CLINICAL STUDY AGREEMENT

SMLOUVA O KLINICKE STUDII

THIS CLINICAL STUDY AGREEMENT is made on
20, (the “Effective Date) by and among

TATO SMLOUVA O KLINICKE STUDII byla
uzaviena dne 20 (ndatum téinnosti) mezi

(1) Geron Corporation

(1) spole¢nosti Geron Corporation

919 E. Hillsdale Ave, Suite 250

919 E. Hillsdale Ave, Suite 250

Foster City, CA 94404, U.S.A.

Represented by —

(hereinafter “Sponsor™);

Foster City, CA 94404, USA
Jjednajici:

(ddle jen ,,zadavatel”);

(2) PAREXEL International (IRL) Limited

(2) spolecnosti PAREXEL International (IRL)
Limited

70 Sir John Rogerson’s Quay

70 Sir John Rogerson's Quay

Dublin 2, Ireland
Irish VAT Registration No.: IE 3249971HH
Represented by:

(hereinafter “CRO™);

Dublin 2, Irsko

DIC: IE 324997 1HH
jednajici:

(dale jen ,,CRO*);

(3) Fakultni nemocnice Brno

with registered office at Jihlavska 340/20
625 00 Brno

Czech Republic

Company Identification number: 65269705
VAT ID. No.: CZ65269705

Represented by

(3) Fakultni nemocnice Brno
se sidlem na adrese Jihlavska340/20
625 00 Brno

Ceska republika

IC: 65269705

DIC: CZ65269705

jednajici:

(hereinafter “Institution™);

(ddle jen ,,zdravotnické zaFizeni*);

and

a

4

4

(herenafter “Investigator™)

(dale jen ,,zkouSejici lékai)
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regarding

v souvislosti s

Protocol No: 63935937MDS3001

protokolem €.: 63935937MDS3001

A Study to Evaluate (GRN163L) Imetelstat in
Transfusion-Dependent Subjects with

Studie hodnotici imetelstat (GRN163L) u
pacientii s myelodysplastickym syndromem
(MDS)

IPSS Low or Intermediate-1 Risk
Myelodysplastic Syndrome (MDS) that is

v nizce nebo stiedné-1 rizikové skupiné dle
IPSS, zavislych na transfuzi,

Relapsed/Refractory to Erythropoiesis-
Stimulating Agent (ESA) Treatment
(hereinafter “Protocol”)

po relapsu nebo refrakternich na lécbu latkou
stimulujici erytropoézu (ESA) (dale jen
sprotokol)

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

Zadavatel, CRO, zkousejici Iékat a zdravotnické
zafizeni mohou byt v tomto dokumentu
Jjednotlivé oznacovani jako ,,smluvni
strana® a kolektivné jako ,,smluvni strany*.

WHEREAS, Sponsor is the sponsor of the
multi-center Study to clinically evaluate the
Investigational Product;

VZHLEDEM K TOMU, Ze zadavatel je
zadavatelem multicentricke studie, jejimz
cilem je klinické hodnoceni hodnoceného
pripravku;

WHEREAS, CRO (and CRO’s Affiliates)
have been retained by Sponsor (under a
separate written agreement) to act as
Sponsor’s contractor and designee in
managing the Study for Sponsor;

VZHLEDEM K TOMU, ze CRO (a
piidruzené spoleénosti CRO) byly
zadavatelem (na zaklad€ samostatné pisemné
smlouvy) najaty k tomu, aby pii vedeni studie
pro vystupovaly jako smluvni partner a
povéieny subjekt zadavatele;

WHEREAS CRO has expertise inter alia, in
recruiting institutions and investigators to
conduct clinical studies, in monitoring data
collection and supervising the schedule and
format of study deliverables;

VZHLEDEM K TOMU, Zze CRO ma mimo
jiné odborné znalosti v oblasti najimani
zdravotnickych zafizeni a zkousejicich lékafi
k provadéni klinickych studii, sledovani
shromazd'ovani adaji a dohledu nad
harmonogramem a formatem vysledki studie;
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WHEREAS, Institution and Investigator have
expertise in, the facilities for, and patient
populations necessary to conduct the Study;

VZHLEDEM K TOMU, ze zdravotnické
zafizeni a zkouSejici 1ékai maji odborné
znalosti, vhodné prostory a skupinu pacienti,
které jsou nezbytné k provedeni studie;

WHEREAS, Investigator is an employee of
Institution;

VZHLEDEM K TOMU, Ze zkousejici 1ékar je
zaméstnancem zdravotnického zafizeni;

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

VZHLEDEM K TOMU, zZe zdravotnické
zafizeni a zkousejici lekar chtéji provadét tuto
studii tak, jak je uvedeno v této smlouvé; a

WHEREAS, this Agreement explains the
obligations of Institution and Investigator, and
the obligations of CRO and Sponsor.

VZHLEDEM K TOMU, Z¢ tato smlouva
vysvétluje povinnosti zdravotnického zafizeni
a zkousejiciho I¢kate a povinnosti CRO a
zadavatele,

The Institution acknowledges that the SPONSOR
intends to execute concurrently with this Agreement an
agreement with the Investigator concerning activities to
be performed during the Study in excess of the
activities for which the Institution shall be responsible
hereunder. Such agreement shall determine the
Investigator’s compensation for the performance of
such activities.

Zdravotnické  zafizeni bere na védomi, Ze
ZADAVATEL zamysli se zkouSejicim uzavfit zarovei
s touto smlouvou smlouvu na ¢innosti ve véci klinického
hodnoceni nad ramec cinnosti, za které odpovida
zdravotnické zafizeni podle této smlouvy. Smlouva mj.
stanovi odménu zkou$ejictho za provedeni téchto
¢innosti,

NOW, THEREFORE, in consideration of the
mutual covenants and commitments
hereinafter set forth, and for other good and
valuable consideration, the sufficiency of
which is hereby acknowledged, the Parties
agree as follows.

SE NYNI s ohledem na vzajemné piisliby

a zavazky uvedene v této smlouveé a na dalsi
Fadné a hodnotné protiplnéni, jehoz pfijeti a

dostate¢nost se timto uznava, smluvni strany
dohodly nasledovné:

1. DEFINITIONS

1. VYMEZENI POJMU

Definitions for terms used in this Agreement
(that are not otherwise defined within the text of the
Agreement) are in Exhibit B.

Definice pojmil pouzivanych v této smlouvé
(které nejsou v textu smlouvy definovany jinak) jsou
uvedeny v piiloze B.

2. CONDUCT OF THE STUDY

2. PROVADENI STUDIE
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2.1 Institution agrees to allow Investigator and
Study Personnel to conduct the Study at Institution, and
warrants that Investigator and any Sub-Investigators
are employed by Institution. If any Study Personnel is
not an employee of the Institution, Institution shall
execute a written agreement binding such person to the
terms and conditions of this Agreement.

2.1 Zdravotnické zafizeni souhlasi s tim, Ze
umozni zkousejicimu lékafi a personalu studie provadét
studii ve zdravotnickém zafizeni, a zarucuje, Ze
zkousejici 1ékat a viichni spoluzkoudejici jsou
zdravotnickym zafizenim zaméstnani. Pokud néktery
¢len persondlu studic neni zaméstnancem
zdravotnického zafizeni, zdravotnické zafizeni s nim
uzavie pisemnou smlouvu, na zakladé které bude tato
osoba vazana podminkami této smlouvy.

2.2 The Study will be conducted under the
direction of the Investigator, who may not delegate this
duty. Institution warrants that Investigator shall
personally supervise the conduct of the Study by the
Study Personnel to the full extent contemplated by this
Agreement, the Protocol and Applicable Law. If either
Institution or Sponsor believes that the Investigator is
unwilling or unable to continue to serve as the principal
investigator for the Study, it shall provide written
notice to the other Party, as applicable. In that case,
Institution shall use its best efforts to promptly (and in
any event within thirty (30) days after such written
notice) identify and propose a successor to Investigator.
Sponsor’s written consent will be required before
appointing such successor as Investigator. If the
Parties are unable to agree upon a successor or if
Sponsor does not wish to continue the Study at
Institution with a successor investigator, Sponsor shall
have the right to terminate this Agreement on written
notice to Institution.

2.2 Studie bude probihat pod vedenim
zkousejiciho 1ékare, ktery nesmi tuto povinnost
delegovat. Zdravotnické zafizeni zarucuje, Ze
zkou§ejici 1¢kar bude vykonavat osobni dohled nad
provadénim studie ze strany persondlu studie, ato v
plném rozsahu daném touto smlouvou, protokolem a
pfislusnymi zakony. Pokud se zdravotnické zarizeni
nebo zadavatel bude domnivat, Ze zkousejici 1ékaf neni
ochoten nebo schopen nadale pracovat jako hlavni
zkousejici této studie, poskytne druhé strané pisemné
oznameni. V takovém piipadé vynalozi zdravotnicke
zafizeni maximalni sili na to, aby neprodlené (a v
kazdém piipadé do tficeti (30) dnt po takovém
pisemném oznameni) ur¢ilo a navrhlo nastupce
zkousejiciho 1ékafe. Pred jmenovanim takového
nastupce zkousejiciho lékafe bude vyzadovan pisemny
souhlas zadavatele. Pokud se strany nebudou moci na
nastupci dohodnout, nebo pokud si zadavatel nebude
prat pokracovat ve studii ve zdravotnickém zafizeni s
nastupcem zkousejiciho lékaie, ma zadavatel pravo tuto
smlouvu vypovédét pisemnym oznamenim
zdravotnickému zafizeni.

2.3 Institution warrants that Investigator and all
Study Personnel will conduct the Study in a diligent,
efficient, and skillful manner, in strict compliance with:
the Protocol including subsequent amendments; any
specific Study Instructions; Applicable Law; all
requirements of the Institution; and any other
professional standards applicable to their professional
industries and fields. Institution accepts all
responsibility for the acts and omissions of all Study
Personnel in the Study.

2.3 Zdravotnické zafizeni zarucuje, Ze zkousejici
[ékaf a v8echen persondl studie budou studii provadét
peclive, efektivné a odborné, v prisném souladu s:
protokolem véetné naslednych zmén; konkrétnimi
pokyny ke studii; platnymi pravnimi piedpisy;
veskerymi pozadavky zdravotnického zafizeni; a
veskerymi dal$imi profesnimi normami platnymi pro
jejich profesni odvétvi a obory. Zdravotnickée zafizeni
piijima plnou odpovédnost za jednani 1 opomenuti
vSech ¢lend personalu studie pfi provadéni studie.

24 Institution and Investigator shall obtain the
written approval of the Protocol and the informed
consent form (“ICF”) which shall contain any data

24 Pied zahajenim studie obdrzi zdravotnické
zafizeni a zkouSejici 1ékat pisemné schvéleni protokolu
a formulafe informovaného souhlasu (,,JCF*), které
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authorization from the appropriate Ethics Committee
(“EC”) prior to commencement of the Study.

bude obsahovat veskera povoleni tykajici se osobnich
udaji od pfislusné etické komise (, EK*).

2.5 If required by Applicable Law, CRO or
Sponsor shall make the necessary submissions or
notifications to appropriate regulatory authorities to
commence the Study. The Study may not commence
until the Investigator has been informed by CRO that
such authorization has been granted.

2.5 V ptipadé, Ze to budou vyZzadovat platné
pravni pfedpisy, provede CRO nebo zadavatel nezbytna
podéni ¢i oznameni piislusnym regulaénim organtim
umoziujici zahajeni studie. Dokud nebude zkousejici
Iékaf informovan ze strany CRO, Ze bylo toto schvaleni
ziskano, nesmi byt studie zahajena.

2.6 Investigator shall, prior to each Subject’s
participation in the Study, obtain such Subject's written
informed consent to participate in the Study, which will
incorporate such Subject’s written authorization to
collect, Process, use and transfer to Sponsor such
Subject’s personal data (including health data) for the
purpose of the Study and Sponsor’s research. Each
Subject’s written informed consent shall be obtained
using the ICF that has been approved by Sponsor, and
the relevant EC.

2.6 Zkousejici lekaf musi pfed zahajenim ucasti
kazdého subjektu ve studii ziskat pisemny informovany
souhlas tohoto subjektu s (iéasti ve studii, ktery bude
rovnéZ obsahovat pisemny souhlas tohoto subjektu se
shromazd’'ovanim, zpracovanim, pouZzitim a pfedanim
jeho osobnich udaju (véetné zdravotnich udajt) pro
ucely studie a vyzkumu zadavatele. Pisemny
informovany souhlas kazdého subjektu bude ziskan
prostiednictvim formulafe ICF, ktery byl schvéalen
zadavatelem a pfislusnou EK.

2.7 Investigator shall make reasonable efforts to
enroll duly qualified (according to the Protocol)
Subjects for the Study. If Investigator is unable to
enroll any Subjects within three (3) months after site
initiation, through no fault of Sponsor, Sponsor may
close enrollment at Institution and terminate this
Agreement. Section 17.6 will govern any site
payments upon termination.

2.7 Zkousejici 1ékaf vynaloZi pfiméfené usili na
to, aby do studie zafadil naleZzité zpisobilé (dle
protokolu) subjekty. Pokud zkousejici 1ékar nebude
schopen zafadit Zadné subjekty do tii (3) mésict od
zahdjeni ¢innosti pracovisté bez zavinéni zadavatele,
muze zadavatel ukonéit nabor ve zdravotnickém
zafizeni a tuto smlouvu vypovédét. Veskere platby
pracovisti po ukonéeni smlouvy upravuje bod 17.6.

2.8 Sponsor shall provide (or shall have CRO
provide on its behalf) the Investigational Product at no
charge to the Institution for the conduct of the Study.
Institution and Investigator acknowledge Sponsor’s
ownership interest in and rights to Investigational
Product, and agree to use Investigational Product only
for the performance of the Study in accordance with the
Protocol and not to transfer the Investigational Product
to any third party unless requested in writing by
Sponsor, CRO or their designee(s). Institution and
Investigator shall maintain complete and accurate
detailed records of all clinical supplies, Equipment and
Investigational Product, as well as a log of those
persons accessing or having access to Investigational
Product, and shall store such detailed records according
to the Protocol or Study Instructions for a minimum of
fifteen (15) years after the end or the premature
termination of the Study, or for a longer period if

2.8 Zadavatel bezplatné poskytne (nebo zajisti,
aby CRO poskytla v jeho zastoupeni) zdravotnickému
zafizeni hodnoceny pfipravek za G¢elem provadéni
studie. Zdravotnické zafizeni a zkousejici Iékar
uznavaji vlastnicky podil zadavatele na hodnoceném
ptipravku a jeho prava k nému a souhlasi s tim, ze
hodnoceny ptipravek budou pouzivat pouze za ucelem
provadéni studie v souladu s protokolem a ze
hodnoceny piipravek neposkytnou zadné tieti strang,
pokud je o to zadavatel, CRO nebo jejich zastupci
pisemné nepozadaji. Zdravotnické zafizeni a zkousejici
lékaf povedou uplné, piesné a podrobné zaznamy o
viech klinickych dodavkach, vybaveni a hodnoceném
ptipravku, i protokol o osobach, které pfistupuji nebo
mayji piistup k hodnocenému ptipravku, a tyto podrobné
zaznamy budou uchovavat v souladu s protokolem
nebo pokyny studie po dobu minimalné patnacti (15)
let po skon¢eni nebo pied¢asném ukonéeni studie nebo
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required by Applicable Law. Upon termination of this
Agreement, or completion of the Study, all unused
Investigational Product shall be returned at Sponsor’s
reasonable expense to Sponsor or Sponsor’s authorized
agent or, at Sponsor’s option and request, safely
destroyed. In the event of destruction of the
Investigational Product, Institution and/or Investigator
shall submit to Sponsor a certificate or written notice
evidencing such destruction. Institution hereby
undertakes to ensure that the Study Drug is stored
separately from other medication in the pharmacy and
that its preparation, inspection, storage and dispensing
is performed in compliance with the Protocol,
Sponsor’s written instructions for the Study and
Applicable Law and guidance including, without
limitation, the Guidance LEK-12 issued by the State
Institute for Drug Control (**Statni ustav pro kontrolu
leciv” or “SUKL”). Institution shall appoint a medical
professional who is professionally qualified pursuant to
Applicable Law to serve as pharmacist or
pharmaceutical assistant who shall be responsible for
handling the Study Drug and record keeping in relation
thereto in compliance with this Agreement, the
Protocol and Applicable Law. Immediately after
appointing such pharmacist or pharmaceutical assistant,
the Institution shall notify CRO in writing of the full
name and contact details of the appointee(s), if
applicable. Investigator hereby undertakes to withdraw
the Study Drug from Institution’s pharmacy in
compliance with the Protocol in doses required for each
individual Study Subject visit.

po delsi dobu, pokud to vyzaduji platné pravni
predpisy. Po ukonéeni této smlouvy nebo dokonéeni
studie musi byt veskery nepouzity hodnoceny
piipravek vracen na pfiméfené naklady zadavatele
zadavateli nebo opravnénému zéstupci zadavatele,
piipadné dle rozhodnuti a zadosti zadavatele bezpeéné
znigen. V piipadé zni¢eni hodnoceného piipravku
predlozi zdravotnické zafizeni a/nebo zkousejici lékar
zadavateli osvédéeni nebo pisemné oznameni, které
toto zni€eni doklada. Zdravotnické zafizeni se timto
zavazuje, ze zajisti, aby byl hodnoceny piipravek
ulozen v lékarné oddélené od jinych 1éki a aby jeho
piiprava, kontrola, skladovani a vydej byly provadény
v souladu s protokolem, pisemnymi pokyny zadavatele
ke studii a platnymi pravnimi pfedpisy a pokyny,
véetné mimo jiné pokynu LEK-12 vydaného Statniho
ustavem pro kontrolu 1€¢iv (,,Statni Gstav pro kontrolu
1é&iv* nebo ,,SUKL*). Zdravotnické zaiizeni jmenuje
zdravotnického pracovnika, ktery je v souladu s
platnymi pravnimi pfedpisy odborné zptisobily k tomu,
aby pracoval jako lékarnik nebo Iékarensky asistent,
ktery bude odpovédny za nakladani s hodnocenym
ptipravkem a za vedeni zdznami v souvislosti s nim v
souladu s touto smlouvou, protokolem a platnymi
pravnimi piedpisy. Bezprostfedné po jmenovani
takového lékarnika nebo lékarenského asistenta musi
zdravotnické zafizeni pisemné oznamit CRO jméno a
pfijmeni jmenované osoby (nebo osob) spole¢né s
piislusnymi kontaktnimi Gdaji, pokud se vyZaduji.
Zkousejici Iékat se timto zavazuje, Ze bude hodnoceny
piipravek odebirat z lékarny zdravotnického zatizeni v
souladu s protokolem a v davkach pozadovanych pro
kazdou navstévu jednotlivych subjektti hodnoceni.

29 Institution warrants that it is not presently
under any agreement or obligation which conflicts with
the duties and obligations owed to CRO or Sponsor
under this Agreement, and further agrees not to
undertake any such obligation or agreement during the
course of the Study or the term of this Agreement,
whichever is later. Institution warrants that no Study
Personnel (including Investigator) are presently under
any agreement or obligation which conflicts with the
duties and obligations owed to CRO or Sponsor under
this Agreement, and shall ensure that no Study
Personnel will undertake any such obligation or
agreement during the course of the Study.

