Clinical Site Agreement

Smlouva s klinickym pracovistém

THIS AGREEMENT is made by and between

TATO SMLOUVA se uzavira mezi témito smluvnimi

(Company number IE 3249971HH)
(hereinafter “CRO”)

stranami
(1) Parexel International (IRL) Limited (1) Parexel International (IRL) Limited
70 Sir John Rogerson's Quay 70 Sir John Rogerson's Quay
Dublin 2 Dublin 2
Ireland Irsko

(Cislo spole¢nosti: IE 3249971HH)
(dale jen ,,CRO“)

and

a

Fakultni nemocnice v Motole

()

Fakultni nemocnice v Motole

(2)

V Uvalu 84

150 06 Praha 5

Czech Republic

ID No: 00064203

VAT No: CZ00064203

Represented by: | NG - thorized
by Power of Attorney

(hereinafter “Institution”)

V Uvalu 84

150 06 Praha 5

Ceska republika

IC: 00064203

DIC: CZ00064203

IERGINE = REFEINEGH
povéfeni

(dale jen ,Poskytovatel zdravotnich sluzeb”)

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

spolecné oznacované jako , Strany” a kazda z nich jako

A multicentre, Phase Il, single-arm, interventional study of
neoadjuvant durvalumab and platinum-based
chemotherapy (CT), followed by either surgery and
adjuvant durvalumab or chemoradiotherapy (CRT) and
consolidation durvalumab, in participants with resectable
or borderline resectable stage II1B-11IB Non-small Cell Lung
Cancer (NSCLC) (hereinafter “Study”)

Durvalumab (hereinafter ,Study Drug“)

,Strana“.
regarding ohledné
Protocol No: D9106C00002 (hereinafter “Protocol”) Protokolu ¢.: D9106C00002 (dale jen ,Protokol”)

Multicentrickd, jednoramenna, intervencni studie faze Il
hodnotici  neoadjuvantni  lé¢bu  durvalumabem a
chemoterapii (CT) na bazi platiny, nasledovanou bud
chirurgickym zdkrokem a adjuvantni |é¢bou durvalumabem,
nebo chemoradioterapii (CRT) a konsolidacni |écbou
durvalumabem u ucastnikd s resekovatelnym nebo hrani¢né
resekovatelnym nemalobunécnym karcinomem plic (NSCLC)
stadia IIB—I1IB (dale jen“Klinické hodnoceni*)

Durvalumab (dale jen ,,Studijni IéCivo®)

of

spolecnosti

SPONSOR: AstraZeneca AB
at 151 85 Sodertilje, Sweden
hereinafter “SPONSOR”

ZADAVATELE: AstraZeneca AB
Adresa 151 85 Sodertilje, Svédsko
déle jen ,,ZADAVATEL"

WHEREAS, SPONSOR is the sponsor of the multi-
center/multi-centre Study to clinically evaluate the Study
Drug 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; and

VZHLEDEM K TOMU, ZE ZADAVATEL je zadavatelem
multicentrického Klinického hodnoceni, jehoZz cilem je
klinické vyhodnoceni Studijniho IéCiva, a CRO (nebo jeji
Spriznéna osoba) byla ZADAVATELEM zaangaZovana (na
zakladé samostatné pisemné smlouvy) jako dodavatel
ZADAVATELE a jeho zmocnénec povéreny fizenim
Klinického hodnoceni za ZADAVATELE; a
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WHEREAS [ (hereinafter

»Investigator”) will conduct the Study in the Institution
and all Study Personnel will conduct the Study under the
supervision of Investigator; and

VZHLEDEM K TOMU, z¢ R (e jen

»,Zkousejici“) bude provadét studii u Poskytovatele
zdravotnich sluzeb a vSichni Pracovnici zapojeni do
klinického hodnoceni budou provadét Klinické hodnoceni
pod dohledem Zkousejiciho; a

WHEREAS Institution and Investigator shall Fully
Cooperate with CRO and shall permit CRO to perform any
and all of the SPONSOR’s Study obligations and to
exercise any and all of SPONSOR’s Study rights that lie
with SPONSOR, on the basis of Applicable Law and GCP
regulations as though such rights were CRO’s own rights,
as has been delegated by SPONSOR to CRO.

VZHLEDEM K TOMU, ZE Poskytovatel zdravotnich sluzeb a
Zkousejici s CRO plné spolupracuji a umozni ji, aby plnila
veskeré povinnosti ZADAVATELE v ramci Klinického
hodnoceni a aby uplatriovala veskerd prava ZADAVATELE v
ramci Klinického hodnoceni, kterda ZADAVATELI nalezi na
zakladé Vztahujicich se prdvnich predpisd a nafizeni o
dobré klinické praxi, jako kdyby takova prava byla vlastnimi
pravy CRO tak, jak je na ni delegoval ZADAVATEL.

WHEREAS, Investigator is an employee/contractor of
Institution; and

VZHLEDEM K TOMU, ZE Zkousejici je
zaméstnancem/dodavatelem Poskytovatele zdravotnich
sluzeb; a

WHEREAS, Institution and Investigator each desires to
participate in the Study as described in this Agreement;
and

VZHLEDEM K TOMU, ZE Poskytovatel zdravotnich sluzeb a
Zkousejici si pfeji zucastnit se Klinického hodnoceni tak, jak
je popsano v této Smlouvé; a

WHEREAS, this Agreement explains the joint and several
obligations and rights of Institution and Investigator and
the obligations and rights of CRO with respect to the
performance of the Study.

VZHLEDEM K TOMU, ZE tato Smlouva vysvétluje spole¢né a
nerozdilné povinnosti a prava Poskytovatele zdravotnich
sluzeb a Zkousejiciho a povinnosti a prava CRO ve vztahu k
provadéni Klinického hodnoceni;

WHEREAS, under this Agreement CRO does not act, or
purport to act, as SPONSOR's contractual agent, but
rather as SPONSOR's appointed Designee for managing
the Study.

VZHLEDEM K TOMU, ZE na zakladé této Smlouvy CRO
nejedna ani se nesnazi jednat jako smluvni zastupce
ZADAVATELE, nybri jako Zmocnénec ZADAVATELE pro
fizeni Klinického hodnoceni.

1. DEFINITIONS

1. DEFINICE

Definitions for terms used in this Agreement are in
Exhibit B.

Definice vyrazl pouzivanych v této Smlouvé jsou uvedeny
v priloze B.

2. CONDUCT OF THE STUDY

2. PROVADENI KLINICKEHO HODNOCENI

2.1. Institution agrees, and commits itself to CRO, to
allow Investigator and other Study Personnel to conduct
the Study at Institution, and warrants that Investigator
and other Study Personnel are either employed by
Institution or contractors bound in writing to equivalent
obligations as are contained in this Agreement.

2.1. Poskytovatel zdravotnich sluzeb souhlasi a zavazuje se
CRO, Ze umoiZni Zkousejicimu a ostatnim Pracovnikiim
zapojenym do klinického hodnoceni provadéni Klinického
hodnoceni u Poskytovatele zdravotnich sluzeb, a
prohlasuje, Ze Zkousejici a ostatni Pracovnici zapojeni do
klinického hodnoceni jsou bud' zaméstnanci Poskytovatele
zdravotnich sluzeb, nebo jsou smluvnimi dodavateli
pisemné vazanymi k odpovidajicim povinnostem, jako jsou
obsazeny v této Smlouvé.

2.2. Investigator agrees, and commits itself to CRO, to
conduct the Study at Institution. Investigator shall
personally supervise the conduct of the Study by the

2.2, Zkousejici souhlasi s provadénim Klinického
hodnoceni u Poskytovatele zdravotnich sluzeb a zavazuje
se vlc¢i CRO je takto provadét. Zkousejici bude osobné
dohlizet na provadéni Klinického hodnoceni ze strany
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Study Personnel to the full extent contemplated by the
Protocol and by Applicable Law.

Pracovnik( zapojenych do klinického hodnoceni v plném
rozsahu zamysleném Protokolem a Vztahujicimi se
pravnimi predpisy.

2.3. Investigator and Institution acknowledge that
SPONSOR is the sponsor of the Study, and as such is an
intended third-party beneficiary of this Agreement,
whereas SPONSOR transfers any or all of the SPONSOR's
Study related functions to CRO in compliance with ICH-
GCP. The Parties acknowledge that conferring third-
party beneficiary status upon the SPONSOR and its
affiliates is a direct and material purpose of the Parties
entering into this Agreement. To the extent Applicable
Law does not allow vesting of any rights directly in
SPONSOR under this Agreement, such rights will vest in
the CRO, who shall enforce such rights upon SPONSOR’s
written instruction. In addition to the foregoing,
Investigator and Institution agree that CRO may disclose
any and all Study Documentation and/or Materials
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 Study Documentation, submission of
applications, financial terms, or anything else) derive
from SPONSOR'’s status as such, as set out by Applicable
Law and GCP regulations, and Investigator and Institution
agree to all such instances. Investigator and Institution
will fully cooperate with CRO’s requests relating to
SPONSOR.

2.3. ZkousSejici a Poskytovatel zdravotnich sluzeb berou na
védomi, Ze ZADAVATEL je zadavatelem Klinického
hodnoceni, a jako takovy je zamyslenou opravnénou
osobou z této Smlouvy; za timto ucelem ZADAVATEL
preddva veskeré funkce ZADAVATELE souvisejici s
Klinickym hodnocenim CRO v souladu s ustanovenimi ICH-
GCP. Strany berou na védomi, Ze udéleni statusu
opravnéné osoby ZADAVATELI a jeho spfiznénym osobam
je primym a podstatnym zdmérem Stran, které tuto
Smlouvu uzaviraji. V rozsahu, v jakém Vztahujici se pravni
predpisy neumoznuji pfiznani jakychkoli prav primo
ZADAVATELI na zakladé této Smlouvy, udéluji se tato prava
CRO, kterd je bude uplatiovat na zakladé pisemného
pokynu ZADAVATELE. Kromé vySe uvedeného souhlasi
Zkousejici a Poskytovatel zdravotnich sluzeb s tim, Ze CRO
je oprdavnéna poskytnout ZADAVATELI veSkerou Studijni
dokumentaci a/nebo Materidly tykajici se této Smlouvy
a/nebo ucasti ZkouSejiciho a Poskytovatele zdravotnich
sluzeb v Klinickém hodnoceni, zejména vcetné jakychkoli
Reportd nebo jinych dokumentll nebo materidll
poskytnutych Zkousejicim nebo Poskytovatelem
zdravotnich sluzeb CRO na zakladé této Smlouvy. Veskeré
odkazy na ZADAVATELE v této Smlouvé (at jiz v kontextu
poskytnuti Studijni dokumentace, predloZeni Zadosti,
finan¢nich podminek nebo ¢ehokoli jiného) se odvijeji od
postaveni ZADAVATELE jako takového, jak je stanoveno
Vztahujicimi se pravnimi predpisy a predpisy o dobré
klinické praxi, a Zkousejici a Poskytovatel zdravotnich
sluzeb se vSemi takovymi ptipady souhlasi. ZkouSejici a
Poskytovatel zdravotnich sluzeb budou s CRO plné
spolupracovat ve vztahu ke vSsem pozadavkim tykajicim se
ZADAVATELE.

2.4. Investigator and Institution acknowledge that CRO is
the recipient of Services described in this Agreement and,
for the avoidance of any doubt, that SPONSOR is not the
recipient of Services described in this Agreement.

2.4. Zkousejici a Poskytovatel zdravotnich sluzeb berou na
védomi, Ze CRO je prijemcem Sluzeb popsanych v této
Smlouvé, a aby se predeslo pochybnostem, pak také ze
ZADAVATEL neni pfijemcem Sluzeb popsanych v této
Smlouvé.

2.5. Institution and Investigator specifically agree, and
commit themselves to CRO, to (and warrant that Study
Personnel will) conduct the Study in a diligent, efficient,
and skilful manner, in strict compliance with the terms
and conditions of this Agreement, the Protocol including
subsequent amendments, any specific  Study
Instructions, Applicable Law, all requirements of the
Institution or facility, and any other professional
standards applicable to their professional industries and
fields. Neither Institution nor Investigator nor any Study

2.5. Poskytovatel zdravotnich sluZeb a Zkousejici konkrétné
souhlasi a zavazuji se vici CRO (a zarucuji, Ze to plati i pro
Pracovniky zapojené do klinického hodnoceni), Ze budou
Klinické hodnoceni provadét peclivé, acinné a
kvalifikované, v ptisném souladu s podminkami této
Smlouvy, Protokolem vcetné ndslednych zmén, jakymikoli
konkrétnimi Pokyny k provadéni klinického hodnoceni,
Vztahujicimi se pravnimi predpisy, veskerymi pozadavky
Poskytovatele zdravotnich sluZzeb nebo zafizeni a
jakymikoli jinymi odbornymi standardy, které se vztahuji na
jejich odborné odvétvi a obor. Poskytovatel zdravotnich
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Personnel shall make any unauthorized warranties to any
person (including Subjects) concerning the Study Drug.

sluzeb ani Zkousejici ani Pracovnici zapojeni do klinického
hodnoceni neposkytnou Zddné osobé (véetné Subjektl)
zadné neoprdvnéné zaruky tykajici se Studijniho léciva.

2.6. If required by Applicable Law, CRO shall make the
necessary submissions or notifications to the regulatory
authorities and/or appropriate Ethics Committee (EC).
The Study may not commence until the Investigator has
been informed by CRO that such authorizations have
been granted.

2.6. Pokud to vyZaduji Vztahujici se pravni pfedpisy, ucini
CRO nezbytna podani nebo ozndmeni regulacnim orgdnim
a/nebo pfrislusné etické komisi (EK). Klinické hodnoceni
nesmi byt zahajeno, dokud Zkousejici neobdrzi od CRO
informaci o tom, Ze byla prislusna povoleni udélena.

2.7. Investigator shall, prior to a Subject’s participation in
the Study, obtain the Subject's written informed consent
to participate in the Study. Each Subject’s written
informed consent shall be in a form that is in accordance
with the Protocol.

2.7. ZkouSejici ziska pred ucasti Subjektu v Klinickém
hodnoceni jeho pisemny informovany souhlas s ucasti v
Klinickém hodnoceni. Pisemny informovany souhlas
kazdého Subjektu bude ve formé odpovidajici poZzadavkim
Protokolu.

2.8. Investigator shall enroll the number of duly qualified
(according to the Protocol) Subjects for the Study as set
forth in Exhibit A and shall do so according to the
timetable set forth in Exhibit A. Notwithstanding the
foregoing, Investigator agrees that SPONSOR or CRO may
unilaterally revise the number of Subjects that
Investigator shall enroll, and/or the timeframe for such
enrollment, via Study Instructions at any time.

2.8. Zkousejici provede nabor takového poctu radné (podle
Protokolu)  kvalifikovanych  SubjektG pro  Klinické
hodnoceni, jaky je stanoven v Pfiloze A, a ucini tak v
souladu s ¢asovym harmonogramem obsazenym v Pfiloze
A. Bez ohledu na vySe uvedené je ZkouSejici srozumén s
tim, Ze ZADAVATEL nebo CRO muZe jednostranné revidovat
pocet Subjektl, které Zkousejici do studie zaradi, a/nebo
Casovy ramec pro takové zarazeni, a to kdykoliv
prostiednictvim PokynU k provadeéni klinického hodnoceni.

2.9. Institution and Investigator shall:

2.9. Poskytovatel zdravotnich sluZzeb a Zkousejici:

(i) keep a detailed and written inventory of all
clinical supplies, equipment and Study Drug provided by
SPONSOR or CRO or its Affiliates and shall store such
Materials according to the Protocol or Study Instructions
and

(i) povedou podrobny a pisemny soupis veSkerého
klinického materidlu, vybaveni a Studijniho IécCiva
poskytnutych ZADAVATELEM nebo CRO nebo jejich
Spriznénymi osobami a uchovavaji tyto Materialy v souladu
s Protokolem nebo Pokyny k provadéni klinického
hodnoceni a

(ii) make the Study Documentation available for the
SPONSOR and the Regulatory Authorities in accordance
with Applicable Laws. The Study Documentation shall be
retained for a minimum of twenty-five (25) years, or
longer in accordance with the Applicable Laws, after the
Study closure unless the local regulations differ.

