro
spravnou klinickou praxi (odpovidajici ¢asti
ICH GCP), (iii) s podminkami této Smiouvy,
(iv) s pFisluSnymi pravnimi pfedpisy, (v) s
podminkami stanovenymi etickou komisi a
(vi) s psanymi instrukcemi CRO a
Zadavatele k uplathovani Protokolu.
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2.4 Institution shall provide appropriate
resources, facilities, personnel and
equipment, so the Investigator can conduct
the Study in accordance with the Protocol
and the terms of this Agreement. Institution
and Investigator shall ensure that only
individuals who are appropriately trained
and qualified will assist in conducting the
Study. Institution and the Investigator are
responsible for ensuring that all Institution
Team Participants comply with the terms of
this Agreement. The Parties agree to
comply with and conduct the Study in
accordance with all Applicable Laws.

2.4 Instituce poskytne potfebné zdroje,
prostory, personal a vybaveni, aby
ZkousSejici mohl provadét Studii v souladu s
Protokolem a podminkami této Smlouvy.
Instituce a Zkousejici zajisti, ze s
provadénim Studie budou pomahat jen
jednotlivci, ktefi maji potfebné Skoleni a
zpusobilost. Instituce a ZkouSejici maiji
odpovédnost zajistit, ze vSichni u¢astnici
tymu Instituce budou dodrZovat podminky
této Smlouvy. Smluvni strany souhlasi, ze
pfi provadéni Studie budou dodrzovat
pfislusné pravni pfedpisy.

2.5 Institution shall not reassign the
conduct of the Study to another investigator
without CRO’s express written consent. If
the Investigator is unable to perform the
duties required by this Agreement, the
Institution shall promptly notify CRO in
writing. If a mutually acceptable
replacement is not available, this
Agreement may be terminated as provided
herein.

2.5 Instituce nepovéri provadénim
Studie jiného zkouSejiciho, pokud k tomu
nebude mit vyslovny pisemny souhlas
CRO. Pokud Zkousejici nebude schopen
dostat povinnostem vyZzadovanym touto
Smlouvou, Instituce to bezodkladné
pisemnou formou oznami CRO. Pokud
nebude k dispozici pfijatelny nahradni
ZkouSejici, tato Smlouva muze byt
ukoncena, v souladu s ustanovenimi
Smlouvy.

2.6 The expected but non-binding end
of data collection is planned for 31.12.
2026

2.6 Predpokladané, aviak nezavazné
ukonceni sbéru dat je naplanovano na
termin 31.12. 2026.

2.7 Upon completion or early
termination of the Study any equipment or
materials provided hereunder to Institution
and Investigator by CRO or Sponsor shall
be promptly returned or destroyed as
directed by CRO. Shipping costs relating
thereto will be paid by CRO.

2.7 Po dokonéeni nebo pred€asném
ukonc&eni Studie budou veskeré vybaveni
nebo material poskytnuté Instituci nebo
ZkouSejicimu ze strany CRO v souvislosti
se Studii bezodkladné vraceny nebo
zni¢eny podle pokynt CRO. Dopravni
naklady s tim spojené uhradi CRO.

2.8 The investigator and / or study team
may be invited to attend and participate in
the meetings / conferences relating to a
clinical study. The Parties agree that no
additional remuneration shall be granted to
the Investigator or Study Team for
participating in or participating in such
meetings / conferences, but the Sponsor or
CRO shall provide adequate hotel
accommodation, refreshments and
transportation to the Investigator and Study
Team members to or from the meeting/
conference or provide reasonable
compensation based on documented
expenses for hotel accommodation and
transportation. If the Investigator and / or the
Study Team is required to perform additional

2.8 Hlavni zkousejici a/nebo studijni
tym mohou byt pfizvani k ucasti a zapojeni
se do setkani/konferenci tykajicich se
klinické studie. Smluvni strany se dohodly,
Ze za Ucast nebo zapojeni se do takovych
setkani/konferenci nebude hlavnimu
zkouS$ejicimu ani ¢lendm studijniho tymu
instituce poskytnuta zadna dodatecna
odména, ale bude-li to ucelné a
ospravedlnitelné, zadavatel nebo CRO
zajisti hlavnimu zkousejicimu a ¢lenim
studijniho tymu pfimérené hotelové
ubytovani, ob&erstveni a dopravu na a ze
setkani/konference nebo jim poskytne
pfiméfené nahrady na zakladé dolozenych
vydajl za hotelové ubytovani a dopravu.
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tasks beyond those required for conducting of
the study, the terms and conditions related to
provision of these services will be a subject of
a separate contract.

Bude-li pozadovano, aby hlavni zkouS$ejici
a/nebo studijni tym plnili dalSi ukoly nad
ramec ukolu potfebnych pro provedeni
klinické studie, budou podminky a
povinnosti tykajici se poskytovani téchto
sluzeb pfedmétem samostatné smlouvy.

3. COMPENSATION

3. UHRADA

3.1 Sponsor, through CRO, will pay the
Institution according to the Budget in Annex
1 and the Payment Terms in Annex 3.
Payments due hereunder are pass-through
payments from Sponsor and will only be
sent after such payments are received by
CRO from Sponsor. CRO shall exercise
reasonable efforts to ensure timely receipt
of pass-through payments from Sponsor.

3.1 Zadavatel bude prostfednictvim
CRO platit Instituci podle rozpoctu v Pfiloze
€. 1 av souladu s platebnimi podminkami v
Pfiloze €. 3. Tyto platby jsou
zprostfedkovanymi platbami od Zadavatele
a budou zasilany teprve potom, co tyto
platby CRO obdrzi od Zadavatele. CRO
vynalozi pfiméfené usili k tomu, aby
zajistila pFijem zprostfedkovanych plateb
od Zadavatele v fadnych terminech.

3.2 Institution as “Payee” shall be
responsible for all taxes payable on
account of payments made by Kantar
hereunder. All payments to Institution due
hereunder will be made according to Annex
1, 2 and Annex 3 on presentation of an
invoice by the Institution.

3.2 Instituce jakoZto ,pFijemce plateb®
bude odpovédna za v3echny dané z téchto
plateb pfijatych od spole¢nosti Kantar.
Veskeré platby Instituci podle této Smlouvy
budou provadény podle Pfilohy €. 1,2 a
Prilohy €. 3 poté, co Instituce predlozi
fakturu.

3.3 Institution and Investigator are
independent contractors, and neither CRO
nor Sponsor is responsible for any
employee benefits, pensions, workers’
compensation, withholding, or employment-
related taxes as to the Institution, the
Investigator or their personnel.

3.3 Instituce a Zkousejici jsou
nezavislymi dodavateli a ani CRO, ani
Zadavatel nenesou odpovédnost vUCi
Instituci, Zkou$ejicimu ani jejich personalu
za jakékoli zaméstnanecké benefity, penze,
odskodnéni, srazkové dané nebo dané
spojené se zaméstnanim.

3.4 Unless otherwise agreed herein,
payments will be made for eligible,
evaluable Study Subjects only. For the
purpose of this Section, eligible Study
Subjects are patients who meet all of the
inclusion requirements and do not meet
any of the exclusion criteria of the Protocol,
who were enrolled by Investigator and from
whom informed consent to participate in the
Study has been obtained. Evaluable Study
Subjects are patients for whom CRFs have
been properly completed in accordance
with the Protocol.

3.4 Pokud zde neni uvedeno jinak,
platby budou provadény pouze za studijni
subjekty, které budou vhodné a
hodnotitelné. Pro ucely této &asti jsou
vhodnymi studijnimi subjekty pacienti, ktefi
spliuji vSechny pozadavky na zafrazeni a
nesplfiuji vyluCovaci kritéria uvedena v
Protokolu, ktefi byli ZkouSejicim zafazeni a
od kterych byl ziskan informovany souhlas
s ucasti ve Studii. Hodnotitelné studijni
subjekty jsou pacienti, pro které byl fadné v
souladu s Protokolem vypIinén CRF.
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3.5 The Parties acknowledge and agree
that the compensation provided to
Institution under the Agreement represents
the fair market value for the services
conducted by Institution and Investigator
and has been agreed independently from
any business the Institution or the
Investigator has made or may make in
relation to the ordering of products or
services of the Sponsor. Institution and
Investigator acknowledge that Sponsor
and/or CRO may be obligated to disclose
payments and any provision of non-
monetary items of value under Applicable
Law or applicable industry ethics codes.

3.5 Smluvni strany uznavaji a souhlasi
s tim, ze Uhrada poskytnuta Instituci podle
Smlouvy pfedstavuje spravedlivou trzni
cenu za sluzby vykonané Instituci a
ZkouSejicim a ze je dohodnuta nezavisle
na jakémkoli jiném obchodnim jednani,
které Instituce nebo ZkouSejici uskutecnili
nebo uskutecni v souvislosti s objednanim
produktl nebo sluzeb Zadavatele. Instituce
a ZkouSejici uznavaji, ze Zadavatel a/nebo
CRO mohou mit povinnost zpfistupnit
platby a poskytnuti jakychkoli cennych
nepenéznich polozek podle pfislusnych
pravnich pfedpislt nebo pfislusnych
etickych kodexul vztahujicich se na toto
odvétvi.

3.6 In the event of a delay in payment
for the services provided, the Institution is
entitled to claim interest on arrears in the
amount of 0.01% per day on the amount

due until its full payment.

3.6 V pfipadé prodleni uhrady za
poskytnuté sluzby je Instituce opravnéna
pozadovat uroky z prodleni ve vySi 0,01 %
denné z dluzné Castky az do jejiho uplného
zaplaceni.

4, RECORDS RETENTION, AUDITS
AND INSPECTIONS

4. UCHOVAVANI ZPRAV, AUDITY A
KONTROLY

4.1 Institution and Investigator shall
maintain complete and accurate records
related to the Study for the minimum period
required by Applicable Law. Prior to
destroying or otherwise disposing of any
such records, Institution and Investigator
will provide Sponsor reasonable
opportunity to take possession of the
records, at Sponsor’s or CRO’s reasonable
expense.

4.1 Instituce a ZkouSejici budou
uchovavat uplné a pfesné zpravy tykajici
se Studie po minimalni dobu vyzadovanou
pfislusnymi pravnimi predpisy. Pfedtim,
nez Instituce a Zkousejici jakékoli takové
zpravy znici nebo se jich jinak zbavi,
poskytnou Zadavateli pfiméfenou moznost
ziskat tyto zpravy do vlastnictvi za
rozumnou cenu, kterou uhradi Zadavatel
nebo CRO.