29 Zdravotnické zafizeni zarucuje, Ze neni
aktualné vazano zadnou smlouvou nebo zdvazkem,
které by byly v rozporu s povinnostmi a zavazky vici
CRO nebo zadavateli podle této smlouvy, a dale
souhlasi s tim, Ze se béhem studie nebo v dobé platnosti
této smlouvy, podle toho, co nastane pozdéji, k zadnym
takovym zdvazk(im ¢i smlouvdm nezavaze.
Zdravotnicke zafizeni zarucuje, ze nikdo z personalu
studie (vCetné zkousejiciho lékafe) neni aktualné vazan
zadnou smlouvou nebo zdvazkem, které by byly v
rozporu s povinnostmi a zavazky vic¢i CRO nebo
zadavateli podle této smlouvy, a zajisti, aby se Zadny
¢len personalu studie béhem této studie k zadnym
takovym zavazkiim ¢i smlouvam nezavazal.

2.10  Institution and Investigator hereby
acknowledge and agree that each has received, has

2,10  Zdravotnické zaiizeni a zkouSejici 1¢kai timto
berou na védomi a souhlasi s tim, Ze obdrzeli protokol a
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read, and understands the Protocol and information
regarding their respective participation in the Study. In
addition, Institution further warrants: (i) that
Investigator has distributed all relevant information to
the Study Personnel who have a need to know such
information in order to perform their assigned tasks on
the Study; and (ii) that all such Study Personnel have
read and understand such information.

informace tykajici se jejich piislusné Gcasti ve studit,
precetli si je a porozuméli jim. Zdravotnické zatizeni dale
zarucuje, ze: (i) zkousejici lékar predal vSechny dilezité
informace personalu studie, ktery tyto informace
potiebuje znat, aby mohl vykonavat piidélené tkoly ve
studil, a Ze (i1) si vechen personal studie tyto informace
piecetl a porozumél jim,

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

2.11 V pribéhu trvani této studie bude
zdravotnické zafizeni poskytovat personalu studie, mit
k dispozici a uchovavat veskeré zdroje nezbytné k
tomu, aby zajistilo fadné provadeéni studie. Zkousejici
1ékart zajisti, aby byl po dobu trvani studie k dispozici
personal studie kvalifikovany k provadéni studie.
Zdravotnické zafizeni a zkousejici 1ékat budou
neprodlené pisemné informovat CRO a zadavatele
(véetné elektronické formy) o jakychkoli zménach,
které by mohly mit vliv na zdroje a/nebo personal
studie.

2.12 If Equipment is to be loaned for the conduct of
the Study, the Sponsor, CRO or their designee shall
arrange for the delivery of such Equipment to the
Institution. Institution will ensure that Investigator and
Study Personnel are available and cooperate in the
delivery, set up, calibration, and testing of any
Equipment at the Institution’s facilities. Equipment
will be maintained in a secure location and shall only
be used by the Investigator and Study Personnel for
purposes of the Study in accordance with Sponsor’s
written instructions and shall not be transferred to any
third party unless requested in writing by Sponsor,
CRO or their designee(s). If Equipment requires
training for proper use, the training will be provided
during regular business hours at Institution’s facilities
by Sponsor, CRO or their designee(s) at Sponsor’s
expense and the Institution will ensure that the
Investigator and Study Personnel are available for such
training. Institution shall promptly notify CRO of any
malfunction, defect, damage, or technical issues with
Equipment and will cooperate with CRO in any
necessary return and/or repair of Equipment. The
Sponsor shall be responsible for the cost of repair or
replacement of malfunctioning or defective Equipment,
other than for damage or loss caused by the negligence
or misuse of any such Equipment by Institution or
Study Personnel. Equipment is the property of Sponsor
or Sponsor’s Equipment vendor, as the case may be.
Institution will make Equipment and all related records
of use available to Sponsor, CRO or their designees for

2.12 Ma-l1i byt pro G¢ely provadéni studie zaptjceno
vybaveni, zajisti dodani takového vybaveni do
zdravotnického zafizeni zadavatel, CRO nebo jim
povéiena osoba. Zdravotnické zafizeni zajisti, aby pii
dodani, nastaveni, kalibraci a testovani jakéhokoli
vybaveni v prostorach zdravotnického zafizeni byli k
dispozici a spolupracovali zkousejici 1ékar a personal
studie. Vybaveni bude uchovévano na bezpe¢ném misté
a bude pouzivano zkousejicim lékafem a persondlem
studie pouze pro uéely studie v souladu s pisemnymi
pokyny zadavatele s tim, Ze nebude piedano zadné tieti
strané, pokud o to zadavatel, CRO nebo jejich zastupci
pisemné nepozadaji. Pokud vybaveni vyzaduje $koleni
pro fadné pouzivani, bude Skoleni poskytnuto
zadavatelem, CRO nebo jejich zastupci béhem bézné
pracovni doby v prostorich zdravotnického zafizeni na
naklady zadavatele a zdravotnické zafizeni zajisti, aby
byl zkousejici lékar a personal studie pro takové Skoleni k
dispozici. Zdravotnicke zafizeni neprodlené vyrozumi
CRO o jakékoli zavadé, poruse, poskozeni nebo
technickych problémech se zafizenim a pfi kazdém
nezbytném vraceni a/nebo opravé zafizeni bude s CRO
spolupracovat. Zadavatel je odpovédny za naklady na
opravu nebo vyménu nefunkéniho ¢i vadného zafizent, s
vyjimkou poskozeni nebo ztraty zpusobené nedbalosti
nebo nespravnym pouzivanim jakéhokoliv takového
vybaveni zdravotnickym zafizenim nebo persondlem
studie. Vybaveni je vlastnictvim zadavatele nebo
zadavatelova dodavatele vybaveni, podle konkrétni
situace. Zdravotnické zafizeni zpfistupni vybaveni a
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inspection during the conduct of the Study and
thereafter. Ifinternet connectivity is required for the
use of Equipment, the Institution is responsible for
ensuring that internet connectivity is maintained
during the conduct of the Study and for promptly
resolving any connectivity issues with the internet
service provider or within Institution’s own computing
environment that arise during the Study. Upon
conclusion of the Study at the Institution, all
Equipment and related training materials shall be
returned to Sponsor or CRO at Sponsor’s expense in
accordance with Sponsor’s written instructions.

veskeré souvisejici zaznamy o jeho pouzivani zadavatels,
CRO nebo jejich zastupciim ke kontrole béhem
provadeéni studie 1 po jejim skonceni. Je-li pro pouZivani
vybaveni vyzadovano pfipojeni k internetu, je
zdravotnické zatizeni odpovédné za zajisténi toho, aby
bylo pfipojeni k internetu zachovano po dobu provadéni
studie a za rychlé vyfeseni jakychkoli problémii s
piipojenim, jeZ mohou v priibéhu studie nastat, s
poskytovatelem internetovych sluzeb nebo v ramei
vlastniho vypocetniho prostfedi zdravotnického zafizeni.
Po ukon¢eni studie ve zdravotnickém zafizeni musi byt
veSker¢ vybaveni a souvisejici Skolici materialy vraceny
zadavateli nebo CRO na niaklady zadavatele v souladu s
pisemnymi pokyny zadavatele.

2.13 The Protocol may be amended in writing by
Sponsor at any time, with the approval of the EC, as
required by Applicable Law. If such amendments
require additional Study procedures or activities that
will result in additional cost to Institution, Institution
will inform CRO in advance and the Parties will
mutually agree, in writing, on any additional cost to be
paid by Sponsor. 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 mize byt zadavatelem kdykoli
pisemné pozménén se souhlasem EK, budou-li to
vyzadovat platné pravni pfedpisy. Pokud budou takové
zmeény vyzadovat dodate¢né postupy nebo ¢innosti ve
studii, které budou mit za nasledek dodateéné naklady
pro zdravotnické zafizeni, bude o tom zdravotnické
zafizeni pfedem informovat CRQO, a smluvni strany se
na veskerych dodate¢nych nakladech, které bude
zadavatel povinen zaplatit, vzajemné pisemné
dohodnou. Protokol, véetné veskerych jeho dodatki,
pfedstavuje nedilnou soucast této smlouvy
prostiednictvim odkazu. V piipadé jakéhokoli
nesouladu mezi touto smlouvou a protokolem bude v
zaleZitostech lékafstvi, védy a provadéni studie
rohodujici protokol; v ostatnich pfipadech budou
rozhodujici podminky této smlouvy.

2.14 Institution and Investigator shall notify CRO
in writing immediately after learning of any Protocol
violation, and, in consultation with CRO and Sponsor,
Institution and Investigator shall use best efforts to
quickly remedy any such Protocol violations.
Additionally, Institution and Investigator shall, in
accordance with the Protocol, notify CRO in writing
immediately after learning of any adverse experiences
or effects that are serious, life-threatening or fatal.
Further, in the event a regulatory or other governmental
authority makes a negative finding pertaining to
Institution’s clinical operations or the Investigator’s
performance that could potentially impact the Study,
Institution and Investigator shall promptly notify CRO
in writing.

2.14  Zdravotnické zafizeni a zkousejici 1ékaf musi
pisemné neprodlené informovat CRO, jakmile zjisti, Ze
doslo k narudeni protokolu, a po konzultaci s CRO a
zadavatelem vynalozi zdravotnické zafizeni a zkousejici
[¢kai maximalni Gsili na to, aby bylo jakékoli takove
naruseni protokolu rychle napraveno. Kromeé toho musi
zdravotnické zafizeni a zkouSejici 1ékaf v souladu s
protokolem neprodlené pisemné oznamit CRO, pokud se
dozvi o jakychkoli nezadoucich pfihodach nebo ucincich,
které budou vazné, Zivot ohroZujici nebo smrtelné. Dale
v pripadé, Ze regulacni nebo jiny vladni organ ucini
negativni zjisténi tykajici se klinickych ¢innosti
zdravotnického zatizeni nebo vykonu zkousejiciho
lékare, které by mohly mit dopad na studii, oznami tuto
skute¢nost zdravotnické zafizeni a zkousejici 1ékar
neprodlené pisemné CRO.
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3. STUDY DATA, REPORTS,
MONITORING AND COOPERATION

3. UDAJE ZE STUDIE, HLASENI,
MONITOROVANI A SPOLUPRACE

3.1 Institution and Investigator shall record,
maintain, and store all Study data (including, but not
limited to, Personal Data), records, eCRFs/CRFs, Study
Results, and Reports in accordance with the Protocol
and Applicable Law. All eCRFs/CRFs shall be
promptly completed with all relevant information
accurately reflected therein. All eCRFs/CRFs shall be
the sole property of Sponsor. Investigator shall submit
to CRO completed eCRFs/CRFs resulting from the
Study within thirty (30) days after the applicable
Subject visit or Study activity and in accordance with
the Protocol and any Study Instructions. Sponsor will
not make payment for Study activities until
eCRFs/CRFs are submitted to CRO by Institution
and/or Investigator, and all queries are resolved.
warrants that all eCRFs/CRFs submitted to CRO are
true, complete, correct and accurately reflect the results
of the Study and the Services. Institution and
Investigator shall also provide CRO with copies of all
Reports, and any updates that are required by the EC.

3.1 Zdravotnické zafizeni a zkousejici lékaf musi
zaznamenavat, veést a uchovavat viechny tudaje ze
studie (mimo jiné véetné osobnich udajit), zaznamy,
dotazniky eCRF/CRF, vysledky studie a zpravy v
souladu s protokolem a platnymi pravnimi pfedpisy.
Viechny dotazniky eCRF/CRF musi byt neprodlené
vyplnény a musi obsahovat viechny piislusné a piesné
informace. VSechny dotazniky eCRF/CRF jsou
vyhradnim vlastnictvim zadavatele. Zkousejici lékat
piedlozi CRO dotazniky eCRF/CRF vyplnéné na
zakladé provadéni studie do tficeti (30) dni po
prislusné navstéve subjektu nebo ¢innosti studie a v
souladu s protokolem a pokyny studie. Zadavatel
neprovede thradu za ¢innosti studie, dokud
zdravotnické zafizeni a/nebo zkou3ejici leékar
nepfedlozi dotazniky eCRF/CRF CRO a dokud
nebudou vyfeeny viechny dotazy. Zdravotnické
zafizeni zarucuje, ze viechny dotazniky eCRF/CRF
predlozené CRO jsou pravdive, uplné, spravné a piesné
odrazeji vysledky studie a sluzeb. Kromé toho pedaji
zdravotnickée zafizeni a zkouSejici CRO kopie
veskerych zprav a veskerych nejnovéjsich informaci,
které vyzaduje EK.

3.2 All Study data and records shall be maintained
by Institution in a secure area at the Institution
reasonably protected from fire, theft and destruction
during the term of this Agreement. All Study data and
records shall be maintained by Institution for fifteen
(15) years after completion or termination of the Study,
or such longer period as may be required by Applicable
Law, and may not be destroyed or disposed of by the
Institution during such retention period. At Sponsor’s
request and expense, and subject to compliance with
Applicable Law, Institution will comply with any
reasonable request by Sponsor to transfer such data and
records to Sponsor or Sponsor’s designee.

3.2 Veskere udaje a zaznamy ze studie musi
zdravotnické zafizeni uchovavat po dobu platnosti této
smlouvy na bezpe¢ném misté ve zdravotnickém
zafizeni pfiméfené chranéném pfed pozarem, kradezi a
zni¢enim. Veskeré Gdaje a zdznamy ze studie musi
zdravotnické zafizeni uchovavat po dobu patnacti (15)
let po dokonéeni nebo ukonceni studie, nebo po delsi
dobu, jak mohou vyzadovat platné pravni piedpisy, a
nesmi byt béhem takového obdobi uchovavani zniceny
nebo zlikvidovany. Na Zadost a naklady zadavatele a v
souladu s platnymi pravnimi predpisy vyhovi
zdravotnické zafizeni pfiméfené zadosti zadavatele o
pfedani téchto Gdajh a zaznami zadavateli nebo jim
urcené osobé.

33 Institution and Investigator shall Fully
Cooperate with Sponsor, CRO or its Affiliates, and any
Delegates (as defined below) and shall meet with
representatives of Sponsor, CRO or its Aftiliates, and

33 Zdravotnické zafizeni a zkousejici lékai musi
plné spolupracovat se zadavatelem, CRO nebo jejimi
piidruzenymi spole¢nostmi a jakymikoli delegaty
(vymezenymi nize) a budou se schdzet se zastupci
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any Delegates, at mutually convenient times to allow
for access to Resources and further, to allow for direct
inspection of all Study related records, including Subject
medical files, as well Equipment and related records, if
any, for any purpose relating to the Study. Institution
shall ensure that all Study Personnel Fully Cooperate
with Sponsor, CRO or its Affiliates, and any Delegates,
including meeting with representatives of any of the
foregoing, as set forth in the preceding sentence.

zadavatele, CRO nebo jejich pfidruzenych spolecnosti
a jakymikoli delegaty ve vzajemné vyhovujicich
¢asech, aby umoznili pfistup ke zdrojim a dale
umoznili pfimou kontrolu v8ech zdznamii tykajicich se
studie, véetné zdravotni dokumentace, jakoz i kontrolu
vybaveni a souvisejicich zdznamt, pokud existuji, pro
jakykoli uéel souvisejici se studii. Zdravotnické
zafizeni zajisti, aby v8echen persondl studie plné
spolupracoval se zadavatelem, CRO nebo jejimi
pridruZzenymi spole¢nostmi a viemi delegaty a Gicastnil
se schiizek se zastupci kteréhokoli z vyse uvedenych
subjektt, jak je uvedeno v predchozi vété.

4. AUDITS AND REGULATORY 4. AUDITY A INSPEKCE ZE STRANY
INSPECTIONS REGULACNICH ORGANU
4.1 Institution and Investigator shall Fully 4.1 Zdravotnicke zafizeni a zkouSejici 1ekaf musi

Cooperate with audits or inspections performed during
or after completion of the Study, by Sponsor, Sponsor’s
representatives, Sponsor’s delegates (including those
delegates from CRO, its Affiliates, or any other
representative authorized by Sponsor (collectively,
“Delegates™)), CRO or by any governmental or
regulatory authority, including but not limited, to the
U.S. Food and Drug Administration (“FDA”).
Institution and Investigator shall allow CRO, Sponsor,
Sponsor’s representatives, Delegates and governmental
or regulatory authorities, to conduct such audits or
inspections, including the following activities, during
regular business hours: (1) examine and inspect the
Institution’s facilities used for performance of the
Study, including storage or use of the Study Drug and
any Equipment that may be provided for the conduct of
the Study; (2) monitor conduct of the Study; (3) inspect
and copy all data and work products relating to the
Study; and (4) interview the Investigator, Study
Personnel, and EC personnel.

pIné spolupracovat pii auditech nebo inspekcich
provadénych béhem nebo po dokonéeni studie
zadavatelem, zastupci zadavatele, delegaty zadavatele,
(véetné delegathi z CRO, jejich pfidruzenych
spolecnosti nebo jakéhokoli jiného zastupce
povéteného zadavatelem (souhrnné ,,delegati®), CRO
nebo jakymkoli vladnim ¢&i regulaénim organem, mimo
jiné veetné amerického Utadu pro kontrolu potravin a
leéiv ,,FDAY). Zdravotnické zafizeni a zkousejici 1ékar
umozni CRO, zadavateli, zdstupcim a delegattim
zadavatele a vladnim nebo regulaénim orgniim
provadét béhem bézné pracovni doby takovéto audity
nebo inspekce, véetné nasledujicich ¢innosti: (1)
ovéfovat a kontrolovat prostory zdravotnického
zafizeni pouzivané k provadéni studie, vCetné prostor
pro uchovavani nebo pouzivani hodnoceného piipravku
a jakéhokoli vybaveni, které mize byt poskytnuto pro
provadéni studie; (2) sledovat pribéh studie; (3)
kontrolovat a kopirovat vechny tdaje a pracovni
produkty souvisejici se studii; a (4) dotazovat se
zkous$ejiciho lékare, personalu studie a pracovnika EK.

4.2 In the event the audit or regulatory inspection
identifies a lack of compliance with this Agreement or
Applicable Law 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), Sponsor may terminate this Agreement
immediately upon written notice.

4.2 V piipadé, Ze audit nebo inspekce regulaéniho
organu zjisti nedostatky v dodrzovani této smlouvy
nebo platnych pravnich piedpisi ze strany
zdravotnického zafizeni nebo zkousejiciho 1ékate (nebo
nedodrzeni podminek uvedenych v této smlouvé
nékterym ¢lenem persondlu studie), miize zadavatel
tuto smlouvu neprodlené ukoncit na zakladé pisemne
vypovédi.
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4.3 Institution and Investigator shall immediately
notify Sponsor and CRO by telephone and email if an
EC or a governmental or regulatory authority,
including but not limited to the SUKL and/or the FDA,
begins to carry out or requests to carry out an audit,
inspection or inquiry relating to the Study, Institution
and Investigator shall cooperate with CRO and Sponsor
in preparing for and responding to any such audit,
inspection or inquiry, and shall allow CRO and
Sponsor to be present during such audit, inspection or
inquiry. Institution and Investigator and shall provide
to Sponsor 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 audit, inspection or
inquiry, and Institution and Investigator shall allow
Sponsor to review in advance and comment upon any
proposed responses that pertain to the Study within two
(2) business days after receipt thereof.

