
CLINICAL STUDY AGREEMENT SMLOUVA O KLINICKE STUDII

THIS CLINICAL STUDY AGREEMENT is made on TATO SMLOU\-"A O KLINICKE STUDII I3}-'la
_2l]_, [the “Effective Date) by and among uzavrena dne _2l]_ (“datum liéinnosti“) mezi

(1) Geron Corporation (1) spoleénosti Geron Corporation

919 E. Hillsdale Ave. Suite 250 919 E. Hillsdale Ave. Suite 250

Foster City, CA 94404 U.S.A. Foster Cit CA 94404 USA
Represented by— jcdnajici:H
(hcrcinaftcr “Sponsor"); (dale jcn ,,zadavatel“);

(2) PAREXEL International (IRL) Limited (2) spoleénosti PAREXEL International [IRL)
Limited

70 Sir John Rogerson’s Quay 70 Sir John Rogerson's Quay

{hereinafter “CR0”);

Dublin 2, Ireland
Irish VAT Registration No.: IE 32499?lHH
Represented by:-

Dublin 2. Irsko
DIC“ IE %2499?lHH
jeclnajici: —
(dzilejen .,,CRO“];

(3)
with registered office at Jihlavska 340.-"'20
625 00 Brno
Czech Republic
Company Identification number: 65269705
VAT ID. No.: CZ65269?05
Represented by

Fakultni nemocnice Brno (3) Fakultni nemocnice Brno
se sidlem na adrese J ihlax-'sk{1340.-"20
625 00 Brno
Cleska republika
16‘; 65269705
DIE: CZ65269?05
jednajici:

{hereinafter “Institution” )1 {dzilc jen .,zdravotnieké zaf'izeni“];

and H

(hereinafter “Investigator") (dale jcn ,,zkou§ejici Iékaf“)
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regarding v souvislosti s

Protocol No: 6393 593 TMDS3001 protokolcm 6.: 6393593 7MDS3001

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

Studic hodnotici imctclstat (GRNl63L) u
pacientfi s myelodysplastickym syndromem
(MDS)

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

v nizce nebo stredné-1 rizikove skupiné dle
IPSS, zavislych na transfuzi,

Relapsed.-“Refractory to Erythropoiesis-
Stimulating Agent (ESA) Treatment
(hcrcinaficr “Protoco1”)

po relapsu nebo refrakternich na léébu latkou
stimulujici erytropoézu (BSA) (dalejen
,,protoko1“)

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

Zadavatel, CRO, zkousejici lékar a zdravotnické
zarizeni mohou byt v tomto dokumentu
jednotlivé oznaeovani jako ,,sm1uvni
strana“ a kolektivné jako ,,sm1uvni strany“.

\VI-IEREA S, Sponsor is the sponsor of the
multi-center Study to clinically evaluate the
Investigational Product;

VZI-ILEDEM K TOMU, ie zadavatel je
zadavatelem multicentrické studie, jejimi
cilem je klinické hodnoceni hodnoceneho
pfipravku;

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

VZHLEDEM K TOMU, fie CRO (a
pfidruiené spoleénosti CRO) byly
zadavatelem (na zakladé samostatne pisemné
smlouvy) najaty k tomu, aby pfi vcdcni studic
pro vystupovaly jako smluvni partner a
povéfcny subjckt zadavatclc;

VVI-IEREAS 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 dclivcrablcs;

VZHLEDEM K TOMU, ie CRO ma mime
jiné odborné znalosti v oblasti najimani
zdravotnickych zafizeni a zkousejicich lekaffi
k provadéni klinickych studii, sledovani
shromaidbvani udajil a dohlcdu nad
hannonograrncm a formatcm vyslcdkfi studic;
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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, ic zdravotnicke
zafizeni a zkousejici lél-tar maji odbomé
znalosti, vhodne prostory a skupinu pacientfi,
ktere jsou nezbytné k provedeni studie;

WHEREAS, Investigator is an employee of
Institution;

VZHLEDEM K TOMU, ie zkouscjici lekaf‘ je
zaméstnancem zdravotnického zarizeni;

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

VZHLEDEM K TOMU, 2e zdravotnicke
zarizeni a zkousejici lékar chtéji provadét tuto
studii tak, jakje 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, fie tato smlouva
vysvetluje povinnosti zdravotniekeho zafizeni
a zkousejiciho lekafe a povinnosti CRO a
zadavatclc,

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.

Zdravotnicke zarizeni bere na védomi, ie
ZADAVATEL zamysli se zkousejicim uzavfit zarovefi
s touto smlouvou smlouvu na cinnosti ve véci klinického
hodnoceni nacl ramec cinnosti, za které odpovida
zdravotnické zafizeni podle této smlouvy. Smlouva mj.
stanovi odmenu zkousejiciho za provedeni teehto
Einnosti,

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 vzajemne pfisliby
a zavazky uvedene v teto smlouve a na dalsi
radne a hodnotné protiplnéni, jehoi prijeti a
dostatecnost se timto uznava, smluvni strany
dohodly nasledovne:

1. DEFINITIONS 1. VYMEZENI POJMI”J

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

Definice pojmfi pouiivanych v této smlouvé
(ktcre nejsou v textu smlouvy dcfinovany jinak) jsou
uvedeny v pfiloze B.

2. CONDUCT OF THE STUDY
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2.] 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 ofthe Institution, Institution shall
execute a written agreement binding such person to the
terms and conditions of this Agreement.

2.] Zdravotnieke zarizeni souhlasi s tim, fie
umofini zkousejieimu lekafi a personalu studie provadét
studii ve zdravotnickem zarizeni, a zaruéuje, fie
zkousejiei lekaf a vsiehni spoluzkousejici jsou
zdravotnickym zafizenim zamestnani. Pokud nektery
elen personalu studie neni zamestnancem
zdravotnického zafizeni, zdravotnické zafizeni s nim
uzavfe 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
ditty. 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 sewe 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 (3 0) 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. Ifthe
Patties 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 tenninate this Agreement on written
notice to Institution.

2.2 Studie bude probihat pod vedenim
zkousejiciho lekare, ktery nesmi tuto povinnost
delegovat. Zdravotnicke zafizeni zarueuje, fie
zkousejici lekaf bude vykonavat osobni dohled nad
provadenim studie ze strany personalu studie, a to v
plném rozsahu daném touto smlouvou, protokolem a
prislusnymi zakony. Pokud se zdravotnieke zafizeni
nebo zadavatel bude domnivat, fie zkousejici lékar neni
ochoten nebo schopen nadale pracovat jako hlavni
zkousejici této studie. poskytne druhe strane pisemne
oznameni. V takovém pfipade vynalofii zdravotnicke
zafizeni maximalni tisili na to, aby neprodlené ta v
kafidem pripade do triceti (3 0} dnfi po takovem
piscmnem oznameni) ureilo a navrlilo nastupce
zkousejieiho lekafe. Pred jmenovanim takoveho
nastupee zkousejieiho lékafe bude vyfiadovan pisemny
souhlas zadavatele. Pokud se strany nebudou moci na
nastupci dohodnout, nebo pokud si zadavatel nebude
pfat pokracovat ve studii ve zdravotnickém zafizeni s
nastupcem zkousejiciho lekare, ma zadavatel pravo tuto
smlouvu vypovedet pisemnym oznamenim
zdravotnickemu 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 Zdravotnieke zafizeni zarucuje, fie zkousejici
lékar a vsechen personal studie budou studii provadét
peelive, efektivne a odborne, v prisnem souladu s:
protokolem veetné naslednych zmén; konkrétnimi
pokyny ke studii; platnymi pravnimi predpisy;
veskerymi pofiadavky zdravotnickeho zarizeni; a
veskerymi dalsimi profesnimi normami platnymi pro
jejieh profesni odvétvi a obory. Zdravotnieké zafizeni
pfijima plnou odpovednost za jednani i opomenuti
vsech clenfi personalu studie pri provadeni studie.

2.4 Institution and Investigator shall obtain the
written approval of the Protocol and the informed
consent fonn (“ICE”) which shall contain any data

2.4 Pfed zahajenim studie obdrfii zdravotnicke
zarizeni a zkousejici lekar pisemne schvaleni protokolu
a formulate informovanélio souhlasu (,,ICF“), ktere
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authorization from the appropriate Ethics Committee
(“EC”) prior to commencement of the Study.

bude obsahovat veskera povoleni tykajici se osobnieh
udaju od pfislusne eticke 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 pripade, fie to budou vyfiadovat platne
pravni pfedpisy, provede CRO nebo zadavatel nezbytna
podani ci oznameni pfislusnym regulacnim organtim
umofifiujici zahajeni studie. Dokud nebude zkousejici
lékar informovan ze strany CRO, fie 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 Subjeet‘s written authorization to
collect, Process. use and transfer to Sponsor such
Subject’s personal data (including health data) for the
purpose ofthe 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 Zkousejlcl lekaf musi pied zahajenim ucasti
kafideho subjektu ve studii ziskat pisemny infonnovany
souhlas tohoto subiektu s ucasti ve studii, ktery bude
rovnefi obsahovat pisemny souhlas tohoto subjektu se
shromafidovanim, zpracovanim, poufiitim a predanim
jeho osobnieh udajfi (veetne zdravotnich udajfi) pro
ucely studie a vyzkumu zadavatele. Pisemny
informovany souhlas kafideho subjektu bude ziskan
prostfednictvim formulate ICF, ktery byl schvalen
zadavatelem a pfislusnou ER.

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 ofSponsor, Sponsor may
close enrollment at Institution and terminate this
Agreement. Section 17.6 will govern any site
payments upon termination.

2.7 Zkousejici lekar vynalofii pfiméfene usili na
to, aby do studie zafadil nalefiité zpfisobile (dle
protokolu) subjekty. Pokud zkousejici lekar nebude
schopen zaradit fiadne subjekty do tfi (3) mesicfi od
zahajeni cinnosti pracoviste bez zavineni zadavatele,
mfrfie zadavatel ukoncit nabor ve zdravotnickem
zafizeni a tuto smlouvu vypovédét. Veskere platby
pracovisti po ukonceni smlouvy upravuje bod 12.6.

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 designeetis]. 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 ofthe Study, or for a longer period if

2.8 Zadavatel bezplatné poskytne {nebo zajisti,
aby CRO poskytla v jeho zastoupeni) zdravotnickemu
zarizeni hodnoceny pfipravek za ucelem provadeni
studie. Zdravotnicke zarizeni a zkouseiici lekar
uznavaji vlastnicky podil zadavatele na hodnocenem
pfipravku a jeho prava k nemu a souhlasi s tim, fie
hodnoceny pripravek budou poufiivat pouze za ucelem
provadeni studie v souladu s protokolem a fie
hodnoceny pripravek neposkytnou fiadné treti strane,
pokud je o to zadavatel, CRO nebo jejieh zastupci
pisemné nepofiadaji. Zdravotnicke zafizeni a zkousejici
lékar povedou uplne, pfesné a podrobné zaznamy o
vsech klinickych dodavkach, vybavenl a hodnocenem
pripravku, i protokol o osobach, ktere pristupuji nebo
maji pristup k hodnocenemu pfipravku, a tyto podrobne
zaznamy budou uchovavat v souladu s protokolem
nebo pokyny studie po dobu minimalne patnacti (15)
let po skonceni nebo predcasnem ukoneeni studie nebo
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required by Applicable Law. Upon temiination of this
Agreement, or completion ofthe 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, 1-vitiwut
iimirarion, the Guidance LEK-12 issued by the State
Institute for Drug Control (“Statni ustav pro kontrolu
leciv” or “SUI(L”). 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 notily 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 vyfiaduji platne pravni
pfedpisy. Po ukonceni této smlouvy nebo dokonceni
studie musi byt veskery nepoufiity hodnoeeny
pfipravek vracen na piiniéfene naklady zadavatele
zadavateli nebo opravnénemu zastupci zadavatele,
pfipadne dle rozhodnuti a fiadosti zadavatele bezpecné
znicen. V pripade znieeni hodnoceného pripravku
pfedlofii zdravotnicke zafizeni a.-“nebo zkousejici lekai
zadavateli osvedceni nebo pisemné oznameni, které
toto zniceni doklada. Zdravotnické zafizeni se timto
zavazuje, fie zajisti, aby byl hodnoceny pfipravek
ulofien v lekarne oddelene od jinych lekil a aby jeho
piiprava, kontrola, skladovani a vydej byly provadeny
v souladu s protokolem, pisemnymi pokyny zadavatele
kc studii a platnymi pravnimi predpisy a pokyny,
veetne mimojiné pokynu LEK-I 2 vydaneho Statniho
ustavem pro kontrolu leciv (,,Statni ustav pro kontrolu
léciv“ nebo ,,SUKL“). Zdravotnické zarizeni jmenuje
zdravotnického pracovnika, ktery je v souladu s
platnymi pravnimi pfedpisy odborné zpflsobily k tomu.
aby pracoval jako lékarnik nebo lékarensky asistent,
ktery bude odpovedny za nakladani s hodnocenym
pfipravkem a za vedeni zaznarnfi v souvislosti s nim v
souladu s touto smlouvou, protokolem a platnymi
pravnimi pfedpisy. Bezprostfedne po jmenovani
takového lékarnika nebo lekarenskeho asistenta musi
zdravotnické zaiizeni pisemné oznamit CRO jméno a
piijmeni jmenované osoby {nebo osob) spolecné s
prislusnymi kontaktnimi udaji, pokud se vyfiaduji.
Zkousejici lekaf se timto zavazuje, fie bude hodnoceny
pfipravek odebirat z lekarny zdravotnického zafizeni v
souladu s protokolem a v davkach pofiadovanych pro
kafidou navstevu jcdnotlivych subjcktfr hodnoceni.