4.2  Authorized Representatives of
Sponsor and/or CRO have the right, upon
reasonable advance notice, and during
regular business hours, to: (i) audit and
examine Institution’s and Investigator’s
facilities required for performance of the
Study and (i) review all data, records and
work products relating to the Study, and if
necessary, make copies of such data,
records and work products, provided such
copies do not include any unauthorized
individually-identifiable information of a
Study Subject.

4.2 Opravnéni zastupci Zadavatele
a/nebo CRO, po pfiméfeném predchozim
ohlaseni a béhem bézné pracovni doby,
maji pravo: (i) provést audit a provéfit
prostory Instituce a Zkousejiciho, ve
kterych se bude Studie provadét a

(ii) pfezkoumat v8echny udaje, zaznamy a
vysledky prace souvisejici se Studii, a
pokud to bude nutné, pofidit si kopie téchto
udaju, zaznamu a vysledkl prace pod
podminkou, Ze tyto kopie nebudou
obsahovat zadné neopravnéné informace,
podle kterych by bylo mozné identifikovat
jednotlivy studijni subjekt.

4.3 Investigator shall make reasonable
efforts to be available at reasonable times
during normal business hours to meet with

4.3 Zkousejici vynalozi pfiméfené usili k
tomu, aby byl ve vhodnych €asech v bézné
pracovni dobé k dispozici a mohl se se
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CRO and/or Sponsor Representatives and
answer questions regarding the conduct of
the Study. If CRO must use or access
Institution’s and Investigator’'s computer
systems, it will do so in accordance with the
Institution’s and Investigator’s instructions
and will only use acquired information for
the purpose of the Study and in
accordance with Applicable Law.

zastupci CRO a/nebo Zadavatele setkat a
zodpovédét jim otazky k provadéni Studie.
Pokud bude CRO muset pouzit nebo ziskat
pfistup do pocitatového systému Instituce
nebo Zkousejiciho, ucini tak v souladu s
jejich pokyny a ziskané informace pouzije
pouze za ucelem Studie a v souladu s
pfislusnymi pravnimi predpisy.

4.4 Institution and Investigator will notify
Sponsor and CRO immediately if a
competent regulatory authority sends
notice of any pending inspection, or without
scheduling, begins an inspection at the
Institution or Investigator relating to the
Study. Upon notification of an inspection,
Institution and Investigator will permit
Representatives of Sponsor and/or CRO to
be onsite prior to and during the inspection.
In addition, Institution and Investigator will
immediately forward to Sponsor and CRO
copies of any written communication
related to the Study received as a result of
such inspection. Institution and Investigator
shall also provide to Sponsor and CRO
copies of any Study related documents
provided to any inspector.

4.4 Instituce a Zkousejici okamzité
oznami Zadavateli a CRO, pokud pfislusny
regulacni ufad zaSle oznameni o jakékoli
chystané kontrole nebo pokud zahdji v
Instituci nebo u ZkouSejiciho
neocCekavanou kontrolu v souvislosti se
Studii. Po oznameni o kontrole dovoli
Instituce a Zkousejici zastupciim
Zadavatele a/nebo CRO byt na misté pfed
a béhem kontroly. Instituce a ZkouSejici
dale okamzité preposlou Zadavateli a/nebo
CRO kopie jakékoli pisemné komunikace
tykajici se Studie, kterou obdrzi jako
vysledek takové kontroly. Instituce a
ZkousSejici také Zadavateli a CRO
poskytnou kopie jakychkoli dokumentu
tykajicich se Studie, které budou
poskytnuty kterémukoli kontrolorovi.

5. REPORTING

5. PODAVANI ZPRAV

5.1 Investigator will deliver CRFs to
CRO within fourteen (14) days of
Investigator’s review or in accordance with
Sponsor or CRO'’s reasonable written
instructions.

5.1  ZkouSejici pfedd CRO zaznamy
CRF do ¢trnacti (14) dnl od chvile, kdy je
pfezkouma, anebo v souladu s
pfiméfenymi pisemnymi instrukcemi
Zadavatele nebo CRO.

5.2 Institution and Investigator shall
comply with any and all safety reporting
procedures and requirements, including
any such reporting procedures and
requirements relating to any serious or
unexpected event, injury, toxicity or
sensitivity reaction associated with the
Study or the Study Drug, in each case as
set forth in the Protocol, Applicable Law or
any reasonable written instruction from
CRO or Sponsor.

5.2 Instituce a ZkouSejici se rovnéz
budou Fidit veSkerymi postupy ohledné
podavani zprav o bezpelnosti a poZzadavky
ohledné jakeékoli vazné nebo necekané
prihody, poranéni, toxicity nebo alergické
reakce v souvislosti se Studii nebo
hodnocenym pfipravkem, a to v kazdém
pfipadé stanoveném Protokolem,
PFisluSnymi Pravnimi Pfedpisy nebo
jakymikoli pfiméfenymi pisemnymi
instrukcemi od CRO nebo Zadavatele.

5.3  Sponsor has agreed to promptly
report to Institution findings that could affect
the safety of Study Subjects or their
willingness to continue participation,
materially influence the conduct of the
Study, or alter the Ethics Committee’s
approval to continue the Study.

5.3 Zadavatel souhlasi s tim, ze
bezodkladné informuje Instituci o zjisténich,
ktera by mohla ovlivnit bezpecnost
studijnich subjektl nebo jejich ochotu dal
se ucastnit Studie, ktera by mohla
provadéni Studie zavazné ovlivnit nebo
ktera by mohla mit vliv na to, zda eticka
komise schvali pokracovani Studie.
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6. OWNERSHIP OF INTELLECTUAL
PROPERTY

6.  PRAVA K DUSEVNIMU
VLASTNICTVi

6.1  All documents, protocols, data,
know-how, methods, operations, formulas
and materials, including without limitation
Confidential Information, provided to
Institution and Investigator pursuant to this
Agreement are and shall remain Sponsor’s

property.

6.1  VeSkeré dokumenty, protokoly,
udaje, know-how, metody, postupy, vzorce
a latky v¢etné, bez omezeni, davérnych
informaci, které budou na zakladé této
Smlouvy poskytnuty Instituci a
Zkousejicimu, jsou a zUstanou vlastnictvim
Zadavatele.

6.2 The entire right, title and interest in
and to any Results shall be the exclusive
property of Sponsor. Institution and
Investigator hereby assign and transfer,
and agree to assign and transfer and to
cause each of Institution’s Representatives
to assign and transfer, without additional
consideration, to Sponsor all right, title and
interest world-wide in and to any Results
and to execute, or cause to be executed,
all papers necessary to prove or protect
Sponsor’ rights therein. For the avoidance
of doubt, Sponsor shall not own Study
Subject medical records or Source
Documents (as defined in ICH GCP).

6.2 VSechna prava, naroky a zajmy
vztahujici se k jakymkoli vysledkim jsou
vyluénym vlastnictvim Zadavatele. Instituce
a Zkousejici timto postupuji a prevadéji a
souhlasi s postoupenim a pfevodem a s
tim, Ze zajisti, aby kazdy ze zastupcl
Instituce postoupil a prevedl, bez dalsiho
protiplnéni, Zadavateli celosvétové
v8echna prava, naroky a podily vztahujici
se k jakymkoli vysledkiim, a souhlasi s tim,
Ze vyfidi nebo da vyfidit vSechny
dokumenty nutné k prokazani nebo
ochrané zde uvedenych prav Zadavatele.
Aby se zamezilo pochybnostem, Zadavatel
nebude vlastnit zdravotni zaznamy ani
zdrojovou dokumentaci studijnich subjekt(
(jak jsou definovany v ICH GCP).

6.3 Institution shall promptly disclose in
writing to Sponsor any and all Results.
Should Sponsor wish to file a patent
application with respect to the Results and
should it so advice Institution in writing,
then Institution and Investigator shall co-
operate with Sponsor and, at Sponsor’s
reasonable request, in obtaining such
patent protection by furnishing available
information and by signing and/or procuring
the signature of necessary documents by
its Representatives, provided that all costs
involved in applying for and obtaining such
protection and in providing any assistance
requested by Sponsor shall be borne by
Sponsor.

6.3 Instituce pfeda bezodkladné v
pisemné podobé Zadavateli jakékoli a
vSechny vysledky. Pokud si Zadavatel bude
prat podat v souvislosti s vysledky
patentovou pfihladku a sdéli to pisemné
Instituci, pak budou Instituce a Zkousejici
spolupracovat se Zadavatelem na zakladé
pfiméfené zadosti Zadavatele pfi ziskani
patentové ochrany tim, Ze dodaji dostupné
informace a podepiSi a/nebo opatfi podpisy
svych zastupcl na nezbytnych
dokumentech, s podminkou, Ze vSechny
naklady na patentovou pfihlasku a jeji
ziskani a na poskytnuti jakékoli pomoci
vyzadané Zadavatelem ponese Zadavatel.
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6.4  The existing technologies of
Sponsor, Institution and Investigator are
their separate property and are not affected
by this Agreement. The Institution shall
have exclusive ownership of any inventions
or discoveries conceived or reduced to
practice solely by Institution or Investigator
that are not Results and do not rely, use, or
incorporate any Confidential Information.

6.4 Jiz existujici technologie
Zadavatele, Instituce a Zkousejiciho jsou
jejich oddélenym vlastnictvim a tato
Smlouva se jich netyka. Instituce bude mit
vyluéné vlastnictvi jakéhokoli vynalezu
nebo objevu vymyslenych nebo uvedenych
do praxe vyhradné Instituci nebo
ZkouSejicim, které nejsou vysledky a
neopiraji se o zadné duvérné informace,
nevyuzivaji je ani je nezahrnuiji.

7. CONFIDENTIALITY

7. DUVERNOST INFORMACI

7.1 During the term of this Agreement
and for ten (10) years thereafter, the
Investigator, Institution and the
Representatives shall hold confidential and
shall not disclose, publish or use any
Confidential Information for any purpose
other than the purpose of performing the
Services in accordance with this
Agreement.

7.1 Po dobu platnosti této Smlouvy a po
deset (10) nasleduijicich let budou
Zkousejici, Instituce a zastupci zachovavat
mic¢enlivost o vSech duvérnych informacich
a nezpfistupni je, nebudou je publikovat ani
pouzivat k jakémukoli jinému ucelu nez za
ucelem vykonavani sluzeb v souladu s
touto Smlouvou.