4.3 Zdravotnicke zafizeni a zkousejici lékar
neprodlené telefonicky a e-mailem oznami zadavateli a
CRO, pokud EK nebo vladni ¢i regulacni organ, mimo
jiné veetn& SUKL a/nebo FDA, zaéne v souvislosti se
studii provadét nebo pozada o provedeni auditu,
inspekce nebo Setfeni. Zdravotnické zafizeni a
zkous§ejici lekar budou spolupracovat s CRO a
zadavatelem pfi pfipravé a reakci na kazdy takovy
audit, inspekci nebo Setieni a umozni CRO a
zadavateli, aby byli béhem takového auditu, inspekce
nebo Setfeni pfitomni. Zdravotnické zafizeni a
zkousejici 1ékaf poskytnou zadavateli kopie viech
materialil, korespondence, prohlaseni, formulaii a
zaznami, které zdravotnické zafizeni a zkouSejici 1ékar
obdrzi, ziska nebo vytvofi na zdkladé tohoto auditu,
inspekce nebo Setfeni nebo v souvislosti s nimi, a
zdravotnické zafizeni a zkouSejici I€kal umozni
zadavateli, aby tyto materidly do dvou (2) pracovnich
dnti po jejich obdrzeni pfedbézné piezkoumal a podal
piipominky k navrhovanym odpovédim ohledné studie.

5. FINANCIAL DISCLOSURE

5. ZVEREJNENI FINANCNICH
INFORMACI

5.1 Prior to commencing the Study, the Institution
shall cooperate with Sponsor to ensure that the
Investigator and each Sub-Investigator complete and
return to Sponsor upon its request a signed financial
disclosure form disclosing either the existence or
absence of any and all financial interests and
arrangements so that Sponsor is able to submit
complete and accurate certifications or disclosure
statements as required by regulations. In addition,
during the term of this Agreement and for one (1) year
after the completion or termination of the Study,
Investigator shall, and Institution and Investigator shall
ensure that all Sub-Investigators shall, promptly notify
Sponsor of any changes or updates to the information
contained in the signed financial disclosure forms
submitted by such individuals.

5.1 Pied zahajenim studie musi Zdravotnické
zafizeni poskytnout Zadavateli sou¢innost za Gcelem
zajisténi toho ,Ze zkousejici 1¢kar a kazdy
spoluzkousejici vyplni a vrati zadavateli na jeho zadost
podepsany formulaf pro zvefejnéni financnich
informaci, v némz uvedou bud’ existenci, nebo
neexistenci jakychkoli finanénich zajma a ujednani tak,
aby byl zadavatel schopen pfedlozit kompletni a piesna
osvédceni nebo prohlaseni o zvefejnéni, jak to vyzaduji
predpisy. Kromé toho béhem doby platnosti této
smlouvy a po dobu jednoho (1) roku po skonceni nebo
ukonéeni studie musi zkousejici 1ékar a zdravotnické
zafizeni neprodlené oznamit zadavateli, a zkousejici
lékat musi zajistit, ze vSichni spoluzkousejici oznami,
veskeré zmény v informacich obsazenych v
podepsanych formulafich pro zvefejnéni finan¢nich
informaci pfedloZenych témito osobami.

6. CONFIDENTIAL INFORMATION

6. DUVERNE INFORMACE

6.1 Institution and Investigator agree that any and
all Confidential Information shall be maintained by
them in strict confidence and shall not be disclosed to

6.1 Zdravotnické zafizeni a zkousejici 1ékar
souhlasi s tim, Ze veskeré divérné informace budou
uchovéavany v pfisné divérnosti a nebudou poskytnuty
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any third party during the term of this Agreement and
for fifteen (15) years after its termination or expiration.
Furthermore, Institution and Investigator agree to use
the Confidential Information only for the purposes of
conducting the Study pursuant to the Protocol and this
Agreement, and for no other purpose.

zadné tieti strané béhem doby platnosti této smlouvy a
po dobu patnacti (15) let po jejim ukonéeni nebo
vyprieni. Zdravotnické zatizeni a zkousejici lékar se
dale zavazuji, ze budou divérné informace pouzivat
pouze pro ucely provadeéni studie v souladu s
protokolem a touto smlouvou a pro zadny jiny Gcel.

6.2 Institution and Investigator may disclose
Confidential Information only to: (a) 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 in writing to the same obligations as
are contained herein to maintain Confidential
Information in confidence and not to use such
Confidential Information for any purpose other than to
conduct the Study in accordance with the terms of the
Protocol and this Agreement; (b) the appropriate EC
having jurisdiction over the performance of the Study
at Institution..

6.2 Zdravotnicke zafizeni a zkousejici lékar
mohou predat diivérné informace pouze: (a) personalu
studie nebo jinym zaméstnanctim ¢i personalu, ktery k
nim potiebuje mit piistup pro Gcely plnéni této
smlouvy, aviak za piedpokladu, Ze pied jakymkoli
takovym pfedanim zdravotnické zafizeni a/nebo
zkouSejici 1¢kar pisemné zavaze takovy persondl studie,
zaméstnance ¢i pracovniky ke stejnym zavazkim, které
obsahuje tato smlouva, aby byla zachovana divérnost
duvérnych informaci a aby se tyto divérné informace
nepouzily pro zadny jiny Gcel, nez ktery je v souladu s
podminkami této smlouvy; (b) piislusné EK, ktera ma
pravomoc rozhodovat o provadéni studie ve
zdravotnickém zafizeni.

. Notwithstanding anything to the contrary herein,
Institution and Investigator may disclose Confidential
Information to those entities noted in Sections 3.3 and
4.1 herein for the purpose of inspection and audits of
Study related records.

Bez ohledu na cokoli, co je v této smlouvé uvedeno
odlisné, mohou zdravotnické zafizeni a zkousejici I¢kat
zveiejnit divérné informace subjektiim uvedenym v
bodech 3.3 a 4.1 této smlouvy pro ucely inspekce a
auditi zaznamu souvisejicich se studii.

6.3 The terms of this Agreement, including but
not limited to the financial terms, are Confidential
Information and shall be maintained in confidence by
Institution and Investigator in accordance with Section
6.1 above. If, however, Institution or Investigator is
required by Applicable Law to disclose such
Confidential Information, they may do so without
breaching their obligations under this Section provided
that they give Sponsor reasonable advance notice of the
Confidential Information required to be disclosed, the
reason for disclosure, and the expected date of
disclosure, and Sponsor is given a reasonable
opportunity to seek a protective order for such
Confidential Information.

6.3 Podminky této smlouvy, mimo jiné véetné
finanénich ujednani, jsou divérnymi informacemi a
zdravotnické zafizeni a zkousejici Iékar o nich budou
zachovavat ml¢enlivost v souladu s bodem 6.1 vyse.
Pokud v8ak na zakladé platnych pravnich predpisi
bude po zdravotnickém zafizeni nebo zkousejicim
Iékafi pozadovano, aby tyto diivérné informace
zverejnili, mohou tak ucinit bez poruseni svych
zavazki podle tohoto bodu, pokud s predstihem pied
zvefejnénim ozndmi CRO, které divérné informace
maji byt zvefejnény a diivod a predpokladané datum
jejich zvefejnéni, a poskytnou tak zadavateli
piiméienou piilezitost ziskat pro tyto divérmne
informace ochranné nafizeni.

6.4 Nothing contained herein will in any way
restrict or impair the right of Institution or Investigator
to use or disclose any Confidential Information which
at the time of its receipt:

6.4 Zadné ustanoveni této smlouvy Zadnym
zplisobem neomezi ani nenaru$i pravo zdravotnického
zafizeni nebo zkousejiciho 1ékafe na pouzivani nebo
zvefejnéni divérnych informaci, které jsou v okamziku
jejich piijeti:

242054 63935337MDS3001 CZE CZ10050 INS INV - Bilingual 20200313 0.2
Page 12 of 58




(a) is generally available in the public
domain or becomes available to the
public through no act of the Party
receiving said Confidential
Information; or

(a) obecné pfistupné vefejnosti nebo jsou
zvefejnény mimo konani strany, ktera
tyto ditvérné informace pfijima; nebo

(b) is independently known by the Party
receiving the Confidential
Information, prior to receipt thereof,
which said party can demonstrate by
documented proof; or

(b) nezavisle zndmy strang, ktera tyto
divérné informace pfijima, a to pied
jejich pfijetim, coz miiZe dana strana
prokazat dokumentovanym ditkazem;
nebo

(c) is lawfully given to the receiving
Party by a third party who is not
bound by any obligation to preserve
it as confidential.

(c) piijimajici stran¢ pfedéany zdkonnym
zpusobem tieti stranou, ktera neni
vazana zadnym zavazkem zachovani
divérnosti.

6.5 Confidential Information shall be returned or
provided by Institution and Investigator to CRO,
Sponsor or their respective designee(s) in accordance
with Section 7.2 hereof.

6.5 Divérné informace musi zdravotnicke zafizeni
a zkousejici 1ékaf vratit nebo poskytnout CRO,
zadavateli nebo jejich ptisludnym zastupctiim v
souladu s bodem 7.2 této smlouvy.

1. RIGHTS TO INFORMATION AND
INVESTIGATIONAL PRODUCT

1. PRAVA NA INFORMACE A
HODNOCENY PRIPRAVEK

7.1 All right, title and interest in and to
Confidential Information and Study Drug(s) is and
shall remain Sponsor's sole property. Institution,
Investigator, Study Personnel, and CRO shall not
acquire any rights of any kind whatsoever with respect
to the Study Drug or Confidential Information as a
result of performance under this Agreement or
otherwise. Notwithstanding the foregoing, Institution
and Investigator shall have the right to publish in
accordance with Article 9 of this Agreement.

7.1 Veskera prava, naroky a podily tykajici se
davérnych informaci a hodnoceného piipravku
(pfipravki) jsou a zlstanou vyluénym vlastnictvim
zadavatele. Zdravotnické zafizeni, zkousejici 1ékar,
personal studie a CRO neziskaji v souvislosti s
hodnocenym piipravkem nebo divérnymi
informacemi, které vzniknou v disledku ¢innosti podle
této smlouvy nebo jinym zplisobem, zadna prava
jakéhokoli druhu. Bez ohledu na vy$e uvedené maji
zdravotnické zafizeni a zkouSejici 1ékar pravo na
publikovani v souladu s ¢lankem 9 této smlouvy.

7.2 Institution and Investigator shall deliver all
Confidential Information, Reports, Study Results,

unused Study Drug(s), and Equipment, if any, to CRO,

Sponsor or their respective designee(s) in a timely
manner throughout the performance of the Study, as

7.2 Zdravotnické zafizeni a zkousSejici lékaF musi
CRO, zadavateli nebo jejich piislusnym zastupcim
véas piedat veSkeré diivérné informace, zpravy,
vysledky studie, nevyuzité hodnocené pfipravky a
vybaveni, pokud existuje, béhem celého trvéni studie,
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provided in the Protocol, Study Instructions, or at
Sponsor’s or CRO’s request, and in no event later than
ten (10) business days after: (i) the date of termination
or expiration of this Agreement; or (ii) the date on
which CRO or Sponsor otherwise requests delivery of
such Confidential Information, Reports, Study Results,
unused Study Drug(s), and Equipment.

tak jak je uvedeno v protokolu, pokynech ke studii
nebo na zadost zadavatele nebo CRO, a v Zadném
piipadé ne pozdéji nez do deseti (10) pracovnich dn
po: i) datu ukonceni nebo vyprseni této smlouvy; nebo
(ii) datu, ke kterému CRO nebo zadavatel jinak pozada
o doruéeni takovych davérnych informaci, zprav,
vysledkii studie, nepouzitych hodnocenych piipravki a
vybaveni.

7.3 Institution and Investigator hereby assign to
Sponsor all their right, title and interest in and to all
Study Results, and agree to take further acts as may be
required to convey ownership in all Study Results to
Sponsor, including executing, or causing Study
Personnel to execute, any documents necessary to
effectuate the foregoing. Sponsor may use the Study
Results in any manner it deems appropriate and in
accordance with Applicable Law, both during, and
following expiration or termination of, this Agreement.

7.3 Zdravotnické zatizeni a zkousejici lékai timto
postupuji zadavateli veSkera sva prava, naroky a podily
tykajici se vSech vysledki studie a souhlasi s tim, Ze
podniknou dalsi kroky, které mohou byt pozadovany,
aby prevedli vlastnictvi viech vysledku studie na
zadavatele, véetné podepsani viech dokumentt
nezbytnych k uskuteénéni vyse uvedeného a zajisténi
podpist 1 ze strany personalu studie. Zadavatel muze
vysledky studie pouzit jakymkoli zplisobem, ktery
povazuje za vhodny a v souladu s platnymi pravnimi
predpisy, a to jak béhem této smlouvy, tak i po jejim
skonéeni nebo ukonceni.

8. PUBLICITY

8. PROPAGACE

8.1 No Party to this Agreement shall use the name

of any other Party hereto in connection with any
advertising or promotion of any product or service
without the prior written consent of such Party as
appropriate. Notwithstanding the foregoing, Sponsor
may use the name of the Institution, or the Investigator
and/or names of Study Personnel for identification of
Institution as a Study site and Investigator and Study
Personnel as participants in conducting the Study, as
required by Applicable Law or as deemed necessary
by Sponsor, including for registering the Study on
www.clinicaltrials.gov or similar public registry, and
for listing on Sponsor’s web site.

8.1 Z4dna ze stran této smlouvy nesmi pouZivat
jméno jiné smluvni strany v souvislosti s jakoukoli
reklamou nebo propagaci jak¢hokoli vyrobku nebo
sluzby bez piedchoziho pisemného souhlasu takové
strany. Bez ohledu na vyse uvedené miize zadavatel
pouzit jméno zdravotnického zafizeni nebo
zkousejiciho 1¢kaie a/nebo jména personalu studie k
identifikaci zdravotnického zafizeni jakoZto
vyzkumného pracovisté a zkousejiciho lékaie a
personalu studie jakoZto u¢astnikl studie, jak je
pozadoviano platnymi pravnimi pfedpisy nebo
povazovino za nezbytné ze strany zadavatele, vCetné
registrace studie na www.clinicaltrials.gov nebo v
podobném vefejném rejstiiku, a k zapisu na webové
stranky zadavatele.

9. PUBLICATION

9. ZVEREJNENI VYSLEDKU

9.1 This is a multi-center Study. Accordingly,
Study Results will first be published in a joint, multi-
center publication. Institution and/or Investigator may
publish or present a Paper setting forth those Study

9.1 Toto je multicentricka studie. Vysledky studie
budou proto nejprve zvefejnény ve spoleéné
multicentrické publikaci. Zdravotnické zafizeni a/nebo
zkous§ejici lekar mohou publikovat nebo prezentovat
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Results obtained at the Institution in accordance with
the terms set forth in this Agreement only after the
earlier of: (a) the publication of the multi-center
publication; (b) Sponsor's written confirmation that
there will be no multi-center publication; or (c)
eighteen (18) months after the completion of the final
data analysis for all sites participating in the entire
multi-center Study.

publikaci s uvedenim vysledki studie ziskanych ve
zdravotnickém zafizeni v souladu s podminkami
stanovenymi v této smlouvée, pouze po diivejsi z
nasledujicich skutecnosti: a) zvefejnéni multicentrické
publikace; (b) pisemné potvrzeni zadavatele, Ze se
nebude vydavat zadna multicentricka publikace; (c)
osmndct (18) mésicii po dokonceni zdvérecne analyzy
0dajl za vechna pracovisté podilejici se na
multicentricke studii.

9.2 Subject to Section 9.1, Institution and/or
Investigator agree to submit to Sponsor any proposed
Paper relating to the Study at least sixty (60) days prior
to the date of submission for publication or planned
disclosure. During such review period, Sponsor will
have the opportunity to review and comment on the
contents of the proposed Paper, and the Institution
agrees to consider and respond to such comments in
good faith. If requested by Sponsor, the Institution
and/or Investigator shall delete from such proposed
Paper any Confidential Information of Sponsor or any
third party (provided that such deletion shall not
preclude Institution from publishing information which
does not constitute Confidential Information as
permitted herein). In addition, the Institution and
Investigator shall delay any proposed Paper for a
period not to exceed an additional ninety (90) days in
the event Sponsor so requests to enable Sponsor to
secure patent or other proprietary protection. In any
publication based in whole or in part on data generated
from the Study, Investigator will include a statement
that creation of the data was supported by Sponsor.

9.2 S vyjimkou bodu 9.1 se zdravotnické zafizeni
a/nebo zkousejici 1ékaf zavazuji, Ze predlozi zadavateli
kazdou navrhovanou publikaci tykajici se studie
nejméné Sedesat (60) dnil pfed datem predlozeni ke
zvefejnéni nebo planovanému zvefejnéni. Béhem
tohoto obdobi pfezkumu bude mit zadavatel moznost
prezkoumat a vyjadrit se k obsahu navrhované
publikace a zdravotnické zafizeni souhlasi s tim, Ze
bude tyto pfipominky posuzovat a reagovat na né v
dobré vife. V pfipad¢, ze o to zadavatel pozada, musi
zdravotnické zafizeni a/nebo zkousejici 1ékaf z takto
navrzené publikace odstranit ve§keré davérné
informace zadavatele nebo jakékoli tieti strany (za
piedpokladu, Ze takové vymazani nebrani
zdravotnickému zafizeni ve zvefejnéni informaci, které
nepiedstavuji diivémé informace, jak je zde povoleno).
Zdravotnické zafizeni a zkousejici 1ékar navic odlozi
jakoukoli navrhovanou publikaci po dobu, ktera
nepiekrod¢i dalsich devadesat (90) dnd, v piipadé, ze o
to zadavatel pozada, aby zadavateli umoznili zajistit
patent nebo jinou vlastnickou ochranu. V kazdé
publikaci, ktera je zcela nebo z¢asti zaloZena na udajich
ziskanych ze studie, uvede zkousejici lékaf prohlaseni,
ze ziskani Gdaji podpoiil zadavatel.

10. INTELLECTUAL PROPERTY

10. DUSEVNI VLASTNICTVI

10.1 All Parties to this Agreement shall retain all
right, title and interest in any Intellectual Property
Right owned by such Party prior to or apart from the
commencement of this Agreement. No license grant or
assignment, express or implied, by estoppel or
otherwise, is intended by, or shall be inferred from, this
Agreement.

10.1 Vsechny strany této smlouvy si ponechaji
viechna prava, naroky a podily v jakémkoli dusevnim
vlastnictvi, které bylo ve vlastnictvi pfislusné strany
pied zahajenim této smlouvy nebo mimo jeji ramec.
Touto smlouvou neni zamysleno ani z ni nevyplyva
zadné udéleni licence nebo postoupeni, vyslovného
nebo piedpokladaného, na zakladé ptekazky uplatnéni
zalobniho naroku nebo jinak.