(ii) zpfistupni Studijni dokumentaci ZADAVATELI a
Regulacnim organim v souladu se Vztahujicimi se pravnimi
predpisy. Studijni dokumentace se uchovavd po dobu
minimalné dvaceti péti (25) let nebo déle po uzavreni
Klinického hodnoceni v souladu se Vztahujicimi se pravnimi
predpisy, pokud mistni predpisy nevyzaduji néco jiného.

(iii) not destroy any Study Documentation without
the prior written approval of the SPONSOR. Institution
and Investigator shall provide to CRO or its Affiliates all
study data collected on case report forms as instructed
by CRO.

(iii) nezni¢i Zadnou Studijni dokumentaci bez
predchoziho pisemného souhlasu ZADAVATELE.
Poskytovatel zdravotnich sluzeb a Zkousejici poskytne CRO
nebo jejim Spfiznénym osobam vsechna data z klinického
hodnoceni shromazdénd z formuldrd pfipadovych zprav
podle pokyntd CRO.

SPONSOR or the SPONSOR’s designee shall ensure
appropriate and timely supply of the Study Drug
necessary for the performance of the Study.

ZADAVATEL nebo jeho zmocnénec zajisti fadné a vcéasné
dodani Studijniho 1é¢iva nezbytného k provadéni
Klinického hodnoceni.
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The Study Drug shall be supplied, free of charge, to
Institution’s pharmacy. Institution hereby undertakes to
ensure that the Study Drug be stored separately from
other medication in the pharmacy, and its preparation,
inspecting, preserving and dispensing (hereinafter only
“Study Drug Handling”) be performed in compliance with
Protocol and Study Instructions, and the Applicable Law,
as well as the terms and conditions stipulated by LEK-12
Directive issued by State Institute for Drug Control.

Studijni lécivo bude do lékarny Poskytovatele zdravotnich
sluzeb doddvdno bezplatné. Poskytovatel zdravotnich
sluzeb se timto zavazuje, Ze zajisti, aby bylo Studijni Ié¢ivo
ukladano zvlast, oddélené od jinych Iékd v Iékarné a aby
jeho pfriprava, kontrola, uchovavani a vydavani (dale
oznacované jako ,Nakladani se Studijnim lécivem®)
probihaly v souladu s Protokolem, s Pokyny k provadéni
klinického hodnoceni, se Vztahujicimi se predpisy i s
podminkami stanovenymi Smérnici LEK-12 vydanou
Statnim Ustavem pro kontrolu léCiv.

Institution  shall appoint agent/agents meeting
professional qualification criteria for the medical position
of a pharmacist or pharmaceutical assistant pursuant to
Applicable law, who shall be responsible for Study Drug
Handling and keeping full records thereon. Immediately
after appointing such agent, Institution shall notify CRO
in writing of the name and surname of the appointee(s)
along with the appropriate contact details, if applicable.

Poskytovatel zdravotnich sluzeb jmenuje zastupce, ktery
bude / ktefi budou splfiovat kritéria odborné kvalifikace na
medicinskou pozici farmaceuta nebo farmaceutického
asistenta v souladu se Vztahujicimi se predpisy; tento
zastupce bude / tito zastupci budou odpovidat za
Nakladani se Studijnim léfivem a za vedeni uplnych
zaznamU o ném. OkamiZité po jmenovani takového
zastupce Poskytovatel zdravotnich sluzeb pisemné oznami
CRO jméno a pfijmeni takové jmenované osoby / takovych
jmenovanych osob, pfipadné spolu s prislusSnymi
kontaktnimi udaji.

Investigator hereby undertakes to draw the Study Drug
from Institution’s pharmacy in compliance with the
Protocol and in doses required for each individual Study
subject visit.

Zkousejici se timto zavazuje odebirat Studijni léCivo z
Iékarny Poskytovatele zdravotnich sluzeb v souladu s
Protokolem a v ddavkach poZzadovanych pro navstévu
kazdého jednotlivého Subjektu Klinického hodnoceni.

Sponsor through CRO shall notify the pharmacist
authorized by the pharmacy by mail or phone on the date
of delivery to the pharmacy at least 3 business days in
advance.

Study Drug shall be delivered to the following address:
Nemocniéni lékarna FN Motol, V Uvalu 84, 150 06 Praha
5, Czech Republic. Each shipment will be addressed
directly to the responsible pharmacist.

Zadavatel prostiednictvim CRO je povinen oznamit do 3
pracovnich dnl pred dodanim, kdy bude zasilka do Iékarny
preddna, a to bud emailem nebo telefonicky, Iékarnou
povérenému farmaceutovi.

Z3silky studijniho lé¢iva budou dodavdny na adresu:
Nemocniéni lékarna FN Motol, V Uvalu 84, 150 06 Praha 5,
Ceska republika. Kaida zasilka bude oznaena jménem
odpovédného Iékdrnika.

The Institution hereby undertakes to perform/ensure
safe liquidation/disposal of unused Study Drug (as
hazardous waste) in accordance with the Applicable Law,
if requested to do so by SPONSOR or CRO.

Poskytovatel zdravotnich sluZzeb se timto zavazuje
realizovat/zajistit bezpecnou likvidaci/odstranéni
nepouzitého Studijniho léCiva (jako nebezpecéného odpadu)
v souladu se Vztahujicimi se predpisy, pokud to pozaduje
ZADAVATEL nebo CRO.

2.10. When an EDC system is used for the Study, CRO will
provide Investigator with copies of the Study site’s
electronic Case Report Forms and associated data (End of
Study data). Investigator is responsible for retaining the
End of Study data in accordance with ICH Guidelines,
local regulation and internal site process for archiving of
electronic documents, periodically checking for viability
and retrievability. As with other study documents, the
data should be stored in a safe and secure location to
prevent accidental or premature destruction. The data

2.10. Pokud se pro Klinické hodnoceni pouZiva systém EDC,
poskytne CRO Zkousejicimu kopie elektronickych
Formulara hlaseni o pripadu a souvisejicich udajl (Udaje pfi
Ukonceni klinického hodnoceni). Zkousejici je odpovédny
za uchovavani udajh pri Ukonceni klinického hodnoceni v
souladu s pokyny ICH, mistnimi predpisy a internim
postupem pracovisté pro archivaci elektronickych
dokumentl, pricemZz pravidelné kontroluje jejich
Zivotaschopnost a vyhledatelnost. Stejné jako ostatni
studijni dokumenty by mély byt Gdaje uloZeny na

276427 0910600002 CZE 1904 |l csA INsT Bilingual 20240402 1.0

Strana 5z48




should be regarded as part of the Investigator’s study file,
but may be stored separately.

bezpetném a zabezpeceném misté, aby se zabranilo jejich
ndhodnému nebo pred¢asnému zniceni. Udaje by se mély
povazovat za soucast studijniho spisu Zkousejiciho, ale
mohou byt uloZzeny oddélené.

2.11. Institution and Investigator agree and warrant that
Study Personnel that they are not presently under any
agreement or obligation which conflicts with the duties
and obligations owed to SPONSOR or CRO under this
Agreement, and further agree not to undertake any such
obligation or agreement during the course of the Study.

2.11. Poskytovatel zdravotnich sluzeb a Zkousejici souhlasi
a zarucuji, Ze Pracovnici zapojeni do klinického hodnoceni
v soucasné dobé nemaji zddnou dohodu ani povinnost,
ktera by byla v rozporu s jejich povinnostmi a zavazky vidi
ZADAVATELI nebo CRO vyplyvajicimi z této Smlouvy, a dale
souhlasi s tim, Ze se v pribéhu Klinického hodnoceni k
zadné takové povinnosti ani smlouvé nezavazou.

2.12. Institution shall, throughout the duration of the
Study, provide, keep available to the Study Personnel and
maintain all necessary Resources for the adequate
performance of the Study. Investigator shall, throughout
the duration of the Study, ensure that adequate Study
Personnel are available to complete the Study.
Institution and Investigator shall inform CRO promptly in
writing (including by email) about all changes impacting
the Resources and/or the Study Personnel.

2.12. Poskytovatel zdravotnich sluzeb v pribéhu Klinického
hodnoceni poskytne Pracovnikiim zapojenym do klinického
hodnoceni vSechny nezbytné Zdroje pro odpovidajici
provadéni Klinického hodnoceni, zajisti, aby je méli k
dispozici, a bude je udrzovat. Zkousejici po dobu Klinického
hodnoceni zajisti, aby byli pfislusni Pracovnici zapojeni do
klinického hodnoceni k dispozici pro dokonceni Klinického
hodnoceni. Poskytovatel zdravotnich sluzeb a Zkousejici
urychlené pisemné (véetné e-mailem) informuji CRO o
jakychkoli zménach, které maji dopad na Zdroje a/nebo na
Pracovniky zapojené do klinického hodnoceni.

2.13. The Protocol, including any amendments thereto,
constitutes an integral part of this Agreement by
reference. In case of any inconsistency between this
Agreement and the Protocol, the Protocol shall take
precedence on matters of medicine, science and conduct
of the Study; otherwise the terms of this Agreement shall
prevail.

2.13. Protokol, véetné vsech jeho zmén, tvofi nedilnou
soucast této Smlouvy zaclenénou formou odkazu. V
pfipadé jakéhokoli rozporu mezi touto Smlouvou a
Protokolem je v zéleZitostech medicinskych a védeckych a
v otazkach provadéni Klinického hodnoceni rozhodujici
Protokol; jinak jsou rozhodujici podminky této Smlouvy.

2.14. Institution and Investigator agree that if any Study
Personnel is a government employee, official and/or
performing a governmental function, such relationship
may be disclosed to the SPONSOR and any compensation
that such individual receives with respect to the Study
may be disclosed to the Institution and is hereby
approved.

2.14. Poskytovatel zdravotnich sluzeb a Zkousejici souhlasi,
Ze pokud je kterykoli z Pracovnik(i zapojenych do klinického
hodnoceni statnim zaméstnancem, funkciondfem a/nebo
vykonava statni funkci, mdze byt ZADAVATEL informovan o
tomto vztahu a Poskytovatel zdravotnich sluzeb muzZe byt
informovan o jakékoli nahradé, kterou takova fyzicka
osoba obdrzi v souvislosti s Klinickym hodnocenim a ktera
se timto schvaluje.

2.15. Institution and Investigator warrant that neither
they, nor any Study Personnel are officials, agents, or
representatives of any government or political party or
international organization where they may be in
positions of authority to be able to improperly help CRO
or SPONSOR obtain a business advantage. Institution and
Investigator further warrant that neither they nor any
Study Personnel shall make any payment, either directly
or indirectly, of any money or other consideration
(hereinafter Payment), to government or political party
officials, officials ~ of international  organizations,
candidates for public office, or representatives of other

2.15. Poskytovatel zdravotnich sluzeb a Zkousejici
prohlasuji, Ze ani oni, ani Pracovnici zapojeni do klinického
hodnoceni nejsou uredniky, zmocnénci ani zastupci
jakékoli vlady nebo politické strany nebo mezinarodni
organizace, kde by pfipadné byli v pozici autority, jez mlize
nepatficné napomahat CRO nebo ZADAVATELI k ziskani
obchodni vyhody. Poskytovatel zdravotnich sluzeb a
Zkousejici dale zarucuiji, Ze nikdo z nich ani Zadni Pracovnici
zapojeni do klinického hodnoceni neprovedou pfimou ani
nepfimou platbu jakékoli penézni castky ani jiné uplaty
(dale oznacovana jako Platba) statnim nebo politickym
funkcionarim, urednikim mezinarodnich organizaci,
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businesses or persons acting on behalf of any of the
foregoing (hereinafter collectively Officials) where such
Payment would constitute violation of any law, including
the U.S. Foreign Corrupt Practices Act. In no event shall
Institution, Investigator, or any Study Personnel make
any Payment either directly or indirectly to Officials if
such Payment is for the purpose of influencing decisions
or actions with respect to the subject matter of this
Agreement or any other aspect of CRO’s or SPONSOR’s
business. Institution and Investigator shall report any
violation of this warranty promptly to CRO and agree to
respond to any CRO inquiries about any potential
violations and make appropriate records available to CRO
or SPONSOR upon request. At any time upon the request
of CRO, Institution and Investigator agree to promptly
certify in writing their ongoing compliance (and the
compliance of all other Study Personnel) with the
warranties contained in this Section.

kandidatim na verfejny uUfad nebo zastupcim jinych
podnikd nebo osob jednajicich jménem kteréhokoli z vyse
uvedenych (déle spoleéné oznacovani jako Funkcionafi),
pokud by takova Platba pfedstavovala poruseni jakéhokoli
zakona, vcetné Zakona USA o korupcnich praktikach v
zahranici. Poskytovatel zdravotnich sluzeb, Zkousejici ani
Pracovnici zapojeni do klinického hodnoceni v zadném
pfipadé pfimo ani nepfimo neprovedou Zadnou Platbu
Funkcionaram, pokud ma takova Platba ovlivnit rozhodnuti
nebo jednani s ohledem na pfedmét této Smlouvy nebo
jakykoli jiny aspekt podnikani CRO nebo ZADAVATELE.
Poskytovatel zdravotnich sluzeb a Zkousejici neprodlené
oznami jakékoli poruseni tohoto prohlaseni CRO a souhlasi
s tim, Ze CRO zodpovi jakékoli dotazy tykajici se pripadnych
poruseni a Ze na vyzadani CRO nebo ZADAVATELI
poskytnou pfislusné zdznamy. Poskytovatel zdravotnich
sluZzeb a ZkousSejici souhlasi s tim, Ze kdykoli na vyzadani
CRO neprodlené pisemné potvrdi, Ze trvale dodrZuji (a Ze
vsichni ostatni Pracovnici zapojeni do klinického hodnoceni
dodrzuji) prohlaseni uvedena v tomto odstavci.

2.16. Investigator and/or Study Personnel may be invited
to attend and participate in meetings relating to the
Study. The Parties agree that there will be no additional
compensation for attendance or participation at such
meetings by the Investigator or any Study Personnel. If
the Investigator and/or Study Personnel are required to
perform any additional tasks, over and above those
required for the conduct of the Study, the terms and
obligations for the provision of such services shall be
subject to a separate agreement.

2.16. Zkousejici a/nebo Pracovnici zapojeni do klinického
hodnoceni mohou byt pfizvdni k ucasti na jednanich
tykajicich se Klinického hodnoceni. Strany souhlasi s tim,
Ze Zkousejici ani Zadny z Pracovnikl zapojenych do
klinického hodnoceni neobdrzi zadné dalsi nahrady za
GCast na téchto jednanich. Pokud Zkousejici a/nebo
Pracovnici zapojeni do klinického hodnoceni maji
povinnost vykonavat jakékoli dalsi ukoly nad ramec ukol
pozadovanych pro provedeni Klinického hodnoceni, musi
byt podminky a povinnosti pro poskytovani téchto sluzeb
oSetfeny v samostatné smlouveé.

2.17. Investigator shall report to the CRO all non-
compliance with the protocol and other applicable
regulations and laws, e.g. serious breach, enabling the
SPONSOR/CRO to meet requirements for the expedited
reporting when and where required.

2.17. Zkousejici ohlasi CRO veskeré pfipady nedodrzeni
protokolu a dalsich platnych predpis a zakon(, naptiklad
zavazné poruSeni, ¢imz umozni ZADAVATELI/CRO splnit
pozadavky na zrychlené hlaseni, kdykoli se vyZaduje.

3. REPORTS, MONITORING AND COOPERATION

3. REPORTY, MONITOROVANI A SPOLUPRACE

3.1. Investigator shall submit to CRO, and CRO has a right
to claim under this Agreement, all completed eCRFs or
CRFs resulting from the Study within a reasonable time
period and in accordance with any Study Instructions.
Institution and Investigator warrant that all eCRFs or
CRFs submitted to CRO are true, complete, correct and
accurately reflect the results of the Study. Institution and
Investigator shall also provide CRO with copies of all
Reports, and any updates that are required by the
EC/IRB.