7.2 The obligations in Section 7.1 shall
not extend to any information that (i) was in
the public domain prior to receipt of such
information by Institution directly or
indirectly from CRO, (ii) through no act on
Institution’s its Representatives’ or the
Investigator’s part, thereafter becomes part
of the public domain, (iii) is independently
developed by Institution or Investigator as
shown by written record, (iv) is required to
be disclosed by Institution, its
Representatives or the Investigator to a
third party by Applicable Law or legal
process, (V) is approved in writing by CRO
for disclosure or (vi) is necessary for the
medical treatment of Study Subijects,
provided that Institution and Investigator
promptly informs CRO and/or Sponsor of
the disclosure and the facts surrounding
the need for disclosure.

7.2 Povinnosti uvedené v ¢asti 7.1 se
nebudou vztahovat na zadnou informaci,
ktera (i) byla vefejné pristupna pred tim,
nez ji Instituce pfimo nebo nepfimo ziskala
od CRO, (ii) se stane vefejné pfistupnou
poté, ale nikoli pfi¢inénim Instituce, jejich
zastupcl nebo Zkousejiciho , (iii) je
vysledkem nezavislého vyzkumu Instituce
nebo ZkousSejiciho, coz je dolozeno
pisemnymi zaznamy, (iv) jejiz zpFistupnéni
treti strané je od Instituce, jejich Zastupcl
nebo Zkous$ejiciho vyzadovano pfislusnymi
pravnimi pfedpisy nebo v ramci soudniho
fizeni, (v) jejiz zpFistupnéni je pisemné
schvaleno ze strany CRO nebo (vi) je
nezbytné pro IéCbu studijnich subjektt, pod
podminkou, Ze Instituce a Zkousejici
bezodkladné informuji CRO a/nebo
Zadavatele o zpfistupnéni a skutecnostech,
které k nutnosti zpfistupnéni vedly.

7.3 In the event of a compelled
disclosure, Institution and Investigator must
immediately inform Sponsor and CRO of
such a requirement prior to disclosure.

7.3  V pfipadé, Ze jsou Instituce a
ZkousSejici nuceni zpfistupnit davérné
zpfistupnénim informovat Zadavatele a
CRO.
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7.4 Each Party shall keep the existence
of, the terms of and the transactions
covered by this Agreement confidential and
shall not disclose such information to any
third party through a press release or
otherwise, or use the name, insignia,
symbol, trademark, trade name or logotype
of the other Party, its Affiliates or
Representatives in any manner without the
prior written consent of the other Party in
each instance (which shall not be
unreasonably withheld). The restrictions
imposed by this Section 7.4 will not prohibit
a Party from making any disclosure
identifying the other Party as required by
Applicable Law.

7.4 Kazda smluvni strana musi
zachovat mli€enlivost o existenci této
Smlouvy, jejich podminkach a souvisejicich
transakcich a nesmi je zpfistupnit zadné
tieti osobé tiskovym prohlasenim ani jinak,
nesmi pouzivat nazev, znak, symbol,
obchodni znacku, obchodni jméno nebo
logo jiné smluvni strany, jejich pfidruzenych
spole¢nosti nebo zastupcu zadnym
zpusobem bez predchoziho pisemného
souhlasu jiné strany pro kazdy jednotlivy
pfipad (coz by nemélo byt nepfimérené
odpirano). Omezeni uloZena v této Casti
7.4 nezakazuji smluvni strané jakkoli
zpfistupnit totoznost jiné smluvni strany, je-
li to vyZadovano podle prislusnych pravnich
predpisU.

7.5 Upon the termination or expiration
of this Agreement, Institution and
Investigator shall at Sponsor’s and CRO’s
option, either destroy or return to Sponsor
and/or CRO (as applicable) all Confidential
Information received from Sponsor or CRO,
provided, however, that Institution and
Investigator shall be permitted to retain one
copy of such Confidential Information for
archival purposes.

7.5 Po ukonéeni této Smlouvy nebo po
uplynuti doby jeji platnosti bude na
rozhodnuti Zadavatele a CRO, zda ma
Instituce a Zkousejici vSechny divérné
informace poskytnuté Zadavatelem nebo
CRO zni¢it, nebo vratit Zadavateli a/nebo
CRO (pfichazi-li to v uvahu), s podminkou,
Ze Instituci a Zkousejicimu bude dovoleno
ponechat si jednu kopii takovych davérnych
informaci za ucelem archivace.

8. PUBLICATION

8. PUBLIKACE

8.1 The Study is part of a multi-center
research study, and publication of the
results of the Study conducted by the
Institution and the Investigator shall not be
made before the first multi-center
publication by Sponsor. If there is not a
multi-center publication within eighteen (18)
months after the Study has been completed
or terminated at all Study sites, and all data
has been received, Institution and
Investigator shall have the right to publish
its results from the Study, subject to the
following notice requirements. Prior to
submitting or presenting a manuscript or
other materials relating to the Study to a
publisher, reviewer, or other outside
person/entity, Institution and Investigator
shall provide to Sponsor a copy of all such
manuscripts and materials, and Sponsor
shall have sixty (60) days from receipt of
such manuscripts and materials to review
and comment. At Sponsor’s request,
Institution and Investigator shall remove
any Confidential Information (other than

8.1  Tato Studie je soucasti
multicentrické vyzkumné studie a vysledky
Studie provadéné Instituci a Zkousejicim
nesméji byt publikovany pfedtim, nez bude
multicentricky vyzkum publikovan
Zadavatelem. Pokud by k publikovani
multicentrického vyzkumu nedoslo do
osmnacti (18) mésicl poté, co byla Studie
dokonc&ena nebo prfed€asné ukoncena na
vSech studijnich pracovistich a vdechny
udaje byly ziskany, budou mit Instituce a
ZkouSejici pravo publikovat své vysledky
Studie za dodrZeni nasledujicich
pozadavkU. Nez bude rukopis nebo jiny
material souvisejici se Studii pfedan nebo
prezentovan vydavateli, recenzentovi nebo
jiné externi osobé/subjektu, Instituce a
ZkousSejici poskytnou kopii vSech takovych
rukopist a materialll Zadavateli a ten bude
mit Sedesat (60) dnli od obdrzeni takovych
rukopis a material(l na to, aby se s nimi
seznamil a komentoval je. Instituce a
ZkouSejici odstrani na zadost Zadavatele
jakoukoli dvérnou informaci (jinou nez
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Study results) prior to submitting or
presenting the materials. Institution and
Investigator shall, upon Sponsor’s request,
further delay publication or presentation for
a period of up to one hundred twenty (120)
days to allow Sponsor to protect its
interests in any Sponsor Inventions (as
defined below) described in any such
materials.

vysledky Studie) pfedtim, nez tyto materialy
pfedaji nebo je budou prezentovat.
Instituce a ZkouSejici odlozi na zadost
Zadavatele publikaci nebo prezentaci o
dalSich az sto dvacet (120) dnu, aby
Zadavateli umoznili chranit jeho zajmy,
tykajici se jakéhokoli vynalezu Zadavatele
(jak je definovano nize) popsaného v
takovych materialech.

8.2 The Sponsor has agreed to register
the Study with www.clinicaltrials.gov,
www.clinicaltrialsregister.eu or an
equivalent registry, if required by Applicable
Law.

8.2 Zadavatel souhlasi, Ze Studii
zaregistruje na www.clinicaltrials.gov,
www.clinicaltrialsregister.eu nebo v jiném
odpovidajicim registru, pokud to budou
pfislusné pravni pfedpisy vyZadovat.

8.3 The contracting parties
acknowledge and agree that the Institution
will publish this contract according to Act
No. 340/2015 Coll. in the register of
contracts within the time limit set by law.
Confidential information that relates to a
clinical trial and that meets the definition of
trade secret according to § 504 of Act No.
89/2012 Coll., The Civil Code (e.g.
examiner's brochure, calculation of
financial reward, etc.), will not be published
in the register

8.3.  Smluvni strany berou na védomi a
souhlasi s tim, Ze Instituce zverejni tuto
smlouvu dle zakona ¢&. 340/2015 Sb. v
registru smluv v zakonem stanovené |h{ité.
Duvérné informace, které se tykaji
klinického hodnoceni a které spliuji definici
obchodniho tajemstvi dle § 504 zakona €.
89/2012 Sb., ob¢ansky zakonik (napf.
broZura zkouS$ejiciho, vypocet finanéni
odmeény, apod.), nebudou v registru
zverejnény

9. INDEMNIFICATION

9. ODSKODNENI

9.1 In addition to any other remedy
available to the Parties, each Party (the
“Indemnifying Party”) shall defend,
indemnify and hold harmless the other
Party (the “Indemnified Party”), its affiliates
and its and their respective officers,
directors, partners, shareholders,
employees and agents from and against
any and all Losses incurred by them to the
extent resulting from or arising out of or in
connection with any breach of any
obligation in this Agreement by the
Indemnifying Party, except to the extent
such Losses arise as a result of the
negligence, fraud, willful misconduct or
wrongful act of the Indemnified Party, its
affiliates or its or their respective officers,
directors, partners, shareholders,
employees or agents.

9.1 Kromé jakychkoli jinych opatfeni,
které maji smluvni strany k dispozici, kazda
smluvni strana (,0odSkodnujici strana“) bude
branit, odSkodni a bude chranit jinou
smluvni stranu (,odSkodfiovanou stranu®),
jeji pfidruzené spole¢nosti a jeji, respektive
jejich, pfedstavitele, vedouci pracovniky,
partnery, akcionare, zaméstnance a
zastupce v souvislosti s veSkerymi
utrpénymi ztratami v rozsahu, v jakém
vznikly jako nasledek toho nebo v
souvislosti s tim, Ze odSkodnujici strana
jakkoli porusila jakékoli povinnosti
vyplyvajici z této Smlouvy, s vyjimkou toho,
vznikly-li takové ztraty v dasledku
nedbalosti, podvodu, umysiného pochybeni
nebo protipravniho jednani odskodriované
strany, jejich pfidruzenych spole¢nosti
nebo jejich, respektive jejich, predstaviteld,
vedoucich pracovnikl, partnert, akcionard,
zaméstnancu nebo zastupcu.
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9.2 Each Party shall have and maintain
such types and amounts of liability
insurance to cover liabilities related to its
activities under this Agreement as is normal
and customary for persons similarly
situated.