10.2 Institution and Investigator shall promptly
disclose to Sponsor, on a confidential basis, all

10.2  Zdravotnické zafizeni a zkouSejici 1ékar
neprodlen¢ uvédomi zadavatele davérnym zpisobem o
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Inventions. Institution and Investigator hereby assign
to Sponsor all their right, title and interest in and to all
Inventions and agree to take further acts as may be
required to convey ownership in all Inventions to
Sponsor, including executing, or causing Study
Personnel to execute, any documents necessary to
effectuate the foregoing, at Sponsor’s reasonable
expense. Sponsor shall have the sole and exclusive
right, but not the obligation, to obtain, file, and
prosecute in its own name and at its own discretion and
expense, applications for U.S. and foreign patents on
any patentable Inventions and information derived
from any and all Inventions. Institution and
Investigator shall assist Sponsor, and shall ensure that
Study Personnel assist Sponsor, in securing and
enforcing Sponsor’s rights in the Inventions, at the
Sponsor’s expense. The obligation of Institution and
Investigator to assist Sponsor in obtaining and
enforcing rights in Inventions shall continue beyond the
termination or expiration of this Agreement and shall
be binding upon the respective assignees,
administrators and other legal representatives of
Institution.

vSech vynalezech. Zdravotnické zafizeni a zkousejici
Iékai timto postupuji zadavateli veskera sva prava,
naroky a podily tykajici se viech vynalezi a souhlasi s
tim, Zze podniknou dalsi kroky, které mohou byt
pozadovany, aby ptfevedli vlastnictvi vSech vynalezi na
zadavatele, v¢etné podepsani vech dokument
nezbytnych k uskuteénéni vyse uvedeného a zajisténi
podpisti 1 ze strany persondlu studie. Zadavatel ma
vyhradni a vyluéné pravo, nikoli viak povinnost,
ziskat, podat a pokrac¢ovat vlastnim jménem a na
zakladé vlastniho uvazeni a nakladt v zadostech o
patenty v USA a zahrani¢i na jakékoli patentovatelné
vyndalezy a informace odvozené od veskerych vynalezii.
Zdravotnické zafizeni a zkousejici 1ékaf poskytnou
zadavateli soucinnost a zajisti, aby tak ucinil i personél
studie, pii zajistovani a prosazovani prav zadavatele k
vynaleztim na naklady zadavatele. Povinnost
zdravotnického zafizeni a zkouSejiciho 1¢kare
poskytnout zadavateli soucinnost pfi ziskavani a
prosazovani prav k vynaleziim bude pokracovat i po
skonc¢eni nebo vyprseni této smlouvy a je zavazna pro
piislusné postupniky, spravce a dalsi pravni zastupce
zdravotnického zafizeni.

10.3 Institution shall retain ownership of any
invention or discovery other than Inventions.
Institution shall provide prompt notice of all such
inventions and discoveries to Sponsor and shall offer to
Sponsor an exclusive first option to a nonexclusive or,
at Sponsor’s election, exclusive license to such
inventions and discoveries.

10.3 Zdravotnické zafizeni si ponechd vlastnictvi
jakychkoli invenci nebo objevi jinych nez vynalez.
Zdravotnické zafizeni neprodlené oznami viechny tyto
invence a objevy zadavateli a nabidne zadavateli
vyhradni prvni moznost k nevyhradni nebo, na zakladé
volby zadavatele, vyhradni licenci na takové invence a
objevy.

10.4 Institution and Investigator warrant by the
execution of this Agreement, that neither they nor any
Study Personnel have entered, and that none of them
will enter, into any contractual agreement or
relationship which would in any way conflict with or
compromise Sponsor’s proprietary interest in, or rights
to, any Inventions, whether existing at the time of the
execution of this Agreement or arising at any time
thereafter.

10.4 Zdravotnické zafizeni a zkouSejici Iékar
zarucuji uzavienim této smlouvy, Ze ani oni ani
jakykoli ¢len persondlu studie neuzavieli, a Ze ani
nikdo z nich neuzavte, jak¢koli smluvni ujednani nebo
vztah, ktery by byl jakymkoli zpiisobem v rozporu
nebo by ohrozil vlastnické zajmy zadavatele nebo jeho
prava k jakymkoli vynaleziim, at’ jiz existujicim v dobé&
uzavieni této smlouvy, nebo vyplyvajicim z ni kdykoli
pozdéji.

10.5 To the extent any Study Result or Invention
may be copyrighted, such Study Result or Invention
shall be deemed to be work made for hire hereunder,
and it shall be the property of Sponsor.

10.5 V rozsahu, v jakém mohou byt vysledky
studie nebo vynalezy chranény autorskymi pravy, bude
takovy vysledek studie nebo vynalez povazovan za dilo
u¢inéné k pronajmu podle této smlouvy a bude
majetkem zadavatele.
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11. DATA PROTECTION & PRIVACY

11. OCHRANA UDAJU A SOUKROMI

11.1 The Parties agree 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 laws
and regulations, including but not limited to the
General Data Protection Regulation (EU) 2016/679
(“GDPR™), in relation to the protection of the Personal
Data of Subjects, Investigator and Study Personnel.
Both Sponsor and Institution shall act as Data
Controllers (as defined in the GDPR) with regard to the
Processing and protection of the Personal Data each of
them undertakes.

11.1 Smluvni strany se dohodly, Ze budou
dodrzovat zasady lékatského tajemstvi ve vztahu k
subjektim zapojenym do studie a Ze budou vzdy
dodrzovat své povinnosti vyplyvajici ze v8ech zakoni a
nafizeni o ochrané 0daji, mimo jiné véetné obecného
nafizeni o ochrané adajt (EU) 2016/679 (,,GDPR*), ve
vztahu k ochrané osobnich udaja subjekti, zkousejiciho
I¢kaie a personalu studie. Zadavatel i zdravotnické
zatizeni jednaji jako spravce udaju (jak je definovano v
GDPR), pokud jde o zpracovani a ochranu osobnich
udaju, které kazdy z nich vykonava.

11.2 The Parties 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.

11.2 Smluvni strany budou udrzovat vhodna
technickd a organizaéni bezpe€nostni opatieni na
ochranu osobnich udaji subjektl a persondlu studie,
které budou v souvislosti s touto smlouvou
zpracovavat.

11.3 Institution shall identify a person who shall
act as a primary point of contact with respect to rights
exercised by the Subjects, Investigator and/or the Study
Personnel regarding the Processing of their Personal
Data in relation to this Agreement (“Data Subject’s
Request”). Institution shall immediately inform CRO
and Sponsor of any Data Subject’s Request, provided
that such disclosure shall be made without unblinding
or otherwise disclosing Personal Data of the Data
Subject to CRO or Sponsor, and shall obtain the
consent of Sponsor or CRO before undertaking any
action in response to such Data Subject’s Request.
Sponsor and CRO will reasonably cooperate with
requests made by Institution and shall, to the extent
required by Applicable Law, provide Institution with
requested information and undertake reasonable actions
to enable Institution to respond to the Data Subject’s
Request. In the event that Sponsor determines that it
will respond to the Data Subject’s Request directly, or
requests that CRO respond directly, Institution shall,
upon the reasonable request by Sponsor, 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.

11.3 Zdravotnické zatizeni jmenuje osobu, ktera
bude jednat jako hlavni kontaktni osoba, pokud jde o
prava uplatinovana subjekty, zkousejicim lékafem
a/nebo personalem studie v souvislosti se zpracovanim
jejich osobnich udajii a v souvislosti s touto smlouvou
(.Zadost subjektu udaji*). Zdravotnické zafizeni
neprodlen¢ informuje CRO a zadavatele o jakékoli
zadosti subjektu udajt za pfedpokladu, ze takovéto
sdéleni bude provedeno bez odslepeni nebo jiného
poskytnuti osobnich adaji subjektu Gdaji zadavateli
nebo CRO, a pfed uskuteénénim jakéhokoli kroku v
reakci na tuto zadost subjektu 0dajh ziska souhlas od
zadavatele nebo CRO. Zadavatel a CRO budou v
souvislosti se zadostmi vznesenymi zdravotnickym
zafizenim v rozumné mife spolupracovat a v rozsahu
pozadovaném platnymi pravnimi pfedpisy poskytnou
zdravotnickému zafizeni pozadované informace a
podniknou vhodna opatfeni umoziujici
zdravotnickému zafizeni reagovat na zadost subjektu
udaji. V piipadé, ze se zadavatel rozhodne, Ze zadost
subjektu udaju vyfidi pfimo, nebo pozada, aby tak
uc¢inila CRO, poskytne zdravotnické zatizeni zadavateli
a/nebo CRO na zakladé jejich pfiméiené zadosti
veskeré informace, u¢ini piipadné kroky nebo poskytne
zadavateli a/nebo CRO soucinnost, o niz je zadavatel
a/nebo CRO mohou pozadat, aby mohli na zadost
subjektu Gdaji reagovat.
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11.4 If a Personal Data Breach occurs in relation to
any Subject’s, Investigator’s or Study Personnel’s
Personal Data Processed in relation to this Agreement,
the Institution must notify CRO and Sponsor
immediately, and in any event within twenty-four (24)
hours of becoming aware of the Personal Data Breach.
The Parties shall jointly determine if it is likely that
such breach pose a risk to an individual’s rights and
freedoms (a “Reportable Breach™), and in case of a
Reportable Breach, the Parties shall jointly determine
the steps to take to notify the relevant data protection
supervisory authority of such Reportable Breach
without undue delay, and at the latest within seventy-
two (72) hours after having become aware of such
Reportable Breach.

11.4  Pokud dojde k naruseni bezpecnosti osobnich
(dajt v souvislosti s osobnimi daji jakéhokoli
subjektu, zkousejiciho 1ékafe nebo persondlu studie
zpracovavanymi na zékladé této smlouvy, je
zdravotnické zafizeni povinno neprodlené a v kazdém
piipadé do dvaceti ¢tyf (24) hodin od okamziku, kdy se
o naruseni bezpecnosti osobnich Gdaji dozvi,
informovat CRO a zadavatele. Strany spolecné urci,
zda je pravdépodobné, Ze takové naruseni predstavuje
riziko pro prava a svobody jednotlivee (tedy
,oznamované naruseni), a pokud tomu tak je, strany
spoleéné urci kroky, které je tieba uéinit, aby o
oznamovaném naruseni bez zbyteéného odkladu,
nejpozdeji viak do sedmdesati dvou (72) hodin od
okamziku, kdy se o takovém oznamovaném narufeni
dozvédély, informovaly piisluiny organ dozoru nad
ochranou udaji.

11.5 Institution and/or Investigator hereby
represent and warrant that they shall obtain all
necessary consents in writing from all Subjects as per
the ICF so that such Subjects’ Personal Data can be
Processed for research and regulatory purposes, in
accordance with Article 6 of the GDPR. Institution
hereby represents and warrants that it shall obtain all
necessary consents in writing from the Investigator and
Study Personnel so that their Personal Data may be
Processed for research and regulatory purposes related
to the Study, in accordance with Article 6 of the
GDPR. If Institution does not possess a suitable form
for obtaining the consents of Study Personnel and
Investigator in accordance with the foregoing, Sponsor
shall provide a suitable template to Institution for that

purpose.

11.5 Zdravotnicke zafizeni a/nebo zkouSejici l1¢kar
timto prohlaSuji a zaruéuji, ze ziskaji vSechny nezbytné
pisemné souhlasy od v8ech subjektl dle ICF tak, aby
mohly byt osobni Gdaje téchto subjekti zpracovavany
pro vyzkumné a regulacni ucely v souladu s ¢lankem 6
GDPR. Zdravotnicke zafizeni timto prohlasuje a
zarucuje, Ze ziska vSechny nezbytné pisemné souhlasy
od zkouSejiciho 1¢ékare a personalu studie, aby mohly
byt jejich osobni udaje zpracovavéany pro vyzkumné a
regulacni ucely souvisejici se studii v souladu s
¢lankem 6 GDPR. Pokud zdravotnické zafizeni nema
vhodny formulaf pro ziskdni souhlast od personélu
studie a zkousejiciho l¢kare v souladu s vySe
uvedenym, poskytne zadavatel zdravotnickému
zafizeni k tomuto éelu vhodnou Sablonu.

11.6 Sponsor is compliant with the EU-US Privacy
Shield self-certification program operated by the
United States Department of Commerce and approved
by the European Commission pursuant to Commission
Implementing Decision (EU) 2016/1250 of 12 July
2016 notified under Document C (2016) 4176
(“Privacy Shield”). The Parties recognize that
Subjects’, Study Personnel’s, and Investigator’s
Personal Data may be transferred outside of the country
where such data originate, and outside the European
Union and European Economic Area to the Sponsor,
CRO, any of their Affiliates, Delegates and regulatory
authorities pursuant to the Privacy Shield, and in
accordance with Chapter 5 of the GDPR.

11.6 Zadavatel postupuje v souladu se samo-
certifikaénim programem EU-US , Privacy

Shield* provozovanym Ministerstvem obchodu
Spojenych statt americkych a schvalenym Evropskou
komisi podle provadéciho rozhodnuti Komise (EU)
2016/1250 ze dne 12. ervence 2016 oznameného pod
&islem K (2016) 4176 (,,Stit soukromi®). Smluvni
strany berou na védomi, Ze osobni Gdaje subjekt,
personalu studie a zkousejictho lékafe mohou byt
pfediny mimo zemi, z niz tyto (daje pochézeji, a mimo
Evropskou unii a Evropsky hospodaisky prostor,
zadavateli, CRO, kterékoli z jejich pfidruzenych
spoleénosti, delegitt a regulaénim organtim v souladu
se Stitem soukromi a s kapitolou 5 GDPR.
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11.7  If requested by Sponsor or CRO in order to
enable for Sponsor or CRO to comply with any
Applicable Law and to Process any Personal Data,
Institution and Investigator will work with Sponsor and
CRO in good faith to address any issue relating to the
Processing of Personal Data.

11.7 Pokud to budou zadavatel nebo CRO
vyzadovat za G¢elem dodrZeni v8ech platnych pravnich
piedpisu a za Gicelem zpracovani jakychkoli osobnich
(daju, bude zdravotnicke zafizeni a zkousejici lékat v
dobré vife spolupracovat se zadavatelem a CRO pii
fefeni jakychkoli problémi souvisejicich se
zpracovanim osobnich tdajii.

12. INDEMNIFICATION

12.  ODSKODNENI

12.1 Sponsor agrees to indemnify, defend and hold
harmless Investigator, Institution, Study Personnel, the
applicable EC, and Institution’s affiliates, officers,
directors, trustees, physicians, agents, representatives
and employees (collectively, “Institution
Indemnitees”) from and against any and all liabilities,
obligations, losses, damages, penalties, actions,
judgments, suits and claims (including reasonable
attorneys’ fees) by any third party (collectively,
“Claims™) due to personal injury arising from the use
of the Investigational Product in accordance with the
Protocol or any procedures required by the Protocol
that are not standard of care, provided that Sponsor
shall have no obligation to defend, indemnify or hold
harmless any Institution Indemnitee to the extent a
Claim results from: (a) the negligent act or omission,
willful misconduct or fraud of an Institution
Indemnitee; (b) a breach by Institution of this
Agreement; or (c¢) the failure of an Institution
Indemnitee to conduct the Study in accordance with the
Protocol or Applicable Law, or treat a Subject asserting
a Claim in accordance with the Protocol (except with
respect to deviations made and reported to Sponsor in
order to preserve the health, safety and welfare of the
Subject).

12.1 Zadavatel souhlasi s tim, Ze od$kodni, bude
obhajovat a zprosti odpovédnosti zkousejiciho lékare,
zdravotnické zafizeni, personal studie, pfislusnou EK,
pridruzené spolecnosti zdravotnického zafizeni a
pracovniky, feditele, zmocnénce, lékafe, jednatele,
zastupce a zaméstnance zdravotnického zafizeni
(souhrnné ,,0d$kodiiované osoby zdravotnického
zaFizeni®) za viechny zdvazky, povinnosti, ztrity,
skody, pokuty, zaloby, rozsudky, soudni spory a naroky
(v€etné piiméfenych nakladi na pravni zastoupeni)
jakékoli tfeti strany (souhrnné ,,naroky*) vzniklé v
disledku zranéni osob zpiisobeného uzivanim
hodnoceného pfipravku v souladu s protokolem nebo
jakymikoli postupy vyzadovanymi protokolem, které
nepfedstavuji standardni pééi, s tim Ze zadavatel
nebude mit povinnost odskodnit, branit nebo zprostit
odpovédnosti jakékoli odskodnované osoby
zdravotnického zafizeni v rozsahu, v jakém narok
vznikl v disledku: (a) jakéhokoli zanedbani ¢i
opomenuti, tmyslného pochybeni nebo podvodu ze
strany odskodiiované osoby zdravotnického zafizeni; b)
poruseni této smlouvy ze strany odskodiované osoby
zdravotnického zafizeni; nebo (c) neschopnosti
odskodniované osoby zdravotnického zafizeni provadét
studii v souladu s protokolem nebo platnymi pravnimi
predpisy nebo jednat se subjektem, jenz uplatiiuje
narok, v souladu s protokolem (s vyjimkou odchylek
u¢inénych a oznamenych zadavateli za Géelem ochrany
zdravi, bezpecnosti a prospéchu subjektu).

12.2 Sponsor’s indemnification obligation is
conditioned upon: (a) Institution Indemnitees providing
Sponsor and CRO with prompt written notification of
any Claims; (b) Institution Indemnitees permitting the
Sponsor and its attorneys to control the defense and
settlement of such Claims, including, without
limitation, pretrial, trial or settlement in any manner it
deems appropriate; and (c¢) Institution Indemnitees
cooperating and assisting in such defense in good faith,

12.2 Povinnost odskodnéni zadavatele je
podminéna tim, Ze: (a) odskodnovan¢ osoby
zdravotnického zafizeni poskytnou zadavateli a CRO o
jakychkoli narocich okamzité pisemné oznameni; (b)
odskodnované osoby zdravotnického zafizeni dovoli
zadavateli a jeho pravnim zastupctim, aby Fidili
obhajobu a vyporadani takovych naroka, mimo jiné
véetné predbézného fizeni, soudniho fizeni nebo
vyrovnani, jakymkoli zptisobem, ktery povazuji za
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such cooperation and assistance to include, without
limitation, using good faith efforts to provide or make
available documents, information and witnesses. No
admission of liability or wrongdoing shall be made on
behalf of any Institution Indemnitee without the prior
written consent of the Institution Indemnitee, which
consent shall not be unreasonably withheld,
conditioned or delayed.

vhodny; a (c) odskodiiované osoby zdravotnického
zatizeni budou pfi takové obhajobé v dobré vife
spolupracovat a poskytovat soucinnost s tim, Ze tato
spoluprace a soucinnost bude zahrnovat mimo jiné
snahu v dobré vife poskytnout nebo zpfistupnit
dokumenty, informace a svédky. Bez pfedchoziho
pisemného souhlasu odSkodiované osoby
zdravotnického zafizeni nesmi byt uc¢inéno zadné
uznani odpovédnosti nebo protipravniho jednani
jménem jakékoli odskoditované osoby zdravotnického
zafizeni, jejiz souhlas nesmi byt bezdivodné odpiran,
podminén nebo zdrzovan.

12.3 Institution shall indemnify, defend, and hold
harmless Sponsor and CRO and each of their affiliates,
officers, directors, trustees, physicians, agents,
representatives and employees (collectively, “Sponsor
Indemnitees™) from and against any and all Claims to
the extent arising from: (a) breach of any representation
or warranty made in this Agreement; (b) the negligent
act or omission or willful misconduct of an Institution
Indemnitee, including but not limited to misuse of the
Study Drug; (c) a breach by an Institution Indemnitee
of this Agreement; or (d) the failure of an Institution
Indemnitee to obtain a signed ICF, conduct the Study
in accordance with the Protocol or Applicable Law, or
treat a Subject asserting a Claim, in accordance with
the Protocol (except with respect to deviations made
and reported to Sponsor in order to preserve the health,
safety and welfare of the Subject).