2.9 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 temi 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.

2.9 Zdravotnicke zafizeni zarucuje, fie neni
aktualné vazano fiadnou smlouvou nebo zavazkem,
které by byly v rozporu s povinnostmi a zavazky vflci
CRO nebo zadavateli podle této smlouvy, a dale
souhlasi s tim, fie se behem studie nebo v dobe platnosti
teto smlouvy, podle toho, co nastane pozdeji, k fiadnym
takovym zavazkfirm ci smlouvam nezavafie.
Zdravotnicke zaiizeni zarueuje, fie nikdo z personalu
studie (vcetné zkousejiciho lekare) neni aktualné vazan
fiadnou smlouvou nebo zavazkem, ktere by byly v
rozporu s povinnostmi a zavazky viici CRO nebo
zadavateli podle této smlouvy, a zajisti, aby se fiadny
clen personalu studie béhem této studie k fiadnym
takovym zavazkurn ci smlouvam nezavazal.

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

2.10 Zdravotnicke zarizeni a zkousejici lekar timto
berou na vedomi a souhlasi s tim, fie obdrfieli protokol a
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read, and understands the Protocol and infomiation
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 jejieh prislusnc ucasti ve studii,
pfecetli si je a porozuméli jim. Zdravotnicke zaiizeni dale
zarucuje, fie: (i) zkousejici lekaf predal vsechny dfrlefiité
infomiace personalu studie, ktery tyto informace
potfebuje znat, aby mohl vykonavat pfidélené ukoly ve
studii, a fie (ii) si vsechen personal studie tyto informace
pfecetl a porozumel jim.

2.11 Institution shall, throughout the duration ofthe
Study, provide. keep available to the Study Personnel,
and maintain all necessary Resources to ensure the best
perfomiance 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 prfibéhu trvani této studie bude
zdravotnické zarizeni poskytovat personalu studie, mit
k dispozici a uehovavat veskere zdroje nezbytné k
tomu, aby zajistilo fadne provadéni studie. Zkousejici
lekai zajisti, aby byl po dobu trvani studie k dispozici
personal studie kvalifikovany k provadeni studie.
Zdravotnicke zarizeni a zkousejici lekaf budou
neprodlené pisemné informovat CRO a zadavatele
(vcetné elektronické formy) ojakychkoli zménach,
které by mohly mit vliv na zdroje a.-“nebo personal
studie.

2.12 IfEquipment 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 ofany
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). IfEquipment 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-Ii byt pro ucely provadéni studie Zapfijceno
vybaveni, zajisti dodani takoveho vybaveni do
zdravotnickeho zarizeni zadavatel, CRO nebo jim
povéfena osoba. Zdravotnicke zarizeni zajisti, aby pri
dodani, nastaveni, kalibraci a testovani jakehokoli
vybaveni v prostorach Zdravotnického zarizeni byli k
dispozici a spolupracovali zkousejici lekai a personal
studie. Vybaveni bude uchovavano na bezpecném misté
a bude poufiivano zkousejicim lékafem a personalem
studie pouze pro ucely studie v souladu s pisemnymi
pokyny zadavatele s tim, fie nebude pfedano fiadné tfeti
strane, pokud o to zadavatel, CRO nebo jcjich zastupci
pisemne nepofiadaji. Pokud vybaveni vyfiaduje skoleni
pro fadne poufiivani, bude skoleni poskytnuto
zadavatclcm, CRO nebo jcjich zastupci behem befine
pracovni doby v prostorach zdravotnického zafizeni na
naklady zadavatele a zdravomicke zarizeni zajisti, aby
byl zkousejici lékaf a personal studie pro takove skoleni k
dispozici. Zdravotnické zafizeni neprodlené vyrozumi
CRO o jakékoli zavadé, poruse. poskozeni nebo
technickych problémech se zarizenim a pfi kafidém
nezbytnem vraceni a-"nebo oprave zafizeni bude s CRO
spolupracovat. Zadavatel je odpovedny za naklady na
opravu nebo vymenu nefunkeniho Ei vadneho zafizeni, s
vyjimkou poskozeni nebo ztraty zpfrsobene nedbalosti
nebo nespravnym poufiivanim jakehokoliv takoveho
vybaveni zdravotnickym zarizenim nebo personalem
studie. Vybaveni je vlastnictvim zadavatele nebo
zadavatelova dodavatele vybaveni, podle konkretni
situace. Zdravotnicke zafizeni zpfistupni vybaveni a
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inspection during the conduct of the Study and
thereafter. If intemet connectivity is required for the
use of Equipment, the Institution is responsible for
ensuring that intemet connectivity is maintained
during the conduct of the Study and for promptly
resolving any connectivity issues with the intemet
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.

veakere souvisejici zaznamy o jeho poufiivani zadavateli,
CRO nebo jejieh zastupcfim kc kontrole behem
provadéni studie i po jejim skonceni. Je-li pro poufiivani
vybaveni vyfiadovano pfipojeni k internetu, je
zdravotnicke zafizeni odpovédne za zajisténi toho, aby
bylo pripojeni k internetu zachovano po dobu provadéni
studie a za rychle vyreseni jakychkoli problémfi s
pfipojenitn, jefi mohou v prabehu studie nastat, s
poskytovatelem internetovych slufieb nebo v ramci
vlastniho vypocetniho prostiedi zdravotnického zafizeni
Po ukonceni studie ve zdravotnickem zafizeni musi byt
veskere vybaveni a souvisejici skolici materialy vraceny
zadavateli nebo CR0 na naklady 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 ofthis
Agreement shall prevail.

Our2.13 Protokol muze byt zadavatelem kdykoli
pisemné pozménén se souhlasem EK. budou-li to
vyfiadovat platné pravni predpisy. Pokud budou takové
zmény vyfiadovat dodatecne postupy nebo cinnosti ve
studii, ktere budou mit za nasledek dodatecne naklady
pro zdravotnické zarizeni, bude o tom zdravotnicke
zafizeni pfedem informovat CRO, a smluvni strany se
na veskerych dodatecnych nakladech, ktere bude
zadavatel povinen zaplatit, vzajemné pisemné
dohodnou. Protokol. veetne veskerych jeho dodatkil.
pfedstavuje nedilnou soueast teto smlouvy
prostiednictvim odkazu. V pripade jakehokoli
nesouladu mezi touto smlouvou a protokolem bude v
zalefiitostech lékafstvi, vedy a provadeni studie
rohodujici protokol; v ostatnich pfipadech budou
rozhodujici podminky této smlouvy.

2.14 Institution and Investigator shall notify CRO
in writing immediately after leaming 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 CR0 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 governmenta
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.

1

2.14 Zdravomicke zafizeni a zkousejici lekaf musi
pisemne neprodlene infonnovat CRO. jakmile zjisti, fie
do§lo k naruaeni protokolu, a po konzultaci s CRO a
zadavatelem vynalofii zdravotnicke zafizeni a zkousejici
lékar maximalni usili na to, aby bylo jakekoli takové
naruseni protokolu rychle napraveno. Krome toho musi
zdravotnicke zafizeni a zkousejici lékaf v souladu s
protokolem neprodlené pisemné oznamit CRO, pokud se
dozvi o jakychkoli nefiadoucich pfihodach nebo ticincich
které budou vafiné, fiivot ohrofiujici nebo smrtelne. Dale
v pfipadé, fie regulacni nebo jiny vladni organ ucini
negativni zjisteni tykajici se klinickych cinnosti
zdravotnického zafizeni nebo vykonu zkousejiciho
lekafe, ktere by mohly mit dopad na studii, oznami tuto
skutecnost zdravotnicke zafizcni a zkousejici lekaf
neprodlené pisemné CRO.
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3. STUDY DATA, REPORTS,
MONITORING AND COOPERATION

3.] Institution and Investigator shall record,
maintain, and store all Study data (including, but not
limited to, Personal Data), records, eCRFsiCRFs, 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.-"CRF s 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. UDAJE ZE srumn. HLASENI,
MONITOROVANI A SPOLUPRACE

3.] Zdravotnicke zarizeni a zkousejici lekar musi
zaznamenavat, vest a uchovavat vsechny udaje ze
studie (mimojine vcetné osobnieh itdajii), zaznamy.
dotazniky eCRF.-"CRF, vysledky studie a zpravy v
souladu s protokolem a platnymi pravnimi pfedpisy.
Vsechny dotazniky eCRF.-"'CRF musi byt neprodlené
vyplnény a musi obsahovat vsechny prislusné a presné
informace. Vsechny dotazniky eCRFi'CRF jsou
vyhradnim vlastnictvim zadavatele. Zkousejici lekai
pfedlofii CRO dotazniky eCRF.-"CRF vyplnene na
zakladé provadeni studie do tficeti (30) dnfi po
prislusne navstévé subjektu nebo einnosti studie a v
souladu s protokolem a pokyny studie. Zadavatel
neprovede irhradu za cinnosti studie, dokud
zdravotnicke zarizeni a.-"nebo zkousejici lekar
nepfedlofii dotazniky eCRF.-"'CRF CRO a dokud
nebudou vyreseny vsechny dotazy. Zdravotnicke
zafizeni zarucuje. fie vsechny dotazniky eCRF.-"'CRF
pfedlofiené CRO jsou pravdive, uplné, spravné a pfesne
odrafieji vysledky studie a slufieb. Krome toho pfedaji
zdravotnicke zafizeni a zkouaejici CRO kopie
veskerych zprav a veskerych nejnovejsich informaci,
které vyfiaduje ER.

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
dtiring 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
zdravotnicke zafizeni uchovavat po dobu platnosti této
smlouvy na bezpecnem miste ve zdravotnickém
zafizeni pfimefene chranenem pied pofiarem, kradefii a
znieenim. Veskere [idaje a zaznamy ze studie musi
zdravotnicke zarizeni uehovavat po dobu patnacti (15)
let po dokonceni nebo ukoneeni studie, nebo po delsi
dobu, jak mohou vyfiadovat platne pravni pfedpisy, a
nesmi byt béhem takoveho obdobi uchovavani zniceny
nebo zlikvidovany. Na fiadost a naklady zadavatele a v
souladu s platnymi pravnimi pfedpisy vyhovi
zdravotnicke zafizeni pfimeiene fiadosti zadavatele o
pfedani techto udajfi a zaznamfr zadavateli nebo jim
ureene osobe.

3.3 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 Affiliates, and

3.3 Zdravotnicke zarizeni a zkousejici lékai musi
plné spolupracovat se zadavatelem, CRO nebo jejimi
pfidrufienymi spoleenostmi a jakymikoli delegaty
(vymezenymi nific) a budou sc schazet sc 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 pfidrufienych spolecnosti
a jakymikoli delegaty ve vzajemné vyhovujicich
casech, aby umofinili pristup ke zdrojfim a dale
umofinili pfimou kontrolu vsech zaznarnifi tykajicich se
studie, vcetné zdravotni dokumentace, jakofi i kontrolu
vybaveni a souvisejicich zaznamfr, pokud existuji, pro
jakykoli ucel souvisejici se studii. Zdravotnicke
zarizeni zajisti, aby vseehen personal studie plné
spolupracoval se zadavatelem. CRO nebo jejimi
pfidrufienymi spolecnostmi a vsemi delegaty a iicastnil
se schfizek se zastupci kteréhokoli z vyse uvedenych
subjektil, _jak je uvedeno v predchozi vete.

4. AUDITS AND REGULATORY
INSPECTIONS

4.1 Institution and Investigator shall Fully
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 govemmental 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.