9.2 Kazda smluvni strana bude mit a
udrzovat v platnosti pojisténi odpovédnosti
takoveého typu a v takové vysi, aby
pokryvalo odpovédnost spojenou s jeji
¢innosti spadajici do této Smlouvy, tak jak
je to u osob v obdobné situaci normalni a
obvyklé.

9.3 In no event shall a Party hereunder
be liable to another other Party hereunder
for special, incidental, consequential or
indirect damages arising from or in relation
to this Agreement.

9.3 Smluvni strana neni v zadném
pfipadé odpovédna jiné smluvni strané za
zvlastni, nahodné, nasledné nebo nepfimé
Skody vzniklé v disledku této Smlouvy
nebo v souvislosti s ni.

10. TERM AND TERMINATION

10. PLATNOST SMLOUVY A JEJi
UKONCENI

10.1  This Agreement will commence on
the Effective Date and continue in effect
until the Study has been completed at the
Institution.

10.1 Tato Smlouva zaéne datem
ucinnosti a bude pokracovat, dokud
Instituce nedokondi Studii.

10.2 This Agreement may be terminated
for the following reasons:

10.2 Smlouva muze byt pfedCasné
ukonc&ena z nasledujicich divodu:

10.2.1 By Sponsor or CRO at any time for
any reason upon thirty (30) days written
notice;

10.2.1 Ze strany Zadavatele nebo CRO
kdykoli z jakéhokoli divodu na zakladé
pisemného oznameni o ukonceni s fficeti
(30) denni vypovédni Ihutou;

10.2.2 By Institution upon thirty (30) days’
written notice if there is a material breach
by CRO of this Agreement and such
breach is not cured within thirty (30) days
after receipt of notice of breach; or

10.2.2 ze strany Instituce na zakladé
pisemného oznameni o ukonceni s fficeti
(30) denni vypovédni Ihutou, pokud doslo
k zavaznému porudeni Smlouvy ze strany
CRO a toto poruseni nebylo napraveno
béhem ftficeti (30) dnG od oznameni tohoto
poruseni, nebo

10.2.3 by either Party, effectively
immediately upon written notice, if a
competent authority or the Ethics
Committee withdraws Study approval.

10.2.3 kteroukoli Smluvni stranou na
zakladé pisemného oznameni s
okamzitym u&inkem, pokud pfislusny ufad
nebo eticka komise zrusi své schvaleni
Studie.

10.3 Upon the effective date of
termination of this Agreement, an
accounting shall be conducted by the
Institution and Investigator, subject to
verification by CRO. Following CRO’s
receipt of adequate documentation, CRO
will pay for:

10.3 Po uplynuti data u€innosti, ke
kterému byla platnost této Smlouvy
ukoncCena, provede Instituce a ZkousSejici
vyuctovani, které predlozi CRO k ovéfeni.
Poté co CRO obdrzi pfisluéné doklady,
uhradi:
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10.3.1 all services properly rendered, and
monies properly expended by the
Institution and Investigator through the
effective date of termination, which have
not yet been paid by CRO; and

10.3.1 Instituci a Zkous$ejicimu vSechny
fadné vykonané sluzby a fadné
vynalozené finan¢ni prostfedky do data
ucinného ukonceni platnosti Smlouvy,
které CRO jesté neproplatila; a

10.3.2 any non-cancellable obligations
properly incurred for the Institution and
Investigator by the Institution and
Investigator prior to receipt of notice of
termination.

10.3.2 veskeré nezrusitelné zavazky, které
Instituci a ZkouSejicimu fadné vznikly
predtim, nez tito obdrzeli oznameni o
ukonceni Smlouvy.

10.4 If the Institution has been paid any
amounts which have not been earned
hereunder as of the date of termination, the
Institution shall promptly return to CRO all
such unearned funds within thirty (30) days.

10.4 Pokud byly Instituci vyplaceny
jakékoli Castky, které si k datu ukonceni
platnosti smlouvy nezaslouZila, Instituce
vSechny takové prostfedky bezodkladné do
tficeti (30) dnu vrati CRO.

10.5 Immediately upon receipt of a notice
of termination, the Investigator shall stop
screening and enrolling patients into the
Study and shall, as directed by CRO, cease
from incurring any additional Study
expenses.

10.5 Zkousejici okamZité poté, co obdrzi
oznameni o ukonceni, prestane vybirat
pacienty a zafazovat je do Studie a zastavi,
podle pokyni CRO, vynakladani jakychkoli
dalSich prostfedkd na Studii.

10.6 The provisions of this Agreement
that by their nature contemplate continuing
obligations shall survive expiration or
termination of this Agreement.

10.6 Ustanoveni této Smlouvy, ktera
svou povahou zakladaji pfetrvavajici
povinnosti, zistanou v platnosti po uplynuti
platnosti této Smlouvy nebo jejim ukond&eni.

11. REPRESENTATIONS AND 11. PROHLASENI A ZARUKY
WARRANTIES
11.1 Each Party represents and warrants | 11.1 Kazda smluvni strana prohlasuje a

to the other that it has the legal right and
power to enter into this Agreement, to
extend the rights and licenses granted to
the other in this Agreement, and to fully
perform its obligations hereunder, and that
the performance of such obligations will not
conflict with its charter documents or any
agreements, contracts, or other
arrangements to which it is a Party.

zaruCuje druhé strané, Ze ma zakonné
pravo a pravomoc uzavfit tuto Smlouvu,
rozsifit udélena prava a opravnéni na jiné
strany této Smlouvy a pIné dostat
povinnostem zde uvedenym, a Ze plnéni
téchto povinnosti neni v rozporu s jejimi
stanovami nebo jakymikoli smlouvami nebo
jinymi ujednanimi, ve kterych vystupuje
jako smluvni strana.

11.2  Institution will perform this
Agreement in material compliance with all
Applicable Law relating to safety, health,
environment, competition & anti-trust,
human rights, fair labour practices, unlawful
discrimination and anti-bribery/anti-
corruption. Institution confirms that the
compensation payable hereunder does not
constitute remuneration for or other means
to attempt to corruptly influence a Public
Official (as defined below) to act in her/his
official capacity to assist either Institution,

11.2 Instituce bude tuto Smlouvu pinit
svédomité v souladu se vSemi pfisluSnymi
pravnimi pfedpisy tykajicimi se
bezpecnosti, zdravi, zZivotniho prostredi,
hospodaiské soutéze a antimonopolnich
opatfeni, lidskych prav, spravedlivych
pracovnich podminek, diskriminace a boje
proti korupci. Instituce potvrzuje, ze zde
popsané uhrady nebudou pouZity jako
odmeény pro Ufedniky statni spravy (jak jsou
definovani nize) ani k jinym pokusim
zkorumpovat je, aby v ramci svého
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CRO or Sponsor in obtaining or retaining
business. In connection with Institution’s
and Investigator’s obligations under this
Agreement, Institution and Investigator
shall not make or offer, directly or indirectly,
any payment or inducement with the intent
to corruptly influence a Public Official to act
in her/his official capacity to assist either
Party or Sponsor in obtaining or retaining
business. As used herein, “Public Official”
means any person holding a legislative,
administrative or judicial office, whether
appointed or elected; any person
exercising a public function, including
healthcare professionals and persons
representing a public agency, public
enterprise or healthcare organizations; and
any official or agent of a public international
organization.

Ufedniho postaveni pomahali Instituci, CRO
nebo Zadavateli se ziskanim nebo
udrzenim obchodu. Instituce ani ZkousSejici
nebudou v souvislosti s povinnostmi
uvedenymi v této Smlouvé poskytovat ani
nabizet, pfimo ani nepfimo, Zadné penize
nebo pobidky s cilem zkorumpovat Verejné
Cinitele, aby v ramci svého GFedniho
postaveni pomahali kterékoli ze smluvnich
stran nebo Zadavateli se ziskanim nebo
udrzenim obchodu. ,Verejny Cinitel” ve
vyznamu zde pouzivaném znamena
jakoukoli osobu, ktera zastava pozici
zakonodarce, ve statni spravé nebo v
soudnim systému, at' uz byla jmenovana
nebo zvolena, jakoukoli osobu, ktera
zastava verejnou funkci, véetné
zdravotnik(l a zastupcu vefejnych agentur,
statnich firem nebo zdravotnickych
organizaci, a jakéhokoli ufednika nebo
predstavitele vefejnych mezinarodnich
organizaci.

Any breach of the undertakings contained
in this Section 11.2 shall be deemed to
constitute grounds for immediate
termination of this Agreement by CRO if
Institution fails to cure such breach or
implement appropriate remedial measures
within thirty (30) days after the occurrence
of the breach.

Jakékoli poruseni zavazkl obsazenych v
této ¢asti 11.2 bude povazovano za dlvod
k okamzitému ukonceni platnosti této
Smlouvy ze strany CRO, pokud Instituce
do tficeti (30) dnu po tom, co k poruSeni
dojde, takové poruseni nenapravi nebo
neprijme nalezita napravna opatreni.

11.3 Institution and Investigator hereby
individually represents and warrants to
CRO that:

11.3 Instituce a Zkousejici zde kazdy
zvlast prohlasuji a zaru€uji CRO, zZe:

(a) Neither Institution nor Investigator
have been debarred or disqualified from
participating in clinical research under any
Applicable Law. If during the term of this
Agreement, Institution or Investigator (i)
becomes debarred or disqualified, or (ii)
receives notice or threat of an action with
respect to their debarment or
disqualification, Institution and/or
Investigator, as the case may be, shall
notify CRO immediately.

(@) Instituce ani ZkouSejici nejsou z
ucasti na klinické studii jakymikoli
prislusnymi pravnimi pfedpisy vylou€eni
ani zbaveni opravnéni se na ni podilet.
Pokud se béhem platnosti této Smlouvy
stane, Ze Instituce nebo Zkousejici

(i) budou vylou€eni nebo zbaveni
opravnéni nebo (ii) je jim oznameno nebo
jsou varovani, ze jim vylouCeni nebo
zbaveni opravnéni hrozi, Instituce nebo
ZkouSejici (podle toho, koho se to tyka), to
okamzité oznami CRO.