12.3 Zdravotnické zafizeni od$kodni, bude
obhajovat a zprosti odpovédnosti zadavatele a CRO a
kazdou z jejich pridruzenych spole¢nosti, ufedniki,
feditelt, zmocnéncu, 1ékari, jednatelt, zastupci a
zamé&stnanci (souhrnné ,,odSkodiiované osoby
zadavatele*) za vSechny naroky v rozsahu
vyplyvajicim z: (a) porudeni jakéhokoli prohldSeni
nebo zaruky uéinéné v této smlouve; (b) nedbalosti
nebo opomenuti nebo umysIného pochybeni
odskodiiované osoby zdravotnického zafizeni, mimo
jiné veetné zneuziti hodnoceného piipravku; c)
porusenti této smlouvy ze strany odskodiiované osoby
zdravotnického zafizeni; nebo (d) neschopnosti
odskodiiované osoby zdravotnického zafizeni ziskat
podepsany formulai ICF, provadét studii v souladu s
protokolem nebo platnymi pravnimi pfedpisy nebo
jednat se subjektem, jenz uplatiiuje narok, v souladu s
protokolem (s vyjimkou odchylek ucinénych a
oznamenych zadavateli za G¢elem ochrany zdravi,
bezpecnosti a prospéchu subjektu).

124 The Parties shall each indemnity, defend, and
hold the other Parties 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 Article 11 of this Agreement by the
offending Party, its employees, representatives or
agents.

12.4 Smluvni strany odS$kodni, budou obhajovat a
zprosti odpovédnosti ostatni strany v piipadé veskerych
zavazka, naroki, ztrat, soudnich zalob, rozsudku

a pfiméfenych vyloh na pravni zastoupeni vzniklych v
disledku jakéhokoli poruseni pfislusnych zavazki,
nedbalého jednani, chyby ¢i opomenuti v souvislosti s
ochranou osobnich udaji podle ¢lanku 11 této
smlouvy, jichZ se dopusti smluvni strana porusujici
pravidla, jeji zaméstnanci, zastupci nebo jednatelé.

13. SUBJECT INJURY

13. UJMA SUBJEKTUM HODNOCENI

13.1 If a Subject is injured as a direct result of the
administration of the Investigational Product or the

13.1 Pokud dojde ke zdravotni jmé subjektu v
piimém disledku podéani hodnoceného piipravku nebo
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procedures performed in accordance with the study
protocol, the responsibility for the cost of treating the
injury shall be handled according to local law in Czech
Republic. The Sponsor has obtained an insurance
policy in accordance with the laws of Czech Republic.

postupt provadénych v souladu s protokolem studie,
bude odpovédnost za naklady na lé¢bu této ujmy
vyfizovdna v souladu s mistnimi zakony Ceské
republiky. Zadavatel uzavfel pojistnou smlouvu v
souladu se zikony Ceské republiky.

14. INSURANCE

14. POJISTENI

14.1 Institution warrants that it has in place, and
shall maintain in full force and effect throughout the
duration of provision of healthcare services by the
Institution (which is reasonably expected by the
Institution to be for the term of this Agreement and for
three (3) years thereafter)i, liability insurance
(including general liability insurance and medical
malpractice insurance), including liability for any
damage which may be caused as a result of fault or
negligence of Institution, Investigator or Study
Personnel. Institution shall promptly provide evidence
of its insurance upon request by CRO or Sponsor. The
terms of any insurance or the amount of coverage shall
not relieve Institution of any liabilities under this
Agreement.

14.1 Zdravotnické zafizeni zarucuje, ze ma
sjednané pojisténi odpovédnosti za Skodu (véetné
pojisténi obecné odpovédnosti a pojisténi profesni
odpovédnosti 1ékari), které bude plné platné po celou
dobu poskytovani zdravotnich sluzeb zdravotnickym
zatizenim( kdy je zdravotnickym zafizenim diivodné
ocekdvano, Ze tomu tak bude po dobu platnosti této
smlouvy a po dobu dalgich tii (3) let po jejim
skonéeni), , v€etng odpovédnosti za veskeré $kody,
které mohou vzniknout v disledku zavinéni nebo
nedbalosti zdravotnického zafizeni, zkousejiciho 1ékate
nebo persondlu studie. Na zddost CRO nebo zadavatele
zdravotnické zafizeni neprodlené poskytne dikaz o
svém pojisténi. Podminky jakéhokoli pojisténi ani
¢astka pojistného plnéni nezbavuji zdravotnické
zafizeni jakéhokoli zadvazku vyplyvajiciho z této
smlouvy.

14.2  Sponsor warrants that, to the extent required
by law, it has in place and shall maintain in full force
and effect throughout the term of this Agreement and
for three (3) years thereafter sufficient liability
insurance to cover its potential liability assumed
hereunder, including damages incurred for injuries
suffered by Subjects as a result of the administration of
the Investigational Product or procedures performed in
accordance with the Protocol. The terms of any
insurance or the amount of coverage shall not relieve
Sponsor of any liabilities under this Agreement.

14.2  Zadavatel zarucuje, Ze ma v rozsahu
stanoveném zakonem sjednané pojisténi odpovédnosti
za Skodu, které bude pIné platné po celou dobu
platnosti této smlouvy a po dobu i (3) let po jejim
skoncenti, které bude dostatecné, aby pokrylo
potencialni odpovédnost predpokladanou na zakladé
této smlouvy, véetné Skod vzniklych v disledku
zranéni subjekti hodnoceni nasledkem podani
hodnoceného pfipravku nebo postupii provadénych v
souladu s protokolem. Podminky jakéhokoli pojisténi
ani ¢astka pojistného plnéni nezbavuji zadavatele
jakéhokoli zdvazku vyplyvajiciho z této smlouvy.

15. WARRANTIES

15.  ZARUKY

15.1 Institution represents and warrants that neither
it, Investigator nor any Study Personnel providing
services in connection with the performance of the
Study is currently or has been previously debarred or
excluded under any laws or regulations relating to the

15.1 Zdravotnické zafizeni prohlasuje a zarucuje,
ze zdravotnické zafizeni, zkousejici lékaf ani zadny
¢len personalu studie, ktefi poskytuji sluzby v
souvislosti s provadénim studie, nejsou v soucasné
dobé nebo nebyli vylouéeni podle jakychkoli zakoni
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debarment or exclusion from health care programs, or
disqualified as a clinical investigator under any laws or
regulations. If during the course of the Study,
Institution or Investigator becomes debarred, excluded
or disqualified or Institution learns that any Study
Personnel is debarred, excluded or disqualified, or that
there is a threat of debarment, exclusion or
disqualification of any such person, then Institution
must immediately notify CRO and Sponsor. Sponsor
may immediately terminate this Agreement in the event
any of the foregoing occurs.

nebo predpisu tykajicich se vylouceni z programi
zdravotnické péée nebo podle zakonu ¢i piedpisi
diskvalifikovani jako klinicky zkousejici 1ékat. Pokud
se v pribéhu studie zdravotnicke zafizeni nebo
zkous§ejici lekar stanou vyloucenymi nebo
diskvalifikovanymi osobami nebo pokud zdravotnické
zafizeni zjisti, ze se jakykoli ¢len personalu studie stal
vyloucenou ¢i diskvalifikovanou osobou, piipadné ze
hrozi vylouceni ¢i diskvalifikace jakékoli takové osoby,
pak musi zdravotnicke zafizeni okamzit€ uvédomit
CRO a zadavatele. V pfipadé, ze nastane kterakoli z
vyse uvedenych skuteénosti, mize CRO tuto smlouvu
okamzité vypovédét.

15.2 Institution represents and warrants that neither
it, Investigator 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 further warrants that neither
Institution, Investigator 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 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 or Sponsor inquiries
about any potential violations and make appropriate
records available to CRO or Sponsor upon request. At
any time upon the request of CRO or Sponsor,
Institution agrees to promptly certify in writing their
ongoing compliance (and the compliance of all Study
Personnel) with the warranties contained in this Section
15.2.

15.2 Zdravotnické zafizeni prohlasuje a zarucuje,
ze zdravotnické zafizeni, zkousejici lékar ani personal
studie nejsou vefejnymi Ciniteli, jednateli nebo zastupci
jakékoliv vladni nebo politické strany nebo
mezinarodni organizace, v nichZ by mohli zastavat
pozici s pravomocemi, které by jim umoznily
nepfisluiné pomoci CRO nebo zadavateli k ziskani
obchodni vyhody. Zdravotnické zafizeni dale zaruduje,
ze zdravotnické zafizeni, zkouSejici 1ékar ani personal
studie neuskute¢ni zadnou thradu, at’ jiZ pfimo, ¢i
nepfimo, zadné finanéni ¢astky ¢i jiného protiplnéni
(dale jen ,,platba) vladnim &initelim nebo &initeliim
politickych stran, ¢initeliim mezinarodnich organizaci,
kandidatim do vefejnych funkci nebo zastupciim
jinych podniki nebo osobam jednajicim jménem
kteréhokoliv z vyse uvedenych subjektl (spolecné dale
jen ,Cinitele™), kdy by takova platba predstavovala
poruseni jakéhokoliv zakona, véetné amerického
zakona o zahrani¢nich korupénich praktikach. Za
zadnych okolnosti nesmi zdravotnické zafizeni,
zkousejici 1ékaf nebo personal studie uhradit
jakoukoliv platbu ¢initelim, pfimo ¢&i nepiimo, pokud
by ucelem takové platby bylo ovlivnéni rozhodnuti
nebo krokl uskuteénénych s ohledem na predmét této
smlouvy nebo na libovolny aspekt podnikani
spoleénosti CRO nebo zadavatele. Zdravotnické
zafizeni a zkousejici 1ékaf neprodlené ohlasi CRO
jakékoli poruseni této zaruky a souhlasi s tim, ze
odpovi na jakékoli dotazy CRO nebo zadavatele
tykajici se potencidlniho poruseni a na vyzadani
zptistupni piislu§né zaznamy CRO nebo zadavateli.
Zdravotnicke zafizeni souhlasi s tim, Ze kdykoli na
zadost CRO nebo zadavatele neprodlené potvrdi
pisemnou formou své pribézné dodrzovani zaruk
(jakoz 1 dodrzovani ze strany veskerého persondlu
studie) uvedenych v bodé 15.2.
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16. PAYMENT TERMS AND CONDITIONS

16. PLATEBNI PODMINKY

16.1 In full consideration for the Services of
Institution, Investigator and Study Personnel rendered in
compliance with the Protocol and delivery of the
applicable CRF/eCRF for Study activities, Sponsor is the
recipient of the Services, and agrees to pay through CRO
or other Sponsor designee, the fees and expenses set forth
on Exhibit A. Institution and Investigator acknowledge
and agree that Sponsor shall be entitled to hold back a
percentage of all such fees and expenses, as set forth in
Exhibit A, as a final payment to be made upon delivery of
all CRFs/eCRFs and close out of all final queries. Such
fees and expenses will be paid by CRO as Sponsor’s
payment agent at Sponsor’s direction, solely to the
Institution, except as otherwise expressly set forth in
Exhibit A. The Parties agree that Exhibit A — Payment
Schedule is part of this Agreement, setting forth 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, Investigator and Study
Personnel. Payments shall be made in accordance with
the provisions set forth in Exhibit A, with the last
payment being made after Institution and Investigator
complete all of their obligations under the Protocol, this
Agreement and any Exhibits thereto, including but not
limited to delivering all CRFs/eCRFs and responding to
any outstanding queries related thereto. Payments
include all pharmacy fees for Study Drug handling and
storage according to the Protocol. Institution and
Investigator 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.

16.1 V ramci protiplnéni v plné vysi za sluzby
zdravotnického zafizeni, zkousejiciho lékate a
persondlu studie poskytnuté v souladu s protokolem a
za dodani piislusnych dotaznikii CRF/eCRF
vykazujicich ¢innosti studie je zadavatel piijemcem
sluzeb a souhlasi s tim, Zze prostfednictvim CRO uhradi
poplatky a vydaje uvedene v priloze A. Zdravotnicke
zatizeni a zkouSejici 1ékat berou na védomi a souhlasi s
tim, Ze zadavatel je opravnén zadrzet procentni podil

z plateb za navstévy, jak je uvedeno v piiloze A, pro
kone¢nou platbu, ktera bude provedena po dodani
viech dotaznikit CRF/eCRF a uzavieni viech
zavéreénych dotazi. Tyto poplatky a vydaje uhradi
CRO jakozto platebni zprostfedkovatel zadavatele na
pokyn zadavatele vyhradné zdravotnickému zafizeni, s
vyjimkou piipadi vyslovné uvedenych v pfiloze A.
Strany souhlasi s tim, Ze pfiloha A — harmonogram
plateb je sou¢dsti této smlouvy a stanovuje
harmonogram plateb spojenych s touto smlouvou a Ze
poplatky a naklady uvedené v piiloze A piedstavuji
realnou trzni hodnotu sluzeb poskytnutych
zdravotnickym zafizenim, zkousejicim lékafem a
persondlem studie. Platby se budou provadét v souladu
s ustanovenimi uvedenymi v piiloze A s tim, ze
posledni platba bude provedena poté, co zdravotnické
zafizeni a zkousejici 1ékat dokonéi veskeré své zavazky
podle protokolu, této smlouvy a viech jejich pfiloh,
mimo jiné véetné dodani viech dotaznikit CRF/eCRF a
zodpovézeni jakychkoli nevyfizenych dotaza
spojenych s nimi. Platby zahrnuji viechny poplatky
lékarné za manipulaci a skladovani hodnoceného
piipravku podle protokolu. Zdravotnické zafizeni a
zkousejici 1ékaf nebudou usilovat o finanéni nahradu za
Jjakeékoli zdravotnické sluzby nebo hodnoceny
piipravek od platct tfetich stran, pokud jsou tyto
ndklady jiz zahrnuty v platbach provadénych podle této
smlouvy.

16.2 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. All fees
and expenses payable to the Institution and Investigator
are inclusive of all taxes and social security contributions
applicable, other than VAT.

16.2 Zdravotnické zafizeni a zkousejici 1ékai budou
plnit v8echny zavazky tykajici se dani a pfispévki na
socialni zabezpeceni, je-li to relevantni, které se vztahuji
k pfedmétu této smlouvy, mimo jiné véetné téch, které se
vztahuji k platbam provadénym ve prospéch
zdravotnického zafizeni, zkousejiciho 1ékare nebo
personalu studie podle této smlouvy, piipadné téch, které
se vztahuji k jakymkoli platbam providénym
zdravotnickym zafizenim nebo zkousejicim lékarem ve
prospéch persondlu studie. Veskerée poplatky a vydaje,
které maji byt uhrazeny zdravotnickému zaiizeni a
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zkousejicimu lékai1, zahrnuji vSechny pfislusné dané a
prispévky na socialni zabezpeceni jiné nez DPH.

16.3 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 Investigator receive in accordance with the Study.

16.3  Zdravotnické zatizeni a zkousejici 1ékat berou
na védomi a souhlasi s tim, Ze jejich usudek s ohledem
na jejich doporuceni kazdému subjektu studie a péci o
néj neni a nebude ovlivnén odménou, kterou
zdravotnické zafizeni a/nebo zkousejici 1ékar v ramci
studie obdrzi.

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

16.4 Zdravotnické zafizeni a zkousejici leékaf
souhlasi s tim, ze CRO a zadavatel mohou sdélit
informace o odménach a vydajich splatnych nebo
uhrazenych podle této smlouvy libovolnym vladnim
afadiim podle platnych pravnich pfedpisa.

16.5  Institution shall keep, for not less than two (2)
years after the expiration or termination of this
Agreement, complete and accurate records of the
calculation of all amounts paid and payable hereunder.
Sponsor shall have the right to audit during normal
business hours the relevant records of Institution in
order to verify any relevant invoice, report, or
statement. Sponsor shall provide reasonable advance
notice of any such audit or inspection.

16.5 Zdravotnické zafizeni bude po dobu nejméné
dvou (2) let po vyprieni nebo ukonéeni této smlouvy
uchovavat uplné a piesné zaznamy o vypoctu viech
¢astek zaplacenych a splatnych podle této smlouvy.
Zadavatel ma pravo provést béhem béznych
provoznich hodin audit pfisluinych zaznamu
zdravotnického zafizeni, aby ovéfil vSechny piislusné
faktury, zpravy nebo prohlaseni. O kazdém takovém
auditu nebo inspekei poskytne zadavatel v pfiméfeném
predstihu ozndmeni.

17. TERMINATION

17. UKONCENI SMLOUVY

17.1 The term of this Agreement will commence on
the date it is fully executed by all Parties and 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. Prior to
the execution of this Agreement, the CRO shall send
the final version of the Agreement in a machine-
readable format (e.g. in.pdf format) to the Institution
with redacted text, which Sponsor considers to be a
trade secret and/or confidential information, and
Institution will ensure that such redacted text is not
disclosed in the publication in the Registry of
Contracts. The Parties agree that a redacted version of
this Agreement that has been approved in writing by
the Sponsor may be registered in the Registry of
Contracts of the Czech Republic to the extent required
by Applicable Law. Sponsor may terminate this

17.1 Tato smlouva nabyva platnosti k datu, ke
kterému bude fadné uzaviena vSemi stranami, v, a bude
trvat po celou dobu trvani studie podle protokolu,
pokud nebude vypovézena dfive v souladu s
ustanovenimi tohoto bodu. Tato smlouva vstoupi v
platnost k datu, kdy bude uzaviena viemi stranami, a
bude G¢innou po celou dobu trvani studie podle
protokolu, pokud nebude dfive vypovézena v souladu s
ustanovenimi tohoto oddilu. Pfed uzavienim této
smlouvy zasle CRO zdravotnickému zafizeni kone¢nou
verzi smlouvy ve strojové ¢itelném formatu (napf. ve
formatu pdf) s redigovanym (zacernénym) textem,
ktery zadavatel povaZzuje za obchodni tajemstvi a/nebo
diavérné informace, a zdravotnické zafizeni zajisti, Zze
zaCernény text nebude odhalen pfi zvefejnéni v
rejstiiku smluv. Smluvni strany se dohodly, Ze
redigovana verze této smlouvy, kterd byla pisemné
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Agreement immediately upon written notice to
Institution and CRO for any reason, including without
limitation upon any of the following occurrences:

schvalena zadavatelem, muze byt zapsana do rejstiiku
smluv Ceské republiky v rozsahu pozadovaném
platnymi pravnimi piedpisy.