4. AUDITY A INSPEKCE ZE STRANY
REGULACNICH ORGANU

4.1 Zdravotnicke zaiizeni a zkousejici lékai musi
plne spolupracovat pri auditech nebo inspekcich
provadenych béhem nebo po dokonceni studie
zadavatelem, zastupci zadavatele, delegaty zadavatele.
(vcetné delegatfi 2 CRO, jejieh pfidrufienych
spolecnosti nebo jakéhokoli jine-ho zastupce
poveieneho zadavatelem (souhrnne ,,deIegati“), CRO
nebo jakymkoli vladnim éi regulacnim organem, mimo
jine vcetné americkeho Ufadu pro kontrolu potravin a
léciv ,,FDA“). Zdravotnicke zaiizeni a zkousejici lekai
umofini CRO, zadavateli, zastupcfim a delegatfim
zadavatele a vladnim nebo regulacnim organiim
provadet behem béfiné pracovni doby takoveto audity
nebo inspekce, vcetné nasledujicich cinnosti: (I)
oveiovat a kontrolovat prostory zdravotnickeho
zafizeni poufiivane k provadeni studie, vcetné prostor
pro uchovavani nebo poufiivani hodnoceneho pfipravku
a jakéhokoli vybaveni, ktere mfifie byt poskytnuto pro
provadcni studie; (2) sledovat prifrbch studie; (3)
kontrolovat a kopirovat vsechny [idaje a pracovni
produkty souvisejici se studii; a (4) dotazovat se
zkousejiciho lékafe, personalu studie a pracovnikti 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 pripadé. fie audit nebo inspekce regulacniho
organu zjisti nedostatky v dodrfiovani této smlouvy
nebo platnych pravnich pfedpisfr ze strany
zdravotnického zafizeni nebo zkousejiciho lekafe (nebo
nedodrfieni podminek uvedenych v této smlouve
nékterym clenem personalu studie), mfiifie zadavatel
tuto smlotrvtr 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 lékai"
neprodlené telefonicky a e-mailem oznami zadavateli a
CRO, pokud EK nebo vladni ci regulacni organ, mimo
jine vcetné SUKL a.-"nebo FDA, zacne v souvislosti se
studii provadét nebo pofiada o provedeni atrditu,
inspekce nebo setreni. Zdravotnické zarizeni a
zkousejici lékar budou spolupracovat s CRO a
zadavatelem pfi piiprave a reakci na kafidy takovy
audit, inspekci nebo setfeni a umofini CRO a
zadavateli, aby byli behem takoveho auditu, inspekce
nebo setfeni pfitomni. Zdravotnické zafizeni a
zkousejici lekaf poskytnou zadavateli kopie vsech
materialilr, korespondence, prohlaseni, formularfi a
zaznamfi, ktere zdravotnicke zafizeni a zkousejici lekai"
obdrfii, ziska nebo vytvori na zaklade tohoto auditu.
inspekce nebo setieni nebo v souvislosti s nimi, a
zdravotnicke zafizeni a zkousejici lekar umofini
zadavateli, aby tyto materialy do dvou (2) pracovnich
dnfr po jejieh obdrfieni pfedbéfiné pfezkoumal a podal
pfipominky k navrhovanym odpovédim ohledné studie.

5. FINANCIAL DISCLOSURE

5.1 Prior to commencing the Study, the Institution
shall cooperate with Sponsor to ensure that the
Investigator and each Sub-Investigator complete and
retum 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 ( I) 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. ZVEREJNENI FINANCNICH
INFORMACI

5.1 Pied zahajenim studie musi Zdravotnicke
zafizeni poskytnout Zadavateli soucinnost za ucelem
zajisténi toho ,fie zkousejici lékaf a kafidy
spoluzkousejici vyplni a vrati zadavateli na jeho fiadost
podepsany formular pro zvefejneni finanenich
informaci, v némfi uvedou bud’ existenci, nebo
neexistenci jakychkoli financnich zajmfi a ujednani tak,
aby byl zadavatel schopen pfedlofiit kompletni a pfesna
osvedceni nebo prohlaseni o zvefejneni, jak to vyfiaduji
pfedpisy. Krome toho behem doby platnosti teto
smlouvy a po dobu jednoho (I) roku po skonceni nebo
ukonceni studie musi zkousejici lekaf a zdravotnicke
zarizeni neprodlené oznamit zadavateli, a zkousejici
lekar musi zajistit, fie vsichni spoluzkousejici oznami,
veskeré zmény v inforinacich obsafienych v
podepsanych fonnularich pro zverejneni financnich
informaci pfedlofienych témito osobami.

6. CONFIDENTIAL INFORMATION

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. IJITJVERNIF: INFORMACE

6.1 Zdravotnicke zafizeni a zkousejici lékaf
souhlasi s tim, fie veskeré dfiverné informace budou
uchovavany v prisne dilvemosti a nebudou poskytnuty
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any third party during the tenn of this Agreement and
for fifteen (I5) 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.

U!zadne tieti strane behem doby platnosti teto smlouvy a
po dobu patnacti ( I5) let po jejim ukoneeni nebo
vyprseni. Zdravotnické zaiizeni a zkousejici lékai se
dale zavazuji, fie budou difiveme informace poufiivat
pouze pro freely provadeni studie v souladu s
protokolem a touto smlouvou a pro fiadnyjiny fieel.

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
andior 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 zaiizeni a zkousejici lekai
mohou piedat dftverne informace pouze: (a) personalu
studie nebo jinym zamestnancfim ei personalu, ktery k
nim potiebuje mit piistup pro freely plneni teto
smlouvy, avsak za piedpokladu, fie pied jakymkoli
takovym piedanim zdravotnicke zaiizeni ainebo
zkousejici lekai pisemne zavafie takovy personal studie,
zamestnance ci pracovniky kc stcjnym zavazkfirm, ktere
obsahuje tato smlouva, aby byla zaehovana dfrvernost
dfivernych informaci a aby se tyto dflverne informace
nepoufiily pro fiadny jiny ueel, nefi ktery je v souladu s
podminkami této smlouvy; (b) piislusne EK, ktera ma
pravomoc rozhodovat o provadeni studie ve
zdravotnickem zaiizeni.

. 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 teto smlouve uvedeno
odlisne, mohou zdravotnicke zaiizeni a zkousejici lekai
zveiej nit dfiveme infomiace subjektiim uvedenym v
bodech 3.3 a 4.1 teto smlouvy pro ueely inspekce a
auditfr zaznamfi 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 Infonnation.

6.3 Podminky teto smlouvy, mimo jine veetne
finanenich ujednani, jsou dfivernymi informacemi a
zdravotnicke zaiizeni a zkousejici lekai o nich budou
zachovavat mleenlivost v souladu s bodem 6.1 vyse.
Pokud vsak na zaklade platnych pravnich piedpisfr
bude po zdravotnickem zaiizeni nebo zkousejicim
lekaii pofiadovano, aby tyto dfiverne informace
zveiejnili, mohou tak ueinit bez poruseni svych
zavazkfr podle tohoto bodu, pokud s piedstihem pied
zveiejnenim oznami CRO, ktere dtiveme informace
maji byt zveiejnény a dfivod a piedpokladane datum
jejieh zveiejneni, a poskytnou tak zadavateli
piiméienou piilefiitost ziskat pro tyto dfiverne
informace ochranne naiizeni.

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 Zadne ustanoveni teto smlouvy fiadnym
zpfrsobem neomezi ani nenarusi pravo zdravotniekeho
zaiizcni nebo zkouscjiciho lekaie na poufiivani nebo
zveiejneni davemych informaci, ktere jsou v okamfiiku
jejieh piijeti:
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(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 pristupne veiejnosti nebo jsou
zveiejneny mimo konani strany, ktera
tyto dfivérne informace piijima; 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 znamy strane, ktera tyto
dfrvéme informace piijima, a to pied
jejieh piijetim, cofi mfifie dana strana
prokazat dokumentovanym dfrkazem;
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 strane piedany zakonnym
zpfisobem tieti stranotr, ktera neni
vazana fiadnym zavazkem zachovani
dilvernosti.

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 Dfiverne informace musi zdravotnicke zaiizeni
a zkousejici lékai vratit nebo poskytnout CRO,
zadavateli nebo jejieh piislusnym zastupcfim v
souladu s bodem 7.2 teto smlouvy.

7. RIGHTS TO INFORMATION AND
INVESTIGATIONAL PRODUCT

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. PRAVA NA INFORMACE A
HODNOCENY PRIPRAVEK

7.1 Veskera prava. naroky a podily tykajici se
dfivémych informaci a hodnoceneho piipravku
(piipravkf1)jsou a zftstanou vylucnym vlastnictvim
zadavatele. Zdravotnické zaiizeni, zkousejici lekai,
personal studie a CRO neziskaji v souvislosti s
hodnocenym piipravkem nebo dfrvernymi
informacemi, ktere vzniknou v dfirsledku einnosti podle
teto smlouvy nebo jinym zpfisobem, fiadna prava
jakehokoli druhu. Bez ohledu na vyse uvedene maji
zdravotnicke zaiizeni a zkouaejici lekai pravo na
publikovani v souladu s elankem 9 teto 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 zaiizeni a zkousejici lekai musi
CRO, zadavateli nebo jejieh piisluénym zastupcfim
veas piedat veskere dflverne informace, zpravy,
vysledky studie, nevyufiite hodnocene piipravky a
vybaveni, pokud existuje, behem celeho trvani 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 ( I0) 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 fiadost zadavatele nebo CRO, a v fiadnem
piipade ne pozdeji nefi do deseti (I0) pracovnich dnfi
po: i) datu ukoneeni nebo vypriieni teto smlouvy; nebo
(ii) datu, ke kteremu CRO nebo zadavatel jinak pofiada
o dorueeni takovych dfrvernych infonrraci, zprav,
vysledkfr studie, nepoufiitych hodrrocenych piipravkfr 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 zaiizeni a zkouaejici lékai timto
postupuji zadavateli veakera sva prava, naroky a podily
tykajici se vsech vysledkfr studie a souhlasi s tim, fie
podniknou dalai kroky, ktere mohou byt pofiadovany,
aby pievedli vlastnictvi vsech vysledkfi studie na
zadavatele, veetne podcpsani v§ech dokumentfi
nezbytnych k uskutceneni vyae uvedeneho a zajisteni
podpisfi i ze strany personalu studie. Zadavatel mfifie
vysledky studie poufiitjakymkoli zpfrsobem, ktery
povafiuje za vhodny a v souladu s platnymi pravnimi
piedpisy, a to jak behem teto smlouvy, tak i po jejim
skonceni nebo ukoneeni.

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
andior 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.eliniealtrials.gov or similar public registry, and
for listing on Sponsor's web site.

8.1 Zadna ze stran teto smlouvy nesmi poufiivat
jmeno jine smluvni strany v souvislosti sjakoukoli
reklamou nebo propagaci jakehokoli vyrobku nebo
slufiby bez piedchoziho pisemneho souhlasu takove
strany. Bez ohledu na vyée uvedene mfrfie zadavatel
poufiit jméno zdravotnickeho zaiizeni nebo
zkousejiciho lekaie ainebo jmena personalu studie k
identifikaci zdravotnickeho zaiizeni jakofito
vyzkumného pracoviste a zkousejiciho lekaie a
personalu studie jakofito ueastnikii studie, jak je
pofiadovano platnymi pravnimi piedpisy nebo
povafiovano za nezbytne ze strany zadavatele, veetné
registrace studie na www.c1inica1trials.gov nebo v
podobnem veiejnem rejstiiku, a k zapisu na wcbove
stranky zadavatele.

9. PUBLICATION

9.1 This is a multi—center Study. Accordingly,
Study Results will first be published in ajoint, multi—
center publication. Institution andior Investigator may
publish or present a Paper setting forth those Study

9. ZVEREJNENI VYSLEDKU

9.1 Toto je multicentricka studie. Vysledky studie
budou proto nejprve zveiejneny ve spoleene
multicentricke publikaci. Zdravotnické zaiizeni ainebo
zkousejici Iekai‘ 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 afier the completion ofthe final
data analysis for all sites participating in the entire
multi—center Study.

publikaci s uvedenirn vysledkir studie ziskanych ve
zdravotnickém zaiizeni v souladu s podminkami
stanovenymi v teto smlouve, pouze po drivéjsi z
nasledujicich skutecnosti: a) zveiejneni multicentricke
publikace; (b) pisemne potvrzeni zadavatele, fie se
nebude vydavat fiadna multicentricka publikace; (c)
osmnact (I 8) mesicfr po dokonceni zavereene analyzy
(rdajti za vsechna pracoviéte 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 ofsubmission 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 lnfonnation 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 zdravotnicke zaiizeni
a.-"nebo zkousejici lekai zavazuji, fie piedlofii zadavateli
kafidou navrhovanou publikaci tykajici se studie
nejmene sedesat (60) dnfr pied datem piedlofieni kc
zveiejneni nebo planovanemu zveiejneni. Behcm
tohoto obdobi piezkumu bude mit zadavatel mofinost
piezkoumat a vyjadiit se k obsahu navrhovane
publikace a zdravotnicke zaiizeni souhlasi s tim, fie
bude tyto piipominky posuzovat a reagovat na né v
dobre viie. V piipade, fie o to zadavatel pofiada, musi
zdravotnicke zaiizeni a.-“nebo zkouéejici lekai z takto
navrfiene publikace odstranit veékere dfrverne
informace zadavatele nebo jakekoli tieti strany (za
piedpokladu, fie takove vymazani nebrani
zdravotnickemu zaiizeni ve zveiejneni informaci, ktere
ncpiedstavuji drfrverne infonrrace, jak je zdc povoleno).
Zdravotnicke zaiizeni a zkousejici lekai navic odlofii
jakoukoli navrhovanou publikaci po dobu, ktera
nepiekroei dalsich devadesat (90) dnfr, v piipade, fie o
to zadavatel pofiada, aby zadavateli umofinili zajistit
patent nebo jinou vlastnickou ochranu. V kafide
publikaci, ktera je zcela nebo zeasti zalofiena na udajich
ziskanych ze studie, uvede zkousejici lekai prohlaseni,
fie ziskani rlrdajrfr podpoiil zadavatel.