3.1. Zkousejici predlozi CRO vSechny vyplnéné formulare
eCRF nebo CRF potizené v prlibéhu Klinického hodnoceni,
a to v prfimérené Ih(té a v souladu s jakymikoli Pokyny k
provddéni klinického hodnoceni, a CRO ma pravo na
zakladé této Smlouvy jejich predloZeni poZadovat.
Poskytovatel zdravotnich sluZeb a Zkousejici prohlasuji, ze
vSechny formuladfe eCRF nebo CRF predlozené CRO jsou
pravdivé, Uplné, spravné a presné odrazeji Vysledky
Klinického hodnoceni. Poskytovatel zdravotnich sluzeb a
Zkousejici rovnéz poskytnou CRO kopie vSech Reportl a
veskeré aktualizace, které poZaduje IRB/EK.
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3.2 Institution and  Investigator shall  Fully
Cooperate with CRO and will meet with representatives
of CRO, or its Designee, at mutually convenient times
according to a schedule set forth in Study Instructions for
monitoring visits, consultations and to allow direct
inspection of all Study related records, including Subject
medical files, as requested by CRO and for any other
purposes relating to the Study as deemed necessary by
CRO. Investigator shall ensure that all Study Personnel
Fully Cooperates with CRO, including meeting with
personnel of CRO, or its Designee, as set forth in the
preceding sentence. Such inspection or audit shall be
notified and confirmed no later than three business days
prior to the inspection and shall not disrupt the normal
operation of the Institution.

3.2 Poskytovatel zdravotnich sluzeb a Zkousejici PIné
spolupracuji s CRO a setkavaji se se zastupci CRO nebo jejim
Zmocnéncem, a to ve vzdjemné vyhovujicich ¢asech podle
harmonogramu stanoveného v Pokynech k provadéni
klinického hodnoceni, za U¢elem monitorovacich navstév,
konzultaci a umoznéni pfimé kontroly vsech zaznami
souvisejicich s Klinickym hodnocenim, véetné zdravotnich
spist Subjektl, jak to poZaduje CRO, a za jakymkoli jinym
Ucelem souvisejicim s Klinickym hodnocenim, jak CRO
povaZuje za nezbytné. ZkouSejici zajisti, aby vSichni
Pracovnici zapojeni do klinického hodnoceni s CRO plné
spolupracovali tak, jak je stanoveno v predchazejici véte,
véetné setkani s pracovniky CRO nebo jejim Zmocnéncem.
Takova kontrola nebo audit vsak musi byt domluven
minimalné 3 dny predem a nesmi narusit bézny chod
poskytovatele zdravotnich sluzeb.

AUDITS AND REGULATORY INSPECTIONS

AUDITY A INSPEKCE ZE STRANY REGULACNICH
ORGANU

4.

4.1. Institution and Investigator shall Fully Cooperate
with audits or inspections, applicable to the Study,
performed during or after completion of the Study, by
SPONSOR or CRO. Institution and Investigator shall allow
SPONSOR, CRO and governmental or regulatory
authorities, including but not limited to the U.S. Food and
Drug Administration, access to Resources used to
perform tasks related to the Study, shall make all
requested documents available to them and shall provide
them with any further Study Documentation as may be
requested.

4.1. Poskytovatel zdravotnich sluzeb a ZkouSejici plné
spolupracuji pfi auditech nebo kontrolach, které souvisi s
Klinickym hodnocenim a provadéji se v pribéhu nebo po
dokonceni Klinického hodnoceni ze strany ZADAVATELE
nebo CRO. Poskytovatel zdravotnich sluZeb a Zkousejici
umozini ZADAVATELI, CRO a statnim nebo regula¢nim
organtim, zejména véetné Uradu USA pro kontrolu potravin
a lékd, pristup ke Zdrojim pouZivanym pfi plnéni ukoll
souvisejicich s Klinickym hodnocenim, zpfistupni jim
vSechny pozadované dokumenty a poskytne jim jakoukoli
dalsi Studijni dokumentaci, kterou si pfipadné vyzadaiji.

4.2. In the event the audit or regulatory inspection
identifies a lack of compliance with this Agreement on
the part of Institution or Investigator (or failure by any
Study Personnel to act in accordance with the terms and
conditions of this Agreement), CRO may terminate this
Agreement in accordance with Section 16.1 (a).

4.2. V pripadé, Ze se pti auditu nebo regulacni kontrole
zjisti, Ze Poskytovatel zdravotnich sluzeb nebo Zkousejici
tuto Smlouvu nedodrzuje (nebo Ze néktery z Pracovnikl
zapojenych do klinického hodnoceni nejednd v souladu s
podminkami této Smlouvy), miZe CRO tuto Smlouvu
vypovédeét v souladu s ustanovenimi ¢lanku 16.1 (a).

4.3. Institution and Investigator shall immediately notify
CRO by telephone or email if a governmental or
regulatory authority, including but not limited to the U.S.
Food and Drug Administration, requests to carry out an
inspection of Institution’s facilities, or does so. Institution
and Investigator shall allow SPONSOR and CRO to be
present during such inspection, and shall provide to
SPONSOR and CRO copies of all Materials,
correspondence, statements, forms and records that
Institution and Investigator receives, obtains or
generates pursuant to or in connection with any such
inspection.

4.3. Poskytovatel zdravotnich sluzeb a Zkousejici
neprodlené telefonicky nebo e-mailem informuje CRO,
jestlize statni nebo regulaéni organ, zejména véetné Uradu
USA pro kontrolu potravin a Iékl, poZaduje provedeni
inspekce prostor Poskytovatele zdravotnich sluzeb,
pfipadné pokud takovou inspekci provede. Poskytovatel
zdravotnich sluzeb a Zkousejici umozni ZADAVATELI a CRO,
aby byli pri takové kontrole pfitomni, a poskytnou
ZADAVATELI a CRO kopie veskerych Materidld,
korespondence, prohlaseni, formularl a zdznamda, které
Poskytovatel zdravotnich sluzeb a Zkousejici obdrzi, ziskaji
nebo vytvori podle jakékoli takové kontroly nebo v
souvislosti s ni.
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5. FINANCIAL DISCLOSURE

5. POSKYTOVANI FINANENICH INFORMACI

5.1. During the conduct of the Study and for one (1) year
after its completion, Investigator shall, and Investigator
shall cause the Sub-Investigator(s) if applicable, and
Study Personnel to, execute and update such forms,
disclosures and certifications now or subsequently
required by SPONSOR or any applicable regulatory
bodies related to his/her financial interests in the
SPONSOR and/or the Study Drug. This obligation shall
survive the expiration or termination of this Agreement.

5.1. V prabéhu provadéni Klinického hodnoceni a po dobu
jednoho (1) roku po jeho dokonceni Zkousejici vypini a
aktualizuje (a Zkousejici zajisti, aby pfipadni Clenové tymu
zkousejiciho a Pracovnici zapojeni do klinického hodnoceni
vyplnili a aktualizovali) takové formulare, informace a
potvrzeni tykajici se jejich financ¢nich zajm( na spolecnosti
ZADAVATELE a/nebo na Studijnim |écivu, které si
ZADAVATEL nebo jakékoli pfislusné regulacni organy v
soutasné dobé nebo pozdé&ji vyzadaji. Tato povinnost
pfetrvd i po vyprSeni nebo ukonéeni platnosti této
Smlouvy.

6. CONFIDENTIAL INFORMATION

6. DUVERNE INFORMACE

6.1. Institution and Investigator agree that they shall at
all times keep confidential the Confidential Information
that they receive from CRO, SPONSOR, or otherwise in
connection with this Agreement. The Institution and
Investigator shall safeguard the Confidential Information
with at least the same level of care as it would afford to
its own confidential information and shall not use the
Confidential Information for any purpose other than to
perform its obligations under this Agreement. Institution
and Investigator may disclose Confidential Information to
Study Personnel, or other employees or staff who require
access thereto for the purposes of this Agreement
provided, however, that prior to making any such
disclosures Institution and/or Investigator bind such
Study Personnel, employees or staff by obligations of
confidentiality at least as restrictive as those contained in
this Agreement.

6.1. Poskytovatel zdravotnich sluzeb a Zkousejici souhlasi s
tim, Ze budou vzdy zachovavat mlicenlivost o Dlvérnych
informacich, které obdrZeli od CRO, ZADAVATELE nebo
jinak v souvislosti s touto Smlouvou. Poskytovatel
zdravotnich sluzeb a Zkousejici musi chranit Dlvérné
informace alespon se stejnou Urovni péce, jakou by poskytli
svym vlastnim davérnym informacim, a nesmi Davérné
informace pouzit k Zadnému jinému ucelu nez k plnéni
svych povinnosti podle této Smlouvy. Poskytovatel
zdravotnich sluzeb a Zkousejici miZe poskytnout Dlvérné
informace Pracovnikim zapojenym do klinického
hodnoceni nebo jinym zaméstnancdm nebo pracovnikim,
ktefi k nim potrebuji mit pfistup pro ucely této Smlouvy,
avsak s tim, Ze pred jakymkoli takovym poskytnutim
zavazou Pracovniky zapojené do klinického hodnoceni,
zaméstnance nebo pracovniky povinnosti mlcenlivosti
alespon tak omezujici, jako je povinnost obsaZzena v této
Smlouvé.

6.2. The obligations on the Institution and Investigator
set out in Section 6.1 above shall survive for ten (10)
years after the expiry or termination of this Agreement,
but shall not apply to any information which:

6.2. Povinnosti Poskytovatele zdravotnich sluieb a
Zkousejiciho stanovené v c¢lanku 6.1 pretrvaji po dobu
desiti (10) let po ukonceni platnosti nebo vyprseni této
Smlouvy, ale nevztahuji se na Zadné informace, které:

6.2.1. was in the Institution’s or Investigator’s
possession (with full right to disclose) prior to
receiving it from the CRO and/or SPONSOR, as
demonstrated by written records;

6.2.1. byly v drZeni Poskytovatele zdravotnich
sluzeb nebo Zkousejiciho (s plnym pravem na
jejich poskytnuti) jesté pred jejich obdrzenim od
CRO a/nebo ZADAVATELE, coz je dolozeno
pisemnymi zaznamy;

6.2.2. is public knowledge otherwise than as a
result of any breach of this Clause or any similar
Clause in any other relevant agreement; or

6.2.2. jsou vefejné zndmé jinak neZ v dusledku
jakéhokoli poruseni tohoto ustanoveni nebo
jakéhokoli podobného ustanoveni v jakékoli jiné
prislusné smlouvé; nebo

6.2.3. the Institution and/or Investigator can
demonstrate was developed independently
without reference to the Confidential
Information, or was received from a third party
who had the right to disclose such information
in a non-confidential manner.

6.2.3. — jak Poskytovatel zdravotnich sluzeb
a/nebo Zkousejici muZou prokazat byly
vytvofeny nezavisle bez odkazu na Davérné
informace, pripadné byly obdrzeny od treti osoby,
kterd méla prdvo tyto informace poskytnout jako
neddveérné.
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6.3. The Institution or Investigator may disclose
Confidential Information to the extent required by a
court of competent jurisdiction, by a governmental,
supervising or regulatory body, or otherwise in order to
comply with Applicable Laws (including freedom of
information legislation), provided always that (i) to the
extent it is legally permitted to do so, the disclosing party
gives the SPONSOR as much notice of such disclosure as
possible; and (ii) the disclosing party complies with the
SPONSOR’s reasonable directions for taking legally
available steps to resist or narrow such requirement (at
the SPONSOR’s reasonable expense) and in any event
restricts the disclosure to only those parts of the

6.3. Poskytovatel zdravotnich sluzeb nebo Zkousejici
mlzou poskytnout Davérné informace v rozsahu
poZadovaném soudem pfislusné jurisdikce, statnim,
dozorovym nebo regula¢nim organem, pripadné jinak, aby
byly dodrzeny Vztahujici se pravni predpisy (vCetné
pravnich predpist o svobodném pfistupu k informacim),
ovsem vzdy za predpokladu, Ze (i) v rozsahu, v jakém to
povoluje zdkon, poskytujici strana o takovém poskytnuti v
maximalnim mozném rozsahu uvédomi ZADAVATELE; a (ii)
poskytujici strana dodrzi pfimérené pokyny ZADAVATELE k
u¢inéni pravné dostupnych krokl k tomu, aby tento
pozadavek odmitla nebo omezila (pricemz ZADAVATEL
nese pfislusné odlvodnéné naklady), a v kazdém pripadé

Confidential Information lawfully required to be | omezi poskytnuti pouze na ty ¢asti DOvérnych informaci,
disclosed. které musi byt podle zakona poskytnuty.
7. RIGHTS TO MATERIALS AND STUDY DRUG 7. PRAVA K MATERIALUM A STUDUNiIMU LECIVU

7.1. All Materials and Study Drug provided to Institution
or Investigator for purposes of the Study are and will
remain SPONSOR's property. Institution, Investigator,
(and Study Personnel) shall not acquire any rights of any
kind whatsoever with respect to the Study Drug or such
Materials as a result of performance under this
Agreement or otherwise.

7.1. Veskeré Materidly a Studijni Iéfivo poskytnuté
Poskytovateli zdravotnich sluzeb nebo Zkousejicimu pro
ucely Klinického hodnoceni jsou a zlstanou majetkem
ZADAVATELE. Poskytovatel zdravotnich sluzeb, Zkousejici
ani Pracovnici zapojeni do klinického hodnoceni nenabyvaji
v dlsledku plnéni této Smlouvy ani jinak ve vztahu ke
Studijnimu lécivu nebo k takovym Materialiim zadna prava
jakéhokoli charakteru.

7.2.Institution and Investigator shall deliver all Materials,
unused Study Drug and clinical specimens to SPONSOR,
CRO or their respective Designee in a timely manner
throughout the performance of the Study, as provided in
the Protocol or Study Instructions, and in no event later
than ten (10) business days after (i) the date of
termination of this Agreement or (ii) the date on which
SPONSOR or CRO otherwise requests delivery of
Materials, unused Study Drug and clinical specimens.

7.2. Poskytovatel zdravotnich sluZeb a Zkousejici v pribéhu
provddéni  Klinického hodnoceni véas predavaji
ZADAVATELI, CRO nebo jejich pfrislusnému Zmocnénci
vSechny Materidly, nepouzité Studijni lécivo a klinické
vzorky, jak je stanoveno v Protokolu nebo v Pokynech k
provadéni klinického hodnoceni, a to v kazdém pfipadé
nejpozdéji do deseti (10) pracovnich dnl po (i) datu
vypovédi této Smlouvy, nebo (ii) datu, kdy si ZADAVATEL
nebo CRO jinak vyzada predani Materidll, nepouZitého
Studijniho Iéciva a klinickych vzorka.

7.3. The Materials and Study Documentation (including
publication) may be used by SPONSOR in any manner it
deems appropriate to comply with its business interests,

7.3. ZADAVATEL je opravnén pouzivat Materialy a Studijni
dokumentaci (véetné publikovani) jakymkoli zplsobem,
ktery povazuje za vhodny pro to, aby naplnil své obchodni

both during, and following termination of, this | zajmy, ato jak v pribéhu doby trvani, tak po ukondeni této
Agreement. Smlouvy.
8. PUBLICITY 8. PUBLICITA

8.1. The Parties shall not use the name, symbols,
trademarks or imagine of any other party hereto, or
SPONSOR’s name, symbols, trademarks or image, in
connection with any advertising or promotion of any
product or service without the prior written consent of
such Party or SPONSOR, as appropriate.

8.1. Strany bez predchoziho pisemného souhlasu prislusné
Strany nebo ZADAVATELE, podle toho, co se vztahuje,
nejsou opravnény pouzit ndazev, symboly, ochranné
znamky ani image jakékoli jiné strany této Smlouvy nebo
ZADAVATELE v souvislosti s jakoukoli reklamou nebo
propagaci jakéhokoli produktu nebo sluzby.
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8.2 The Institution and Investigator consent to the
publication of their participation in the Study on
www.clinicaltrials.gov, other public websites and public
portals for clinical documents of EMA and other relevant
agencies that inform about clinical trials and participating

8.2 Poskytovatel zdravotnich sluzeb a Zkousejici souhlasi se
zverejnénim své ucasti v Klinickém hodnoceni na webovych
strankach www.clinicaltrials.gov, na jinych verejnych
webovych strankdch a na verejnych portalech pro klinické
dokumenty EMA a dalSich pfrislusnych agentur, které

investigators and corresponding study results. informuji o klinickych hodnocenich a zucastnénych
zkousejicich a odpovidajicich vysledcich klinického
hodnoceni.