Zadavatel mize tuto smlouvu vypovédét s okamzitou
platnosti pisemnou vypovédi zdravotnickému zafizeni a
CRO z jakéhokoli diivodu, mimo jiné véetné
jakychkoli z nasledujicich situaci:

(a) Institution or Investigator fails to (a) zdravotnickému zafizeni nebo
cure a breach to this Agreement zkouSejicimu 1¢kafi se nepodaiti
within thirty (30) days after receipt of napravit poruseni této smlouvy do
written notice given by Sponsor or tiiceti (30) dni po obdrzeni
CRO specifying such breach; or pisemného ozndmeni ze strany
zadavatele nebo CRO, ve kterém
upozoriuji na toto porudeni; nebo
(b) Investigator becomes unavailable to (b) zkousSejici 1€kat neni nadale osobné
conduct the Study and a Sponsor- schopen provadét studii a
approved replacement has not been zdravotnické zafizeni a zkousejici
identified by Institution and lékaf neuréili ndhradnika
Investigator; or schvaleného CRO; nebo
(c) three months after site initiation, Q) po tiech mésicich od zahajeni studie
Investigator has failed to enrol any na pracovisti se zkousejicimu lékafi
Subjects,; or has recruited such a low nepodafilo zapsat Zadn¢ subjekty
number of Subjects that it can be hodnoceni, nebo zkousejici 1ékar
reasonably assumed by CRO or piijal tak nizky pocet subjektil, ze
Sponsor that the agreed number of CRO nebo zadavatel mohou
Subjects will not be reached; or opravnéné predpokladat, Ze nebude
dosazeno dohodnutého poctu
subjektii; nebo
(d) the authorization and approval to (d) regulacni organ a/nebo EK fidici
perform the Study is withdrawn by zdravotnické zafizeni stahne povoleni
the regulatory authority and/or EC a schvaleni k provadéni studie; nebo
governing Institution; or
(e) an audit or regulatory inspection (e) audit nebo inspekce regulaéniho

identifies a serious breach or lack of
compliance with this Agreement by
the Institution, Investigator and/or
Study Personnel: or

organu odhali zadvazné poruseni nebo
nedodrzeni této smlouvy ze strany
zdravotnického zafizeni, zkousejiciho
Iékaie a/nebo personalu studie; nebo
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(®

if any of the circumstances
permitting termination pursuant to
Section 15.1 on debarment occur.

() pokud dojde k jakékoli situact, ktera

umozni vypovéd smlouvy podle
bodu 15.1 tykajiciho se vylouceni.

17.2 This Agreement may be terminated by
Institution upon sixty (60) days” prior written notice to
CRO and Sponsor for breach of the Agreement by
CRO or Sponsor if the breach is not cured within thirty
(30) days of notification given by Institution or
Investigator, as appropriate, provided however, that in
case of a breach by CRO which remains uncured by
CRO at the end of such thirty (30) day cure period,
Sponsor shall have the right, but not the obligation, to
cure CRO’s breach directly to the extent curable by
Sponsor, if desired by Sponsor. In such case of breach
cured by Sponsor, the Agreement shall not be
terminated.

17.2 Tato smlouva miize byt vypovézena
zdravotnickym zafizenim po uplynuti Sedesati (60) dnt
od pisemného oznameni CRO a zadavateli z dGivodu
poruseni smlouvy ze strany CRO nebo zadavatele,
pokud nebude toto poruSeni napraveno do tficeti (30)
dnti od oznameni ze strany zdravotnick¢ho zafizeni
piipadné zkousejiciho 1ékafe, avsak za pFedpokladu, ze
v pfipadé poruseni ze strany CRO, které CRO do tiiceti
(30) dnil nenapravi, ma zadavatel pravo, ale nikoli
povinnost, porueni CRO napravit pfimo v rozsahu, v
jakém je zadavatel schopen tak uéinit, pokud si to
zadavatel pieje. V piipadé takového poruseni
napravenc¢ho zadavatelem nebude smlouva ukoncena.

17.3 If this Agreement is terminated prematurely in
accordance with Section 17.1 or 17.2, Institution and
Investigator shall use best efforts to:

17.3 Pokud dojde k pfedcasnému vypovézeni této
smlouvy v souladu s body 17.1 nebo 17.2, zdravotnické
zatizeni a zkousejici 1ékaf vyvinou maximalni usili na
to, aby:

(a) minimize further costs while (a) minimalizovali dalsi néklady a
maintaining good medical care of the zaroven zaji§tovali dobrou zdravotni
Subjects and compliance with all péci subjektiim hodnoceni a dodrzeli
Applicable Law; and; viechny platné pravni predpisy; a

(b) ensure that all Subjects shall (b) zajistili, Ze viechny subjekty

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

hodnoceni dokon¢i studii podle
protokolu, pokud nebude v pokynech
ke studii nafizeno jinak.

17.4 If Investigator concludes that continuation of the
Study is no longer medically justifiable, due to the
severity or prevalence of serious adverse events, then
he/she will promptly notify Sponsor, CRO and the EC in
writing, and may suspend treatment of Subjects until such
time as Sponsor and Investigator reach agreement as to
the best course of action, which may include termination
of this Agreement.

17.4 Pokud zkousejici lékat dospéje k zavéru, ze
pokracovani studie jiz neni l¢katsky odiivodnitelné
vzhledem k zavaznosti nebo ¢astému vyskytu
zavaznych nezadoucich piihod, neprodlené to pisemné
oznami zadavateli, CRO a EK a mizZe pozastavit 1é€bu
subjektii do té doby, nez zadavatel a zkousejici 1¢kar
dosdhnou dohody o nejlep$im postupu, ktery mize
zahrnovat ukonéeni této smlouvy.
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17.5 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.

17.5 Ukoncent této smlouvy kteroukoli smluvni
stranou nema vliv na prava a povinnosti smluvnich stran
vzniklé pfede dnem ucinnosti této smlouvy.

17.6 Upon receipt of any notice of termination
under this Article 17, Institution and Investigator shall
use reasonable efforts to minimize or terminate all
costs associated with the Study. Unless otherwise
requested by Sponsor, the Investigator shall stop
enrolling Subjects into the Study and, if directed by
Sponsor and to the extent medically permissible and
appropriate, shall cease, conducting procedures on
(including the use of any Equipment) and administering
Investigational Product to Subjects already enrolled
into the Study. Upon the effective date of termination,
there shall be an accounting prepared by Institution and
submitted to the Sponsor detailing all costs incurred
and outstanding with respect to the terminated Study.
The Sponsor shall direct CRO to make prompt payment
to Institution for any undisputed amounts due in
accordance with the agreed budget, and Institution shall
return to Sponsor any funds previously advanced by
Sponsor and not expended or obligated by Institution
prior to the effective termination date. In the event of
termination due to the uncured breach of Institution,
Sponsor shall not be responsible for paying any fees or
costs in respect of Services that were the subject of the
breach. Upon expiration or earlier termination of this
Agreement, Institution and Investigator shall return to
Sponsor, at Sponsor’s expense, all unused Study Drug,
Study materials and the ¢CRFs/CRFs, as well as any
Equipment provided by Sponsor and assist Sponsor
with an orderly close-out of the Study at Institution.
Sections 2.3, 2.8,2.9,2.12,2.13, 164, 16.5,17.3, 17.5
and 17.6, as well as Articles 1, 3,4,5,6,7,8,9,10, 11,
12, 14, 18 and 19 shall survive expiration or earlier
termination of this Agreement.

17.6 Po obdrzeni jakéhokoli oznameni o ukonceni
podle tohoto ¢lanku 17 vynaloZzi zdravotnické zafizeni
a zkousejici lékar pfimé&fené asili na to, aby
minimalizovali nebo ukon¢ili ve$keré naklady spojené
se studii. Pokud neni zadavatelem pozadovano jinak,
musi zkousejici 1ékaf piestat zafazovat subjekty do
studie a v piipadé, Ze obdrzi pokyn od zadavatele, a v
rozsahu, ktery je z lékaiského hlediska pfipustny a
vhodny, ukonéi provadéni dalsich postupii (véetné
pouziti jakéhokoli vybaveni) a poddvani hodnocencho
K datu G¢innosti ukonéeni zdravotnické zafizeni
piipravi a pfedlozi zadavateli vyuctovani, ve kterém
budou podrobné uvedeny vsechny vzniklé a
neuhrazené ndklady s ohledem na ukonéenou studii.
Zadavatel zada CRO, aby bezodkladné uhradila
zdravotnickému zafizeni jakékoli nesporné &astky
splatné v souladu s dohodnutym rozpoétem, a
zdravotnické zafizeni vrati zadavateli vSechny finanéni
prostiedky, které zadavatel poskytl pfedem a které
zdravotnické zafizeni nevynalozilo ani neuplatnilo pred
ucinnym datem ukonéeni. V pfipadé ukonceni z
diavodu nenapraven¢ho poruseni ze strany
zdravotnického zafizeni neni zadavatel odpovédny za
uhradu jakychkoli poplatki(i nebo nakladt souvisejicich
se sluzbami, které byly pfedmétem poru$eni. Po
vyprieni nebo pfedéasném ukonceni této smlouvy
zdravotnické zafizeni a zkouSejici 1ékaf vrati zadavateli
na naklady zadavatele v8echny nevyuzité hodnocené
piipravky, materialy ke studii a dotazniky eCRF/CRF,
jakoz i ve§keré vybaveni poskytnuté zadavatelem a
poskytnou zadavateli sou¢innost pii fadném uzavieni
studie ve zdravotnickém zafizeni. Body 2.3, 2.8, 2.9,
2.12,2.13,16.4,16.5,17.3, 17.5 a 17.6, jakoz i ¢lanky
1,3,4,5,6,7,8,9,10,11,12, 14, 18 a 19 zistanou v
platnosti i po skon¢eni platnosti nebo piedcasném
ukonceni této smlouvy.

18. INDEPENDENT CONTRACTOR

18. NEZAVISLY DODAVATEL

18.1 The relationship among each of the Parties is
that of independent contractors. Institution and
Investigator shall perform the Services only as
independent contractor, and nothing contained herein

18.1 Vztah mezi jednotlivymi stranami je vztahem
nezavislych smluvnich stran. Zdravotnické zafizeni a
zkouSejici 1ékar budou provadét sluzby pouze jako
nezavisly dodavatel, pfi¢emz zadné ustanoveni této
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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.

smlouvy nebude vykladano v rozporu s timto vztahem
nebo postavenim. Zdravotnické zafizeni, zkousejici
lékat a personal studie se nepovazuji za zaméstnance
ani zastupce CRO nebo zadavatele a nebudou mit tudiz
narok na zadné vyhody, které maji zaméstnanci CRO
nebo zadavatele.

18.2 Institution and Investigator shall not retain any
subcontractor to perform any of its obligations under
this Agreement without the prior written consent of
Sponsor. 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.
Institution will ensure that each subcontractor executes
a written agreement with Institution binding such
person to the terms and conditions of this Agreement.

18.2 Zdravotnicke zafizeni a zkouSejici Iékaf nesmi
najmout subdodavatele, aby provadéli neékteré z jejich
povinnosti vyplyvajicich z této smlouvy, bez
piedchoziho pisemného souhlasu zadavatele. Zadny
takovy souhlas neznamena zbaveni zdravotnického
zafizeni a zkouSejiciho lékafe jejich zavazki podle této
smlouvy s tim, Ze zdravotnické zafizeni a zkouSejici
lékar ziistanou za veskeré jednani i opomenuti
jakéhokoli takoveého subdodavatele plné odpovédni.
Zdravotnické zafizeni zajisti, aby kazdy subdodavatel
uzaviel se zdravotnickym zafizenim pisemnou dohodu,
na zakladé které bude tato osoba vazana podminkami
této smlouvy.

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

18.3  Tato smlouva nestanovuje, nevytvaii a
nemfize byt ani interpretovdna jako spoleény podnik,
partnerstvi nebo jakakoli obchodni organizace.

19. CONTRACTUAL

19. NALEZITOSTI SMLOUVY

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

19.1 Nadpisy oddilii v této smlouvé maji pouze
zvy§it srozumitelnost a nepiedstavuji vyznamnou
soucast této smlouvy.

19.2 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.

19.2 Pokud bude jakékoli ustanoveni v této
smlouvé shledano nezakonnym, neplatnym nebo
nevymahatelnym soudem, zbyvajici ¢asti této smlouvy
timto nebudou ovlivnény.

19.3  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.

19.3  Netrvani na dodrzovani kterékoli z podminek
této smlouvy nepredstavuje vieobecné zieknuti se prav
ani vzdani se kterékoli takové podminky, nybrz plati,
ze takova podminka zlstane po celou dobu plné platna
a ucinna.

242054 63935337MDS3001 CZE CZ10050 INS INV - Bilingual 20200313 0.2
Page 28 of 58




19.4  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.

19.4  Prislusni signatafi smluvnich stran prohlasuji a
zaruCuji, Ze maji opravnéni a zplisobilost k uzavieni
pozadavki, ustanoveni a podminek této smlouvy
jménem svych prislusnych stran.

19.5 No 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.

19.5 74dna strana nebude odpovidat za nedodrzeni
této smlouvy z duvodu stavek, nepokoju, vojenskych
akci, valecnych konflikti, pozaru, teroristickych utoki,
vy§8i moci, umrti zkousejiciho lékaie nebo z jakékoli
jiné pfi¢iny, na kterou nema pfiméfeny vliv.

19.6 This Agreement may not be assigned by
Institution or CRO without the prior written consent of
Sponsor.

19.6 Zdravotnické zafizeni nebo CRO nesmi tuto
smlouvu postoupit bez pfedchoziho pisemného
souhlasu zadavatele.

19.7 Sponsor may freely assign this Agreement to
any of its respective subsidiaries, Affiliates or to any
third party.

19.7  Zadavatel maze tuto smlouvu volné postoupit
kterékoli z jeho dcefinych spole¢nosti, pfidruzenych
spole¢nosti nebo tfeti strané.

19.8 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 contemporanecous
understandings and/or discussions among 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.

19.8 Tato smlouva pfedstavuje Gplnou dohodu a
kone¢né ujednani smluvnich stran v souvislosti s
pfedmétem této smlouvy a nahrazuje a vypovida
veskera diivéjsi a/nebo soucasna ujednéani a/nebo
diskuze mezi stranami, pisemné ¢&i ustni, piimé ¢i
nepiime, jakymkoli zpisobem souvisejici s pfedmétem
této smlouvy. Tuto smlouvu nelze ménit, upravit,
modifikovat nebo jakkoli pozménit jinak nez pisemnou
dohodou podepsanou viemi stranami.

19.9 Any notice or other communication required
or permitted under this Agreement shall be deemed
sufficiently given when given in writing and delivered
by hand, via a nationally recognized overnight delivery
service (e.g., Federal Express) or via registered mail or
certified mail, postage pre-paid and return receipt
requested, to the addresses set forth below.

19.9 Jakékoli oznameni nebo jiné sdéleni
pozadované nebo povolené podle této smlouvy se
povazuje za dostateéné poskytnuté, pokud je dorucené
v pisemné podobé osobng, prostfednictvim celostatné
uznané kuryrni sluzby s dodanim do druhého dne (napf.
Federal Express) nebo prostfednictvim doporuéené ¢i
certifikované posty s dorucenkou s piedplacenym
postovnym na nize uvedené adresy.

Prior to the commencement of the Study, the Sponsor is
obligated to carry out and approve acceptance tests with
an authorized representative of the Institution whereby
the process of logging in all required systems, databases

Zadavatel je povinen pfed samotnym spusténim Studie
realizovat a odsouhlasit akceptacni testy s povéfenym
zastupcem Zdravotnického zafizeni, kde bude ovéien
proces piihlaseni se do viech pozadovanych systémd,
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and websites of the Sponsor and physical testing of data
transmission, or uploading of agreed test files will be
verified.

An acceptance test means importing an anonymous test
study which is entered into the system and the study
recipient confirms receipt of the data and their accuracy.

After the test transmission has been completed, the
Institution’s representative responsible for the Study
will confirm that he/she is familiar with the operating
procedure and confirm its functionality. Such
acceptance 1s  sufficient and the Institution's
representative becomes the guarantor of this solution.
The Sponsor shall inform the Institution’s Center of
Informatics of the test transmission results and
acceptance of the solution.

For security reasons, the Institution only uses the current
version of the Java application.

In the event that the Sponsor cannot meet the
Institution's operating conditions for HW and SW use in
the University Hospital Brno, the Institution reserves the
right not to accept the Sponsor’s requirements not
specified before signing the contract, if additional and
unsupported configurations and settings are in
contradiction with the security policy of the Institution,
as information system operator of essential service
pursuant to Section 2(i) of Act No. 181/2014 Coll., on
Cyber Security in the Healthcare Sector.

In this case, the Sponsor shall carry out the Study
solution using its own means (e.g. dedicated PCs for this
study, including Internet connectivity — STAND
ALONE).

databazi a webovych stranck Zadavatele a fyzické
odzkouSeni pienosu dat, piip. uploadu dohodnutych
testovacich soubort.

Akceptatnim testem se rozumi import anonymni
testovaci studie, ktera se do systému vlozi a prijemce
studie potvrdi pfijem dat a jejich korektnost.

Po realizaci zkuSebniho pfenosu tak zastupce
Zdravotnického zafizeni odpovédny za Studii potvrdi,
Ze je s pracovnim postupem srozumén a potvrdi jeho
funkcionalitu. Dand akceptace je postacujici a zastupce
Zdravotnického zafizeni se stadva garantem za toto
feSeni. O vysledcich zkuSebniho pfenosu a akceptace
feseni informuje Zadavatel oddéleni Centra informatiky
Zdravotnickeho zafizeni.

Z bezpeénostnich divodi Zdravotnické zatizeni 1
podporuje jen aktualni verzi aplikace Java.

V piipadé, Ze nelze Zadavatelem splnit podminky
provozu Zdravotnického zatizeni pro pouziti HW a SW
ve FN Brno, si Zdravotnické zafizeni | vyhrazuje pravo
nepfijmout splnéni pozadavkl Zadavatele neuvedenych
pred podpisem smlouvy, pokud dodatecné a
nepiedlozené konfigurace a nastaveni budou v rozporu
s bezpecnostni politikou Zdravotnického zafizeni jako
provozovatele informacnich systémii zikladni sluzby
dle § 2 pism. i) zakona ¢. 181/2014 Sb., o kybernetické
bezpecnosti v odvétvi zdravotnictvi.

V tomto piipadé Zadavatel uskutecni feseni Studie
pomoci svych vlastnich prostiedki (napf. dedikované
PC pro tuto studii, véetné internetové konektivity —
STAND ALONE).

If to Sponsor:  Geron Corporation

Je-li pfijemcem zadavatel: Geron

Corporation

919 E. Hillsdale Ave, Suite 250

919 E. Hillsdale Ave, Suite 250

Foster City, CA 94404 U.S.A.

Foster City, CA 94404 USA

Attn: Legal Department

K rukdam: pravni oddéleni
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With a copy to Vice President, Legal Affairs. at
the same address, and email: _

S kopii pro viceprezidenta pro pravni zalezitosti

na ste‘l né adrese a na emailové adrese:

If to Institution:
Fakultni nemocnice Brno

Je-1i pfijemcem zdravotnické zafizeni: Fakultni
nemocnice Brno

Jihlavska 20 Jihlavska 20
625 00 Brno 625 00 Brno
Czech Republic Ceska republika
Attn: Director K rukam: feditele

phone: | N Telefon: | NERE

E-mail: |

E-mail: |

If to ]nvestiiator:

Fakultni nemocnice Brno

Je-li ﬁfil‘emcem zkouéel'ici 1ékaf:

Fakultni nemocnice Brno

Jihlavska 20
625 00 Brno
Czech Republic

Jihlavska 20
625 00 Brno
Ceska republika

Phone:

Telefon:

- e-mail

- email: [
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If to CRO:

Je-li pfijemcem CRO:

PAREXEL International (IRL)
Limited

PAREXEL International (IRL)
Limited

One Kilmainham Square

One Kilmainham Square

Inchicore Road

Inchicore Road

Kilmainham

Kilmainham

Dublin 8

Dublin 8

Ireland

Irsko

For MDS Study:

V piipadé studie MDS:

Attn: Project leader

k rukam: Vedouci studie

Email: |

E-mai

19.10  Any Party and Investigator may change its
address or number for notice by giving notice in
accordance with Section 19.9.