I0. INTELLECTUAL PROPERTY

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. oussvni VLASTNICTVI

10.1 Vsechny strany teto smlouvy si ponechaji
vaechna prava, naroky a podily v jakémkoli dusevnim
vlastnictvi, ktere bylo ve vlastnictvi piislusne strany
pied zahajenim teto smlouvy nebo rnirno jeji ramec.
Tonto smlouvou neni zamysleno ani z ni nevyplyva
fiadné udeleni licence nebo postoupeni, vyslovneho
nebo piedpokladaneho, na zaklade piekafiky uplatneni
fialobniho naroku nebo jinak.

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

10.2 Zdravotnicke zaiizeni a zkouaejici lekai
neprodlene uvedomi zadavatele dfrvemym zpfrsobem 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 infonnation derived
from any and all Inventions. Institrrtion 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 oflnstitution 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.

v§ech vynalezech. Zdravotnicke zaiizeni a zkouaejici
lekai timto postupuji zadavateli veskera sva prava,
naroky a podily tykajici se vsech vynalezti a souhlasi s
tim, fie podniknou dalsi kroky, ktere mohou byt
pofiadovany, aby pievedli vlastnictvi vsech vynalezfr na
zadavatele, vcetne podepsani vsech dokumentfr
nezbytnych k uskuteeneni vyse uvedeneho a zajisteni
podpisfr i ze strany personalu studie. Zadavatel ma
vyhradni a vyluene pravo, nikoli vsak povinnost,
ziskat, podat a pokraeovat vlastnim jmenern a na
zakladé vlastniho uvafieni a nakladfr v fiadostech o
patenty v USA a zahraniei na_jakeko1i patentovatelne
vynalezy a informace odvozene od veskerych vynalezrfr.
Zdravotnicke zaiizeni a zkousejici lekai poskytnou
zadavateli soueinnost a zajisti, aby tak ucinil i personal
studie, pii zajisfovani a prosazovani prav zadavatele k
vynalezfrm na naklady zadavatele. Povinnost
zdravotnickeho zaiizeni a zkouirejiciho lekaie
poskytnout zadavateli soueinnost pii ziskavani a
prosazovani prav k vynalezfrm bude pokraeovat i po
skonceni nebo vyprseni teto smlouvy a je zavazna pro
piisluéne postupniky, spravce a daléi pravni zastupce
zdravotnickeho zaiizeni.

10.3 Institution shall retain ownership ofany
invention or discovery other than Inventions.
Institution shall provide prompt notice ofall 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 Zdravotnicke zaiizeni si ponecha vlastnictvi
jakychkoli invenci nebo objevfr jinych nefi vynalezfr.
Zdravotnicke zaiizeni neprodlene oznami vaechny tyto
invence a objevy zadavateli a nabidne zadavateli
vyhradni prvni mofinost k nevyhradni nebo, na zaklade
volby zadavatele, vyhradni licenci na takove invence a
objevy.

10.4 Institution and Investigator warrant by the
execution ofthis 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 zaiizeni a zkousejici lekai
zarueuji uzavienim teto smlouvy, fie ani oni ani
jakykoli clen personalu studie neuzavieli, a fie ani
nikdo z nich neuzavie, jakekoli smluvni ujednani nebo
vztah, ktery by byl jakymkoli zpfrsobem v rozporu
nebo by ohrozil vlastnicke zajmy zadavatele nebo jeho
prava k jakymkoli vynalezfrm, at’ jifi existujicim v dobe
uzavieni teto smlouvy, nebo vyplyvajicim z ni kdykoli
pozdeji.

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 _jakem mohou byt vysledky
studie nebo vynalezy chraneny autorskymi pravy, bude
takovy vysledek studie nebo vynalez povafiovan za dilo
ueinene k pronaj mu podle teto smlouvy a bude
majetkem zadavatele.
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ll. DATA PROTECTION & PRIVACY

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 ofthe 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. ocnrunx UDAJU A souxnomi

11.1 Smluvni strany se dohodly, fie budou
dodrfiovat zasady lekaiskeho tajemstvi ve vztahu k
subjektfrm zapojenym do studie a fie budou vfidy
dodrfiovat sve povinnosti vyplyvajici ze vaech zakonti a
naiizeni o ochrane irdajfr, mimo jine veetne obecneho
naiizeni o ochrane irdajfr (EU) 2016.-"679 (,,GDPR“), ve
vztahu k ochrane osobnieh udajfr subjektfr, zkouaejiciho
lekaie a personalu studie. Zadavatel i zdravotnicke
zaiizeni jednaji jako spravce udajrfr (jak je definovano v
GDPR), pokud jde o zpracovani a ochranu osobnieh
udajfi, ktere kafidy 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 udrfiovat vhodna
technicka a organizaeni bezpeenostni opatieni na
ochranu osobnieh udajfr subjektfr a personalrr studie,
ktere 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 Subjeet‘s
Request’). Institution shall immediately infonn 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 infomiation 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 andior
CRO as may be required by the Sponsor and.-‘or CRO to
respond to a Data Strbj ect's Request.

11.3 Zdravotnicke zaiizeni jrnenuje osobu, ktera
bude jednatjako hlavni kontaktni osoba, pokud jde o
prava uplatfiovana subjekty, zkousejicim lekaiem
a.-"nebo personalem studie v souvislosti se zpracovanim
jejieh osobnieh r'rdaji’r a v sorrvislosti s touto smlorrvou
(,,fiadost subjektu ridajil“). Zdravotnicke zaiizeni
neprodlene informuje CRO a zadavatele o jakékoli
fiadosti subj ektu trdaj fr za piedpokladu, fie takoveto
sdéleni bude provedeno bez odslepeni nebo jineho
poskytnuti osobnieh udajfi subjektu udajrfr zadavateli
nebo CRO, a pied uskuteenenim jakehokoli kroku v
reakci na tuto fiadost subj ektu udajfi ziska souhlas od
zadavatele nebo CRO. Zadavatel a CRO budou v
souvislosti se fiadostmi vznesenymi zdravotnickym
zaiizenim v rozumne miie spolrrpracovat a v rozsahrr
pofiadovanem platnymi pravnimi piedpisy poskytnou
zdravotnickemu zaiizeni pofiadovane informace a
podniknou vhodna opatieni umofiirujici
zdravotnickérnu zaiizeni reagovat na fiadost subjektu
udajfr. V piipadé, fie se zadavatel rozhodne, fie fiadost
subjektu udajfi vyiidi piimo, nebo pofiada, aby tak
ueinila CRO, poskytne zdravotnicke zaiizeni zadavateli
a.-"nebo CRO na zaklade jejieh piimeiene fiadosti
veékere informace, ucini piipadne kroky nebo poskytne
zadavateli a.-"nebo CRO soueinnost, o nifi je zadavatel
a.-"nebo CRO mohou pofiadat, aby mohli na fiadost
subjektu rlrdajfr 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 individua1’s rights and
freedoms (a “Reportable Breach"), and in case ofa
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 naruaeni bezpeenosti osobnieh
rlrdajrfr v souvislosti s osobnimi [rdaji jakehokoli
subjektu, zkousejiciho lekaie nebo personalu studie
zpracovavanymi na zaklade teto smlouvy, je
zdravotnicke zaiizeni povinno neprodlene a v kafidem
piipadé do dvaceti etyi (24) hodin od okamfiiku, kdy se
o naruseni bezpeenosti osobnieh irdajfr dozvi,
infomrovat CRO a zadavatele. Strany spolecne urei,
zda je pravdepodobne, fie takove naruaeni piedstavuje
riziko pro prava a svobody jcdnotlivce (tedy
,,oznamovane naruseni“), a pokud tomu tak je, strany
spoleene urei kroky, ktere je tieba ueinit, aby o
oznamovanem naruseni bez zbyteeného odkladu.
nejpozdeji vaak do sedrndesati dvou (72) hodin od
okamfiiku, kdy se o takovem oznamovanem naruseni
dozvedely, informovaly piislusny organ dozoru nad
ochranou rlrdajfr.

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 Invcstigator 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 ofthe
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
pI.I1‘pOS€.

11.5 Zdravotnicke zaiizeni a.-"nebo zkousejici lekai
timto prohlaisuji a zarucuji, fie ziskaji véechny nezbytne
pisemne souhlasy od vaech subjektfi dle ICF tak, aby
mohly byt osobni trdaje téchto subjektrfr zpracovavany
pro vyzkumne a regulaeni treely v souladu s elankem 6
GDPR. Zdravotnicke zaiizeni timto prohlaauje a
zarrrcuje. fie ziska v§echny nezbytne pisernne souhlasy
od zkousejiciho lekaic a personalu studie, aby mohly
byt jejieh osobni trdaje zpracovavany pro vyzkumne a
regulaeni ueely souvisejici se studii v souladu s
elankem 6 GDPR. Pokrrd zdravotnicke zaiizeni nerna
vhodny formulai pro ziskani souhlasfr od personalu
studie a zkouisejiciho lekaie v sorrladrr s vyise
uvedenym, poskytne zadavatel zdravotnickemu
zaiizeni k tomuto treelu 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) 201 6.-"'1 250 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 same-
certifikaenim programern EU-US ,,Privacy
Shield“ provozovanym Ministerstvern obchodu
Spojenych statfr americkych a schvalenym Evropskorr
komisi podle provadeeiho rozhodnuti Komise (EU)
2016.-"I250 ze dne 12. eervence 2016 oznameneho pod
eislem K (2016) 4176 (,,Stit soukromi“). Smluvni
strany berou na vedomi, fie osobni trdaje subjektfr,
personalu studie a zkousejiciho lekaie mohou byt
piedany mimo zemi, z nifi tyto irdaje pochazeji, a mimo
Evropskou unii a Evropsky hospodaisky prostor,
zadavateli, CRO, kterekoli z jejieh piidrufienych
spoleenosti, delegatfr a regulaenim organfrm 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
vyfiadovat za ueelem dodrfieni vaech platnych pravnich
piedpisfi a za treelem zpracovani jakychkoli osobnieh
udajfi, bude zdravotnicke zaiizeni a zkouéejici lekai v
dobre viie spoltrpracovat se zadavatelem a CRO pii
ieaeni jakychkoli problemfr souvisejicich se
zpracovanim osobnieh irdajfr.

12. INDEMNIFICATION 12. oosxoonléni

12.1 Sponsor agrees to indemnify, defend and hold
hamiless 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,
“CIaims”) 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 ofthis
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, fie odskodni, bude
obhajovat a zprosti odpovednosti zkousejiciho lekaie,
zdravotnicke zaiizeni. personal studie, piislusnou EK,
piidrufiene spoleenosti zdravotnickeho zaiizeni a
pracovniky, reditcle, zmocnencc, lekaie. jcdnatelc,
zastrrpce a zamestnance zdravotnickeho zaiizeni
(souhmné ,,od§kodilované osoby zdravotnickeho
zaiizeni“) za véechny zavazky, povinnosti, ztraty,
skody, pokuty, fialoby, rozsudky, soudni spory a naroky
(vcetne piimeienych nakladfr na pravni zastoupeni)
jakekoli tieti strany (souhrnné ,,naroky“) vznikle v
dfrsledku zranéni osob zpfrsobeneho ufiivanim
hodnoceneho piipravku v souladrr s protokolem nebo
jakymikoli postupy vyfiadovanymi protokolem, ktere
nepiedstavuji standardni peci, s tim fie zadavatel
nebtrde mit povinnost odakodnit, branit nebo zprostit
odpovédnosti jakekoli odskodnovane osoby
zdravotnickeho zaiizeni v rozsahu, vjakem narok
vznikl v dfrsledku: (a) jakehokoli zanedbani ei
opomenuti, umyslneho pochybeni nebo podvodu ze
strany odskodnovane osoby zdravotnickeho zaiizeni; b)
poruéeni teto smlouvy ze strany odékodfiované osoby
zdravotnickeho zaiizeni; nebo (c) neschopnosti
odskodfiovane osoby zdravotnickeho zaiizeni provadet
studii v souladu s protokolem nebo platnymi pravnimi
piedpisy nebo jednat se subjektem, jenfi rrplatfirrje
narok, v sotrladu s protokolem (s vyjimkou odchylek
ueinenych a oznamenych zadavateli za ueelern ochrany
zdravi, bezpeenosti a prospechu 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 odakodnéni zadavatele je
podminena tim, fie: (a) odékodirované osoby
zdravotnickeho zaiizeni poskytnou zadavateli a CRO o
jakychkoli narocich okamfiite pisemne oznameni; (b)
odskodirovane osoby zdravotnickeho zaiizeni dovoli
zadavateli a jeho pravnim zastupcfim, aby iidili
obhajobu a vypoiadani takovych narokfr, mimojine
veetne piedbefineho iizeni, soudniho iizeni nebo
vyrovnani, jakymkoli zprfrsobem. ktery povafiuji 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 ofthe Institution Indemnitee, which
consent shall not be unreasonably withheld,
conditioned or delayed.

vhodny; a (c) odakodirovane osoby zdravotnickeho
zaiizeni budou pii takove obhajobe v dobre viie
spolupracovat a poskytovat soueinnost s tim, fie tato
spoluprace a soueinnost bude zahrnovat mimo jine
snahtr v dobre viie poskytnorrt nebo zpiistupnit
dokurnenty, informace a svedky. Bez piedchoziho
pisemneho sorrhlasu odirkodnovane osoby
zdravotnickeho zaiizeni nesmi byt ucineno fiadne
uznani odpovednosti nebo protipravniho jednani
jmenem jakekoli odakodirovane osoby zdravotnickeho
zaiizeni. jejifi souhlas nesmi byt bezdfrvodné odpiran,
podminen nebo zdrfiovan.