9. PUBLICATION 9. PUBLIKACE

9.1. The Institution and the Investigator shall be entitled
to publish the results of, or make presentations related
to, the Study, provided that any publications or
presentations to be made within two (2) years of
completion of the Study shall require the SPONSOR or
CRO’s prior written consent. All such publications or
presentations shall (i) be consistent with academic
standards and International Committee of Medical
Journal Editors guidelines, (ii) not be false or misleading,
(iii) comply with all Applicable Laws, (iv) not be made for
any commercial purpose.

9.1. Poskytovatel zdravotnich sluzeb a Zkousejici maji
pravo uverfejnit vysledky Klinického hodnoceni nebo
pfednést prezentaci ohledné Klinického hodnoceni za
predpokladu, Ze jakékoli publikovdni nebo prezentace,
které maji byt provedeny do dvou (2) let od ukonceni
Klinického hodnoceni, jsou mozné pouze s predchozim
pisemnym souhlasem ZADAVATELE nebo CRO. Vsechny
takové publikace nebo prezentace (i) musi byt v souladu s
akademickymi standardy a se smérnicemi Mezinarodniho
vyboru editor(l Iékafskych ¢asopisQ, (ii) nesmi byt klamavé
nebo zavadéjici, (iii) musi byt v souladu se vsemi
Vztahujicimi se pravnimi predpisy, (iv) nesmi byt
provedeny pro komercni Ucely.

9.2. The Institution and/or the Investigator shall provide
the SPONSOR with copies of any Materials relating to the
Study, or the Developed Technologies that either intends
to publish (or submit for publication) or make any
presentations relating to, at least thirty (30) days in
advance of publication, submission or presentation.

9.2. Poskytovatel zdravotnich sluzeb a/nebo Zkousejici
poskytne ZADAVATELI kopie jakychkoli Materiala tykajicich
se Klinického hodnoceni nebo Vytvofenych technologii,
které bud ma v Umyslu publikovat (nebo predloZit k
publikovani), nebo je jakkoli prezentovat, a to alespon
tficet (30) dnd pred publikovanim, predlozenim k
publikovani nebo prezentaci.

9.3. At the request of the SPONSOR or CRO, the
Institution and/or the Investigator:

9.3. Na Zadost ZADAVATELE nebo CRO Poskytovatel
zdravotnich sluzeb a/nebo Zkousejici:

for publication or presentation for a period of ninety (90)
days from the date on which the SPONSOR receives the
material to allow the SPONSOR to take such measures as
the SPONSOR considers necessary to preserve its
proprietary rights and/or protect its Confidential
Information.

9.3.1 shall not include in or shall remove 9.3.1 nezahrnou do Zadné navrhované
from any proposed publication any Confidential | publikace Zadné Duvérné informace, chyby nebo
Information, errors or inaccuracies; and nepresnosti, nebo je z navrhované publikace odstrani; a

9.3.2  shall withhold publication, submission 9.3.2 pozdrii publikovani, predlozeni k

publikovani nebo prezentaci po dobu devadesati (90) dn(
ode dne, kdy ZADAVATEL materidly obdrZi, aby mu tak
umoznil pfijeti takovych opatreni, kterd ZADAVATEL
povaZuje za nezbytna k zachovani svych vlastnickych prav
a/nebo k ochrané svych Davérnych informaci.

9.4. The Institution and the Investigator shall include the
following acknowledgement in all publications and
presentations relating to the Study, the Study
Documentation or the Developed Technologies, as well
as in any financial disclosure information relating to the
Study: “AstraZeneca sponsored this clinical trial.” A copy
of any publications and presentations relating to the
Study, the Study Documentation and/or the Developed

9.4. Poskytovatel zdravotnich sluzeb a Zkousejici zahrne do
vSech publikaci a prezentaci tykajicich se Klinického
hodnoceni, Studijni dokumentace nebo Vytvorenych
technologii i do veskerych publikovanych financénich
informaci tykajicich se Klinického hodnoceni déle uvedené
uznani: ,Zadavatelem tohoto klinického hodnoceni je
spoleCnost AstraZeneca.” Kopie vSech publikaci a
prezentaci tykajicich se Klinického hodnoceni, Studijni
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Technologies shall be provided to the SPONSOR on
publication or presentation, and the SPONSOR shall be
entitled to make copies of and distribute the publication
or presentation as it considers necessary.

dokumentace a/nebo Vytvofenych technologii budou
poskytnuty ZADAVATELI pfi publikovani nebo prezentaci a
ZADAVATEL je opravnén pofridit z nich kopie a distribuovat
publikaci nebo prezentaci tak, jak povaZzuje za nezbytné.

9.5. Subject to Section 8, no Party shall mention or
otherwise use the name, trade mark, trade name or logo
of any other Party or the SPONSOR in any publication,
press release or promotional material with respect to the
Study without the prior written approval of such Party or
the SPONSOR; provided, however, that the SPONSOR
shall have the right to identify the Institution, the
Investigator and the responsible Study Personnel in any
Study recruitment activities or other Study-related
meetings.

9.5. V souladu s ¢lankem 8 nesmi Zadna Strana bez
predchoziho pisemného souhlasu dané Strany nebo
ZADAVATELE v Zadné publikaci, tiskové zpravé ani
propagacnim materialu tykajicich se Klinického hodnoceni
uvést ani jinak pouZit nazev, ochrannou zndmku, obchodni
nazev nebo logo kterékoli jiné Strany nebo ZADAVATELE;
ovéem za predpokladu, Zze ZADAVATEL md pravo uvést
Poskytovatele zdravotnich sluzeb, Zkousejiciho a
odpovédné Pracovniky zapojené do klinického hodnoceni
pfi jakychkoli ndborovych aktivitdch v ramci Klinického
hodnoceni nebo na jinych setkanich tykajicich se Klinického
hodnoceni.

9.6. The SPONSOR has a long-standing commitment to
transparency, and the Institution and the Investigator
acknowledge that the SPONSOR shall post the Study on
clinical trial registries and publish the results on clinical
trial results databases in such format (including
www.astrazenecaclinicaltrials.com), and/or provide such
results to the governmental and/or regulatory
authorities.

9.6. ZADAVATEL md dlouhodoby zavazek k
transparentnosti a Poskytovatel zdravotnich sluzeb a
Zkousejici berou na védomi, Ze ZADAVATEL uvefejni
Klinické hodnoceni v registru klinickych hodnoceni a
uverejni vysledky v databazich vysledkd klinickych
hodnoceni v takovém formatu (vCetné
www.astrazenecaclinicaltrials.com) a/nebo tyto vysledky
poskytne vladnim a/nebo regulacnim organim.

9.7. If the SPONSOR invites the Investigator to be an
author of a SPONSOR-managed publication, the
Investigator shall direct, draft and/or review the
proposed publication, and approve the final version of
the publication to be published. No compensation shall
be provided in respect of any such authorship. Any
authorship, medical writing, editorial or logistical support
provided to the Investigator or the Institution by the
SPONSOR in respect of publication shall be subject to the
SPONSOR’s publications policy, details of which are
available at www.astrazeneca.com.

9.7. Pokud ZADAVATEL vyzve ZkouSejiciho, aby byl
autorem ZADAVATELEM fFizené publikace, pak Zkousejici
navrhované publikovani Fidi, navrhne a/nebo pfezkouma a
nasledné schvali konecnou verzi publikace tak, jak ma byt
uverejnéna. Za jakékoli takové autorstvi se neproplaci
zadnd nahrada. Na veskeré autorstvi, lékarské publikace,
redakéni  nebo logistickou podporu poskytované
Zkousejicimu nebo Poskytovateli zdravotnich sluieb ze
strany ZADAVATELE v souvislosti s publikaci se vztahuji
interni publika¢ni pFedpisy ZADAVATELE; podrobné
informace o nich jsou k dispozici na www.astrazeneca.com

10. INTELLECTUAL PROPERTY

10. DUSEVNI VLASTNICTVi

10.1. Except as expressly set out in this Agreement, no
Party nor the SPONSOR shall acquire any right, title or
interest in or to the Intellectual Property of any of the
other Parties or the SPONSOR’s or their licensors.

10.1. S vyjimkou pfipadl vyslovné uvedenych v této
Smlouvé 7adna Strana ani ZADAVATEL nenabyva zadné
pravo, vlastnické pravo ani podil na Dusevnim vlastnictvi
kterékoli z ostatnich Stran nebo ZADAVATELE nebo jejich
poskytovateld licenci.

10.2. The SPONSOR shall own all rights and title in any
Intellectual Property arising from the Study or relating to
the Study Drug, any Developed Technology and the Study
Documentation, except to the extent that the Institution
and Investigator are required to retain any Study
Documentation in accordance with the Applicable Laws.
The Institution and the Investigator shall promptly

10.2. ZADAVATEL je drzitelem vesSkerych prav a
vlastnickych prav k jakémukoli Dusevnimu vlastnictvi, které
vyplyva z Klinického hodnoceni nebo se tyka Studijniho
léCiva, jakékoli Vytvorené technologie a Studijni
dokumentace, s vyjimkou rozsahu, v jakém ma
Poskytovatel zdravotnich sluzeb a Zkousejici povinnost
uchovavat jakoukoli Studijni dokumentaci v souladu se
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disclose any such Intellectual Property to the SPONSOR
and CRO in writing or in such other format as the Parties
may agree.

Vztahujicimi se  pravnimi  predpisy. Poskytovatel
zdravotnich sluzeb a Zkousejici pisemné nebo v jiném
formdatu, na kterém se Strany dohodnou, poskytnou
jakékoli takové Dusevni vlastnictvi ZADAVATELI a CRO.

10.3. To the extent capable of prospective assignment,
the Institution and the Investigator hereby assign to the
SPONSOR (or its Designee) all their rights, title and
interest in and to all Intellectual Property falling within
Section 10.2 above. To the extent that any such
Intellectual Property cannot prospectively be assigned,
the Institution and the Investigator shall assign, and shall
procure that the Study Personnel shall assign, such
Intellectual Property to the SPONSOR (or its Designee) on
creation.

10.3. V rozsahu umoznujicim budouci postoupeni timto
Poskytovatel zdravotnich sluzeb a Zkousejici postupuji na
ZADAVATELE (nebo jeho Zmocnénce) viechna sva prava,
vlastnicka prava a podily na veskerém Dusevnim vlastnictvi
a naroky na néj, které spadaji pod ustanoveni vySe
uvedeného ¢lanku 10.2. V rozsahu, v jakém takové DuSevni
vlastnictvi nemuZze byt postoupeno do budoucna, postoupi
Poskytovatel zdravotnich sluzeb a Zkousejici takové
Dusevni vlastnictvi na ZADAVATELE (nebo jeho Zmocnénce)
ve chvili jeho vytvoreni a zajisti, aby také Pracovnici
zapojeni do klinického hodnoceni je takto postoupili.

10.4. The Institution and the Investigator shall, and shall
ensure that the Study Personnel take all steps as the
SPONSOR and/or CRO may reasonably require from time
to time in order to enjoy the full benefit of the rights
assigned under this Section.

10.4. Poskytovatel zdravotnich sluzeb a Zkousejici ucini
veskeré kroky, které ZADAVATEL a/nebo CRO pfipadné
pribéiné pfimérené poZaduji, aby mohli pIné poZivat prav
postoupenych podle tohoto ¢lanku, a zajisti, aby také
Pracovnici zapojeni do klinického hodnoceni takové kroky
ucinili.

11. DATA PROTECTION & PRIVACY

11. OCHRANA OSOBNiCH UDAJU A SOUKROMI

11.1. Investigator hereby represents and warrants that
he/she shall obtain all necessary consents in writing
from:

11.1. Zkousejici timto prohlasuje a zarucuje, Ze ziska
vSechny potifebné pisemné souhlasy:

(a) all Subjects as per the informed consent form; and

(a) vsech Subjektd podle formulafe informovaného

souhlasu; a

(b) the key members of Study Personnel and Investigator
participating in the Study for administrative / study
management and any other purpose required by law

(b) klicovych Pracovnikd zapojenych do klinického
hodnoceni a Zkousejiciho, ktefi se ucastni Klinického
hodnoceni, a to pro administrativni ucely/ucely fizeni
klinického hodnoceni a jakykoli jiny zakonem pozadovany
ucel

so that such Subjects’, Study Personnel’s and
Investigator’s Personal Data can be Processed by
(including transferred to) CRO, any of its Affiliates, and
SPONSOR or any of its Affiliates and regulatory
authorities in each case within or outside the country
where such data originates.

tak, aby bylo moZné Osobni Udaje téchto Subjektd,
Pracovnikl zapojenych do klinického hodnoceni a
Zkousejiciho Zpracovavat ze strany CRO, kterékoli z jejich
Spriznénych osob a ZADAVATELE nebo jakékoli z jeho
Spriznénych osob a regulacnich organl (véetné predani
témto subjektiim), a to vZdy v ramci zemé nebo mimo zemi,
odkud tyto osobni Udaje pochazeji.

11.2. The Parties agree, and CRO confirms SPONSOR
agrees, to adhere to the principles of medical
confidentiality in relation to Subjects involved in the
Study and to comply at all times with their respective
obligations under all data protection Applicable Laws in
relation to this Agreement and the protection of the
Personal Data of Subjects and Study Personnel, where

11.2. Strany souhlasi a CRO potvrzuje, ze i ZADAVATEL
souhlasi, Ze budou dodrzovat zasady Iékarské mlicenlivosti
ve vztahu k Subjektlim zapojenym do Klinického hodnoceni
a Ze budou stale dodrzovat své prislusné povinnosti podle
vSech Vztahujicich se pravnich predpisi o ochrané
osobnich Udajd ve vztahu k této Smlouvé a k ochrané
Osobnich Udajd Subjektd a Pracovnikl zapojenych do
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CRO, SPONSOR and the Institution shall act as Joint Data
Controllers with regard to the processing and protection
of this Personal Data each of them undertakes.

klinického hodnoceni v ptipadech, kdy CRO, ZADAVATEL a
Poskytovatel zdravotnich sluzeb vystupuji jako Spoleéni
spravci udajl, pokud jde o zpracovani a ochranu téchto
Osobnich Gdajl jimi zpracovavanych.

11.3. Both the CRO and the Institution shall maintain,
and CRO confirms SPONSOR shall maintain, appropriate
technical and organizational security measures to protect
the Subjects’ and the Study Personnel’s Personal Data
they process in relation to this Agreement.

11.3. Jak CRO, tak Poskytovatel zdravotnich sluzeb udrzuje
— a CRO potvrzuje, ze také ZADAVATEL udriuje -
odpovidajici technickd a organizacné bezpecnostni
opatreni na ochranu Osobnich Gdajt Subjektl a Pracovnik(
zapojenych do klinického hodnoceni, které zpracovavaji v
souvislosti s touto Smlouvou.

11.4. The Institution shall appoint a person that shall act
as a primary point of contact and shall respond to all Data
Subjects’ rights exercised by the Subjects and/or the
Study Personnel in respect to the processing of their
Personal Data in relation to this Agreement (‘Data
Subject’s Request’). The Institution shall inform
SPONSOR and CRO, and request their assistance in
responding to a Data Subject’s Request only to the extent
the Institution is unable to manage and respond to the
Data Subject’s Request without information which could
only be provided by the SPONSOR and/or CRO. To the
extent, the SPONSOR and/or CRO needs to provide
information to the Institution, the Institution shall inform
the SPONSOR and/or CRO within three (3) days upon
receiving the Data Subject’s Request. Under such
circumstances, the SPONSOR and/or CRO shall cooperate
with the Institution and shall provide the Institution with,
subject to Applicable Law, the requested information and
undertake any reasonable actions to enable the
Institution to respond to the Data Subject’s Request. The
Institution shall, upon the reasonable request by
SPONSOR and/or CRO, provide Sponsor and/or CRO with
any information, undertake any actions or provide
assistance to the SPONSOR and/or CRO as may be
required by the SPONSOR and/or CRO to respond to a
Data Subject’s Request.