19.10  Kterakoli strana a zkousSejici l¢kar mohou
zmenit svou adresu nebo telefonni ¢islo pro acely
oznamovani tak, Ze zaSlou ozndmeni podle bodu 19.9.

19.11  The Parties agree that this Agreement shall be
governed by the laws of Czech Republic without
regard to the conflicts of law provisions thereof.

19.11  Strany souhlasi s tim, Ze tato smlouva se bude
fidit zakony Ceské republiky bez ohledu na rozpory
mezi zakonnymi ustanovenimi a ustanovenimi této
smlouvy.

19.12  Sponsor’s Insider Trading Compliance Policy
is on Sponsor’s website at
http://ir.geron.com/phoenix.zhtml?c=67323&p=irol-
govHighlights. Institution and Investigator will comply
with Sponsor’s Insider Trading Compliance Policy at
all times.

19.12  Zasady dodrzovani pravidel pro obchodovani
zasvécenych osob jsou k dispozici na webovych
strankach zadavatele na adrese
http://ir.geron.com/phoenix.zhtml?¢c=67323&p=irol-
govHighlights. Zdravotnické zafizeni a zkousejici
Iékai budou vzdy dodrzovat zasady zadavatele tykajici
dodrzovani pravidel pro obchodovani zasvécenych
osob.

19.14  This Agreement will be executed in up to four
(4) counterparts, with one (1) counterpart for the
Institution, one (1) for the Investigator, two (1) for the
CRO and one (1) for the Sponsor, each of which will
be deemed to be an original, and all of which will
together constitute one and the same agreement. The

19.14 Tato smlouva mize je vyhotovena ve Ctyfech
(4) stejnopisech, s jednim (1) stejnopisem pro
zdravotnické zafizeni, jednim (1) pro zkousejiciho
1¢kate, dvémi(2) pro CRO a jednim (1) pro zadavatele,
z nichz kazdy z nich bude povazovan za origindl a
viechny spolecné budou tvofit jednu a tutéz dohodu.
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Agreement will be deemed to be fully executed when
signed by each of the Parties through written signature,

Smlouva bude povazovana za fadné uzavienou po
podepsani kazdou smluvni stranou prostfednictvim
pisemného podpisu.

IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement effective as of the Effective
Date set forth above.

NA DUKAZ CEHOZ smluvni strany této smlouvy
podepsaly tuto smlouvu, kterd vstoupi v platnost k vyse
uvedenému datu ¢innosti.
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@)
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)
&)

Geron Corporation
Geron Corporation
(Sponsor & service recipient):
(Zadavatel a pFijemce sluzeb):

(Signature of Authorized Official)
(Podpis opravnéného zastupce)

(Typed or Printed Name and Title)
(Jméno a funkce napsané hilkovym pismem nebo
vytisténg)

PAREXEL International (IRL)
Limited

PAREXEL International (IRL)
Limited

(CRO & Payment Agent):

(CRO a platebni zprostiredkovatel):

(Signature of Authorized Official)
(Podpis opravnéncho zistupce)

Date
Datum

(Typed or Printed Name and Title)
(Jméno a funkce napsané hilkovym pismem nebo
vytisténe)

Fakultni nemocnice Brno:

(Signature of Authorized Official)
(Podpis opravnéncho zastupce)

Date
Datum

prof. MUDr. Jaroslav Stérba, Ph.D
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4.

(Signature of Investigator)
(Podpis zkousejiciho 1ékare)

Date
Datum
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Exhibit A — Budget and Payment Schedule

Priloha A — Rozpocet a harmonogram plateb

Sponsor
Zadavatel

Geron Corporation
Geron Corporation

Protocol Number
Cislo protokolu

63935937MDS3001
63935937MDS3001

Principal Investigator
Hlavni zkou§ejici

Institution Name

Naizev zdravotnického
zaFizeni

Fakultni nemocnice Brno

Part 2 Estimated Cost per
Subject*

Cist 2 Odhadované naklady
na subjekt*

Date of Budget
Datum rozpoétu

12 March 2020

Protocol Version

Cost Per Subject

Niaklady na subjekt

Visit Payment Summary Table*

Souhrnna tabulka plateb za navstévu*

Part 2

Cast 2
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*Per Subject Total amount assumes that the Subject has
attended all of the Study visits shown in the above Visit
Payment Summary Table. If the Subject has not attended
all visits, then payment will only be made for the actual
visits attended. A detailed breakdown of the assessments
performed per visit that are included in this summary can
be found in the attached Budget Grid.

*Celkova c¢astka za subjekt predpoklada, Zze se subjekt
zacastnil v8ech navstév studie uvedenych ve vyse
uvedené souhrnné tabulce plateb za navstévu. Pokud se
subjekt nezicastnil vSech navstév, bude platba
provedena pouze za navstévy, kterych se skutecné
zOc¢astnil. Podrobny rozpis vySetfeni provedenych za
navstévu, kterd jsou obsazena v tomto souhrnu, lze
nalézt v pfilozeném rozpisu rozpoétu.
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1. Cost Per Subject:

1. Niklady na subjekt:

The amount to be paid to the Institution per Completed
Subject is outlined in the above table (the “Cost Per
Subject”) and attached Budget Grid. Institution will
invoice only for actual visit attended in accordance with
the Study Protocol according the payment terms
( Section Invoice).

Castka, kterd ma byt vyplacena zdravotnickému zatizeni
za dokonceny subjekt, je uvedena ve vySe uvedené
tabulce (,,ndklady na subjekt”) a v pfipojeném rozpisu
rozpoctu. Zdravotnické zafizeni bude fakturovat pouze
skute¢nou navstévu uskutecnénou v souladu s
protokolem studie dle platebnich podminek (odstavec
Faktury).

All payments will be made at a rate of ninety percent
(90%) of the visit cost based on number of completed visits
occurring in the calendar quarter being invoiced and
verified with corresponding eCRFs entered in the EDC
(electronic data capture system). The remaining ten
percent (10%) will be paid at the end of the Study when all
queries have been resolved. All payments will be made
within thirty (30) days from the date of receipt of a valid
invoice in accordance with this Agreement. All
payments will be made electronically to the bank
account in the payee details provided by Institution.

Vechny platby budou provedeny ve vysi devadesati
procent (90 %) nakladii za ndvstévu na zaklad¢ poctu
navstév dokoncenych v kalendarnim ctvrtleti, které byly
fakturovany a ovéreny odpovidajicimi formulafi eCRF
zadanymi do systému EDC (elektronicky systém pro
shromazd'ovani dat). Zbyvajicich deset procent (10 %)
bude vyplaceno na konci studie, az budou vyfeSeny
viechny dotazy. Viechny platby budou provedeny do
tiiceti (30) dnii od data obdrZeni platné faktury v souladu
s touto smlouvou. VSechny platby se budou provadét
elektronicky na bankovni Géet uvedeny v udajich
piijemce, které poskytlo zdravotnické zafizeni.

2. Enrollment:

2. Nibor subjektii:

This Study is designed to evaluate Subjects in
accordance with the Protocol. Sponsor may terminate
this Agreement if it determines that enrollment efforts
have not been satisfactory. When enrollment is
complete for the Study, the Institution will be notified in
writing and will discontinue enrolling Subjects.

Tato studie je uréena k hodnoceni subjekti v souladu s
protokolem. Zadavatel mize tuto smlouvu ukongit,
pokud zjisti, Ze asili o ndbor subjekti neni uspokojivé.
Jakmile bude nabor subjektii do studie dokoncen, bude
zdravotnické zafizeni pisemné vyrozuméno a nabor
subjekti ukonéi.

3. Site Fees and Conditional Procedures *):

3. Poplatky pracovisté a podminéné postupy: *)
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NON-REFUNDABLE START UP FEES: A one-time
non-refundable payment for start-up related activities
(e.g. initial pharmacy fees, preparation of regulatory
documents, preparation, administration and submission
of protocol and related documents to the IRB/EC, etc.)
will be made upon IRB/EC approval, and completion
of site initiation visit. This payment is considered full

NEVRATNE POCATECNI POPLATKY: Jednorézova
nevratnd platba za ¢innosti spojené se zahdjenim studie
(napf. pocatecni poplatky 1ékarné, vypracovani
regulacnich dokumentd, piiprava, administrace a
predlozeni protokolu a souvisejicich dokumentti IRB/EK
apod.) bude provedena na zakladé schvaleni ze strany
IRB/EK a po dokonceni Givodni navstévy pracovisté.
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and final compensation for all activities associated with
Study initiation.

Tato platba pfedstavuje uplnou a kone¢nou odménu za
veskeré ¢innosti souvisejici se zahajenim studie.

*SCREENING FAILURE: A projected number of
screen failures are incorporated into the Agreement for
those Subjects who are consented but do not meet
Protocol eligibility requirements. Payment for screen
fails will be paid per screen failure at a maximum of (1)
screen failure for every (1) Subject randomized and will
be included with the regular Subject visit payments. If
upon review of all available clinical documentation it
will be determined by the Investigator that certain
screening tests or labs need to be performed solely to
confirm Subject’s eligibility for the Study as those
procedures were not routinely performed or were
performed outside of the screening window and need to
be repeated, the costs of such procedure(s) may be
invoiced under this Section 3.

*NEUSPESNY SCREENING: Piedpokladany pocet
netspé&inych screeningli je zalenén do smlouvy za ty
subjekty, které daly souhlas, ale nespliiuji pozadavky
protokolu na zptisobilost. Platba za neuspésné screeningy
bude provedena za kazdy neuspéSny screening pfi
maximalnim poctu (1) netsp&ncho screeningu na kazdy
(1) randomizovany subjekt a bude zahrnuta do
pravidelnych plateb za navs§tévu subjektu. Pokud
zkousejici lekar zjisti, Zze po prezkoumani veskeré
dostupné klinické dokumentace musi byt provedeny urcité
screeningové testy nebo laboratofe vyhradné za Gcelem
potvrzeni zpisobilosti subjektu pro studii, protoze se tyto
postupy standardné neprovadély, nebo se provadély mimo
screeningové okno a je tieba je zopakovat, mohou byt
naklady na tyto postupy fakturovany podle tohoto bodu 3.

*SUBJECT REIMBURSEMENT, MEALS & TRAVEL:
The Institution shall be reimbursed for the patient travel
and meal costs of the enrolled Subjects, duly approved
by the Ethics Committee. The Institution shall keep
sufficient records to prove the payments made to the
enrolled Subjects on account of such patient travel and
meal costs. To cover the initial costs, CRO shall provide
a deposit to the Institution in the amount equal to Patient
travel reimbursement of one enrolled Subject who
completes all visits, estimated in — The
deposit shall be made upon the execution of this
Agreement and upon receipt of invoice from the
Institution. In case the Institution does not use the
deposit, it shall be returned to CRO in full or
proportionally based on the actually completed visits
and patient travel reimbursement amounts actually
incurred by and paid to the enrolled Subjects. After
using up three quarters of deposit, additional deposit in
the amount ofq—D will be provided to the

Institution

*NAHRADA ZA VYDAJE, STRAVU A CESTOVNE
SUBJEKTU ZDRAVOTNICKEMU ZARIZENI budou
proplaceny Etickou komisi schvéalené kompenzace
pacientim a naklady na cestovné a stravu
ZARAZENYCH SUBJEKTU. ZDRAVOTNICKE
ZARIZENI musi mit k dispozici dostateéné zaznamy k
prokdzani  plateb  provedenych ~ZARAZENYM
SUBJEKTUM. K pokryti po¢ateénich nékladi poskytne
CRO ZDRAVOTNICKEMU ZARIZENI zilohu ve
vysi, kterd se rovna ¢astce za nahrady za cestovné pro
jeden ZARAZENY SUBJEKT pfi dokonéeni vsech
navstév v ¢astce . Zalohova platba bude
provedena po uzavieni této SMLOUVY a obdrzeni
faktury ze strany ZDRAVOTNICKEHO ZARIZENI. V
piipadé, Ze zaloha nebude ZDRAVOTNICKYM
ZARIZENIM pouzita, bude vracena CRO v plné vysi
nebo pomérné na =zdkladé skutetné dokonéenych
navstév a nahrad Castek za cestovné skuteéné vzniklych
ZARAZENYMI  SUBJEKTY a  vyplacenych
ZARAZENYM SUBJEKTUM. Po vy&erpani ti &tvrtin
zalohy bude Zdravotnickému zafizeni poskytnuta dalsi
zaloha ve vysi
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*ANNUAL  ADMINISTRATIVE/MAINTENANCE
FEES: An Annual Administrative/Maintenance Fee
will be reimbursed per year following the first year.
Reimbursement is for the combined administrative time

*ROCNI ~ SPRAVNI/UDRZOVACI ~ POPLATKY:
Roéni spravni/udrZzovaci poplatek se bude hradit
jedenkrat roéné po prvnim roce. Poplatek zahrnuje
platbu za ¢as na administrativu potfebnou k 0drzbé

required for maintenance of regulatory | regulacnich pofadac¢i/dokumentii a néklady spojené s
binders/documents and the costs associated with staff | pracovni dobou persondlu, ktery prubéiné vyfizuje
time to manage ongoing administrative Study | administrativni pozadavky studie.

requirements.

*SAE REIMBURSEMENT: Institution will be | *PROPLACENI SAE: Zdravotnickému zafizeni bude

reimbursed per serious adverse event which occurs for
an Institution Study Subject. Reimbursement is for time
associated with the review, preparation, and submittal of
reports to the IRB/EC.

proplacena kazdd zivaznd nezidouci piihoda, kterd
nastane u subjektu studie ve zdravotnickém zafizeni.
Poplatek zahrnuje ¢as spojeny s piezkumem, piipravou
a predlozenim zprav IRB/EK.
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4. Protocol Violations

4. Poruseni protokolu

Payments for Study Subjects who are deemed to have
been enrolled or treated in violation of the Protocol may
be paid up to the point that the violation occurred at the
discretion of Sponsor and/or CRO.

Platby za subjekty hodnoceni, u nichz se ma za to, Ze
byly zapsidny nebo léeny v rozporu s protokolem,
mohou byt uhrazeny az do okamziku, kdy podle nazoru
zadavatele a/mebo CRO doslo k porudeni.

5. Invoices

5. Faktury

Please issue your invoice in the name of Geron
Corporation and send your original, correct and
itemized invoices and corresponding supporting
documentation to the following email address for
processing by Parexel (Payment Agent):

Faktury prosim vystavujte na spole¢nost Geron
Corporation a originaly spravné vyplnénych faktur s
rozepsanymi polozkami zasilejte spole¢né s piislusnou
privodni dokumentaci na nize uvedenou e-mailovou
adresu ke zpracovani spole¢nosti Parexel (platebnim
zprostfedkovatelem):

Payment will be made 2 times per year on the basis of
an invoice. The invoice will be issued by the Institution
based on the calculation provided by the /CRO. The
invoice will be issued within 15 days from delivery of
the calculation to the Institution (where will be the date
of taxable supply). The calculation will be provided for
all items in the budget. The payment of the invoice by
Sponsor is due 45 days from delivery of the invoice. In
case of late payment, the Institution is entitled to charge
interest at the statutory rate. In case that CRO does not
deliver the calculation to the Institution in time in
accordance with schedule stated above, and in case of
late payment, the institution is entitled to suspend entry
into database until relevant payment is made.

Calculations for all items specified in the budget shall

be submitted bi CRO’s rcircscntativc rcsionsiblc for

Platby budou provadény 2x ro¢né na zakladé faktury.
Faktura bude vystavena poskytovatelem na zakladé
kalkulace poskytnuté CRO , a to do 15 dnii od doruceni
kalkulace poskytovateli (pficemz datum doruceni je
zaroveni datem uskute¢néni zdanitelného plnéni).
Kalkulace bude poskytnuta na veskeré polozky uvedene
v rozpoc¢tu. Splatnost faktury ¢ini 45 dni od doruceni. Pfi
pozdni thrad¢ je poskytovatel opravnén uctovat trok z
prodleni v zakonné VVSi..
V piipadé, ze CRO nedoru¢i poskytovateli kalkulaci
véas  vsouladu  sharmonogramem  uvedenym

v piedchozim textu, a dale v pfipadé pozdni Ghrady je
poskytovatel opravnén pozastavit zaddvani dat do
databéze, a to az do provedeni pfisluiné uhrady.
Kalkulaci na veskeré
oskytne zastupce

olozky uvedené v rozpoétu

Invoices must be e-mailed to:

If for some reason you cannot email your
invoice, please send your invoice to the
following address:

Pokud z néjakého divodu nemiizete fakturu
zaslat e-mailem, odeslete ji prosim poStou na
adresu:
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Geron Corporation

Geron Corporation

c/o Parexel International (IRL) Limited

c¢/o PAREXEL International (IRL) Limited

One Kilmainham Square

One Kilmainham Square

Inchicore Road

Inchicore Road

Kilmainham Kilmainham

Dublin 8 Dublin 8

Ireland Irsko

VAT: IE 3249971HH DIC/VAT IE 3249971HH

All invoices must contain the following information:

Vsechny faktury musi obsahovat nasledujici informace:

(a) Geron Corporation c/o Parexel (a) Geron Corporation c/o Parexel Irsko
Ireland

(b) Protocol Number (b) dislo protokolu

(c) Invoice Number (c) ¢islo faktury

(d) Invoice Date (d) datum vystaveni faktury

(e) Place, Date, Description and Cost of (e) misto, datum, popis a cena
Services Provided poskytnutych sluzeb

(f) CRO Project Number (f) ¢islo projektu CRO

(g) Total amount payable (g) celkova splatna castka

(h) Exchange rate used (where (h) pouzity sménny kurz (je-1i potieba)
applicable)

(1) Investigator Name (1) jméno zkousejiciho 1ékare

() Site Number () ¢islo pracoviste

(k) Investigator National Provider (k) identifikaéni &islo pracovisté (ICP)
Identification (NPI) Number zkousejiciho 1ékare

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

(m) CRO Address listed above (m) adresa CRO uvedena vyse

(n) Date of Supply (n) datum uskuteénéni plnéni
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All Subject identifiable personal information (e.g. name,
date of birth, initials, etc.) shall be redacted by
Institution from invoices and associated documentation
prior to Institution’s submission of such documentation
to CRO.

Dfive nez zdravotnické zafizeni zasle tuto dokumentaci
CRO, musi byt z faktur a souvisejici dokumentace
zdravotnickym zafizenim odebrany vsechny osobni
Udaje subjekt, na zdkladé kterych by bylo mozné je
identifikovat (napf. jméno, datum narozeni, inicialy
atd.).

6. Final Payment

6. Zavérecna platba

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

Bez ohledu na vyse uvedené se zavérecna platba véetné
vys§e popsané srazky vyplati po dokonceni
nasledujicich ¢innosti:

(a) all required Subject visits have been
completed

(a) vSechny pozadované navstévy subjekta
hodnoceni byly dokonéeny

(b) Sponsor has received all Subject data in a
form determined by Sponsor to be suitable for analysis

(b) zadavatel obdrzel viechny udaje subjekti ve
formé& uréené zadavatelem a vhodné pro analyzu

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

(c) vSechny dotazy ohledné objasnéni udaji byly
vyfeSeny ke spokojenosti zadavatele

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

(d) zadavatel ovéfil, ze veSskera dokumentace
vyzadovana predpisy je Giplna

(e) Institution has returned all required
Equipment, drugs and other material

(e) zdravotnické zafizeni vratilo veskeré
pozadované vybaveni, 1éky a ostatni materialy

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

(f) zdvéreénd navstéva v ramei studie byla
dokoncena

Institution shall have sixty (60) days from the receipt of
the final payment under this Agreement to identify
discrepancies and resolve any payment disputes with
CRO.