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 Zdravotnicke zaiizeni odskodni, bude
obhajovat a zprosti odpovednosti zadavatele a CR0 a
kafidou z jejieh piidrufienych spoleenosti, iriednikfr,
ieditelfi, zmocnencfr, lekaifi, jednatelfr, zastupcfi a
zamestnancfr (souhrnne ,,od§kodiiovane osoby
zadavatele“) za vaechny naroky v rozsahu
vyplyvajicim z: (a) poruseni jakehokoli prohlaseni
nebo zaruky ueinené v teto smlouve; (b) nedbalosti
nebo opomenuti nebo umyslneho pochybeni
odskodfiovane osoby zdravotnickeho zaiizeni, mimo
jine veetné zneufiiti hodnoceneho piipravku; c)
poruseni teto smlouvy ze strany odakodfiovane osoby
zdravotnickeho zaiizeni; nebo (d) neschopnosti
odskodiiovane osoby zdravotnickeho zaiizeni ziskat
podepsany formulai ICF, provadét studii v souladu s
protokolem nebo platnymi pravnimi piedpisy nebo
jednat se subjektem, jenfi uplatfiuje narok. v souladu s
protokolem (_s vyjimkou odchylek ueinenych a
oznamenych zadavateli za ueelem ochrany zdravi,
bezpeenosti a prospechu subjektu).

12.4 The Parties shall each indemnify, defend, and
hold the other Parties hamrless 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 ll ofthis Agreement by the
offending Party, its employees, representatives or
agents.

12.4 Smluvni strany odakodni, budorr obhajovat a
zprosti odpovednosti ostatni strany v piipade veskerych
zavazkfr, narokfr, ztrat, soudnich fialob, rozsudkfi
a piimeienych vyloh na pravni zastoupeni vzniklych v
dfrsledkujakehokoli poruseni piislusnych zavazkfr,
nedbaleho jednani, chyby ei opomenuti v souvislosti s
ochranou osobnieh trdajfr podle elanku 1 1 teto
smlouvy. jichfi se dopusti smluvni strana porusujici
pravidla, jeji zaméstnanci, zastupci nebo jednatele.

13. SUBJECT INJURY

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

13. UJMA SUBJEKTUM HODNOCENI

13.1 Pokud dojde ke zdravotni (rjme subjektu v
piimem dfisledku podani hodnoceneho piipravku nebo
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procedures perfomred 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.

postupfr provadenych v souladu s protokolem studie,
bude odpovednost za naklady na leebu této ujmy
vyiizovana v souladu s mistnimi zakony Ceske
republiky. Zadavatel uzaviel pojistnou smlouvu v
souladu se zakony Ceske republiky.

14. INSURANCE 14. POJISTEN1

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 Institrrtion of any liabilities under this
Agreement.

14.1 Zdravotnicke zaiizeni zarucuje. fie ma
sjednane pojiéténi odpovédnosti za skodu (veetné
pojiéteni obecne odpovédnosti a pojiaténi profesni
odpovednosti lekaifr), ktere bude plne platne po celou
dobrr poskytovani zdravotnich slufieb zdravotnickym
zaiizenim( kdy je zdravotnickym zaiizenim dljrvodne
oeekavano, fie tomu tak bude po dobu platnosti teto
smlouvy a po dobtr dalsieh tii (3) let po jejim
skoneeni], , veetne odpovednosti za veskere akody,
ktere mohou vzniknout v dfirsledku zavinéni nebo
nedbalosti zdravotnickeho zaiizeni, zkousejiciho lekaie
nebo personalrr studie. Na fiadost CRO nebo zadavatele
zdravotnicke zaiizeni neprodlene poskytne dfikaz 0
svem pojisteni. Podminky jakehokoli pojislteni ani
eastka pojistneho plneni nezbavuji zdravotnicke
zaiizeni jakehokoli zavazku vyplyvajiciho z teto
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 zarueuje, fie ma v rozsahu
stanovenem zakonem sjednane pojisteni odpovednosti
za skodu, ktere bude plne platne po celorr dobrr
platnosti teto smlouvy a po dobu tii (3) let po jejim
skoneeni, ktere bude dostateene, aby pokrylo
potencialni odpovednost piedpokladanou na zaklade
teto smlouvy, veetne skod vzniklych v dfrsledku
zraneni subjektfr hodnoceni nasledkern podani
hodnoceneho piipravku nebo postupfr provadénych v
souladu s protokolem. Podminky jakehokoli pojiéteni
ani eastka pojistneho plneni nezbavuji zadavatele
jakehokoli zavazku vyplyvajiciho z teto smlouvy.

15. WARRANTIES rs. zarzuxv

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 Zdravotnicke zaiizeni prohlaauje a zarueuje,
fie zdravotnicke zaiizeni, zkouaejici lekai ani fiadny
elen personalu studie, kteii poskytrrji slufiby v
souvislosti s provadenim studie, nejsou v soueasne
dobé nebo nebyli vyloueeni podle jakychkoli zakonfi
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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 ofthe 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 ofdebarrnent, 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 piedpisir tykajicich se vyloueeni z programfr
zdravotnicke péee nebo podle zakonfi ei piedpisfi
diskvalifikovani jako klinicky zkousejici lekai. Pokud
se v prirbehu studie zdravotnicke zaiizeni nebo
zkousejiei lekai stanou vyloueenymi nebo
diskvalifikovanymi osobarni nebo pokud zdravotnicke
zaiizeni zjisti, fie se jakykoli elen personalu studie stal
vyloueenou ei diskvalifikovanou osobou, piipadne fie
hrozi vyloueeni ei diskvalifikace jakekoli takove osoby,

vpak musi zdravotnicke zaiizeni okamfiité uvedomit
CRO a zadavatele. V piipade, fie nastane kterakoli z
vyse uvedenych skuteenosti, milze CRO tuto smlouvu
okamfiite vypovedet.

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
govemment 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
ofthis 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 Zdravotnicke zaiizeni prohlasuje a zarueujc,
fie zdravotnicke zaiizeni, zkouaejici lekai ani personal
studie nejsou veiejnymi einiteli. jednateli nebo zastupci
jakekoliv vladni nebo politicke strany nebo
mezinarodni organizace, v nichfi by mohli zastavat
pozici s pravornocerni, ktere by jim umofinily
nepiislufine pomoci CRO nebo zadavateli k ziskani
obchodni vyhody. Zdravotnické zaiizeni dale zarueuje,
fie zdravotnicke zaiizeni, zkouéejici lekai ani personal
studie neuskutecni fiadnou irhradu, at‘jifi piimo, ei
nepiimo. fiadne financni eastky ci jineho protiplneni
(dale jen ,,platba“‘) vladnim einitelfrm nebo einitclifrm
politickych stran, cinitelrfrm mezinarodnich organizaci,
kandidatfrm do veiejnych funkci nebo zastupcfrm
jinych podnikfr nebo osobam jednajicim jmenern
kterehokoliv z vyse uvedenych subjektfr (spoleene dale
jen ,,einitele‘“), kdy by takova platba piedstavovala
poruéeni jakehokoliv zakona, veetne americkeho
zakona o zahranienich korupenich praktikach. Za
fiadnych okolnosti nesmi zdravotnicke zaiizeni,
zkouaejici lekai nebo personal studie uhradit
jakoukoliv platbrr einitelfrm, piimo ei nepiimo. pokrrd
by ireelem takove platby bylo ovlivneni rozhodnuti
nebo krokrir uskutecnenych s ohleclem na piedmet teto
smlouvy nebo na libovolny aspekt podnikani
spolecnosti CRO nebo zadavatele. Zdravotnicke
zaiizeni a zkousejici lekai neprodlené ohlasi CRO
jakekoli poruseni této zaruky a souhlasi s tim, fie
odpovi na jakekoli dotazy CRO nebo zadavatele
tykajici se potencialniho poruseni a na vyfiadani
zpiistupni piislufine zaznamy CRO nebo zadavateli.
Zdravotnicke zaiizeni souhlasi s tim, fie kdykoli na
fiadost CRO nebo zadavatele neprodlene potvrdi
pisemnou formou sve prfrbefine dodrfiovani zaruk
(jakofi i dodrfiovani ze strany veskereho personalu
studie) uvedenych v bode 15.2.

242054 63935337MDS300l CZE CZ10050 INS INVIBilingual 20200313_0.2
Page 22 of58



16. PAYMENT TERMS AND CONDITIONS

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 CR0 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. PLATEBNI PODMINKY

16.1 V ramci protiplneni v plne vyai za slufiby
zdravotnickeho zaiizeni, zkousejiciho lekaie a
personalu studie poskytnute v souladu s protokolem a
za dodani piislusinych dotaznikfr CRF.="eCRF
vykazujicich einnosti studie je zadavatel piijemcem
slufieb a souhlasi s tim, fie prostiednictvim CRO uhradi
poplatky a vydaje uvedene v piiloze A. Zdravotnicke
zaiizeni a zkouaejici lekai berou na vedomi a souhlasi s
tim, fie zadavatel je opravnen zadrfiet procentni podil
z plateb za navstevy, jak je uvedeno v piiloze A, pro
koneenou platbu, ktera bude provedena po dodani
vsech dotaznikfr CRF.-"'eCRF a rrzavieni vsech
zavereenych dotazfr. Tyto poplatky a vydaje uhradi
CRO jakofito platebni zprostiedkovatel zadavatele na
pokyn zadavatele vyhradne zdravotnickemu zaiizeni, s
vyjimkou piipadfr vyslovne uvedenych v piiloze A.
Strany souhlasi s tim, fie piiloha A — harmonogram
plateb je soueasti teto smlouvy a stanovuje
harmonogram plateb spojenych s touto smlouvou a fie
poplatky a naklady uvedene v piiloze A piedstavuji
realnou trfini hodnotu slufieb poskytnutych
zdravotnickym zaiizenim, zkouaejicim lekaiem a
personalem studie. Platby se budou provadet v souladu
s ustanovenimi uvedenymi v piiloze A s tim, fie
posledni platba bude provedena pote, co zdravotnicke
zaiizeni a zkousejici lekai dokonei veskere sve zavazky
podle protokolu, teto smlouvy a vsech jejieh piiloh,
mimo jine veetne dodani véech dotaznikfr CRF.-"'eCRF a
zodpovézeni jakychkoli nevyiizenych dotazfr
spojenych s nimi. Platby zahrnuji vsechny poplatky
lekarne za manipulaci a skladovani hodnoceneho
piipravku podle protokolu. Zdravotnicke zaiizeni a
zkouaejici lekai nebudou usilovat o financni nahradu za
jakekoli zdravotnicke slufiby nebo hodnoceny
piipravek od platcfr tietich stran, pokud jsou tyto
naklady jifi zahrnuty v platbach provadenych podle teto
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 Zdravotnicke zaiizeni a zkousejici lekai budou
plnit vsechny zavazky tykajici se dani a piispévkfi na
socialni zabezpeeeni, je-li to relevantni, ktere se vztahuji
k piedmetu teto smlouvy, mimo jine vcetne tech, ktere se
vztahuji k platbam provadenym ve prospech
zdravotnickeho zaiizeni, zkouaejiciho lekaie nebo
personalu studie podle teto smlouvy, piipadne tech, ktere
se vztahrrji kjakyrnkoli platbam provadenym
zdravotnickym zaiizenim nebo zkouaejicim lekaiem ve
prospech personalu studie. Veakere poplatky a vydaje,
ktere maji byt uhrazeny zdravotnickemu zaiizeni a
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zkousejicimu lckafi, zalimuji vsechny pfislusne dane a
prispévky na socialni zabezpeéeni jine nefi DPH.