11.4. Poskytovatel zdravotnich sluzeb jmenuje osobu,
ktera vystupuje jako primarni kontaktni osoba a reaguje na
uplatnéni vSech prav Subjekt( Udaji ze strany Subjekt(
a/nebo Pracovnik(l zapojenych do klinického hodnoceni v
souvislosti se zpracovanim jejich Osobnich Udaja ve vztahu
k této Smlouvé (déle jen ,Zadost subjektu Gdaja“).
Poskytovatel zdravotnich sluzeb informuje ZADAVATELE a
CRO a vy#ad4 si jejich pomoc pfi vyfizeni Zadosti subjektu
Udajl pouze v rozsahu, v némz neni samo schopno ji vyridit
bez informaci, které by mohl poskytnout pouze ZADAVATEL
a/nebo CRO. V rozsahu, v ném? je tfeba, aby ZADAVATEL
a/nebo CRO poskytli Poskytovateli zdravotnich sluzeb
informace, informuje o tom Poskytovatel zdravotnich
sluzeb ZADAVATELE a/nebo CRO do tfi (3) dnd od obdrzeni
Zadosti subjektu udaj. Za téchto okolnosti ZADAVATEL
a/nebo CRO spolupracuji s Poskytovatelem zdravotnich
sluzeb a poskytnou Poskytovateli zdravotnich sluzeb v
souladu se Vztahujicimi se pravnimi predpisy poZzadované
informace a podniknou veskeré pfimérené kroky k tomu,
aby Poskytovatel zdravotnich slufeb mohl na Z&adost
subjektu Gdajl reagovat. Poskytovatel zdravotnich sluzeb
na odavodnénou 7adost ZADAVATELE a/nebo CRO
poskytne ZADAVATELI a/nebo CRO veskeré informace,
podnikne jakékoli kroky nebo jim je ndpomocno tak, jak
ZADAVATEL a/nebo CRO pfipadné pozaduji, aby mohli
vyFidit Zadost subjektu Gdajc.

11.5. If a Personal Data Breach occurs in relation to any
Subjects’ or Study Personnel’s Personal Data processed
in relation to this Agreement and it is likely that such
breach poses a risk to an individual’s rights and freedoms
(a “Reportable Breach”), the Institution must notify the
relevant supervisory authority without undue delay and
at the latest within 72 hours after having become aware
of such breach. If such Reportable Breach poses a high
risk to the affected individuals, then the Institution shall
also inform them, unless the Institution has put in place
effective technical and organizational protection
measures that ensure that the risk is no longer likely to
materialize. The Institution shall notify the SPONSOR
and/or CRO of any Reportable Breach no later than 24

11.5. Dojde-li k Poruseni zabezpeceni osobnich udaji ve
vztahu k Osobnim Udajim Subjektd nebo Pracovnikd
zapojenych do klinického hodnoceni zpracovdvanym v
souvislosti s touto Smlouvou a je-li pravdépodobné, ze
takové poruseni predstavuje riziko pro prdva a svobody
jednotlivce (dale oznacované jako ,Hlasitelné poruseni®),
musi je Poskytovatel zdravotnich sluZzeb nahlasit
pfislusnému dozorovému organu bez zbytecného odkladu,
nejpozdéji vsak do 72 hodin poté, co se o tomto poruseni
dozvi. Pokud toto Hlasitelné poruseni predstavuje pro
dotcené osoby velké riziko, pak je Poskytovatel zdravotnich
sluzeb rovnéz informuje, pokud ovSem nepfijal Ucinna
technickd a organizacné bezpecnostni opatfeni, ktera
zajisti, Ze riziko se jiz pravdépodobné nenaplni.
Poskytovatel zdravotnich sluzeb uvédomi ZADAVATELE
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hours after having become aware of such Reportable
Breach.

a/nebo CRO o kazdém Hlasitelném poruseni nejpozdéji do
24 hodin poté, co se o ném dozvi.

11.6. The Parties shall, and CRO confirm SPONSOR shall,
indemnify, defend, and hold each other harmless from
and against any and all liabilities, claims, losses, suits,
judgments, and reasonable legal fees arising from any
breach, negligent act, error or omission of relevant data
protection obligations under this Agreement by the other
Party, its staff or Subcontractors.

11.6. Strany — a CRO potvrzuje, Ze také ZADAVATEL — se
navzajem odskodni, ochrani a prevezmou vici sobé
navzajem odpovédnost ve vztahu ke vSem zdvazk(m,
pohledavkam, ztratam, Zalobam, rozsudk(lm a pfimérenym
poplatklim za pravni zastoupeni vyplyvajicim z jakéhokoli
poruseni, nedbalého jednani, chyby nebo opomenuti
prislusnych povinnosti v oblasti ochrany osobnich udajl
podle této Smlouvy druhou Stranou, jejimi zaméstnanci
nebo Subdodavateli.

12. INDEMNIFICATION

12. ODSKODNENI

12.1. Any indemnification of the Institution and
Investigator by SPONSOR shall be through a separate
written agreement (or letter) between Institution,
Investigator and SPONSOR directly. CRO shall act as the
intermediary to coordinate the provision such agreement
or letter of indemnity by SPONSOR, and shall have no
other obligation in connection therewith.

12.1. Jakékoli odskodnéni Poskytovatele zdravotnich
sluzeb a ZkousSejiciho ZADAVATELEM probéhne skrze
samostatnou pisemnou dohodu (nebo pisemnym
dokumentem) uzavienou piimo mezi Poskytovatelem
zdravotnich sluzeb, Zkousejicim a ZADAVATELEM. CRO
jedna jako prostrednik, ktery koordinuje sepsani takové
smlouvy nebo pisemnosti ohledné odSkodnéni ze strany
ZADAVATELE a ktery nema v souvislosti s tim jinou
povinnost.

12.2. CRO shall be liable under this Agreement for
damages resulting from its negligence or wilful
misconduct in the execution of its obligations hereunder.

12.2. CRO nese odpovédnost z této Smlouvy za Skody
vzniklé v disledku nedbalosti nebo védomého pochybeni
pfi plnéni jejich povinnosti z této Smlouvy.

13. INSURANCE

13. POJISTENI

13.1. The Parties acknowledge that SPONSOR will ensure
adequate provision is made by way of insurance or
indemnity arrangements sufficient to meet its
obligations and liabilities under Applicable Laws as the
sponsor of the Study, in particular towards Study subjects
for personal injury arising as a result of participation in
the Study.

13.1. Strany berou na védomi, Zze ZADAVATEL zajisti, aby
byla pfijata odpovidajici opatfeni v podobé pojisténi nebo
pfislibu odskodnéni, kterd jsou dostatecna pro splnéni jeho
zavazkl a odpovédnosti podle Vztahujicich se prdvnich
predpist jako zadavatele Klinického hodnoceni, zejména ve
vztahu k Subjektm klinického hodnoceni a jejich osobni
Gjmé vzniklé v disledku ucasti v Klinickém hodnoceni.

13.2. The Institution declares that, pursuant to Section
45(2)(n) of Act No 372/2011 Coll., on Health Services, as
amended, it has an insurance contract for liability
insurance for damage caused during the provision of
health care.

13.2. Poskytovatel zdravotnich sluzeb prohlasuje, ze ma dle
§ 45 odst. 2 pism. n) zakona ¢. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjsich predpis, uzavienu pojistnou
smlouvu na pojisténi odpovédnosti za skodu zpUsobenou
pfi poskytovani zdravotni péce.

14. DEBARMENT

14. ZAKAZ CINNOSTI

14.1. Institution and Investigator hereby certify that
neither Institution, Investigator nor any person
employed by Institution or Investigator to work on the
Study (including any subcontractor permitted pursuant
to Section 17.2) has been:

14.1. Poskytovatel zdravotnich sluzeb a Zkousejici timto
potvrzuji, Ze Poskytovatel zdravotnich sluzeb, Zkousejici ani
osoba zaméstnana Poskytovatelem zdravotnich sluzeb
nebo ZkousSejicim na provadéni Klinického hodnoceni
(véetné jakéhokoli subdodavatele povoleného podle
¢lanku 17.2):
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a. debarred by any relevant authorities, a. nepodléhd zdkazu Cinnosti vydanému
pursuant to any Applicable Law, including jakymkoli pfislusSnym orgdnem v souladu s
but not limited to Section 306(a) and (b) of jakymkoli Vztahujicim se pravnim predpisem,
the US Federal Food, Drug and Cosmetic zejména véetné ustanoveni § 306 pism. a) a
Act, or disqualified as a clinical investigator b) Federalniho zakona USA o potravinach,
under Applicable Law; |éCivech a kosmetice, ani nikdo z nich nebyl

vyfazen ze seznamu klinickych zkousejicich
podle Vztahujicich se pravnich predpisd;

b. threatened to be debarred or indicted for a b. neni ohroZen/a/o zdkazem <Cinnosti ani
crime or otherwise engaged in conduct for obzalovan/a/o z trestného ¢inu ani jinak
which a person can be debarred under zapojen/a/o do jednani, za které mize byt
Applicable Law; podle vztahujicich se pravnich predpist

udélen zakaz ¢innosti;

c. disciplined by and/or banned by a relevant c. nebyl/a/o disciplindrné potrestdn/a/o ani

authority from carrying out clinical trials.

mu/ji pfislusny Ufad nezakdzal provadéni
klinickych hodnoceni.

For purposes of this Section, any of the foregoing shall be
deemed to constitute being “debarred”.

Pro ucely tohoto ¢lanku se cokoli z vySe uvedenych
skutecnosti povaZuje za ,,zdkaz ¢innosti“.

In addition, Institution and Investigator agree that no
debarred person will in the future be employed or
otherwise engaged (including on a contract basis) by
Institution or Investigator to work on the Study. If during
the course of the Study, Institution or Investigator
becomes debarred or learns that any person connected
with the Study is debarred, or that there is a threat of
debarment of any such person, then Institution and
Investigator must immediately notify SPONSOR and CRO.
CRO may immediately terminate this Agreement in the
event any of the foregoing occurs.

Kromé toho Poskytovatel zdravotnich sluzeb a Zkousejici
ujednavaji, Ze zadna osoba se zdkazem cinnosti nebude v
budoucnu zaméstnana ani jinak zapojena (ani na zakladé
smlouvy) ze strany Poskytovatele zdravotnich sluzeb nebo
Zkousejiciho na provadéni Klinického hodnoceni. Pokud
dojde v pribéhu Klinického hodnoceni k zdkazu innosti
Poskytovatele zdravotnich sluzeb nebo Zkousejiciho nebo
se nékdo z nich dozvi, Ze jakdkoli osoba spojena s Klinickym
hodnocenim ma zakaz Cinnosti nebo jakékoli takové osobé
zakaz cinnosti hrozi, musi o tom Poskytovatel zdravotnich
sluZzeb a Zkousejici neprodlené informovat ZADAVATELE a
CRO. CROje Vv pripadé, Ze dojde k jakékoli z vySe uvedenych
situaci, opravnéna vypovédét tuto Smlouvu s okamzitou
platnosti.

15. PAYMENT TERMS AND CONDITIONS

15. PLATEBNi PODMINKY

15.1. In full consideration for the Services of Institution
in compliance with the Protocol, CRO agrees to pay the
fees and expenses set forth in Exhibit A. Such fees and
expenses will be paid solely to the Payee, except as
otherwise expressly set forth in Exhibit A. The Parties
agree that Exhibit A — Payment Schedule and Budget is
part of this Agreement clarifying the schedule of
payments associated with this Agreement and that the
fees and expenses set forth in Exhibit A represent the fair
market value for the Services provided by Institution.
Payments shall be made in accordance with the
provisions set forth in Exhibit A, with the last payment
being made after Institution completes all of their
obligations under this Agreement and any Exhibits
thereto. Payments include the fee for Study Drug

15.1. CRO soubhlasi s tim, Ze uhradi jako plnou odménu za
Sluzby poskytované Poskytovatelem zdravotnich sluzeb v
souladu s Protokolem poplatky a vydaje uvedené v Priloze
A. Tyto poplatky a vydaje budou hrazeny vyhradné
Prijemci, pokud neni v Ptiloze A vyslovné uvedeno jinak.
Strany se dohodly, e Pfiloha A — Casovy harmonogram
plateb a rozpocet je soucasti této Smlouvy a stanovuje
harmonogram plateb spojenych s touto Smlouvou a Ze
poplatky a vydaje uvedené v Ptiloze A predstavuji redlnou
trini hodnotu SluZzeb poskytovanych Poskytovatelem
zdravotnich sluzeb. Platby se provadéji v souladu s
ustanovenimi uvedenymi v Pfiloze A, pficemZ posledni
platba se provadi poté, co Poskytovatel zdravotnich sluzeb
splni vSechny své zavazky vyplyvajici z této Smlouvy a vSech
jejich priloh. Platby zahrnuji poplatek za Nakladani se
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Handling according to Sec. 2.9 above. Institution shall not
seek reimbursement for any medical services or Study
Drug from any third party payers if such costs are already
covered by payments made under this Agreement.
Remuneration conditions and payment to the Principal
Investigator and to the Study team are stipulated in the
separate agreement concluded between the Principal
Investigator and the CRO.

studijnim |é¢ivem podle ustanoveni ¢lanku 2.9 wvyse.
Poskytovatel zdravotnich sluzeb nepozaduje uUhradu za
lékarské sluzby ani za Studijni |éCivo od Zadné treti strany,
pokud jsou tyto naklady jiz kryty platbami provadénymi na
zakladé této Smlouvy. Podminky odmény a jeji vyplaty
Hlavnimu zkousSejicimu a studijnimu tymu jsou upraveny v
samostatné smlouveé uzaviené mezi Hlavnim zkousejicim a
CRO.

15.2. Institution and Investigator shall comply with all
obligations with respect to taxes and social security
contributions, if applicable, which relate to the subject
matter of this Agreement including, without limitation,
those that relate to any payments made hereunder to
Institution, Investigator, Study Personnel or, as the case
may be, those that relate to any payments made by
Institution or Investigator to Study Personnel.

15.2. Poskytovatel zdravotnich sluieb a Zkousejici plni
veskeré povinnosti tykajici se dani a odvodd na socialni
zabezpeceni, které se pfipadné vztahuji k pfedmétu této
Smlouvy, zejména vCetné téch, které se vztahuji k jakymkoli
platbdm provadénym podle této Smlouvy Poskytovateli
zdravotnich sluzeb, Zkousejicimu, Pracovnikim zapojenym
do klinického hodnoceni, pripadné takové povinnosti, které
se tykaji jakychkoli plateb provddénych Poskytovatelem
zdravotnich sluzeb nebo Zkousejicim ve prospéch
Pracovnikl zapojenych do klinického hodnoceni.

15.3. Institution and Investigator acknowledge and agree
that its, his or her judgment with respect to its, his or her
advice to and care of each Subject is not and shall not be
affected by the compensation Institution and/or
Investigator receive in accordance with the Study.

15.3. Poskytovatel zdravotnich sluzeb a ZkouSejici berou na
védomi a souhlasi s tim, Ze jejich usudek ohledné jejich
poradenstvi a péce o jednotlivé Subjekty nesmi byt
ovlivnény nahradou, kterou Poskytovatel zdravotnich
sluzeb a/nebo Zkousejici v ramci Klinického hodnoceni
dostava.

15.4. Institution and Investigator agree that SPONSOR
and CRO may disclose the fees and expenses payable or
paid under this Agreement to any governmental
authorities according to Applicable Law.

15.4. Poskytovatel zdravotnich sluzeb a ZkouSejici souhlasi
s tim, ze ZADAVATEL a CRO mohou sdélit vysi odmény a
nakladd splatnych nebo uhrazenych na zakladé této
Smlouvy jakymkoli statnim ufadidm v souladu se
Vztahujicimi se pravnimi predpisy.