(b) Institution and Investigator have
not and will not use in any capacity the
services of any Institution Team
Participants or other individual or entity
which has been debarred or disqualified
from participating in clinical research
under any Applicable Law. In the event

(b) Instituce a Zkousejici nesméji a
nebudou zadnym zplsobem vyuZivat
sluzby nékoho z u€astnikld tymu Instituce
nebo jiné osoby nebo subjektu v jakémkoli
postaveni, kdo byl vylou¢en nebo zbaven
opravnéni uc€astnit se klinické studie
jakymikoli pFislusnymi pravnimi predpisy.
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that Institution or Investigator becomes
aware of the debarment, threatened
debarment, disqualification or threatened
disqualification of any such individual or
entity, the Institution and/or the
Investigator, as the case may be, shall
notify CRO immediately.

V pfipadg, Ze se Instituce nebo ZkousSejici
dozvi o vylou€eni, hrozicim vylouceni,
zbaveni opravnéni nebo hrozicim zbaveni
opravnéni tykajicim se jakékoli osoby
nebo subjektu, Instituce nebo Zkousejici
(podle toho, koho se to tyka), to okamzité
oznami CRO.

(c) Neither the Investigator nor any
Institution Team Participant is subject to
any conflicting obligations or legal
impediments and/or has any financial,
contractual or other interests in the
outcome of the Study that might interfere
with the performance of the Study or that
is likely to affect the reliability and
robustness of the data generated in the
Study. Investigator shall inform the
Sponsor immediately upon learning of the
existence of any financial arrangement or
interest between the Investigator, any
Institution Team Participant, and the
Sponsor.

(© Na Instituci ani na nikoho z
Ucastnikl tymu Instituce se nevztahuiji
zadné protichidné zavazky nebo pravni
prekazky a/nebo nemaji Zadné financni,
smluvni nebo jiné zajmy na vysledku
Studie, které by mohly zasahovat do
provadéni Studie nebo by pravdépodobné
ovlivnily spolehlivost a solidnost udaju
vytvofenych v ramci Studie. ZkouSejici
bude okamzité informovat Zadavatele,
pokud se dozvi, Ze existuje n&jaky financni
vztah nebo zajem mezi Zkousejicim,
kterymkoli z u¢astnikd tymu Instituce a
Zadavatelem.

(d) If Institution and Investigator
engage any Ethics Committee for protocol
review related to this Study, such Ethics
Committee is registered and has properly
submitted an assurance application in
accordance with the rules administered by
under Applicable Law and by competent
authorities. Institution and Investigator will
further submit the Protocol to the Ethics
Committee for approval and will wait for its
approval before initiating the Protocol or
enrolling any Study Subjects.

(d) Pokud Instituce a ZkouSejici
zapoji jakoukoli etickou komisi, aby se
zabyvala protokolem spojenym s touto
Studii, takova eticka komise by méla byt
registrovana a mit fadné podanou
»<assurance application“ (zadost o
zajisténi) v souladu s pravidly stanovenymi
prislusnymi pravnimi pfedpisy a
pFisluSnymi organy. Dale Instituce a
ZkouSejici predloZi etické komisi ke
schvaleni Protokol a poc¢kaji na jeho
schvaleni, nez za¢nou podle Protokolu
pracovat nebo zafazovat studijni subjekty.

(e) Institution and Investigator
acknowledge that they have been selected
to conduct the Study because of
Institution’s and Investigator’s experience,
expertise and resources and agree that
any compensation paid hereunder (i) was
determined by means of good faith, arm’s
length negotiation among the Parties, (i)
constitutes the fair market value for the
service rendered in light of Institution’s
expertise and experience and (iii) was not,
in any way, an inducement to, or in return
for, past, present or future prescribing,
purchasing, recommending, using,
obtaining preferential formulary status for
or dispensing of any Sponsor product or in
any way contingent or dependent upon
any such activity;

(e) Instituce a Zkousejici berou na
védomi, Ze byli vybrani k provedeni Studie
kvuli svym zku$enostem, odbornostem,
znalostem a zdrojum a souhlasi s tim, ze
veSkeré uhrady uvedené zde (i) byly
stanoveny v dobré vife, za podminek
svobodné vyjednanych smluvnimi
stranami, (ii) z hlediska odbornosti a
zkuSenosti Instituce predstavuji
spravedlivou trzni cenu za vykonané
sluzby a (iii) nebyla zde zadna pobidka ani
protipInéni, ve formé& minulého,
soucasného nebo budouciho
pfedepisovani Iéku, prodavani,
doporucovani, pouzivani, ziskani
pfednostniho mista na lékovém seznamu
nebo vydavani jakéhokoli pfipravku
Zadavatele ani zadna podminka nebo
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zavislost na jakékoli takové €innosti.

® If during the term of this
Agreement or within two (2) years of the
termination of this Agreement, Institution
or Investigator is a member of a committee
that sets formularies or develops clinical
guidelines, Institution and/or Investigator,
as the case may be, will disclose to such
committee the existence and nature of this
Agreement and will follow the procedures
set forth by the committee. Institution
further agrees to fully comply with all
applicable disclosure obligations relating
to Institution’s relationship with CRO and
Sponsor that may be externally imposed
on Institution or Investigator based on the
requirements of any institution, medical
committee or other medical or scientific
organization with which Institution is
Affiliated;

® Pokud po dobu platnosti této
Smlouvy nebo béhem dvou (2) let po
ukonceni platnosti této Smlouvy bude
Instituce nebo Zkousejici Elenem komise,
ktera pfipravuje Iékopis nebo smérnice pro
klinickou praxi, Instituce nebo Zkou3ejici
(podle toho, koho se to tyka) by méli
takovou komisi informovat o existenci a
povaze této Smlouvy a pak se Fidit
postupem, ktery komise stanovi. Instituce
dale souhlasi s tim, ze bude plné
dodrzovat vSechny pfislusné povinnosti
ohledné zpfistupnéni vztahu Instituce s
CRO a Zadavatelem, které mohou byt
Instituci nebo ZkousSejicimu zvnéjsku
ulozeny na zakladé pozadavk( jakékoli
instituce, zdravotnické komise nebo jiné
zdravotnické nebo védecké organizace,
ktera je pfidruzenou spolecnosti Instituce.

(9) Institution and/or Investigator
own(s) or control(s) any technologies used
by it under or in connection with this
Agreement and has sufficient rights in
such technologies to perform the Study
and grant the rights set forth in this
Agreement.

(9) Instituce a/nebo Zkousejici vlastni
nebo spravuji veskeré technologie, které
budou na zakladé této Smlouvy nebo v
souvislosti s ni pouzivat, a maji k témto
technologiim dostateCna opravnéni
potfebna k provedeni Studie a disponuiji
pravy uvedenymi v této Smiouve.

(h) Institution and Investigator
represent and warrant that nothing in any
Applicable Law prevents Institution and
Investigator from fulfilling their obligations
under this Agreement. In the event of a
change in any such laws that is likely to
have a material adverse effect on
Institution’s and/or Investigator’s
compliance with this Agreement or in the
event Institution and/or Investigator
otherwise cannot comply with this
Agreement for whatever reason(s),
Institution and/or Investigator shall notify
CRO within [fifteen (15)] business days
following discovery of the legislation or
other event causing Institution and/or
Investigator to be non-compliant.

(h) Instituce a ZkouSejici prohlasuji a
zarudCuji, ze jim nic v pfislusnych pravnich
pfedpisech nebrani plnit povinnosti
vyplyvajici z této Smlouvy. V pfipadég, ze
by se jakékoli takové pravni pfedpisy
zménily tak, Ze bylo to pravdépodobné
zavazneé ovlivnilo dodrzovani Smlouvy ze
strany Instituce a/nebo ZkouSejici, nebo v
pfipadé, Ze Instituce a/nebo Zkousejici z
jakéhokoli jiného divodu nemohou tuto
Smlouvu dodrzovat, oznami to CRO do
patnacti (15) pracovnich dna od zjisténi
zmény pravnich predpist nebo jiného
davodu, v dusledku, kterého Instituce
a/nebo Zkous$ejici nemohou Smlouvu
dodrzet.

11.4 Institution shall immediately notify
CRO in writing of any breach of the
foregoing or if any representation, warranty
or covenant made in the foregoing ceases
to be accurate.

11.4 Instituce okamzité pisemné oznami
CRO, dojde-li k jakémukoli poruseni
pfedchozich ustanoveni nebo pokud
kterékoli prohlaseni, zaruka nebo umluva v
pfedchozich bodech pfestane byt
spravnou.
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11.5 Liability

11.5 Odpovédnost

a) The institution is liable for every
breach of duty and damage that hereby
results, if the institution is unable to prove
that it is not responsible for the breach of
duty. It is also obliged, moreover, to
indemnify CRO also against all third-party
claims asserted by such third parties
against CRO for reasons connected with a
defect in the service / delivery of the
institution, if the institution is unable to
prove that it was not responsible for the
event that caused the damage. The above
provisions shall also apply if the institution
enlists the services of sub-contractors and /
or vicarious agents.

a) Instituce odpovida za kazdé
poruseni povinnosti a za Skodu, ktera tim
vznikne, pokud neni schopna prokazat, ze
za poruSeni povinnosti nenese
odpovédnost. Rovnéz je povinna odskodnit
CRO, i pokud jde o veskeré naroky treti
strany vznesené takovou treti stranou vuci
CRO z davodu spojenych se zavadou ve
sluzbé/dodavce poskytované Instituci,
pokud Instituce neni schopna prokazat, ze
za udalost, kvali které vznikla Skoda,
nenese odpovédnost. VysSe uvedena
ustanoveni plati i tehdy, kdyZz si Instituce
opatfi sluzby subdodavatele a/nebo
zprostiedkovatele.

b) The institution warrants that the
deliveries and services to be provided by it
are not encumbered by rights of third
parties. If third-party proprietary rights are
infringed, the institution shall indemnify
CRO against all claims by third parties inter
parties and in relation to outside parties.
Further claims and rights to which CRO is
legally entitled in this connection shall
remain unaffected.

b) Instituce zarucuje, ze dodavky a
sluzby, které ma poskytovat, nebudou
zatiZeny pravy tfetich stran. Pokud jsou
porusena chranéna prava treti osoby,
Instituce odskodni CRO, pokud jde o
vSechny naroky tfeti strany vuci
zuCastnénym stranam a ve vztahu k
vnéjSim stranam. DalSi zakonné naroky a
prava, které CRO v této souvislosti ma,
zUstavaji nedotceny.