16.3 Institution and Investigator acknowledge and
agrec that its, his or her judgment with respect to its,
his or her advice to and care ofeacli Subject is not and
shall not be affected by the compensation Institution
and Investigator receive in accordance with the Study.

16.3 Zdravotnicke zaiizeni a zkousejici lekar berou
na védomi a souhlasi s tim, fie jejieh usudck s ohlcdcm
na jejieh doporuccni kaidemu subjektu studie a peci o
néj neni a nebude ovlivnen odmenou, kterou
zdravotnicke zaiizeni a.-"nebo zkousejici lekar v ramci
studie obdrii.

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 Zdravotnicke zaiizeni a zkousejici lékaf
souhlasi s tim, Ze CRO a zadavatel mohou sdélit
il‘lf0l’I‘l1fiCC o odmenaeh a vydajieh splatnych nebo
uhrazenych podle teto smlouvy libovolnym vladnim
uradftm podle platnych pravnich ptedpisfl.

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 ofany such audit or inspection.

16.5 Zdravotnické zaiizeni bude po dobu nejméne
dvou (2) let po vyprseni nebo ukonceni teto smlouvy
uchovavat uplne a pfesné zaznamy o vypoctu vsech
castek zaplacenych a splatnych podle této smlouvy.
Zadavatel ma pravo provest béhem béinych
provoznich hodin audit prislusnych zaznamfi
zdravotnickeho zaiizeni, aby ovéril vsechny prislusne
faktury. zpravy nebo prohlaseni. O kafidem takovém
auditu nebo inspekci poskytne zadavatel v pfimerenem
prcdstihu oznamcni.

1',-'. TERMINATION 11. UKONCENI SMLOUVY

1'.-‘.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 ofthis 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

1'.-‘.1 Tato smlouva nabyva platnosti k datu, ke
kterému bude fadné uzavfena vsemi stranami, v, a bude
trvat po celou dobu trvani studie podle protokolu,
pokud nebude vypovezena dfive v souladu s
ustanovenimi tohoto bodu. Tato smlouva vstoupi v
platnost k datu, kdy bude uzavrena vsemi stranami, a
bude ucinnou po celou dobu trvani studie podle
protokolu, pokud nebude drive vypovezena v souladu s
ustanovenimi tohoto oddilu. Pfed uzavfcnim teto
smlouvy zasle CRO zdravotnickemu zaiizeni konecnou
verzi smlouvy ve strojove citelném formzitu (napf. ve
formatu pdt) s redigovanym (zacernenym) textem,
ktery zadavatel povaéuje za obchodni tajemstvi a-‘nebo
dfivéme informace, a zdravotnicke zaiizeni zajisti, 2e
zaéernéiiy text nebude odhalen pri zvefejnéni v
rejstriku smluv. Smluvni strany se dohodly, fie
redigovana verze teto smlouvy, ktera byla pisemne
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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:

Ow uschvalena zadavatelem, muze byt zapsana do rejstriku
smluv Ceské republiky v rozsahu poiadovaném
platnymi pravnimi piedpisy.
Zadavatel mflie tuto smlouvu vypovédét s okamiitou

platnosti pisemnou vypovédi zdravotnickemu zaiizeni a
CRO zjakéhokoli dfivodu, mimo jine vcetné
jakychkoli z nasledujicich situaci:

ta) Institution or Investigator fails to
cure a breach to this Agreement
within thirty (30) days after receipt of
written notice given by Sponsor or
CRO specifying such breach; or

ta) zdravotnickemu zaiizeni nebo
zkousejicimu lékari se nepodafi
napravit poruseni této smlouvy do
triceti (30) dni po obdrieni
pisemného oznameni ze strany
zadavatele nebo CRO, ve kterem
upozorfiuji na toto poruscni; nebo

(bl Investigator becomes unavailable to
conduct the Study and a Sponsor-
approved replacement has not been
identified by Institution and
Investigator; or

(bl zkousejici lékar neni nadale osobné
schopen provadét studii a
zdravotnicke zarizeni a zkousejici
lékar neurcili nahradnika
schvaleneho CRO; nebo

(C) three months after site initiation,
Investigator has failed to enrol any
Subjects,; or has recruited such a low
number of Subjects that it can be
reasonably assumed by CRO or
Sponsor that the agreed number of
Subjects will not be reached; or

(C) po tfech mésicich od zahajeni studie
na pracovisti se zkousejicimu lékari
nepodarilo zapsat iadne subjekty
hodnoceni, nebo zkousejici Iekar
prij al tak nizky poeet subjektft, fie
CRO nebo zadavatel mohou
opravnené pfedpokladat, 2e nebude
dosaieno dohodnutého poctu
subjektu; nebo

(<1) the authorization and approval to
perform the Study is withdrawn by
the regulatory authority andfor EC
governing Institution; or

(<1) regulacni organ a.-‘nebo EK fidici
zdravotnicke zaiizeni stahne povoleni
a schvaleni k provadeni studie; nebo

(C) an audit or regulatory inspection
identifies a serious breach or lack of
compliance with this Agreement by
the Institution, Investigator and.-‘or
Study Personnel: or

(C) audit nebo inspekce regulacniho
organu odhali zavainé poruseni nebo
nedodrfieni této smlouvy ze strany
zdravotnickeho zaiizeni, zkousejiciho
lékafe afnebo personalu studie; nebo
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(f) if any of the circumstances
permitting termination pursuant to
Section 15.1 on debarment occur.

(f) pokud dojde k jakekoli situaci, ktera
umofini vypoved‘ 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 ifthe 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 rnfiie byt vypovezena
zdravotnickym zafizcnim po uplynuti sedesati (60) dnift
od pisemného oznameni CRO a zadavateli z dfivodu
poruseni smlouvy ze strany CRO nebo zadavatele,
pokud nebude toto poruseni napraveno do triceti (30)
dnfr od oznameni ze strany zdravotnickeho zaiizeni
piipadne zkousejiciho lékafe, aviak za pfedpokiadu, 2e
v pfipade poruseni 2e strany CRO, ktere CRO do triceti
(30) dnu nenapravi, ma zadavatel pravo, ale nikoli
povinnost, poruseni CRO napravit prime v rozsahu, v
jakem je zadavatel schopen tak ucinit, pokud si to
zadavatel pi‘eje. V pripade takoveho poruseni
napraveného 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 pfedcasnemu vypovezeni teto
smlouvy v souladu S body 17.1 nebo l7.2, zdravotnicke
zaiizeni a zkousejici lekaf vyvinou maximalni usili na
to, aby:

(a) minimize further costs while
maintaining good medical care of the
Subjects and compliance with all
Applicable Law; and;

(a) minimalizovali dalsi naklady a
zarovefi zajisfovali dobrou zdravotni
peei subjektum hodnoceni a dodrieli
vseehny platne pravni piedpisy; a

(b) ensure that all Subjects shall
complete the Study according to the
Protocol unless dictated otherwise by
Study Instructions.

(b) zajistili, fie vsechny subjekty
hodnoceni dokonci 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 lekar dospéje k zaveru, ie
pokracovani studie jii neni lékarsky odfrvodnitelné
vzhledem k zavainosti nebo castemu vyskytu
zavainyeh neiadoucich prihod, neprodlene to pisemne
oznami zadavateli, CRO a EK a mfiie pozastavit lecbu
subjektfl do té doby, nei zadavatel a zkousejici lékaf
dosahnou dohody o nejlepsim postupu, ktery mfiie
zahrnovat ukonceni teto smlouvy.

242054 63935337MDS300l CZE CZI0050 TNS TNVIBilingual 202003I3_0.2
Page 26 of58



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 Ukonceni teto smlouvy kteroukoli smluvni
stranou nema vliv na prava a povinnosti smluvnich stran
vzniklé prede dnem ucinnosti této smlouvy.

17.6 Upon receipt of any notice of termination
under this Article I7, 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 tennination,
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 eCRFs.-"'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, 16.4, 16.5, 17.3, 17.5
and 17.6, as well as Articles l, 3, 4, 5. 6, 7, 8, 9, I0, ll,
12, I4, I8 and 19 shall survive expiration or earlier
termination of this Agreement.

I7.6 Po obdricni jakehokoli oznamcni o ukonceni
podle tohoto clanku I7 vynaloii zdravotnicke zaiizeni
a zkousejici lekar primérené usili na to, aby
minimalizovali nebo ukoncili veskere naklady spojené
se studii. Pokud neni zadavatelem pofiadovano jinak,
musi zkousejici lékar prestat zafazovat subjekty do
studie a v pripadé, 2e obdrii pokyn od zadavatele, a v
rozsahu, ktery je z lekarskeho hlediska pripustny a
vliodny, ukonei provadeni dalsich postupii (vcetne
pouiiti jakehokoli vybaveni) a podavani hodnoceneho
piipravku subjektfim, kteri jii do studie byli zarazeni.
K datu ucinnosti ukonceni zdravotnicke zaiizeni
pfipravi a pfedloii zadavateli vyuctovani, ve kterém
budou podrobne uvedeny vsechny vzniklé a
neuhrazené naklady s ohledem na ukoncenou studii.
Zadavatel zada CRO, aby bezodkladné uhradila
zdravotnickemu zaiizeni jakekoli nespomé eastky
splatne v souladu s dohodnutym rozpoctem, a
zdravotnicke zaiizeni vrati zadavateli vsechny linancni
prostfedky, ktere zadavatel poskytl predem a ktere
zdravotnicke zaiizeni nevynaloiilo ani neuplatnilo pied
ueinnym datem ukonceni. V pripade ukonceni z
dfivodu nenapraveneho poruseni ze strany
zdravotnickeho zaiizeni neni zadavatel odpovedny za
uhradu jakychkoli poplatkfl nebo nakladfi souvisejicich
se sluibami, ktere byly predmetem poruseni. Po
vyprseni nebo predcasnem ukonceni teto smlouvy
Zdravotnické zaiizeni a zkousejici Iekar vrati zadavateli
na naklady zadavatele vsechny nevyuiité hodnocene
pripravky, materialy ke studii a dotazniky eCRF.-"CRF,
jakoi i veskere vybaveni poskytnute zadavatelem a
poskytnou zadavateli soueinnost pii fadnem uzavfeni
studie ve zdravotnickem zaiizeni. Body 2.3, 2.8, 2.9,
2.12, 2.13, 16.4, 16.5, 17.3, 17.5 a 17.6, jako? i clanky
l, 3,4, 5, 6. 7, S, 9, I0, ll. 12, I4, IS a I9 zftstanou v
platnosti i po skonceni platnosti nebo predcasném
ukonceni této smlouvy.

18. INDEPENDENT CONTRACTOR

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

18. NEZAVISLY DODAVATEL

18.1 Vztah mezi jednotlivymi stranami je vztahem
nezavislych smluvnich stran. Zdravotnické zaiizeni a
zkousejiei lekaf budou provadet sluiby pouze jako
nezavisly dodavatel. pricemi iadne ustanoveni teto
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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 vztaliem
nebo postavenim. Zdravotnické zaiizeni, zkousejici
lékar a personal studie se nepovaiuji 2a zamestnance
ani zastupce CRO nebo zadavatele a nebudou mit tudii
narok na Zadné vyhody, ktere maji zaméstnanci CRO
nebo zadavatele.

18.2 Institution and Investigator shall not retain any
subcontractor to perform any ofits 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 zaiizeni a zkousejici lekar nesmi
najmout subdodavatele, aby provadéli nekteré zjejich
povinnosti vyplyvajicich z této smlouvy, bez
pfedchoziho pisemného souhlasu zadavatele. Zadny
takovy souhlas neznamenzi zbaveni zdravotnickeho
zatizeni a zkousejiciho lekare jejieh zavazku podle teto
smlouvy s tim, ie zdravotnicke zaiizeni a zkousejici
lekar ziistanou za veskere jednani i opomenuti
jakehokoli takoveho subdodavatele plne odpovedni.
Zdravotnicke zaiizeni zajisti, aby kaidy subdodavatel
uzaviel se zdravotnickym zatizenim pisemnou dohodu,
na zaklade ktere 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, nevytvari a
nenitiie byt ani interpretovana jako spolecny podnik,
partnerstvi nebo jakakoli obchodni organizace.

19. CONTRACTUAL

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

19. NALEZITOSTI SMLOUVY

19.1 Nadpisy oddilti v této smlouve maji pouze
zvysit srozumitelnost a nepiedstavuji vyznamnou
soucast teto smlouvy.

19.2 If any provision ofthis 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 jakekoli ustanoveni v této
smlouvé shledano nezakonnym, neplatnym nebo
nevymahatelnym soudem, zbyvajici casti 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 ofany
such terms or conditions, and the same shall remain at
all times in full force and effect.

19.3 Netrvani na dodrfiovani kterekoli 2 podminek
této smlouvy nepfedstavuje vseobecne zfeknuti se prav
ani vzdani se kterekoli takove podminky, nybri plati,
fie takova podminka zfistane po celou dobu plne platna
a ucinna.
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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 signatari smluvnich stran prohlasuji a
zarucuji, fie maji opravnéni a zpftsobilost k uzavreni
pozadavkfi, ustanoveni a podminek teto smlouvy
jmenem svyeh prislusnych stran.