16. TERMINATION

16. UKONCENi SMLOUVY

16.1. This Agreement will become valid upon the date it
is fully executed by all Parties and effective upon the date
it is published in the registry of contracts. Its validity and
effectivity shall continue in effect for the full duration of
the Study according to the Protocol unless sooner
terminated in accordance with the provisions of this
Section. CRO may terminate this Agreement
immediately at any time upon written notice to
Institution and Investigator for any reasons, including
without limitation upon any of the following
occurrences:

16.1. Tato Smlouva nabyva platnosti datem jejiho Uplného
podpisu vSemi Stranami a ucinnosti dnem zvefejnéni v
registru smluv. Jeji platnost a Ucinnost trva po celou dobu
provddéni Klinického hodnoceni podle Protokolu, pokud
nebude v souladu s ustanovenimi tohoto ¢lanku ukoncena
dfive. CRO je opravnéna tuto Smlouvu kdykoli okamzité
vypovédét pisemnou vypovédi Poskytovateli zdravotnich
sluzeb, a to z jakéhokoli dlvodu, zejména vcetné
nasledujicich udalosti:

Institution or Investigator has failed to
cure a breach to this Agreement within
thirty (30) days of receipt of written notice
given by SPONSOR or CRO, specifying such
breach; or

Poskytovatel zdravotnich sluZzeb a Zkousejici
nenapravi poruseni této Smlouvy do tficeti
(30) dnl od obdrzeni pisemného oznameni
ZADAVATELE nebo CRO, které toto poruseni
blize specifikuje; nebo
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b. Investigator becomes personally b. Zkousejici jiz nemuze Klinické hodnoceni
unavailable to conduct the Study and a osobné provadét a Poskytovatel zdravotnich
SPONSOR or CRO- approved replacement sluzeb a Zkousejici dosud neurcili ndhradu
has not been identified by Institution and schvalenou ZADAVATELEM nebo CRO; nebo
Investigator; or

c. two (2) months after shipment of the c. dva (2) mésice po odeslani Studijniho IécCiva
Study Drug, Investigator has failed to meet Zkousejici nesplnil naborovy cil spocivajici v
the enrolment target for Subjects set forth poctu Subjektl uvedeném v Priloze A, nebo
in Exhibit A, or has recruited such a low ziskal tak nizky pocet Subjektl, Ze CRO mliZze
number of Subjects that it can be dlvodné predpokladat, Ze nebude dosazeno
reasonably assumed by CRO that the dohodnutého poctu Subjektd v souladu s
agreed number of Subjects will not be planem uvedenym v Pfiloze A; nebo
reached in accordance with the schedule
set forth in Exhibit A; or

d. the authorization/authorisation and d. regulaéni organ a/nebo EK s pravomoci nad
approval to perform the Study is Poskytovatelem zdravotnich sluzeb odejme
withdrawn by the regulatory authority opravnéni a povoleni k provaddéni Klinického
and/or EC governing Institution; or hodnoceni; nebo

e. the audit or regulatory inspection e. audit nebo regulaéni kontrola zjisti zavainé
identifies a serious breach or lack of poruseni nebo nedodrzeni této Smlouvy ze
compliance with this Agreement on the strany Poskytovatele zdravotnich sluzeb,
side of the Institution, Investigator and/or Zkousejiciho a/nebo Pracovnik(l zapojenych
Study Personnel; or do klinického hodnoceni; nebo

f. if any of the circumstances permitting f. nastane nékterd z okolnosti umoZziujicich

termination pursuant to Section 14 occur.

ukonceni této Smlouvy dle ustanoveni ¢lanku
14.

16.2. This Agreement may be terminated by Institution
or Investigator, upon sixty (60) days’ prior written notice
to CRO, for breach of the Agreement by CRO if the breach
is not cured within thirty (30) days of notification given
by Institution or Investigator as appropriate.

16.2. Poskytovatel zdravotnich sluieb nebo Zkousejici
mlze tuto Smlouvu vypovédét pisemnou vypovédi s
vypovédni |h(tou Sedesat (60) dni danou CRO, a to z
dlvodu poruseni Smlouvy ze strany CRO, jestlize nedojde k
napravé poruseni do tficeti (30) dnl od pfislusného
oznameni podaného Poskytovatelem zdravotnich sluzeb
nebo ZkousSejicim.

16.3. If this Agreement is terminated prematurely in
accordance with Section 16.1 or 16.2, Institution and
Investigator shall/must use its, his or her reasonable
efforts to:

16.3. Bude-li tato Smlouva predcasné ukoncéena v souladu
s ustanovenimi ¢lanku 16.1 nebo 16.2, pak je Poskytovatel
zdravotnich sluzeb a ZkousSejici povinen vyvinout
maximalni usili k tomu, aby:

a. minimize further costs while maintaining a. minimalizovali dalsi naklady pfi zachovani
good medical care of the Subjects; and; dobré lékarské péce o Subjekty; a
b. ensure that all Subjects shall complete the b. zajistili, aby vSechny Subjekty dokoncily

Study according to the Protocol unless
dictated otherwise by Study Instructions.

Klinické hodnoceni podle Protokolu, pokud
Pokyny k provadéni klinického hodnoceni
nestanovi jinak.

16.4. Should Investigator conclude that continuation of
the Study is no longer medically justifiable, due to (i)

16.4. Pokud by Zkousejici
Klinického hodnoceni jiz neni z

usoudil, Ze pokracovani
Iékarského hlediska
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unexpected results, (ii) the severity or prevalence of
serious adverse events or (iii) the efficacy of the
treatment with Study Drug appears to be insufficient;
then he/she will promptly notify CRO and the EC/IRB in
writing, and may suspend treatment of Subjects until
such time as CRO (based on consultations with SPONSOR)
and Investigator reach agreement as to the best course
of action.

obhajitelné z dlvodu (i) neocekavanych vysledka, (ii)
zavaznosti nebo prevalence zdvainych nepfiznivych
udalosti nebo (iii) toho, Ze Ucinnost Studijniho IéCiva se
ukazuje jako nedostatecnd, pak o tom neprodlené pisemné
vyrozumi CRO a EK/IRB a mUZe pozastavit 1éCbu Subjektd
az do doby, kdy CRO (na zakladé konzultaci se
ZADAVATELEM) a Zkousejici dosahnou dohody o nejlepsim
dalSim postupu.

16.5. Termination of this Agreement by any Party shall
not affect the rights and obligations of the Parties
accrued prior to the effective date of termination of this
Agreement. Any provision of this Agreement that should
survive expiration or termination of this Agreement in
order to give proper effect to its intent, shall survive
expiration or termination of this Agreement. The
following provisions shall survive the termination or
expiry of the Agreement to the extent necessary to
preserve the rights and obligations under them:
(Monitoring and Audit by SPONSOR/CRO); (Intellectual
Property); (Confidential Information); (Rights to
Publication); (Any Compliance provisions relating to:
Transparency, Anti-bribery, Anti-corruption and Conflicts

16.5. Ukoncenim této Smlouvy kteroukoli Stranou nejsou
dotéena prava a povinnosti Stran tak, jak existuji pred
datem Gcinnosti ukonleni této Smlouvy. Jakékoli
ustanoveni této Smlouvy, které by mélo pretrvat po
uplynuti nebo ukonceni platnosti této Smlouvy, aby bylo
mozné fadné naplnit jeji zamér, zlstava v platnosti i po
uplynuti nebo ukonceni platnosti této Smlouvy. Nasledujici
ustanoveni z{stdvaji v platnosti i po ukonceni platnosti
nebo vyprseni Smlouvy v rozsahu nezbytném pro zachovani
prav a povinnosti podle téchto ustanoveni: (monitorovani
a audity ze strany ZADAVATELE/CRO); (Dusevni vlastnictvi);
(Davérné informace); (prava na publikovani); (veskera
ustanoveni o dodrZovani predpisG tykajicich se:
transparentnosti, boje proti Uplatkafstvi, boje proti korupci

CRO is that of independent contractor. Institution and
Investigator commit themselves to perform the Services
only as independent contractor and nothing contained
herein shall be construed to be inconsistent with that
relationship or status. Institution, Investigator, and Study
Personnel, shall not be considered employees or agents
of CRO or SPONSOR and, as such, shall not be entitled to
any benefits available to employees of CRO or SPONSOR.

of Interest); (Third Party Rights for SPONSOR). a stfetd zajmu); (prdva tretich osob na strané
ZADAVATELE).

17. INDEPENDENT CONTRACTOR 17. NEZAVISLY DODAVATEL

17.1. The relationship of Institution and Investigator to | 17.1. Vztah Poskytovatele zdravotnich sluzeb a

Zkousejiciho k CRO je vztahem nezavislého dodavatele.
Poskytovatel zdravotnich sluzeb a Zkousejici se zavazuje
poskytovat Sluzby vyhradné jako nezavisly dodavatel a nic
v této Smlouvé se nevyklada jako nesluditelné s timto
vztahem nebo postavenim. Poskytovatel zdravotnich
sluzeb, Zkousejici a Pracovnici zapojeni do klinického
hodnoceni se nepovazuji za zaméstnance ani zmocnénce
CRO nebo ZADAVATELE a jako takovi nemaji narok na
zadné benefity, na které maji narok zaméstnanci CRO nebo
ZADAVATELE.

17.2. Institution and Investigator shall not retain any
subcontractor to perform any of their obligations under
this Agreement without the prior written consent of CRO.
Any such consent shall not relieve Institution and
Investigator of its obligations hereunder, and Institution
and Investigator shall remain fully liable for all acts and
omissions of any such subcontractor. CRO shall be
permitted to assign the discharge of service obligations it
assumed under this Agreement to any of its Affiliates (or
adequately qualified third party subcontractors), without
releasing CRO from its responsibility for the appropriate
performance of such assigned service obligations
towards Institution and Investigator.

17.2. Poskytovatel zdravotnich sluzeb a Zkousejici si bez
pfedchoziho pisemného souhlasu CRO nesmi nasmlouvat
zadného subdodavatele, aby plnil jakékoli z jejich
povinnosti vyplyvajicich z této Smlouvy. Zadny takovy
souhlas nezbavuje Poskytovatele zdravotnich sluzeb ani
Zkousejiciho povinnosti vyplyvajicich z této Smlouvy a
Poskytovatel zdravotnich sluZzeb a Zkousejici zUstavaji plné
odpovédni za veskeré jednani a opomenuti jakéhokoli
takového subdodavatele. CRO je opravnéna postoupit
plnéni svych povinnosti pfijatych touto Smlouvou na
kteroukoli ze svych Sptiznénych osob (nebo nezavislych
subdodavatell s odpovidajici kvalifikaci) bez toho, aby tim
byla zprosténa odpovédnosti za radné plnéni takovych
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postoupenych povinnosti vic¢i Poskytovateli zdravotnich
sluzeb a Zkousejicimu.

17.3. This Agreement shall not constitute, create or in
any way be interpreted as, a joint venture, partnership,
or business organization of any kind.

17.3. Tato Smlouva nepfedstavuje ani nevytvafi spoleény
podnik, obchodni partnerstvi nebo obchodni organizaci
jakéhokoli druhu a ani se jako takové nijak nevyklada.

18. CONTRACTUAL

18. SMLUVNI ZALEZITOSTI

18.1. Titles to the Sections of this Agreement are solely
for convenience and do not constitute a substantive part
of this Agreement.

18.1. Nadpisy jednotlivych ¢lankd této Smlouvy slouZi
vyhradné pro lepsi prehlednost a nepredstavuji podstatnou
soucast této Smlouvy.

18.2. If any provision of this Agreement is held illegal,
invalid or unenforceable by a court of law, the remainder
of this Agreement shall not be affected thereby.

18.2. Bude-li jakékoli ustanoveni této Smlouvy shledano
soudem jako nezdkonné, neplatné nebo nevymahatelné,
nebude tim dotCena zbyvajici ¢ast této Smlouvy.

18.3. Failure to insist upon compliance with any of the
terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of any such
terms or conditions, and the same shall remain at all
times in full force and effect.

18.3. Netrvani na dodrzeni jakychkoli podminek této
Smlouvy nepredstavuje vSseobecné vzdani se ani zieknuti se
prava na plnéni téchto podminek, a takové podminky
zGstavaji v pIné platnosti a Ucinnosti.

18.4. The Institution and Investigator acknowledge that
the SPONSOR is the sponsor of the Study and in order to
satisfy pre-existing contractual obligations owed by the
CRO to SPONSOR, the Parties agree that the SPONSOR
and its affiliates are the intended third-party
beneficiaries of the rights under this Agreement (in
particular the IP rights under Section 10). The Parties
acknowledge that conferring third-party beneficiary
status upon the SPONSOR and its affiliates is a direct and
material purpose of the Parties entering into the
Agreement. To the extent Applicable Law does not allow
vesting of any rights directly in SPONSOR under this CSA,
such rights will vest in the CRO. Rights under this Section
cannot be modified without SPONSOR’s consent. Except
for the third-party beneficiary rights granted to the
SPONSOR and its affiliates in this Agreement, any person
who is not a party to this Agreement shall not have any
rights under it and shall not be able to enforce any term
of this Agreement.

18.4. Poskytovatel zdravotnich sluzeb a ZkouSejici berou na
védomi, Ze ZADAVATEL je zadavatelem Klinického
hodnoceni, a za uUcelem splnéni jiz existujicich smluvnich
zavazkl CRO vlcCi ZADAVATELI se Strany dohodly, Ze
ZADAVATEL a jeho spfiznéné osoby jsou zamyslenymi
opravnénymi osobami z této Smlouvy (zejména prav
dusevniho vlastnictvi podle ¢lanku 10). Strany berou na
védomi, ze udéleni statusu oprdvnéné osoby ZADAVATELI
a jeho spfiznénym osobdam je pfimym a podstatnym
zamérem Stran, které Smlouvu uzaviraji. V rozsahu, v
jakém Vztahujici se pravni predpisy neumoznuji pfiznani
jakychkoli prav pfimo ZADAVATELI na zdkladé této CSA,
udeéluji se tato prava CRO. Prava podle tohoto ¢lanku nelze
zménit bez souhlasu ZADAVATELE. S vyjimkou prav
opravnénych osob udélenych ZADAVATELI a jeho
spfiznénym osobam v této Smlouvé nema zZadna osoba,
ktera neni jeji stranou, Zadna prava z této Smlouvy a
nebude moci vymahat Zadnou z jejich podminek.

18.5. The respective signatories of the Parties to this
Agreement represent and warrant that they have the
authority and ability to enter into the terms, provisions
and conditions of this Agreement on behalf of their
respective Parties.

18.5. Prislusné osoby podepisujici tuto Smlouvu za Strany
prohlasuji a zarucuji, Ze maji pravomoc a zpUsobilost v
zastoupeni pfislusnych Stran uzavfit tuto Smlouvu se vSemi
jejimi ustanovenimi a podminkami.

18.6. Neither Party shall be responsible for any default
under this Agreement by reason of strikes, riots,
hostilities, wars, fire, acts of terrorism, acts of God, death
of Investigator, or any other cause beyond its reasonable
control.

18.6. Zadna ze Stran nenese odpovédnost za jakékoli
prodleni s plnénim této Smlouvy z dlvodu stavek,
nepokojl, nepratelskych akci, valek, pozard, teroristickych
¢ind, vyssi moci, umrti Zkousejiciho nebo z jinych ddvodd,
které nemUzZe rozumné ovlivnit.
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18.7. This Agreement may not be assigned by Institution
or Investigator without the prior written consent of CRO.

18.7. Poskytovatel zdravotnich sluzeb ani Zkousejici nejsou
opravnéni tuto Smlouvu bez predchoziho pisemného
souhlasu CRO postoupit.

18.8. CRO may assign this Agreement to any of its
subsidiaries, Affiliates or to any third party.

18.8. CRO je opravnéna tuto Smlouvu postoupit na
kteroukoli ze svych dcefinych spolecnosti, Spriznénych
osob nebo jakoukoli treti osobu.

18.9. This Agreement constitutes the entire agreement
and final understanding of the Parties with respect to the
subject matter hereof and supersedes and terminates
all prior and/or contemporaneous understandings
and/or discussions between the Parties, whether written
or verbal, express or implied, relating in any way to the
subject matter hereof. This Agreement may not be
altered, amended, modified or otherwise changed in any
way except by a written agreement, signed by all Parties.