12. DATA PROTECTION

12. OCHRANA UDAJU

12.1 The parties agree that each will
comply with their respective obligations as
required under the provisions of Applicable
Laws on data protection and privacy,
including without limitation the EU
Regulation 2016/679 (the “General Data
Protection Regulation” or “GDPR”)
(collectively “Data Protection Laws”).

12.1 Smluvni strany souhlasi s tim, ze
budou pIné dodrzovat vSechny své
pfislusné povinnosti, jak je vyzaduji
ustanoveni pfisluSnych pravnich predpist o
ochrané udaju a soukromi, mimo jiné
v€etné nafizeni EU 2016/679 (,Obecné
nafizeni o ochrané osobnich udajd“ neboli
,GDPR") (spole¢né ,pravni pfedpisy o
ochrané osobnich udajd“).

12.2 Institution and Investigator shall
obtain from each Study Subject a valid
informed consent for the processing of
personal identifiable information that
complies with Data Protection Laws and
any other Applicable Law, and is, in form
and substance, acceptable to the Sponsor
and Ethics Committee.

12.2 Instituce a Zkousejici ziskaji od
kazdého studijniho subjektu platny
informovany souhlas ke zpracovani osobné
identifikovatelnych informaci odpovidajici
pravnim pfedpisim o ochrané osobnich
udaju a jakymkoli jinym pfisluSnym pravnim
predpisum a ktery je svou formou a
podstatou pfijatelny pro Zadavatele a
etickou komisi.
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12.3 To the extent CRO and/or Sponsor
process personal data of a Study Subject,
such information may only be used as
permitted by the Study Subject informed
consent, or under applicable Data
Protection Laws and any other Applicable
Law.

12.3 Osobni udaje o studijnim subjektu,
které CRO a/nebo Zadavatel v urcitém
rozsahu zpracovava, mohou byt pouZzity
pouze tak, jak dovoluje informovany
souhlas studijniho subjektu nebo podle
pfislusnych pravnich predpisti o ochrané
osobnich udaju a jakychkoli jinych
pfislusnych pravnich predpisu.

12.4 The Parties acknowledge that for
the purpose of performing the Study, the
Sponsor and the Institution are each data
controllers and the CRO is a data
processor of the Sponsor, as these terms
are defined in the GDPR.

12.4  Smluvni strany jsou si védomy toho,
Ze za uCelem provedeni Studie jsou jak
Zadavatel, tak Instituce spravci udaju a
CRO je zpracovatelem udaju pro
Zadavatele, v tom smyslu, jak jsou tyto
vyrazy definovany v GDPR.

12.5 Each party shall provide the other
Party with reasonable assistance required
(i) to respond to any communication
received from Study Subjects relating to
their right to access, correct, block or erase
personal data; (ii) to respond to enquiries
from supervisory authorities relating to the
collection and use of personal data under
this Agreement; and (iii) to meet their
respective obligations under applicable
Data Protection Laws, including in relation
to security breach notifications and privacy
impact assessments.

12.5 Kazda smluvni strana poskytne jiné
smluvni strané pfiméfenou pomoc
vyzadovanou, aby mohla (i) reagovat na
jakoukoli komunikaci studijnich subjekt(
ohledné jejich prav na pfistup k osobnim
udajum, opravu, omezeni zpracovani nebo
vymazani téchto udajd, (ii) reagovat na
dotazy dozorovych ufadl ohledné
shromazdovani a pouzivani osobnich
udaju provadénych na zakladé této
Smlouvy, a (iii) splnit nalezité povinnosti
podle pravnich predpist o ochrané
osobnich udajl, v€etné téch tykajicich se
ohlasovani poruSeni zabezpeceni Udaju a
posuzovani dopadu na soukromi.
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12.6 EU Data Protection Laws require
that CRO provide any Data Subjects (as
defined below) notice that Sponsor and/or
CRO and their respective group companies
may use Data Subjects’ personal data
provided in accordance with this
Agreement for administration,
reimbursement, and internal evaluation
purposes. As used herein “Data Subjects”
means Investigator and any other person
whose personal data is provided to CRO
hereunder. CRO will process the personal
data to the extent necessary to fulfil its
duties under this contract and for the
purpose of Sponsor’s legitimate interest as
the sponsor of the Study. CRO and/or
Sponsor may share the Data Subjects’
personal data within their respective group
of companies and with service providers
and agents. Such sharing may include
transfer to third countries, i.e. countries
outside the EU/EES area. When
transferring the Data Subject’s personal
data to third countries, Sponsor and CRO
will ensure that the transfer is subject to
appropriate safeguards and that the Data
Subjects’ rights are protected. Typically,
standard contractual clauses adopted by
the EU Commission will be used with
companies in third countries receiving
personal data from Sponsor or CRO.
Sponsor and CRO applies different
retention periods for different categories of
personal data. When processing of the
Data Subjects’ personal data is no longer
necessary in relation to the purpose for
which it was collected it will be erased. The
Data Subjects have the right to access the
personal data that CRO or Sponsor
processes concerning the Data Subjects
and to request that any inaccurate personal
data is rectified and, under certain
circumstances, request erasure and/or
restriction of processing of the personal
data. The Data Subjects have the right to
object to processing and to receive the
processed personal data in a structured,
commonly used and machine-readable
format and has the right to transmit such
data to another controller. The Data
Subjects also have the right to lodge a
complaint to the supervisory authority, The
office of personal data protection in the
Czech Republic regarding how CRO
processes such Data Subjects’ personal

12.6 Pravni pfedpisy o ochrané osobnich
udaja EU vyzaduiji, aby CRO oznamila
veSkerym subjektim udaju (jak jsou
definovany nize), Zze Zadavatel a/nebo
CRO a spolecnosti z jejich skupiny mohou
pouzit poskytnuté osobni Udaje subjektl
udajd v souladu s touto Smlouvou pro
administrativu, Uhradu nakladu a ucely
interniho hodnoceni. Vyraz ,subjekty udaju“
ve vyznamu zde pouzivaném znamena
ZkousSejiciho a jakoukoli jinou osobu, jejiz
osobni udaje jsou poskytovany CRO podle
této Smlouvy. CRO zpracuje osobni udaje
v rozsahu nezbytném pro spinéni svych
povinnosti plynoucich z této Smlouvy a pro
opravnéné zajmy Zadavatele, které ma
jakozto Zadavatel této Studie. CRO a/nebo
Zadavatel mohou sdilet osobni udaje se
svymi skupinami spole¢nosti a s
poskytovateli sluzeb a zastupci. Takove
sdileni mGze zahrnovat pfedani do tretich
zemi, tj. zemi mimo Uzemi EU/EHS. Kdyz
budou osobni Udaje subjektt udajl
prfedavany do tretich zemi, Zadavatel a
CRO zaijisti, aby pfedani bylo nalezité
zabezpecené a aby byla chranéna prava
subjektu udaju. Pro spolecnosti ve tfetich
zemich, které budou pfijimat osobni udaje
od Zadavatele nebo CRO, budou obvykle
pouzity standardni smluvni dolozky pfijaté
Evropskou komisi. Zadavatel a CRO budou
na rlizné kategorie osobnich udajl
uplatfiovat riiznou dobu uchovavani.
Nebude-Ili nutné dal zpracovavat osobni
udaje subjektl udaji za ucelem, ke
kterému byly shromazdény, budou
vymazany. Subjekty udaji maji pravo na
pristup ke svym osobnim udajum, které
CRO a Zadavatel zpracovavaji, a maji
pravo pozadat, aby jakékoli nepfesné
osobni udaje byly opraveny a, za urcitych
podminek, pozadat o vymaz a/nebo
omezeni zpracovani svych osobnich udaju.
Subjekty udaju maji pravo vznést namitku
proti zpracovani a ziskat zpracované
osobni udaje ve strukturovaném, bézné
uzivaném a strojové Citelném formatu a
maji pravo prenést takové Udaje k jinému
spravci. Subjekty udaji maji rovnéz pravo
podat stiznost dozorovému Ufadu pro
ochranu osobnich udaji v Ceské republice
ohledné toho, jak CRO osobni udaje
takového subjektu udaju zpracovava.
Instituce se timto zavazuje, ze jménem
CRO a Zadavatele sdéli kazdému subjektu
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data. Institution hereby undertakes, on
behalf of CRO and Sponsor, to notify each
Data Subject of her/his above said rights
under the Data Protection Laws and to
share the information provided in this
Section of the Agreement with all Data
Subjects.

udajd jeho vySe uvedena prava plynouci z

pravnich pfedpist o ochrané udajla a preda
v§em subjektim udaju informace uvedené

v této ¢asti Smlouvy.

12.7 Institution agrees that, in
accordance with Applicable Law and any
applicable industry ethics codes, Sponsor
may make public the amount of any funding
provided hereunder for the conduct of the
Study and may identify Institution and
Investigator as part of such disclosure.
Institution represents that has or will obtain
the Investigator’s consent to any such
disclosure.

12.7 Instituce souhlasi s tim, Ze v
souladu s pfislusnymi pravnimi predpisy a
pfislusnymi etickymi kodexy daného
odvétvi smi Zadavatel zvefejnit vysSi
jakékoli finan¢ni Eastky poskytnuté podle
této Smlouvy k provedeni Studie, a smi
jako soucast tohoto zpfistupnéni
identifikovat Instituci a ZkouSejiciho.
Instituce prohlasuje, Zze ke kazdému
takovému zpfistupnéni ma nebo ziska
souhlas Zkousejiciho.

13.  MISCELLANEOUS PROVISIONS

13. RUZNA USTANOVENI

13.1 This Agreement constitutes the
entire agreement and supersedes all prior
agreements and understandings, both
written and oral, between the Parties hereto
with respect to the subject matter hereof
and no Party shall be liable or bound to the
other in any other manner, except as set
forth herein.

13.1 Tato Smlouva pfedstavuje uplnou
smlouvu a nahrazuje vSechny prfedchozi
smlouvy a ujednani, pisemné i ustni, mezi
smluvnimi stranami vzhledem k
uvedenému pfedmétu Smlouvy a zadna ze
smluvnich stran neni druhé strané
odpovédna nebo zavazana jinym
zpusobem, nez je uvedeno zde.

13.2 Sponsor (and its Affiliates) is an
intended third-party beneficiary to this
Agreement. Except for the third-party
beneficiary rights granted to the Sponsor
and its Affiliates in this Agreement, no
entity or person has any rights under this
Agreement and shall not be able to enforce
any of the obligations of this Agreement.