19.5 No Party shall be responsible for any default
under this Agreement by reason of strikes, riots,
hostilities, wars, fire, acts ofterrorism. acts of God,
death of Investigator, or any other cause beyond its
reasonable control.

19.5 Zadna strana nebude odpovidat za nedodrzeni
teto smlouvy z dfivodu stavek, nepokojfi, vojenskych
akci, valecnych konfliktft, pozaru, teroristickych utokft.
vyssi moci, umrti zkousejiciho lekare nebo zjakekoli
jine priciny, na kterou nema primereny vliv.

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

19.6 Zdravotnicke zarizeni nebo CRO nesmi tuto
smlouvu postoupit bez predchoziho pisemného
souhlasu zadavatele.

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

v19.7 Zadavatel mflze tuto smlouvu volne postoupit
kterekoli z jeho dcerinych spolecnosti, pridruzenych
spolecnosti nebo treti strane.

19.8 This Agreement constitutes the entire
agreement and final understanding of the parties with
respect to the subject matter hereof and supersedes
and tenninates all prior and.-"or contemporaneous
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 predstavuje iiplnou dohodu a
konecné ujednani smluvnich stran v souvislosti s
predmeteni teto smlouvy a nalirazuje a vypovida
veskera drivejsi a-’nebo soucasna ujednani a-’nebo
diskuze mezi stranami, pisemne ci ustni, prime ci
neprimé,jakymkoli zpfrsobem souvisejici s predmetem
této smlouvy. Tuto smlouvu nelze ménit, upravit,
modifikovat nebo jakkoli pozmenitjinak nefi: pisemnou
dohodou podepsanou vsemi stranami.

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

19.9 Jakekoli oznameni nebo jine sdéleni
poiadované nebo povolene podle teto smlouvy se
povazuje za dostatecne poskytnute, pokud je dorucene
v pisemne podobé osobné, prostrednictvim celostatné
uznane kurymi sluzby s dodanim do druhého dne (napr.
Federal Express) nebo prostrednictvim doporucene at
certitikovane posty s dorucenkou s predplacenym
postovnym na nize uvedene 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 oflogging in all required systems, databases

Zadavatel je povinen pred samotnym spusténim Studie
realizovat a odsouhlasit akceptacni testy s povérenym
zastupcem Zdravotnického zarizeni, kde bude ovéren
proces prihlaseni se do vsech pozadovanych systemfi,
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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 ofthe 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 is 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. I81.-"2014 Coll., on
Cyber Security in the Healtheare Sector.
In this case. the Sponsor shall carry out the Study
solution using its own means (c.g. dedicated PCs for this
study, including Intemet connectivity — STAND
ALONE).

databazi a webovych stranek Zadavatele a fyzicke
odzkouseni prenosu dat, prip. uploadu dohodnutych
testovacich souborti.

Akceptacnim testem se rozumi import anonymni
testovaci studie, ktera se do systemu vlozi a prijemce
studie potvrdi prijem dat ajejich korektnost.

Po realizaci zkusebniho prenosu tak zastupce
Zdravotnickeho zarizeni odpovedny za Studii potvrdi.
Ze je s pracovnim postupem srozumén a potvrdi jeho
funkcionalitu. Dana akceptace je postacujici a zastupce
Zdravotnickeho zarizeni se stava garantern za toto
reseni. O vysledcich zkusebniho prenosu a akceptace
resent infonnuje Zadavatel oddeleni Centra informatiky
Zdravotnickeho zarizeni.

Zbezpecnostnich dfivodfl Zdravotnické zarizeni I
podporuje jen aktualni verzi aplikace Java.

V pripadé, Ze nelze Zadavatelem splnit podminky
provozu Zdravotnickeho zarizeni pro pouziti HW a SW
ve FN Brno, si Zdravotnicke zarizeni I vyhrazuje pravo
neprijmout splneni pozadavkifr Zadavatele neuvedenych
pred podpisem smlouvy. pokud dodatecne a
nepredlozené konfigurace a nastaveni budou v rozporu
s bezpecnostni politikou Zdravotnického zarizeni jako
provozovatele informacnich systémft zakladni slufiby
dle § 2 pism. i} zakona 6. 181.-’2014 Sb., o kybernetieke
bezpecnosti v odvétvi zdravotnictvi.
V tomto pripadé Zadavatel uskutecni reseni Studie
pomoci svych vlastnich prostrcdkfi (napr. dedikovanc
PC pro tuto studii. vcetne intemetove konektivity —
STAND ALONE).

If to Sponsor: Geron Corporation Je-li prij emcem 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 rukam: pravni oddeleni

E-mail:- E-mail:—
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With a copy to Vice President Le ' al Affairs at
the same address. and email:H

S kopii pro viceprezidenta pro pravni
na steine adrese a na emailové adrese:

zalezitosti

If to Institution:
Fakultni nemocnice Bnio

Je-li prijemccm zdravotnicke zarizeni
nemocnice Brno

: Fakultni

Jihlavska 20
625 00 Brno
Czech Republic

.Iihlavskt'1 20
625 00 Bmo
Ceska republika

Attn: Director K rukain: reditele

Phone - Tartan: -
E-mai1=- E-mai1= —

If to lnvestiiator:

Fakultni nemocnice Brno

Je-li iriiemcem zkouserci lékat:

Fakultni nemocnice Brno

Jihlavska 20
625 00 Brno
Czech Republic

Jihlavska 20
625 00 Brno
Ceska republika

Phone: - T~=1@f@nr -
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Ifto CRO: Je-li prijemcern CRO:

PAREXEL Intemational (IRL)
Limited

PAREXEL Intemational (IRL)
Limited

One Kilmainham Square One Kilmainham Square

Inchicore Road Inchicore Road

Kilmainham Kilmainham

Dublin 8 Dublin 8

Ireland Irsko

For MDS Study: V pripade studie MDS:

Attn: Project leader k rukam: Vedouci studie

Emai1=— E-H131-

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

19.11] Kterakoli strana a zkousejici lékar mohou
zménit svou adresu nebo telefonni cislo pro ucely
oznamovani tak, ze zaslou oznameni 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
ridit zakony Ceske republiky bez ohledu na rozpory
mezi zakonnymi ustanovenimi a ustanovenimi teto
smlouvy.

19.12 Sponsor’s Insider Trading Compliance Policy
is on Sponsor’s website at
http:-"'.-"ir.geron.eom.-"phoenix.zhtml?c=67323&p=iroI-
govl-Iighlights. Institution and Investigator will comply
with Sponsor’s Insider Trading Compliance Policy at
all times.

19.12 Zasady dodrfiovani pravidel pro obchodovani
zasvécenych osob jsou k dispozici na webovych
strankach zadavatele na adrese
http:.-"'.-"ir.geron.eom.-"phoenix.zhtml‘?c=67323&p=irol-
govHighlights. Zdravotnicke zarizeni a zkousejici
lekar budou vzdy dodrzovat zasady zadavatele tykajici
dodrzovani pravidel pro obchodovani zasvecenych
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 mfize je vyhotovena ve ctyrech
(4) stejnopisech, sjednim (1) stejnopisem pro
zdravotnicke zarizeni, jednim (1) pro zkousejiciho
lekare, dvemi{2) pro CRO ajednirn (1) pro zadavatele,
z nichz kaidy z nich bude povazovan za original a
vsechny spolecné budou tvoritjednu a tutéz dohodu.
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Agreement will be deemed to be fully executed when Smlouva bude povazovana za radne uzavrenou po
signed by each of the Parties through written signature, podcpsani kafidou smluvni stranou prostrednictvim

pisemného podpisu.

IN WITNESS WHEREOF, the Parties hereto have NA DUKAZ CEHOZ smluvni strany teto smlouvy
executed this Agreement effective as of the Effective podepsaly tuto smlouvu, ktera vstoupi v platnost k vyse
Date set forth above. uvedenemu datu ucinnosti.
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Geron Corporation
Geron Corporation
(Sponsor & service recipient):
(Zadavatel a pi‘-ijemee sluzeb):

(Signature of Authorized Official)
(Podpis opravneneho zastupce}

(Typed or Printed Name and Title) Date
(Jmeno a funkce napsane hhlkovym pisrnem nebo Datum
vytistene)

PAREXEL International (IRL)
Limited
PAREXEL International (IRL)
Limited
(CRO & Payment Agent):
(CRO a platebni zprostredkovatel):

(Signature of Authorized Official)
(Podpis opravnéneho zastupee)

(Typed or Printed Name and Title) Date
(Jmeno a funkce napsane hfrlkovym pisrnem nebo Datum
vytisténe)

Fakultni nemocnice Brno:

(Signature of Authorized Official)
(Podpis opravneneho zastupee)

prof. MUDr. Jaroslav Stérha, Ph.D Date
Datum
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(Signature of Investigator)
(Podpis zkousejiciho lékare)

Date
Datum
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Exhibit A — Budget and Payment Schedule Priloha A — Rozportet a harmonogram plateb

Sponsor
Zadavatel

Gcron Corporation
Gcron Corporation

Protocol Number
Cislo protokolu

63 93 593 7l\/IDS3 001
6393593-7MDS300l

Principal Investigator
Hlavni zkousejici
Institution Name
Nazev zdravotnickeho
zarizeni

Fakultni nemocnice Brno

Part 2 Estimated Cost per
Subjeet*
Cast 2 Odhadované naklady
na subjekt*
Date of Budget
Datum rozpoctu

12 March 2020

Protocol Version

Cost Per Subject Naklady na subjekl

\ |s|t Paw ment Summary Table* Souhrnna tabulka plateb za na\ §ti§vu*

Part 2 l Cast 2

ii
- 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. Ifthe Subject has not attended
all visits, then payment will only be made for the actual
visits attended. A detailed breakdown ofthe assessments
performed per visit that are included in this summary can
be found in the attached Budget Grid.

*Celkova castka za subjekt predpoklada. ze se subjekt
zucastnil vsech navstev studie uvedenych ve vyse
uvedene souhrnne tabulce plateb za navstévu. Pokud se
subjekt nezucastnil vsech navstev, bude platba
provedena pouze za navstevy. kterych se skutecnc
ziieastnil. Podrobny rozpis vysetreni provedenych za
navstevu, ktera jsou obsazena v tomto souhrnu, lzc
nalezt v prilozeném rozpisu rozpoctu.
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1. Cost Per Subject: 1. Naklady 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, ktera ma byt vyplacena zdravotnickemu zarizeni
za dokoneeny subjekt, je uvedena ve vyse uvedene
tabulce (,.naklady na subjekt“) a v pripojenem rozpisu
rozpoctu. Zdravotnicke zarizeni bude fakturovat pouze
skuteenou navstevu uskuteenenou v souladu s
protokolem studie dle platebnich podminek [odstavcc
Faktury).

All payments will be made at a rate ot ninety percent
(90%) of the visit cost based on number ofeornpleted visits
occurring in the calendar quarter being invoiced and
verified with corresponding eCRFs entered in the E-DC
(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 ofa valid
invoice in accordance with this Agreement. All
payments will be made electronically to the bank
account in the payee details provided by Institution.

Vsechny platby budou provedeny ve vysi devadesati
proccnt (90 911) nakladii za navstevu na zaklade poctu
navstev dokoneenych v kalendarnim etvrtleti. ktere byly
fakturovany a overeny odpovidajieimi formulari eCRF
zadanymi do systemu EDC (elektronicky system pro
shroinazdovani dat]. Zbyvajicich deset procent (I0 %)
bude vyplaceno na konci studie. az budou vyreseny
vsechny dotazy. Vsechny platby budou provedeny do
triceti (30) dnfi od data obdrzeni platne faktury v souladu
s touto smlouvou. Vsechny platby se budou provadet
elektronicky na bankovni fleet uvedeny v udajich
prijemce, ktere poskytlo zdravotnicke zarizeni.

2. Enrollment: 2. Nabor 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 ureena k hodnoceni subjektfi v souladu s
protokolem. Zadavatel mfize tuto smlouvu ukoneit,
pokud z_iisti, ze iisili o nabor subjektii neni uspokojive.
Jakmile bude nabor subjektft do studie dokoneen. bude
zdravotnicke zarizeni pisemne vyrozumeno a nabor
suhjektft ukonei.