18.9. Tato Smlouva predstavuje Uplnou dohodu a konec¢né
ujedndni Stran ve vztahu k pfedmétu této Smlouvy a
nahrazuje a ukoncuje vSechny ptfedchozi a/nebo soucasné
dohody a/nebo ujednani mezi Stranami, at jiz pisemné
nebo Ustni, vyslovné nebo ml¢ky predpokladané, jakkoli
souvisejici s predmétem této Smlouvy. Tuto Smlouvu nelze
nijak pozménovat, upravovat, doplfiovat ani jinak ménit, s
vyjimkou pisemné dohody podepsané vsemi smluvnimi
stranami.

18.10. All notices necessary or appropriate to be given
pursuant to this Agreement shall be effective when
delivered to the appropriate Party at the address below:

18.10. Veskera oznameni nezbytnd nebo ndleZejici podle
této Smlouvy nabyvaji uCinnosti dorucenim pfislusné
Strané na adresu uvedené nize:

To CRO:

Parexel Study Number: 276427

Pro CRO:

Cislo Klinického hodnocenf Parexel: 276427

To Institution:
Fakultni nemocnice v Motole
Address: V Uvalu 84, 150 06 Praha 5, Czech Republic

Pro Poskytovatele zdravotnich sluzeb:
Fakultni nemocnice v Motole
Adresa: V Uvalu 84, 150 06 Praha 5, Ceska republika

K ruksm: [

18.11. Any Party may change its address or number for
notice by giving notice in accordance with Section 18.10
and 18.12.

18.11. Kterdkoli Strana je opravnéna zménit svou adresu
nebo Cislo pro ucely podavani ozndmeni v souladu s
ustanovenimi ¢lanku 18.10 a 18.12.

18.12. Any delivery that is called for under this
Agreement shall be complete when made by personal
delivery, email, registered post, certified post or courier,
in each case with confirmation of delivery/receipt

18.12. Jakékoli doruceni, které se pozaduje na zakladé této
smlouvy, je realizovano osobnim dorucenim, e-mailem,
doporucenou postou nebo kuryrem, a to vidy s potvrzenim
o dorudeni/prevzeti.

18.13. The Parties agree that this Agreement shall be
governed by the laws of the Czech Republic, without
regard to the conflicts of law provisions thereof. In case
a dispute is brought before a court of law, the competent
courts of the Czech Republic will have sole jurisdiction
over the litigation.

18.13. Strany souhlasi s tim, Ze se tato Smlouva fidi
pravnim taddem Ceské republiky bez pfihlédnuti k jeho
ustanovenim o kolizi pravnich norem. V pfipadé predlozeni
sporu k rozhodnuti soudu maji vyluénou jurisdikci nad
soudnim sporem pFisluéné soudy v Ceské republice.

18.14. Disclosure by SPONSOR. The Institution and
Investigator acknowledge that the SPONSOR is required
by Applicable Law and pharmaceutical industry codes of
conduct to document and publicly disclose certain

18.14. Poskytnuti informaci ze strany ZADAVATELE.
Poskytovatel zdravotnich sluzeb a Zkousejici berou na
védomi, Ze ZADAVATEL je podle Vztahujicich se pravnich
predpisd a kodexl chovani ve farmaceutickém primyslu
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transfers of value made to healthcare professionals and
healthcare organizations, and such disclosures may
include information about the payments or other
transfers of value provided to Institution and/or the
Investigator and Study Personnel under this Agreement.
The SPONSOR may store and use information relating to
the Institution, Investigator and/or Study Personnel and
arising out of this Agreement for the purpose of its
business and may publicly disclose in its discretion such
information (including, but not limited to, the name and
professional address of the Institution and/or the
Investigator and Study Personnel, any financial and in-
kind payments received under this Agreement, the
nature of the engagement and any other payment or
service-related information) as may be deemed
appropriate by SPONSOR for the fulfillment of its
transparency obligations or as may otherwise be dictated
by Applicable Law or any pharmaceutical industry codes
of conduct to which the SPONSOR or any of its Affiliates
is subject. For such purposes, the SPONSOR may transfer
such information to its Affiliates and/or third party
service providers, who may be established in a different
jurisdiction to the Institution and Investigator, which
jurisdiction may not offer the same level of protection for
personal information. Payments to the Institution for
work done by specified individuals may reference both
the Institution and the individual. In accordance with
Data Protection Law, the Investigator and Study
Personnel may contact the SPONSOR at any time to
correct any mistakes or request deletion of their personal
information held by SPONSOR.

povinen dokumentovat a zvetejnit informace o urcitych
prevodech hodnot uskuteénénych ve prospéch zdravotnik(
a zdravotnickych organizaci, pfiéemz tato podani informaci
mohou zahrnovat informace o platbach nebo jinych
prevodech hodnot poskytnutych na zakladé této Smlouvy
Poskytovateli zdravotnich sluzeb a/nebo Zkousejicimu a
Pracovnikim zapojenym do klinického hodnoceni.
ZADAVATEL maZe uchovavat a pouzivat informace tykajici
se Poskytovatele zdravotnich sluzeb, Zkousejiciho a/nebo
Pracovnikl zapojenych do klinického hodnoceni a
vyplyvajici z této Smlouvy pro Ucely své Cinnosti a mize
tyto informace podle svého uvazeni zverejnit (zejména
véetné jména a pracovni adresy Poskytovatele zdravotnich
sluZeb a/nebo Zkousejiciho a Pracovnik(i zapojenych do
klinického hodnoceni, jakychkoli financnich a materialnich
plateb pfijatych na zakladé této Smlouvy, povahy zakazky a
jakychkoli dalSich informaci tykajicich se plateb nebo
sluZeb), které ZADAVATEL pfipadné povaZuje za patfi¢né
pro splnéni povinnosti tykajicich se transparentnosti nebo
které mohou byt jinak nafizeny platnymi pravnimi predpisy
nebo kodexy chovani ve farmaceutickém pramyslu, které
se na néj nebo kteroukoli z jeho Sptiznénych osob vztahuji.
Pro tyto Ucely mize ZADAVATEL predat tyto informace
svym Spfiznénym osobam a/nebo externim
poskytovatellm sluzeb, ktefi mohou byt usazeni v jiné
jurisdikci nez Poskytovatel zdravotnich sluzeb a Zkousejici,
pri¢emz tato jurisdikce nemusi poskytovat stejnou Uroven
ochrany osobnich Udajl. Platby Poskytovateli zdravotnich
sluzeb za praci vykonanou uréenymi osobami mohou
odkazovat jak na Poskytovatele zdravotnich sluzeb, tak na
danou osobu. V souladu se Zakony o ochrané osobnich
udaji mohou Zkousejici a Pracovnici zapojeni do klinického
hodnoceni kdykoli kontaktovat ZADAVATELE s tim, aby
opravil pfipadné chyby, nebo se Zadosti o vymazani svych
osobnich udaju, které ma ZADAVATEL k dispozici.

18.15. This Agreement is executed in both English and
Czech language. In <case of any incoherence,
contradiction or discrepancy between the English and
the Czech version of this Agreement, the terms of the
Czech version will prevail.

18.15. Tato smlouva je vyhotovena v anglickém a ceském
jazyce. 'V pripadé nesouladu, rozporu nebo
nejednoznacnosti mezi anglickym a ceskym znénim této
smlouvy, plati ustanoveni v ¢eském jazyce.

18.16. This Agreement is valid as of the last signature
date below and effective as of the date of publication in
the Registry of Contracts.

18.16. Tato smlouva je platna ode dne posledniho podpisu
uvedeného niZe a je ucinna ode dne zverejnéni v registru
smluv.

18.17. The Parties agree that the Agreement shall be
published by the Institution on the website
https://smlouvy.gov.cz/ in order to fulfill its legal
obligations imposed by valid and effective legislation, in
particular Act No. 340/2015 Coll., on the Register of
Contracts, as amended.

18.17. Smluvni strany souhlasi s uverejnénim smlouvy
Poskytovatelem zdravotnich sluzeb na strankach
https://smlouvy.gov.cz/ za uUcelem splnéni povinnosti
ulozenych mu platnou a uUcinnou pravni Upravou, a to
zejména zdkonem ¢. 340/2015 Sh., o registru smluv, ve
znéni pozdéjsich predpisu.

276427 0910600002 CZE 1904 |l csA INsT Bilingual 20240402 1.0

Strana 22z 48




The Agreement shall be published in a redacted version,
not containing any trade secrets and personal data
according to the section 504 of the Act No. 89/2012 Coll.,
Civil Code, as amended.

SPONSOR through CRO shall provide the Institution with
a redacted version of the Agreement prior to the
execution of this Agreement. The Institution will publish
the Agreement in the Registry of Contracts, and will
inform the CRO about the publication to the email

address: I

CRO and SPONSOR acknowledge that the INSTITUTION,
as a state contributory organization, is required to
provide information upon request of a third party under
the Act no. 106/1999 Coll, On Free Access to
Information, as amended.

Smlouva bude uverejnéna v redigované verzi prosté
obchodniho tajemstvi a osobnich Gdaji ve smyslu § 504
zdkona ¢&. 89/2012 Sb., oblanského zdkoniku, ve znéni
pozdéjsich predpisu.

ZADAVATEL prostiednictvim CRO poskytne redigovanou
verzi smlouvy Poskytovateli zdravotnich sluzeb pred
podpisem této Smlouvy. Uvefejnéni Smlouvy v registru
smluv provede Poskytovatel, a o uvefejnéni bude CRO
informovat na e-mailové adrese:

ZADAVATEL a CRO berou na védomi, zZe Poskytovatel
zdravotnich sluzeb jakoZto statni prispévkova organizace,
je povinen na dotaz tfeti osoby poskytnout informace
podle zdkona ¢. 106/1999 Sb., o svobodném pfistupu k
informacim, ve znéni pozdéjsich predpisu.
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IN WITNESS WHEREOF, the Parties have executed this
Agreement with the intent to make it a binding contract
with the terms and conditions as set forth herein.

NA DUKAZ CEHOZ Strany tuto Smlouvu podepsaly se
zamérem ucinit ji zdvaznou smlouvou s podminkami
tak, jak jsou v ni stanovené.

(1) Parexel International (IRL) Limited:

(Signature of Authorized Official / podpis
zmocnéného funkcionare)

(Typed or Printed Name / jméno
halkovym pismem nebo natisténé)

(2) Institution Name / Nazev
Poskytovatele zdravotnich sluzeb:
Fakultni nemocnice v Motole

(Signature of Authorized Official / podpis
zmocnéného funkcionare)

(Typed or Printed Name / jméno
halkovym pismem nebo natisténé)

The undersigned NN, =5 the

Investigator, hereby declare that | have read and
understood the content of this Agreement and | declare
that | undertake the obligations of the Investigator
arising from this Agreement, other agreements with
the SPONSOR and the relevant regulations that govern
clinical research. | also agree not to disclose
information relating to the Study without the prior
written consent of SPONSOR, keep confidential all
information provided, consider these confidential and
to refrain from any other use of the information and
results than for the purposes of this Study. As the
Investigator, | agree that the SPONSOR (or CRO) will
collect, use, process and disclose my personal
information, including names, qualifications and
experience in the Study, my financial information
relating to, inter alia, the remuneration received as
financial compensation and other personal information
for administrative purposes in connection with the
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Date / datum

Date / datum

Ja, nize podepsand |GGG <o
zkousejici potvrzuji, Ze jsem se fadné seznamila s
obsahem této smlouvy a potvrzuji, Ze jsem na sebe
pfevzala povinnosti zkousejiciho dle této smlouvy,
smluvnich ujednani se ZADAVATELEM a pfislusnych
pravnich predpisi upravujicich provadéni klinickych

hodnoceni 1éCiv. Ddale se zavazuji nezverejnovat
informace tykajici se predmétné studie bez
predchoziho pisemného souhlasu ZADAVATELE,
zachovdvat mlcéenlivost o vSech poskytnutych

informacich, povaZovat tyto za ddvérné a zdriet se
jakéhokoliv jiného uZiti téchto informaci a vysledkd nez
pro Ucely této studie. Jako zkousejici souhlasim s tim, Ze
ZADAVATEL (a popf. i CRO) bude/budou shromazdovat,
pouzivat, zpracovavat a zverejriovat mé osobni Udaje,
véetné jména, kvalifikace a zkusenosti ve studii, mé
finan¢ni udaje vztahujici se mimo jiné k obdrzené
odméné a financni nahradé a dalsi osobni udaje k
administrativnim ucellim v souvislosti se studii, popf. k
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Study, respectively to provide ethics committees and poskytnuti etickym komisim a statnim Grfadim a
government agencies and undertake to ensure the zavazuji se zajistit tento souhlas i od spoluzkousejicich
consent of the sub-investigators and other members of a ostatnich ¢lenl personalu studie.

the Study Personnel.

Read and Acknowledged: / Pfeéteno a potvrzeno:

I Date / Datum
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Exhibit B — Definitions

Pfiloha B — Definice

“Affiliate” means in relation to either party to this
Agreement, any company, partnership or other entity
which directly or indirectly controls, is controlled by, or is
under common control with such party. For purposes of
this definition, “control” means the beneficial ownership
of more than fifty (50) per cent of the issued voting shares
or the legal power to direct or cause the direction of the
general management of the company, partnership or other
entity in question, and “controlled” shall be construed
accordingly.

,Spfiznénda osoba“ znamend ve vztahu ke kterékoli
smluvni strané této Smlouvy jakoukoli spolecnost,
obchodni partnerstvi nebo jiny subjekt, ktery pfimo nebo
neptimo ovldda smluvni stranu, je smluvni stranou
ovladan nebo je se smluvni stranou pod spole¢nym
ovladanim. Pro ucely této definice se ,,ovladanim“ rozumi
skute¢né vlastnictvi vice neZ padesati (50) procent
vydanych akcii s hlasovacim pravem nebo pravomoc fidit
nebo nechat fidit vSeobecné fungovani takové spolecnosti,
obchodniho partnerstvi nebo jiného subjektu, a vyraz
,ovladany“ se vyklada analogicky.

“Applicable Law” means any international, national,
federal, state, provincial, commonwealth, or local
government law, statute, rule, requirement, code,
regulation, or ordinance that applies to any party or to a
Study, the Services, or this Agreement, as well as the
current good clinical practices guidelines of the
International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for
Human Use Topic E6: Guidelines on Good Clinical Practice,
and applicable version(s) of the World Medical Association
Declaration of Helsinki, and, where applicable, rules
governing good manufacturing practice and good
laboratory practice, and Data Protection Law and the
collection and storage of human tissue samples and the
performance of DNA testing.

,Vztahujici se pravni predpisy” znamenda jakékoli
mezinarodni, narodni, federalni, statni, oblastni, platné v
ramci spolecenstvi nebo mistni zakony, predpisy, pravidla,

pozadavky, kodexy, nafizeni nebo vyhlasky, které se
vztahuji na kteroukoli smluvni stranu nebo na Klinické
hodnoceni, Sluzby nebo tuto Smlouvu, jakoZ i stavajici

pokyny pro spravnou klinickou praxi vydané Mezinarodni
konferenci o harmonizaci technickych pozadavkd na
registraci humannich lécivych pripravk(, téma E6: Pokyny
pro spravnou klinickou praxi, a pfislusné platné znéni
Helsinské deklarace Svétové |ékarské asociace, pfipadné
pravidel pro spravnou vyrobni praxia spravnou laboratorni
praxi, a dale Zakony o ochrané osobnich udaji a
shromazdovani a uchovavani vzorkl lidskych tkani a
provadéni testovani DNA.

“Completed Subject” means any Subject who has
completed the prescribed course of treatment for a subject
in the Study in accordance with the Protocol.

,Dokonceny subjekt” znamena kterykoli Subjekt, ktery v
souladu s Protokolem dokoncil predepsany l|é¢ebny
postup pro subjekt v Klinickém hodnoceni.