13.2 Zadavatel (a jeho pfidruzené
spolecnosti) je zamyslenou tfeti stranou
opravnénou z této Smlouvy. Kromé prav,
které tato Smlouva udéluje Zadavateli a
jeho pfidruzenym spole¢nostem jako
opravnéné treti strané, zadny subjekt nebo
osoba nemaji jakakoli prava, ktera by
vyplyvala z této Smlouvy, a nemohou
vymahat jakékoli povinnosti uvedené v této
Smlouvé.

13.3 Institution and Investigator shall not
use the name, symbols and/or trademarks
of CRO or the Sponsor in any form of
publicity in connection with the Study
unless explicitly approved by CRO or
Sponsor in writing in advance.

13.3 Instituce a Zkousejici nebudou
pouzivat nazev, symboly a/nebo obchodni
znacky CRO nebo Zadavatele v Zadné
formé propagace v souvislosti se Studif,
pokud k tomu CRO nebo Zadavatel nedaji
pfedem pisemny souhlas.

13.4 Unless otherwise expressly stated
herein, no provision of this Agreement may
be amended, modified or otherwise
changed, other than by an instrument in
writing duly executed on behalf of the
Parties to this Agreement.

13.4 Pokud zde neni vyslovné uvedeno
jinak, zadné ustanoveni této Smlouvy
nesmi byt pozménéno, upraveno nebo
jinym zpisobem zmeénéno jinak nez
pisemnym dokumentem fadné
podepsanym jménem smluvnich stran této
Smlouvy.
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13.5 This Agreement is personal to the
Parties who shall not have any right to
assign it without the prior written consent of
the other Party, provided however, that
CRO may assign this Agreement to
Sponsor or to an Affiliate or an acquirer of
all or substantially all of the assets of the
business to which this Agreement pertains
and/or to perform any obligations
hereunder by any of its Affiliates without
prior written consent of Institution.

13.5 Tato Smlouva se tyka vyhradné
smluvnich stran a ty nemaji zadné pravo ji
postoupit, aniz by k tomu mély pfedem
pisemny souhlas druhé smluvni strany,
avSak s podminkou, ze CRO smi pInéni
této Smlouvy postoupit Zadavateli nebo
pfidruzenym spole¢nostem nebo tomu, kdo
ziska vSechna nebo v podstaté aktiva
spojena s obchodni ¢innosti, které se tato
Smlouva tyka, a/nebo proto, aby kterakoli z
pfidruzenych spole¢nosti plnila jakékoli zde
uvedené povinnosti, aniz by k tomu byl
potfeba pfedem dany pisemny souhlas ze
strany Instituce.

13.6 In making and performing this
Agreement, the Parties are acting and shall
act at all times as independent contractors,
and nothing contained in this Agreement
shall be construed or implied to create any
agency, partnership or employer and
employee relationship between the Parties.
At no time shall any Party make
commitments or incur any charges or
expenses for or in the name of any other
Party, other than as expressly set forth
herein.

13.6  P¥i uzavieni a plnéni této Smlouvy
smluvni strany jednaji a budou vzdy jednat
jako nezavisli u¢astnici smlouvy a nic v této
Smlouvé nelze vykladat tak, ze mezi
stranami doslo k vytvofeni jakéhokoli
vztahu zastoupeni, partnerstvi nebo vztahu
zaméstnavatele a zaméstnance. Zadna ze
smluvnich stran se nikdy nebude zavazovat
nebo uctovat néjaké poplatky nebo vydaje
za kteroukoli jinou smluvni stranu ani jejim
jménem, pokud to zde neni vyslovné
stanoveno.

13.7 The invalidity or unenforceability of
one or more provisions of this Agreement
shall not affect the validity or enforceability
of any of the other provisions hereof, and
this Agreement shall be construed in all
respects as if such invalid or unenforceable
provisions were omitted.

13.7 Neplatnost nebo nevymahatelnost
jednoho nebo vice ustanoveni této
Smlouvy neovlivni platnost nebo
vymahatelnost kteréhokoli jiného zde
uvedeného ustanoveni a tato Smlouva
musi byt vykladana ve vSech ohledech tak,
jako kdyby neplatna a nevymahatelna
ustanoveni neexistovala.

13.8 With the exception of Study funds
paid by CRO pursuant to this Agreement,
all notices required or permitted to be given
under this Agreement shall be in writing
and shall be (a) delivered personally, (b)
sent by certified mail, or (c) sent by a
courier guaranteeing next-day delivery, to
the recipients below. The Parties agree that
changes to the addresses below for receipt
of notices under this Section may be
effected by a letter signed by the relevant
party and does not require an amendment
to this Agreement signed by all Parties.

13.8 S vyjimkou prostfedku Studie
hrazenych CRO podle této Smlouvy musi
byt veSkera oznameni pozadovana nebo
povolena podle této Smlouvy u€inéna
pisemnou formou a musi byt (a) doru¢ena
osobng, (b) zaslana doporu¢enou zasilkou
nebo (c) zaslana kuryrem, ktery zarucuje
doruceni nasledujici den, pfijemcim
uvedenym nize. Smluvni strany souhlasi s
tim, ze zmény nize uvedenych adres pro
pfijem oznameni zminénych v této ¢asti
mohou byt dany na védomi dopisem
podepsanym danou stranou a nebude kvl
nim potfeba ménit tuto Smlouvu
podepsanou viemi smluvnimi stranami.

XXX CTA (Hlavni), v1.0, 28List2019

22 (26)




If to CRO: Kantar GmbH
Landsberger Strasse 284
80687 Munich

Germany

Pokud je adresatem CRO: Kantar GmbH
Landsberger Strasse 284
80687 Mnichov

Némecko

If to Sponsor: XXX

Pokud je adresatem Zadavatel: XXX

If to the Institution:
University Hospital Plzen
Center of clinical studies
Edvarda BeneSe 1128/13
305 99 Plzen

Czech Republic

Pokud je adresatem Instituce:
Fakultni nemocnice Plzen
Centrum klinickych studii
Edvarda Benede 1128/13
30599 Plzen

Ceska republika

With copy to the Investigator:
University Hospital Plzen

MUDr. Zderika HajSmanova
Institute of Clinical Biochemistry and
Hematology

Alej Svobody 80

304 60 Plzen

Czech Republic

S kopii pro Zkousejiciho:

Fakultni nemocnice Plzen

MUDr. Zderka HajSmanova

Ustav klinické biochemie a hematologie
Alej Svobody 80

304 60 Plzen

Ceska republika

14.  GOVERNING LAW AND DISPUTE | 14. ROZHODNE PRAVO A RESENI
RESOLUTION SPORU
14.1 The European General Data 14.1  Pro zpracovani osobnich udaju plati

Protection Regulation applies in the
processing of personal data. This
Agreement shall in all other respects be
governed by the laws of Czech Republic,
without reference to the conflict of law
provisions.

obecné nafizeni o ochrané osobnich udaja
EU. Ve vSech ostatnich ohledech se bude
tato Smlouva Fidit pravnimi predpisy Ceské
republiky, bez odkazu na ustanoveni
koliznich norem.

14.2 The Parties shall use reasonable
efforts to settle amicably any dispute
related to this Agreement.

14.2  Strany vynalozi pfiméfené usili ke
smirnému vyfeSeni jakychkoli sporu
tykajicich se této smlouvy.

14.3 Any dispute which the Parties
cannot settle amicably in accordance with
Section 14.2 above shall be submitted to
the competent courts in the Czech
Republic.

14.3 Jakékoli spory, které strany
nedokazi vyfesit smirné v souladu s
pfedchozim bodem 14.2, budou pfedlozeny
prisludnym souddm v Ceské republice.

14.4 This Agreement is written in the
Czech and English languages and the
contracting parties consider both language
versions to be equivalent, but in case of
discrepancies between the individual
versions, the contracting parties have
agreed that the Czech version of the
Agreement shall prevail. This Agreement
and all its annexes constitute the entire
agreement of the parties with respect to the
subject matter hereof.

14.4  Tato Smlouva je sepsana v ¢eském
a anglickém jazyce a smluvni strany
povaZzuiji obé jazykové verze za
rovnocenng, avdak pro pfipad vykladovych
nesrovnalosti mezi jednotlivymi verzemi se
smluvni strany dohodly, ze pfednost ma
Ceska verze Smlouvy. Tato Smlouva a
vSechny jeji pfilohy pfedstavuji uplnou
dohodu smluvnich stran o pfedmétu této
Smlouvy.
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[Signatures to follow on the next page] [Nasleduje stranka s podpisy]
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This Agreement has been signed by the
Parties’ duly authorized signatories on the
dates indicated below but effective as of
the Effective Date.

Tato Smlouva byla podepsana fadné
zmocnénymi zastupci smluvnich stran ve
dnech uvedenych niZe, ale v platnost
vstupuje k datu uginnosti.