Zdravotnicke zafizeni bude mit Sedesat (60) dni od
doruceni zavére¢né platby podle této smlouvy na to,
aby zjistilo jakékoli nesrovnalosti a vyfesilo jakékoli
neshody s CRO ohledné platebniho vyrovnani.

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

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

Should CRO or Sponsor terminate the Study prior to
completion, Services and fees shall be paid as set forth
in this Agreement for those procedures performed prior

Pokud CRO nebo zadavatel ukon¢i studii pred
dokonc¢enim, budou uhrazeny, jak je stanoveno v této
smlouvé, sluzby a poplatky za ty postupy, které byly

242054 63935337MDS3001 CZE CZ10050 INS INV - Bilingual 20200313 0.2
Page 48 of 58




to the effective date of the premature termination of the
Study.

provedeny pied datem uc¢innosti pfedcasného ukonceni
studie.

7. TAX

7. DAN

All fees and expenses in this Schedule are exclusive of
VAT/GST or any applicable tax. All payments are
subject to withholding tax as applicable.

V8echny poplatky a vydaje v tomto harmonogramu
jsou uvedeny bez DPH/GST nebo jakékoli piislusne
dané. Vsechny platby podléhaji srazkové dani.

Invoices submitted for Services performed and
expenses incurred must not have VAT/GST applied as
the Services qualify as an export service for VAT/GST
purposes. The place of supply of the Services is where
the recipient of the Services is established. As the
Sponsor is established in the United States of America,
no VAT/GST shall be charged on the Services
provided to the Sponsor.

Faktury ptedloZené za provedené sluzby a vynalozené
naklady nesmé&ji uplatiiovat DPH/GST, protoZe pro
ucely DPH/GST jsou tyto sluzby jsou povazovany za
vyvozni. Mistem poskytovani sluzeb je misto, kde sidli
piijemce sluzeb. Vzhledem k tomu, ze zadavatel sidli
ve Spojenych statech americkych, nebude za sluzby
poskytnuté zadavateli G¢tovana zadna DPH/GST.

8. Payee Details

8. Udaje o pfijemci plateb

lateb

Protocol Number
Cislo protokolu

63935937MD30001

Site Number
Cislo pracovisté

Payee Name
Nazev/jméno piijemce plateb

Fakultni nemocnice Brno

Payee Address
Adresa piijemce plateb

Jihlavska 20

Address Line 2
2. fadek adresy

Address Line 3
3. fadek adresy

Province/State/Country
Provincie/stat/zemé

City
Meésto

Brno

Postal Code
Postovni smérovaci ¢islo

625 00

Country
Zemé

Czech Republic

Payee Contact
Kontaktni osoba prijemce plateb
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Payee Contact Phone Number
Kontaktni telefonni ¢islo piijemce plateb

Remittance E-mail Address
E-mailova adresa pro thradu

General Finance contract e-mail address if different
from above

Kontaktni e-mailova adresa pro vieobecné finanéni
zalezitosti, pokud se 1isi od vySe uvedené

NPI
ICP

Tax ID (VAT/GST Registration/TIN/SSN)
DIC (registrace k DPH / k dani z obratu / DIC / rodné
¢islo)

CZ65269705

Bank Account Holder Name
Jméno vlastnika bankovniho uétu

Fakultni nemocnice Brno

Bank Account Number
Cislo bankovniho (&tu

IBAN (International Bank Account Number)
IBAN (mezinarodni ¢islo bankovniho Gétu)

Bank Name
Nazev banky

Ceska narodni banka

Bank Number
Cislo banky

0710

Bank Identification Code (ABA Routing
Number/SWIFT)
Identifikaéni kod banky (smérovaci ¢islo ABA/SWIFT)

Variabilni symbol / zpriva pro pfijemce

Bank Type
Typ banky

To ensure proper payment please ensure that
all fields above are completed.

Chcete-li zajistit Fadnou uhradu platby,
presvédéte se, Ze jsou viechna vySe uvedena
pole vypInéna.

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

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

V piipadé, Ze se udaje piijemce plateb v pritbéhu studie
zméni, smluvni strany souhlasi s tim, Ze nebudou
vyzadovany zddné zmény této smlouvy za
predpokladu, Ze zdravotnické zafizeni pisemné oznami
CRO nov¢ Gdaje piijemce plateb na nasledujici e-
mailovou adresu:

CRO nepfebird zddnou odpovédnost za nespravné
udaje prijemce plateb, které poskytlo zdravotnicke
zatizeni nebo jeho zastupce.
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Exhibit B — Definitions

PFiloha B — Vymezeni pojmu

“Affiliate” means in relation to a 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.

.-Piidruzeny subjekt* znamend v souvislosti s
kteroukoli stranou této smlouvy jakoukoli spole¢nost,
partnerstvi nebo jiny subjekt, ktery pfimo ¢i nepfimo
tuto stranu kontroluje, je ji kontrolovan nebo je pod
spole¢nou kontrolou s touto stranou. Pro tcely této
definice znamena ,.kontrola® skuteéné vlastnictvi vice
nez padesati (50) procent vydanych hlasovacich podilt
nebo zakonnou moc fidit nebo ovliviiovat fizeni
predstavenstva spole¢nosti, partnerstvi nebo jiného
takového subjektu, pficemz pojem ,.kontrolovan* bude
vykladan odpovidajicim zptisobem.

“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, as
well as laws and regulations governing the collection,
Processing and transfer of Personal Data and the
collection and storage of human tissue samples and the
performance of DNA testing.

,Platné pravni pfedpisy* znamenaji jakykoli
mezinarodni, narodni, federalni, statni, regionalni,
konstituéni ¢i mistni vladni zakon, piedpis, pravidlo,
pozadavek, zdkonik, nafizeni nebo vyhlasku, které se
tykaji kterékoli strany nebo studie, sluzeb nebo této
smlouvy, ale i aktudlnich pokyni pro spravnou
klinickou praxi Mezinarodni konference pro
harmonizaci technickych pozadavki na registraci
farmaceutickych huménnich pfipravku, téma E6:
Pokyny pro spravnou klinickou praxi a piislusné verze
Helsinské deklarace Svétové 1ékaiské asociace a (v
pouzitelnych piipadech) pravidla uréujici spravnou
vyrobni praxi a spravnou laboratorni praxi a pravidla
uréujici shromazd’ovani, zpracovani a pfedavani
osobnich udaji a shromazd'ovani a uchovavani vzorki
lidské tkané a provadéni testli 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,
and for whom a complete, verified eCRF/CRF has been
provided to Sponsor.

,Dokonc¢eny subjekt hodnoceni* piedstavuje jakykoli
subjekt studie, ktery dokonéil pfedepsanou 1é¢bu
subjektu ve studii v souladu s protokolem a za kterého
byly odevzdany kompletni, ovéfené dotazniky
e¢CRF/CRF zadavateli.

“Confidential Information” means any and all material
and information (in written, oral, electronic, or other
form) that is: (a) disclosed by Sponsor or on Sponsor’s
behalf to the Institution, Investigator or Study
Personnel, including, but not limited to, the Study
Drug, and all information relating in any way to the
Study, the Study Drug, the Protocol, the Investigator’s
brochure, or Sponsor’s product development plans; or
(b) developed, obtained, generated or prepared by
Institution, Investigator or Study Personnel as a result

,»Diveérnymi informacemi* se rozumi veSkeré materidly
a informace (pisemné, stni, elektronické nebo jiné),
kterymi jsou: (a) informace sdélené zadavatelem nebo
jménem zadavatele zdravotnickému zafizeni,
zkousejicimu lékaii nebo persondlu studie, mimo jiné
véetné informaci o hodnoceném piipravku a viech
informaci tykajicich se studie, hodnoceného piipravku,
protokolu, brozury pro zkousejiciho 1ékarfe nebo plani
vyvoje produktu zadavatele; nebo (b) informace
vyvinute, ziskané, generované nebo vypracované
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of performing the Study, including but not limited to,
eCRFs/CRFs, data, documents, records, biological
samples, Reports, safety information, Inventions, and
Study Results.

zdravotnickym zafizenim, zkousejicim lékafem nebo
personalem studie na zakladé provadéni studie, véetné
mimo jiné dotazniki eCRF/CRF, udajii, dokumentu,
zaznam, biologickych vzorku, zprav, bezpecnostnich
informaci, vyndlezl a vysledki studie.

“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.

,eCRF/CRF* (elektronické zaznamy subjektu
hodnoceni nebo zdznamy subjektu hodnoceni) jsou
dotazniky v papirové nebo elektronicke podobé
pouzivané konkrétné zdravotnickym zatizenim a
zkousejicim 1ékafem v souladu s protokolem pro Gcely
hlaseni adaji o subjektu hodnoceni.

“Equipment” refers to those devices, machines,
computers or other tangible items that may be loaned
by the Sponsor to the Institution for the conduct of the
Study. Equipment may include, for example, an
electrocardiogram (“ECG”) and/or Holter equipment,
laptop, or other equipment.

»Vybaveni“ oznacuje zafizeni, stroje, pocitate nebo
jiné hmotné polozky, které miize zadavatel zapujcit
zdravotnickému zafizeni k provadéni studie. Zafizeni
miize zahrnovat napiiklad elektrokardiogram (,,EKG*)
a/nebo zatizeni Holter, notebook nebo jiné zatizeni.

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

,-PIné spolupracovat® znamena poskytnout sou¢innost
pii dosahovani ur¢itého cile &i uéelu.

“Intellectual Property Rights™ refers to existing and/or
future patents, patent applications, trademarks, trade
names, service marks, domain names, copyrights,
moral rights, rights in and to databases (including rights
to prevent the extraction or reutilization of information
from a database), design rights, topography rights,
know-how, trade secrets and all rights or forms of
protection of a similar nature or having equivalent or
the similar effect to any of them which may subsist
anywhere in the world, whether or not any of them are
registered and including applications for registration of
any of them; furthermore rights of use, rights of
exploitation, rights of utilization and licenses, whether
royalty-free or otherwise,

..Prava k duSevnimu vlastnictvi® se tykaji stavajicich
a/nebo budoucich patentt, zadosti o patent, obchodni
znacek, obchodnich nazvi, servisnich znacek, nazva
domén, autorskych prav, moralnich prav, prav v
databdzich a k nim (v¢etné prav pro zabranéni ziskani
nebo opétovného pouziti informaci z databaze),
konstrukénich prav, topografickych prav, know-how,
obchodnich tajemstvi a viech prav nebo zplsobi
ochrany podobné povahy nebo takovych, které maji
stejny nebo obdobny uc¢inek vi¢i kterymkoli z téch,
které mohou existovat kdekoli na svété, at’ uz jsou
jakékoli z nich registrované, véetné zadosti o registraci,
nebo nejsou; dale pak prava k pouziti, prava k
zuzitkovéni, prava k vyuZiti a licence, at’ uz bez
licenéniho poplatku, nebo jiné.

“Investigational Product” means the investigational
new drug, Imetelstat, which is the subject of the
Protocol.

,Hodnoceny piipravek® znamena novy hodnoceny lék
Imetelstat, ktery je piedmétem protokolu.
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“Inventions” means all inventions, discoveries,
improvements, trade secrets, know-how, methods and
processes, whether patentable or not, conceived, made,
reduced to practice, or developed, in whole or in part,
by Institution, Investigator, or Study Personnel: (a) as a
result of conduct of the Study; (b) based on,
incorporating or derived from Confidential
Information; or (c) that relate in any way to the
Protocol or the Study Drug, including its
administration or use, (alone or in combination with
any other drug or device), formulation, manufacture,
mechanism, or composition, as well as any derivatives,
progeny, or improvements developed therefrom.

»Vynélezy* znamenaji viechny vynalezy, objevy,
vylep8eni, obchodni tajemstvi, know-how, metody a
postupy, at’ uz patentovatelné, nebo ne, koncipované,
vyrobené, uvedené do praxe nebo vyvinuté, zcela nebo
zCasti, zdravotnickym zafizenim, zkousejicim lekarem
nebo personalem studie: a) v dasledku provadéni
studie; b) zalozené na divérnych informacich nebo z
nich odvozené; nebo (c¢) které se néjakym zpisobem
tykaji protokolu nebo hodnoceného ptipravku, véetné
jeho podavani nebo pouZiti (samostatng nebo v
kombinaci s jakymkoliv jinym lékem nebo zafizenim),
receptury, vyroby, mechanismu nebo sloZeni, jakoz 1
jakychkoli derivati, potomkii, nebo vylep3eni, kterd z
nich vyplynula.

“Investigator” 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 1ékai” je osoba zodpovédna za provadéni
studie ve zdravotnickém zafizeni. Pokud studii provadi
tym osob ve zdravotnickém zafizeni, je zkouSejici 1ékaf
odpovédny vedouci tohoto tymu a mize se oznacovat
jako hlavni zkousejici.

“Paper” means a paper, article, manuscript, report,
poster, internet posting, presentation slides or written
summary, abstract, outline, video, instructional
material, or other disclosure of Study Results, in
printed, electronic, oral or other form.

»~Publikaci® se rozumi ¢lanek, stat’, rukopis, zprava,
plakat, internetovy piispévek, prezentaéni snimky nebo
pisemn¢ shrnuti, abstrakt, ptehled, video, instruktazni
material nebo jiné zvefejnéni vysledki studie v ti§téné,
elektronické, ustni nebo jiné formé.

“Personal Data” means any information relating to an
identified or identifiable natural person; an identifiable
person is one who can be identified, directly or
indirectly, in particular by reference to an identification
number or to one or more factors specific to his
physical, physiological, mental, economic, cultural or
social identity.

,Osobni udaje” pfedstavuji jakékoli informace tykajici
se identifikované nebo identifikovatelné fyzické osoby;
za identifikovatelnou osobu povazujeme osobu, kterou
Ize pfimo ¢i nepiimo identifikovat, pfedevsim odkazem
na identifikaéni ¢islo nebo na jeden ¢&i vice faktord,
které jsou specifické pro jeho/jeji fyzickou,
fyziologickou, dusevni, ekonomickou, kulturni ¢i
socialni identitu.

“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.

»NaruSenim bezpec¢nosti osobnich Gdaji* se rozumi
naruseni zabezpeéeni, které vede k ndhodnému nebo
protipravnimu zniceni, ztraté, zméné nebo
neopravnénému poskytnuti nebo zpfistupnéni
pfenasenych, ulozenych nebo jinak zpracovavanych
osobnich tdaji.

“Process” means any operation or set of operations
which is performed upon Personal Data, whether or not
by automatic means, such as collection, recording,

wZpracovani® znamend jakoukoli operaci nebo soubor
operaci, které se provadgji s osobnimi udaji, at’ jiz
automaticky, nebo ne, napi. shromazd'ovani,
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organization, storage, adaptation or alteration, retrieval,
consultation, use, disclosure by transmission,
dissemination or otherwise making available,
alignment or combination, blocking, erasure or
destruction.

zaznamenavani, organizovani, uchovavani, adaptace
nebo zmény, ziskani, konzultace, pouZiti, pfedani
prenosem, §ifenim nebo zpiistupnénim jinym
zpusobem, uspofadani nebo kombinovani,
zablokovani, vymaz nebo zni¢eni.

“Reports™ means any reports that are required by the
applicable regulatory committee for the Study.

WZpravy® predstavuji jakékoli zpravy, které vyzaduje
ptisludna regulaéni komise ke studii.

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

»Zdroje* odkazuji na jakékoli prostory a vybaveni
zdravotnického zafizeni, které se vyuzivaji k provadéni
studie.

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

»Sluzby* piedstavuji sluzby, které poskytuje
zdravotnické zafizeni, zkousejici 1ékaf a/nebo personal
studie podle podminek této smlouvy.

“Study” means the clinical trial as defined in the
Protocol.

»Studii** se rozumi klinické hodnocenti, jak je
definovano v protokolu.

“Study Drug” means Sponsor’s investigational
product(s) including the Investigational Product and/or
placebo, comparator drug, or any other control material
as defined in the Protocol.

,.Hodnoceny piipravek™ pfedstavuje hodnoceny
ptipravek nebo hodnocené pfipravky zadavatele,
véetné hodnoceného léku a/nebo placeba, srovnavaciho
prostredku nebo jakéhokoli jiného kontrolniho
materidlu definovancho v protokolu.

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

. Pokyny ke studii* predstavuji jakykoli pisemny
dokument, kromé protokolu, vydany CRO nebo
zadavatelem, ktery se konkrétné tyka studie nebo na ni
odkazuje a ktery poskytuje dalsi informace a/nebo
pokyny k provadéni studie ze strany zdravotnického
zafizeni a zkousejiciho 1ékate. Pokyny ke studii lze
prenaset od CRO nebo zadavatele na zdravotnické
zafizeni a/nebo zkousejiciho 1ékare osobné, faxem,
elektronickou postou, cennym psanim, doporucenou
postou nebo kuryrem.

“Study Personnel” means any employees of Institution,
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

~Persondl studie” predstavuje jakékoli zaméstnance
zdravotnického zafizeni a/nebo dodavatele najaté
zdravotnickym zafizenim nebo zkou$ejicim lékafem,
ktefi se Gcastni provadéni studie, véetné
spoluzkousejicich, koordinatoru studie a jakychkoli
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employees of Institution who assist Institution and
Investigator with the Study.

dalsich dodavatelu, zastupci a zaméstnancu
zdravotnického zafizeni, ktefi pomahaji
zdravotnickému zafizeni a zkousejicimu lékaii se
studii.

“Study Results” refers to any and all methods, data,
information, documents, reports, laboratory records,
biological samples, results, eCRFs/CRFs, findings,
analyses, conclusions and any other material and
results directly or indirectly arising from or in
connection with the Study, regardless of whether the
Study was aimed at yielding the relevant Study Results
or whether they are ancillary in connection with the
Study.

., Vysledky studie™ predstavuji veSkeré metody, udaje,
informace, dokumenty, zpravy, laboratorni zaznamy,
biologické vzorky, vysledky, eCRF/CRF, nélezy,
analyzy, zavéry a jakykoli dal§i material a vysledky,
které piimo ¢i nepfimo vznikly ze studie nebo ve
spojeni s ni, bez ohledu na to, zda bylo cilem studie
ziskat vysledky studie, nebo zda maji v souvislosti se
studii doplitkovou povahu.

“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).

»Spoluzkousejici je jakykoli élen studijniho tymu
uréeny zkousejicim lékafem ve zdravotnickém
zafizeni, ktery na né&j dohlizi. Jeho kolem je provadét
dilezité postupy souvisejici s klinickym hodnocenim
a/nebo &init dalezitd rozhodnuti souvisejici s klinickym
rozhodnutim (napf. spolecnici, interni zaméstnanci,
kolegové z vyzkumu).

“Subject” is a person enrolled in the Study and
identified in the signed Informed Consent Form..

,»Subjekt hodnoceni je osoba, ktera se ucastni studie a
kterd je identifikovana v podepsaném formulafi
informovaného souhlasu.
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