“Confidential Information” means (i) the terms of this
Agreement; and (ii) any business, employee, patient or
customer information or data in any form which is
disclosed or otherwise comes into possession of the
Institution and/or Investigator, directly or indirectly, as a
result of this Agreement and which is of a confidential or
proprietary nature to the SPONSOR and CRO and/or their
respective Affiliates (including, without limitation, the
Study Documentation, any information relating to business
affairs, operations, products, processes, methodologies,
formulae, plans, intentions, projections, know-how,
Intellectual Property, trade secrets, market opportunities,
suppliers, customers, marketing activities, sales, software,
computer and telecommunications systems, costs and
prices, wage rates, records, finances and personnel).

,Duvérné informace” znamend (i) podminky této
Smlouvy; a (ii) jakékoli obchodni informace, informace o
zaméstnancich, pacientech nebo zakaznicich nebo udaje v
jakékoli formé, které jsou poskytnuty Poskytovateli
zdravotnich sluzeb a/nebo Zkousejicimu nebo se jinak
dostanou do jejich drZeni v pfimém nebo nepfimém
disledku této Smlouvy a které jsou pro ZADAVATELE a CRO
a/nebo jejich prislusné Spriznéné osoby divérné nebo
soukromé, zejména vcetné Studijni dokumentace,
veskerych informaci o obchodnich zaleZitostech,
operacich, produktech, procesech, metodikach, vzorcich,
planech, zamérech, projekcich, know-how, DusSevnim
vlastnictvi, obchodnich  tajemstvich, obchodnich
prilezitostech, dodavatelich, zakaznicich, marketingovych
¢innostech,  prodeji, softwaru, pocitaCovych a
telekomunikacénich systémech, nakladech a cenach,
mzdovych sazbach, zaznamech, financich a personalu.

“Controller” means the natural or legal person, public
authority, agency or other body which, alone or jointly with
others, determines the purposes and means of the
processing of personal data.

,Spravce” znamena fyzickou nebo pravnickou osobu,
vefejny Ufad, instituci nebo jiny orgén, ktery/a sam/sama
nebo spolecné s dalSimi osobami urcuje Ucel a prostredky
zpracovani osobnich Gdaju.

“Data Protection Law” means any applicable international,
national, federal, or state law, statute, rule, requirement,
code, regulation, or ordinance that regulates the

,Zakon o ochrané osobnich udaji“ znamena jakékoli
vztahujici se mezinarodni, narodni, federalni nebo statni
zakon, predpis, pravidlo, pozadavek, kodex, nafizeni nebo
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treatment, process and export of personal data including
but not limited to the Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April 2016
on the protection of natural persons, regarding the
processing of personal data and on the free movement of
such data, and repealing Directive 95/46/EC (General Data
Protection Regulation, GDPR), and Data Protection Act
2018.

vyhlasku, které upravuji nakladani s osobnimi udaji, jejich
zpracovani a export, zejména véetné nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna 2016
o ochrané fyzickych osob v souvislosti se zpracovanim
osobnich Gdaji a o volném pohybu téchto Udaji a o
zruSeni smérnice 95/46/ES (obecné nafizeni o ochrané
osobnich udaju, GDPR), a déle véetné zdkona o ochrané
osobnich udajl z roku 2018.

“Designee” means any person designated by the SPONSOR
in writing who undertakes activities on behalf of the
SPONSOR in relation to the Study, which may include an
Affiliate or the CRO.

,2Zmocnénec” znamend jakoukoli osobu, kterou
ZADAVATEL pisemné urci a kterd provadi ¢innosti jménem
ZADAVATELE ve vztahu ke Klinickému hodnoceni a mezi
které mlze patfit Spriznéna osoba nebo CRO.

“Developed Technology” means any inventions,
discoveries, improvements or developments made by the
Institution or any Study Personnel (whether solely or
jointly with others) in the course of or as a result of the
Study and that are directly related to the Study Drug, or the
use thereof.

,Vytvofena technologie” znamena jakékoli vynalezy,
objevy, zlepSeni nebo vyvoj, které ucinil Poskytovatel
zdravotnich sluzeb nebo jacikoli Pracovnici zapojeni do
klinického hodnoceni (at uz samostatné nebo spolec¢né s
jinymi osobami) v priibéhu Klinického hodnoceni nebo v
jeho dasledku a které pfimo souviseji se Studijnim IéCivem
nebo s jeho pouzitim.

“eCRFs/CRFs” (Electronic Case Report Forms or Case
Report Forms) are paper or electronic questionnaires
specifically used by Institution and Investigator pursuant to
the Protocol for Subject data reporting.

,@CRF/CRF“ (Electronic Case Report Form/Case Report
Form, formular elektronické zpravy o pfipadu nebo
formular zpravy o pripadu s informacemi o pacientovi) je
papirovy nebo elektronicky dotaznik, ktery Poskytovatel
zdravotnich sluzeb a ZkouSejici pouiZivaji specifickym
zpUsobem podle Protokolu pro vykazovani udaji o
Subjektech.

“Fully Cooperate” means to assist in completing a specified
end or purpose.

,PIné spolupracovat” znamena byt ndpomocen pfi
realizaci specifikovaného cile nebo ucelu.

“Intellectual Property ” means any and all rights in and to
ideas, formulae, inventions, discoveries, know-how, data,
databases, documentation, reports, Materials, writings,
designs, computer software, processes, principles,
methods, techniques and other information, including
patents, trademarks, service marks, trade names,
registered designs, design rights, copyrights and any rights
or property similar to any of the foregoing in any part of
the world, whether registered or not, together with the
right to apply for the registration of any such rights.

e
I

,Dusevni vlastnictv znamena veskera prava k
myslenkam, vzorclim, vynalezim, objevim, know-how,
datlm, databazim, dokumentaci, zprdvam, Materialim,
spistim, navrhim, pocitatovému softwaru, procesim,
principdm, metodam, technikdm a dalSim informacim,
véetné patentl, ochrannych znamek, servisnich znacek,
obchodnich nazvd, registrovanych vzord, prav k vzordm,
autorskych prdv a veskerych prav nebo majetku
podobnym vyse uvedenému v jakékoli ¢asti svéta, at jiz
registrovand ¢i nikoli, spolu s pravem pozadat o zapis
takovych prav.

“Investigator” is the individual named in preamble (2) of
this Agreement, and is the person responsible for the
conduct of the Study at Institution. If a Study is conducted
by a team of individuals at an Institution, Investigator is the
responsible leader of the team and may be called the
principal investigator.

,Zkousejici“ je fyzickd osoba uvedend v Uvodnim
ustanoveni (2) této Smlouvy, ktera je osobou odpovédnou
za provadéni Klinického hodnoceni u Poskytovatele
zdravotnich sluzeb. Pokud Klinické hodnoceni provadi u
Poskytovatele zdravotnich sluzeb tym fyzickych osob, je
Zkousejici odpovédnym vedoucim tymu a miZe byt
oznacovan jako hlavni zkousejici.

“Materials” means any equipment, materials (excluding
Study Drug), documents, data, software and information
supplied by or on behalf of, or purchased at the expense
of, the SPONSOR, in connection with the Study, as
described and set out in the Protocol and this Agreement.

»Materidly“ znamena jakékoli zafizeni, materialy (kromé
Studijniho léciva), dokumenty, U(daje, software a
informace poskytnuté ZADAVATELEM nebo jeho jménem
nebo zakoupené na jeho naklady v souvislosti s Klinickym
hodnocenim, jak jsou popsdny a stanoveny v Protokolu a
této Smlouvé.
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“Personal Data” means any information relating to an
identified or identifiable natural person (‘Data Subject’) ;
an identifiable person is one who can be identified, directly
orindirectly, in particular by reference to an identifier such
as a name, an identification number location data, an
online identifier or to one or more factors specific to his
physical, physiological, mental, economic, cultural or social
identity of that natural person.

,Osobni udaje“ znamena jakékoli informace tykajici se
identifikované nebo identifikovatelné fyzické osoby
(,Subjekt udajl‘); identifikovatelné osoby, kterda mlze byt
pfimo nebo nepfimo identifikovana, zejména odkazem na
identifikator, napfiklad jméno, na identifikacni Cislo, na
udaje o poloze, na online identifikator nebo na jeden di
vice faktord specifickych pro jeji fyzickou, fyziologickou,
dusSevni, ekonomickou, kulturni nebo socialni identitu
dané fyzické osoby.

“Personal Data Breach” means a breach of security leading
to the accidental or unlawful destruction, loss, alteration,
unauthorised disclosure of, or access to, personal data
transmitted, stored or otherwise processed.”” “Process”
means any operation or set of operations which is
performed upon Personal Data, whether or not by
automatic means, such as collection, recording,
organization, storage, adaptation or alteration, retrieval,
consultation, use, disclosure by transmission,
dissemination or otherwise making available, alignment or
combination, blocking, erasure or destruction.

,Poruseni zabezpeéeni osobnich udaja“ znamend
naruseni bezpecnosti, které vede k nahodnému nebo
protipravnimu zniceni, ztraté, zméné, neopravnénému
zvefejnéni nebo pristupu k osobnim Gdajim, které byly
preddny, uchovavdny nebo jinak zpracovavany.
,Zpracovavat” znamena jakoukoli operaci nebo soubor
operaci, které jsou provadény na Osobnich adajich, at uz

automatizované nebo neautomatizované, jako je
napriklad shromazdovani, zaznamenavani, tridéni,
ukladani, dprava nebo pozménovani, vyhledavani,

konzultace, poutziti, poskytnuti prenosem, Sifeni nebo jiné
zpfistupnéni, sladéni nebo kombinace, blokovani,
vymazani nebo zniceni.

“Protocol” means the clinical study protocol named in the
front of this Agreement that has been approved by the
relevant Ethics Committee/IRB, which describes the Study,
including all amendments thereto as the parties and
SPONSOR may from time to time agree in writing

,Protokol” znamend protokol klinického hodnoceni
uvedeny v Uvodni ¢asti této Smlouvy, ktery byl schvalen
pfislusnou etickou komisi/IRB a ktery popisuje Klinické
hodnoceni, véetné vsech jeho zmén, na kterych se strany
a ZADAVATEL pripadné pribéziné v pisemné formeé
dohodnou

“Reports” means any reports that are required by the
applicable regulatory committee to close out the Study.

,Reporty” znamena vSechny zprdvy, které pfislusny
regulacni vybor pozaduje k uzavteni Klinického hodnoceni.

“Resources” refers to any facilities and equipment that are
utilized for the conduct of the Study.

»Zdroje” odkazuje na veskeré zafizeni a vybaveni, které se
pouziva k provadeéni Klinického hodnoceni.

“Serious breach” means any deviation of the approved
protocol version or the clinical trial regulation that is likely
to affect the safety, rights of trial participants and/or data
reliability and robustness to a significant degree in a clinical
trial.

fu
1

,Zavainym porusenim zabezpeceni se rozumi jakakoli
odchylka od schvalené verze protokolu nebo nafizeni o
klinickém hodnoceni, ktera mulze vyznamné ovlivnit
bezpecénost, prava GcéastnikG hodnoceni a/nebo
spolehlivost a robustnost Udajd v klinickém hodnoceni.

“Services” means the services to be provided by the
Institution, the Investigator and/or the Study Personnel
under the terms of this Agreement.

,Sluzby” znamena sluzby, které ma poskytovat
Poskytovatel zdravotnich sluzeb, Zkousejici a/nebo
Pracovnici zapojeni do klinického hodnoceni za podminek
této Smlouvy.

“Study” means the scientific research as defined in the
Protocol.

,Klinické hodnoceni“ znamena védecky vyzkum

definovany v Protokolu.

“Study Drug” means the SPONSOR’s investigational
medicinal product(s), any placebo and any comparator
drug(s) being studied or tested in the Study as set out in
the Protocol.

,Studijni lé¢ivo“ znamenad hodnoceny lécivy pfripravek
(hodnocené |écCivé pripravky) ZADAVATELE, jakékoli
placebo a jakékoli srovnavaci lécCivo (léciva), které jsou
zkoumany nebo testovany v Klinickém hodnoceni tak, jak
je stanoveno v Protokolu.

“Study Documentation” means all records, accounts,
notes, reports, data and ethics communications

,Studijni dokumentace” znamend vSechny zdznamy, ucty,
poznamky, reporty, Udaje a etiky se tykajici komunikace
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(submission, approval and progress reports), collected,
generated or used in connection with the Study and/or
Study Drug, whether in written, electronic, optical or other
form, including all recorded original observations and
notations of clinical activities such as (e)CRFs and all other
reports and records necessary for the evaluation and
reconstruction of the Study.

(podani, schvalovani a zpravy o pokroku) shromazdéné,
vytvorené nebo pouzivané v souvislosti s Klinickym
hodnocenim a/nebo Studijnim |éCivem, at jiz v pisemné,
elektronické, optické nebo jiné formé, vcetné vsech
zaznamenanych plvodnich pozorovani a poznamek ke
klinickym c¢innostem, jako jsou (e)CRF a vSechny ostatni
reporty a zaznamy nezbytné pro vyhodnoceni a
rekonstrukci Klinického hodnoceni.

“Study Instructions” means any written document, other
than the Protocol, issued by SPONSOR or CRO that
specifically relates to and references the Study and which
provides additional information and/or instructions on
how the Institution, Investigator and Study Personnel shall
conduct the Study. Study Instructions may be transmitted
from SPONSOR or CRO to Institution and/or Investigator by
personal delivery, e-mail, registered post, certified post or
courier.

,Pokyny k provadéni klinického hodnoceni” znamenaji
jakykoli pisemny dokument jiny nez Protokol, vydany
ZADAVATELEM nebo CRO, ktery se konkrétné vztahuje ke
Klinickému hodnoceni a ktery odkazuje na Klinické
hodnoceni a poskytuje dalsi informace a/nebo pokyny k
tomu, jak ma Poskytovatel zdravotnich sluZzeb, Zkousejici a
Pracovnici zapojeni do klinického hodnoceni Klinické
hodnoceni provadét. Pokyny k provadéni klinického
hodnoceni mulZe ZADAVATEL nebo CRO dorucit
Poskytovateli zdravotnich sluzeb nebo Zkousejicimu
osobnim dorucenim, zaslanim e-mailem, doporucenou
postou, doporucenou postou s dodejkou nebo kuryrem.

“Study Personnel” means any employees of Institution or
Investigator, and/or contractors engaged by Institution or
Investigator, who are involved in performing the Study,
including Sub-Investigator(s), Study coordinator(s), and
any other contractors, agents and employees of Institution
or Investigator who assist Institution and Investigator with
the Study.

fu

,Pracovnici zapojeni do klinického hodnoceni” znamena
jakékoli zaméstnance Poskytovatele zdravotnich sluzeb
nebo Zkousejiciho a/nebo smluvni dodavatele najaté
Poskytovatelem zdravotnich sluieb nebo Zkousejicim,
ktefi jsou zapojeni do provadéni Klinického hodnoceni,
véetné Spoluzkousejiciho (Spoluzkousejicich),
koordinatora (koordinator(l) Klinického hodnoceni a
jakychkoli dalSich smluvnich dodavatell, zmocnéncl a
zaméstnancl Poskytovatele zdravotnich sluZzeb nebo
ZkouSejiciho, ktefi Poskytovateli zdravotnich sluieb a
Zkousejicimu s provadénim Klinického hodnoceni
pomahaji.

“Sub-Investigator” is any individual member of the Study
team designated and supervised by the Investigator at
Institution to perform critical trial-related procedures
and/or to make important trial-related decisions (e.g.,
associates, residents, research fellows).

,Clen tymu zkousejiciho” je kazdy jednotlivy €len tymu
provadéjiciho Klinické hodnoceni sestaveného Zkousejicim
a pracujiciho pod dohledem Zkousejiciho u Poskytovatele
zdravotnich sluzeb na provadéni kritickych postupl
souvisejicich s postupy v rdmci klinického hodnoceni
a/nebo na pfijimani ddlezZitych rozhodnuti souvisejicich s
klinickym hodnocenim (napf. spolupracovnici, rezidenti,
vyzkumni pracovnici).

“Subject” is a person participating in the Study and
identified in the signed informed consent form.

,Subjekt” je osoba, ktera se ucastni Klinického hodnoceni
a je identifikovana v podepsaném  formulari
informovaného souhlasu.
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