Institution

Instituce

University Hospital Plzen

Fakultni nemocnice Plzen

Name Jméno: MUDr. Vaclav Simanek, Ph.D.
Title: Pozice: feditel
Date: Datum:

Accepted and agreed:

Pfijimam a souhlasim:

CRO

CRO

Kantar GmbH, Health Division

Kantar GmbH, Health Division

Name XXX Jméno: XXX
Title: XXX Pozice: XXX
Date: Datum:

Accepted and agreed:

PFijimam a souhlasim:

Name Jméno:
Title: Pozice:
Date: Datum:

Accepted and agreed:

PFijimam a souhlasim:
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[Investigator] [ZkousSejici]

Name: MUDr. Zdenka HajSmanova Jméno: MUDr. Zdenka HajSmanova
Title: Deputy Head of Clinical Pozice: Zastupce prednosty pro klinickou
Hematology, Institute of Clinical hematologii Ustavu klinické biochemie a
Biochemistry and Hematology, Alej hematologie, Alej Svobody 80,
Svobody 80, 304 60 Plzer - Lochotin
304 60 Plzen - Lochotin
Date: Datum:

Accepted and agreed: Pfijimam a souhlasim:
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Annex 1

Priloha ¢. 1

Budget

Rozpocet

In consideration for the performance of the
Institution and the Investigator under this
agreement and according to the Article 3 of
this agreement, CRO shall pay the
Institution:

S ohledem na praci, kterou budou Instituce
a ZkouSejici vykonavat na zakladé této
smlouvy, a v souladu ¢lankem 3 této
smlouvy bude CRO platit Instituci
nasledovné:

Fixed start-up fee (payable upon execution of Clinical Trial Agreement)
Fixni odména za zahajeni studie (splatna na zakladé uzavieni Smlouvy o klinické

studii)

Activity Compensation
Cinnost Uhrady
Administrative activities related to study initiation including contract

review, logistical fees, training of study site personnel

Administrativni ¢innosti spojené se zahajenim Studie v€etné

pfezkoumani smlouvy, logistickych poplatku, Skoleni personalu na

pracovisti, kde bude Studie probihat

Archiving fee

Archivacni poplatek

Fee for amendment to the contract

Poplatek za dodatek ke smlouve

TOTAL for set-up €
CELKEM za zahdjeni
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Per Patient Fees (payable following complete documentation incl. query resolution)
Platby za kazdého pacienta (splatné po zkompletovani dokumentace vé. vyreseni

Zarazeni pacienta (vCetné screeningu a ziskani informovaného
souhlasu)

Enrolment Visit data entry (incl. query resolution)
Zadani udaju o vstupnim vysetfeni (v&. vyfeSeni pfipadnych
dodateCnych otazek)

otazek)

Activity Compensation
Cinnost Uhrady
Patient Inclusion (including patient screening and obtaining informed

consent)

Follow-Up Visit

Dalsi vysetieni

Data entry (incl. AE reporting and query resolution)

Zadani udaju (v€. hlaseni nezadoucich pfihod a vyfeSeni pfipadnych
dodate€nych otazek)

FU calls for resolution of issues
Nasledné kontroly (FU) pro vyfeSeni probléma

Upload/shipment of one patient questionnaire package
(5 questionnaires)

Uploadovani/odeslani jednoho bali¢ku pacientskych dotaznik(
(5 dotaznikl)

TOTAL per complete patient (assuming 4 FU and 5
uploads/shipments of patient questionnaire packages)

CELKEM za kompletniho pacienta (pfedpoklada se 4 dalsi
vySetieni a 5 uploadovani/odeslani balicka pacientskych
dotazniku)

Monitoring Fees (payable once performed/if site selected)
Poplatek za monitorovani (splatny poté, co probéhne/pokud je
pracovisté vybrano)

Activity
Cinnost

Compensation
Uhrady

Monitoring Call (with study nurse and investigator (temporarily); incl.
remote SDV)

Monitorovaci hovor (se zdr. sestrou zapojenou do studie a zkousejicim
(do€asné); v€. vzdaleného ovérfeni zdrojovych)

On-site Monitoring Visit (incl. on-site SDV; study nurse and investigator
(temporarily) need to be present)

Monitorovaci navstéva na pracovisti (v€. Ovéfeni zdrojovych dat na
pracovisti; musi byt pfitomni zdr. sestra a zkousejici (do¢asné))
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Annex 2

Priloha €. 2

Account Details

Udaje k Gétu

Fees will be paid to the following account of | Uhrady budou smluvnimu partnerovi

the contract partners as detailed below: posilany na nasledujici ucet, viz nize:
VAT liability: OYES [ONO
Platce DPH: COANO [ONE

Tax registration / VAT-number:
DIC:

XXX

Tax rate (%):

Dariova sazba (%):

Street: Edvarda Bene$e 1128/13
Ulice: Edvarda BeneSe 1128/13
PO box:

PO Box:

ZIP code: 305 99

PSC: 305 99

City: Plzen — Bory

Mésto: Plzer - Bory

Country: Czech Republic

Zemé: Ceska republika

Contact person:

Kontaktni osoba:

XXX

Contact person phone / e-mail:
Telefon/e-mail kontaktni osoby:

trials@fnplzen.cz

trials@fnplzen.cz

Bank:

Banka:

Czech National Bank

Ceska narodni banka

Account holder (payee):

Drzitel uctu (pfijemce platby):

University Hospital Plzen

Fakultni nemocnice Plzen
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IBAN:
IBAN:

CZ91 0710 0345 3400 3373 9311
CZ91 0710 0345 3400 3373 9311

BIC (SWIFT) Code/Number:
BIC (SWIFT) kod:

CNBACZPP
CNBACZPP

Payment Reference:

Variabilni symbol:

Invoice number

Cislo faktury
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Annex 3

Priloha ¢. 3

Invoicing and Payment Terms

Fakturace a platebni podminky

a) Itis agreed that payment of a)  Smluvni strany souhlasi s
the sums due under this tim, ze Castky splatné na
Agreement shall be payable zakladé této Smlouvy bude
by CRO by wire transfer at CRO platit bezhotovostnim
the bank account indicated pfevodem na bankovni uéet
in Annex 2 and within 30 uvedeny v Pfiloze €. 2 ado
(thirty) days from the invoice 30 (tficet) dnu od obdrzeni
receipt. faktury.

b) Compensations in Annex 1 b)  Uhrady podle Pfilohy &. 1
are VAT excluded. VAT is jsou bez DPH. DPH je
reversed charged based on zpétné uctovana ¢astka na
the Article 196 of the zakladé ¢lanku 196
Council Directive smérnice Rady
2006/112/EC on the 2006/112/ES o spole¢ném
common system of value systému EU dané z pfidané
added tax. hodnoty (DPH).

c)  This compensation will be c) S touto uhradou bude
managed as assigned nakladano jako s ucelové
revenue. vazanym pfijmem.

d) Compensation will be paid d)  Uhrada bude vyplacena

according to Annex 1 of this
Agreement. Institution
should send invoice only
after being requested for
invoicing. CRO will provide
a listing of accomplishments
and a format of invoice.
CRO will only execute
payments for invoices which
contain the complete
necessary information as
outlined on the format of
invoice.

podle Pfilohy €. 1 této
Smlouvy. Instituce by méla
poslat fakturu az poté, co
bude o vyfakturovani
pozadana. CRO poskytne
seznam vykonu a format
faktury. CRO uhradi pouze
platby za faktury, které
budou obsahovat veskeré
nezbytné udaje, které jsou
ve formatu faktury
predepsany.
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e)  The Institution shall address
and sent all invoices under
this Agreement to:

e) Instituce bude vSechny
faktury vystavené na
zakladé této Smlouvy
zasilat na adresu:

CRO/Name: Kantar GmbH, Health
Division

CRO/Jméno: Kantar GmbH, Health
division

Attention To/Name of contact person:
XXX

K rukam/Jméno kontaktni osoby:
XXX

Street: Landsberger Stralie 284

Ulice: Landsberger Strale 284

Postal Code: 80687

PSC: 80687

City: Munich

Mésto: Mnichov

Country: Germany

Zemé: Némecko

» Once the Agreement is signed by all
parties, the first payment shall be
made for the fixed institution fee
(according to Annex 1) at the end of
the respective quarter.

» Poté, co bude Smlouva podepsana
vSemi stranami, bude prvni platbou
uhrazena fixni odména pro Instituci
(podle Prilohy &. 1), a to na konci
prislusného Ctvrtleti.

» Next payments shall be made in Q4
of each year based on the status of
completion of CRF for each Study
Subiject.

» Dalsi platby budou provedeny ve 4.
Ctvrtleti kazdého roku na zakladé
toho, jak budou kompletovany CRF
pro jednotlivé studijni subjekty.

» The final payment shall be made
when the Investigator and the
Institution have cumulatively: (i)
completed the Study, (ii) completed
CRF for each Study Subject in the
Study and solved all queries and (iii)
satisfactorily answered all of Kantar
inquiries regarding the Study so that
the Close-out call for the site can be
scheduled.

» Zaveérelna platba bude provedena,
az Zkousejici a Instituce
kumulativné: (i) dokonc¢i Studii,

(if) zkompletuji CRF pro kazdy
studijni subjekt ve Studii a vyfesi
vSechny pozadavky a (iii) uspokojivé
zodpovi vSechny dotazy spole€nosti
Kantar ohledné Studie, takze bude
moci byt naplanovan zavéreCny
rozhovor klinického hodnoceni.
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f) Institution shall be responsible for all f) Instituce bude odpovédna za
taxes payable on account of vSechny dané z téchto plateb
payments made by Kantar pfijatych od spole¢nosti Kantar.
hereunder. If any additional material Pokud v pribéhu Studie vzniknou
costs are incurred in the course of jakékoli dal§i vyznamné naklady,
the Study, such costs will only be budou spoleénosti Kantar uhrazeny
reimbursed by Kantar upon its prior jen na zakladé predchoziho
written approval. pisemného souhlasu.

g) The Institution and Investigator g) Instituce a ZkouSejici rozumi tomu a
understand and agree that the Fee souhlasi s tim, Ze uhrady pokryvaji
covers any and all fees, costs and jakékoli a vSechny poplatky, naklady
expenses to be incurred by the a vydaje, které Instituce a ZkousSejici
Institution and Investigator under this vynalozi v souladu s touto
Agreement. Smlouvou.

h) It is understood and agreed that no h) Smluvni strany rozumi tomu a
fee shall be paid by Kantar for any souhlasi s tim, ze spole¢nost Kantar
visits performed in relation to any nebude platit za Zadna vySetfeni
patient who does not conform to the jakéhokoli pacienta, ktery nebude
Protocol’s inclusion and exclusion spliovat kritéria Protokolu pro
criteria or in relation to whom serious zafazeni a vylouceni nebo u kterého
violation from the Protocol have doslo k zavaznému poruseni
been made if the violation resulted in Protokolu, pokud byl nasledkem
the withdrawal of the Study Subject tohoto poruseni tento studijni subjekt
from the Study. vyfazen ze Studie.

i) If the Study is terminated i) Pokud bude Studie z jakéhokoli

prematurely for whatever reason,
and Institution has received
payments totalling more than the
actual fee - to be calculated in
accordance with the method
provided under Annex 1 to the point
of termination of the Study -
Institution shall promptly reimburse
such overpayments to Kantar within
30 (thirty) days of effective date of
termination of this Agreement.

divodu pfed¢asné ukoncena a
Instituce obdrzela platby pfesahujici
skute€né naklady — kalkulovano ke
dni ukonceni Studie metodou
popsanou v Pfiloze €. 1 — Instituce
bezodkladné vrati takové preplatky
spole¢nosti Kantar, do 30 (tficeti)
dnud od data ucinnosti ukon&eni
platnosti této Smlouvy.
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