3. Site Fees and Conditional Procedures *): 3. Pop1atky_praeoviste a podminene postugy: *)

242054 63935337MDS300l CZE CZl0050 INS INVIBilingual 202003 l3_0.2
Page 38 of58



W

2420~4 ems mmosiooi czi: cziooso INS rm -Bilingual 2020011 3_0 2
Page 39 of *8



I"
2420~4 ems mwlosiool czl: czlooso INS IN\ -Bllillgual 202001 I l_0 2

Page 40 of *8



.’\’Oi\’-REFIIMIJABLE START UP FEES: A one-time
non-refundable payment for start-up related activities
(e.g. initial pharlnaey 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

NEVRA rive PoéireéviPOPLA TKY: .Ied1torazova
nevratna platba za einnosti spojene se zahajenim studie
(napr. poeatceni poplatky lekame, vypracovani
regulaenich dokumentfl, priprava, administrace a
predlozeni protokolu a souvisejicich dokumentii IRB EK
apod.) bude provedena na Zaklade schvaleni ze strany
IRB.-"EI( a po dokoneeni ilvodni navstevy pracovlste
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and final compensation for all activities associated with Tato platba predstavuje uplnou a konecnou odmenu za
Study initiation. veskere einnosti souvisejici se zahajenim studie.

*.S‘CREENING 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 he paid per screen failure at a maximum of(l)
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 perfonned 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.

*.v£e-SPES.-W SCREENING: Predpokladany poeet
neuspesnych SCfBBH1l1g0 je zaelenen do smlouvy za ty
subjekty, ktere daly souhlas, ale nesplnuji pozadavky
protokolu na zplflsobilost. Platba za nelllspesne screeningy
bllde provedena za kazdy neuspesny screening pri
maximalnim poctu (1) neuspesného screeningu na kazdy
(1) randomizovany subjekt a bude zahrnuta do
pravidelnych plateb za navstévu subjektu. Pokud
zkousejici lekar zjisti. ze po prezkoumani veskere
dostupne klinicke dokulnentace musi byt provedeny ureité
screeningove testy nebo laboratore vyhradne za ucelem
potvrzeni zplflsobilosti subjektu pro studii, protoze se tyto
postupy standardne neprovadely, nebo se provadely mimo
screeningove okno a je treba je zopakovat, mohou byt
naklady na tyto postupy fakturovany podle tohoto bodu 3.

*5‘UBJECT REIMBUIi'SE'i1<1'E1\"T, MEALS & TR/I VEL:
The Institution shall be reimbursed for the patient travel
and meal costs of the enrolled Subjects. duly approved
by the Ethics Colnlnittee. 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 alnount equal to Patient
travel reimbursement of one enrolled Sub'ect who
completes all visits, estimated intThe
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 uarters of de osit. additional deposit in
the amount ofqiwill be provided to the
Institution

"'NA'HRADA ZA VYDAJE, STRA VU A CESTOVNE
soeaizxrtit ZDRAVOTNICKEMU ZARIZENI budou
proplaceny Etiekou kolnisi sehvalene kolnpenzace
pacientflm a naklady na cestovne a stravu
ZARAZENYCH SUBJEKTLI. ZDRAVOTNICKE
ZARIZENI musi mit k dispozici dostateene zaznamy k
prokazani plateb provedenych ZARAZENYM
SUBJEKTTJM. l< pokryti poealeemch nakladti poskytne
CRO ZDRAVOTNICKEMU ZARIZENI zalalill VC
vysi. ktera se rovna eastce za nahrady za cestovne pro
jeden ZARAZENY SUBJEKT pri dokonecni vsech
navstev v castce Zalohova platba bude
provedena po uzavreni teto SMLOUVY a obdrzeni
faktury ze strany ZDRAVOTNICKEI-IO ZARIZENI. v
pripade, Ze zaloha nebude ZDRAVOTNICKYM
ZARIZENIM pouzita. bude vracena CRO v plne vysi
nebo pomerne na zaklade skuteene dokoneenych
navstev a nahrad castek za cestovne skuteene vzniklych
ZARAZENVMI SUBJEKTY a vyplacenych
ZARAZENYM SUBJEKTUM. Po vyeerpani in etvrtin
zalohy bude Zdravotnickemu zarizeni poskytnuta dalsi
zaloha vc v5/512
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*ANN[.-IAL ADMINISTRA TIVE/I-IIAI.-’\-'TENANCE
FEES: An Annual Administrative.-"Maintenance Fee
will be reimbursed per year following the first year.
Reimbursement is for the combined administrative time
required tor maintenance of regulatory

time to manage ongoing administrative Study
requirements.

binders.-‘documents and the costs associated with staff

*ROCvr' sPRA'l/;vr'/U1)RZOV,lci POPLA TKY:
Rocni spravnifudriovaci poplatek se bude hradit
jedenkrat roene po prvnim roce. Poplatek Zahrnuje
platbu za cas na administrativu potrebnou k udrzbe
regulaenich poradaefl.-"dokumentlIl a naklady spojcne s
pracovni tlobou personalu. ktcry prilbeine vyrizujc
adlnillistrativni pozadavky studie.

*SAE REIMBL-’RSEME.-\"T.- lllstitution will be
reimbursed per serious adverse evellt which occurs for
an Institution Study Subject. Reimbursement is for time

reports to the IRB.-"EC .
associated with the review, preparation, and submittal of

*PROPLACE.-Vi SAE: Zdravotnickemu zarizeni bude
proplacena kazda zavaina nezadouci prilloda, ktera
nastane u subjektu studie ve zdravotniekem zarizeni.
Poplatek zahrnuje eas spojeny s prezkumem, pripravou
a predlozcnim zprav IRB.-"EI(.
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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 zapsany nebo leeeny v rozporu s protokolem,
mohou byt uhrazcny az do okamziku, kdy podle nazoru
zadavatele a.-"nebo CRO doslo k poruseni.

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 spolecnost Geron
Corporation a originaly spravne vyplnenych faktur s
rozepsanymi polozkami zasilejte spolecne s prislusnou
prflvodni dokumentaci na nize uvedenou e-lnailovou
adresu kc zpracovani spoleenosti Parexel (platebnirn
zprostredkovatele1n):

Payment will he lnade 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 lnade.
Calculations for all items specified in the budget shall

i

Platby budou provadeny 2x rocne na zaklade faktury.
Faktura bude vystavena poskytovatelem na zakladé
kalkulace poskytnute CRO , a to do 15 dnil od doruceni
kalkulace poskytovateli (prieemi datum dorueeni je
zaroverl datem uskutecneni zdanitelneho plneni).
Kalkulace bude poskytnuta na veskere poloiky uvedene
v rozpoetu. Splatnost faktury cini 45 dni od doruceni. Pri
pozdni ilhrade je poskytovatel opravnen uctovat [lrok z
prodleni v zakonne vysi..
Vpripade, ze CRO nedoruei poskytovateli kalkulaci
veas v souladu s harmonogrameln uvedenym
v predchozim textu, a dale v pripade pozdni uhrady je
poskytovatel opravnen pozastavit zadavani dat do
databaze. a to az do provedeni prislusne uhrady.
Kalkulaci na

fig‘

Invoices must be e-rnailed to:

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

Pokud z nejakeho dlflvodu nemlflzete fakturu
zaslat e-mailem, odeslete ji prosim postou na
adresu:
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Gcron Corporation Gcron Corporation

c.-"o Parexel Intemational (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 3249971141-I DIC.-‘VAT IE 32499711-IH

All invoices must contain the following information: Vsechny faktury musi obsahovat nasledujici informace

(H) Gcron Corporation c.l'o Parexel
Ireland

(H) Gcron Corporation c.l'o Parexel Irsko

(bl Protocol Number (bl eislo protokolu

(<1) Invoice Number (<1) cislo faktury

(<1) Invoice Date (<1) datum vystaveni faktury

ts) Place, Date. Description and Cost of
Services Provided

ts) misto, datum, popis a cena
poskytnutych sluzeb

11‘) CRO Project Number 11‘) cislo projektu CRO

ts) Total amount payable ts) celkova splatna eastka

thl Exchange rate used (where
applicable)

thl pouzity smenny kurz (je-li potreba)

ti} Investigator Name ti} jrneno zkousejiciho lekare

U) Site Number U) cislo pracoviste

(kl Investigator National Provider
Identification (NPI) Number

(kl identifikaeni eislo pracoviste (ICP)
zkousejiciho lekare

(1) Payee Name and Address (per this
Agreement)

(1) jméno a adresa prijemce platby
(podle teto smlouvy)

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

(H) Date of Supply (H) datum uskuteeneni plnenl
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All Subject identifiable personal infonnation (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.

Drive nez zdravotnicke zarizeni zasle tuto dokumentaci
CRO, musi byt 2 faktur a souvisejici dokumentace
zdravotnickym zarizenirn odebrany vsechny osobni
udaje subjektu, na zaklade kterych by bylo moine je
identifikovat (napr. jméno, datum narozeni, inicialy
atd.).

6. Final Payment 6. Zavereené 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 uvedene se zavereena platba veetne
vyse popsane srazky vyplati po dokoneenl
nasledujicich cinnosti:

(a) all required Subject visits have been
completed

(a) vsechny pozadovane navstevy subjekth
hodnoceni byly dokonecny

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

(b) zadavatel obdrzel vsechny udaje subjektu ve
fomie ureene zadavatelem a vhodne pro analyzu

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

(c) vsechny dotazy ohledne objasneni lidajil byly
vyreseny ke spokojenosti zadavatele

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

(d) zadavatel overil, Ze veskera dokumentace
vyiadovana piedpisy je uplna

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

(e) zdravotnicke zarizeni vratilo veskere
poiadovane vybaveni, leky a ostatni materialy

(i) the Study close-out visit has been completed (i) zavereena navsteva v ramci studie byla
dokoneena

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 zarizeni bude lnit sedesat (60) dni od
doruceni zaverecne platby podle teto smlouvy na to,
aby zjistilo jakekoli nesrovnalosti a vyresilo jakekoli
neshody s CRO ohledne 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
ukonceni studie ve zdravotnickem zarizeni. Faktury
prij ate po tomto okamiiku 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 ukonei studii pred
dokoncenim, budou uhrazcny, jak je stanoveno v teto
smlouve, sluzby a poplatky za ty postupy, ktere byly
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to the effective date of the premature termination of the
Study.

provedeny pred datem ueinnosti predeasneho ukoneeni
studie.

7. TAX 1. 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.

Vsechny poplatky a vydaje v tomto hamionogramu
jsou uvedeny bez DPI—I.»"GST nebo jakekoli prislusne
dane. Vsechny platby podlehaji srazkove dani.

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

Faktury predlozene za provedene sluzby a vynalozene
naklady nesmeji uplatrlovat DPHEGST, protoie pro
ueely DPH.-’GST jsou tyto sluzby jsou povazovany za
vyvozni. Mistem poskytovani sluzeb je lnisto, kde sidli
prijemce sluzeb. Vzhledem k tomu, ze zadavatel sidli
ve Spojenych statech amcrickych, nebude za sluzby
poskytnute zadavateli Elctovana zadna DPH.-*'GST.

8. Payee Details 8. Tldaje o prijemci plateb

Payee Payee Details
Prijelnce plateb Udaj e o prijelnci plateb

Protocol Number 63935937MD30001
Cislo protokolu
Site Number
Cislo pracoviste
Payee Name
Nazevrjlneno prijemce plateb

Fakultni nemocnice Brno

Payee Address
Adresa prijemce plateb

Jihlavska 20

Address Line 2
2. radek adresy
Address Line 3
3. radek adresy
Province.-‘State.-‘Country
Provinciefstatfzeme
City
Mesto

Brno

Postal Code
Postovni smerovaci cislo

625 00

Country
Zeme

Czech Republic

Payee Contact
Kontaktni osoba prijemce plateb

242054 63935337MDS300l CZE CZl0050 INS INVIBilingual 202003l3_0.2
Page 49 of58



Payee Contact Phone Number
Kontaktni telefonni eislo prijemce plateb
Remittance E-lnail Address
E-mailova adresa pro lflhradu
General Finance contract e-mail address if different
from above
Kontaktni e-mailova adresa pro vseobecne finaneni
zalezitosti, pokud se lisi od vyse uvedene
NPI
ICP
Tax ID (VAT.-"GST Registration.-"TIN.-"'SSN) V
DIC (registrace k DPH .-" k dani z obratu .-" DIC rodne
eislo)

CZ65269705

Bank Account Holder Name
Jmeno vlastnika bankovniho uetu

Fakultni nemocnice Brno

Bank Account Number
Cislo bankovniho uetu
IBAN { International Bank Account Number)
IBAN (mezinarodni eislo bankovniho uetu)

_N
Bank Name
Nazev banky

Ceska narodni banka

Bank Number
Cislo banky

0710

Bank Identification Code (ABA Routing
Number.-FSWIFT)
Identifikaeni kod banky (smerovaci eislo ABA.-"SWlFT)
Variabilni symbol zprava pro prijemce

_

—:
Bank Type
Typ banky

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

Cheete-Ii zajistit radnou uhradu platby,
presvedete se, ie jsou vsechna vyse uvedena
pole vyplnena.

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 pripade, fie se udaje prijemce plateb v prflbehu studie
zmeni. slnluvnl strany souhlasi s tim, ze nebudou
vyiadovany iadne zmeny teto smlouvy za
predpokladu, ze zdravotnicke zarizeni pisemne oznami
CRO nove udaje prijemce plateb na nasledujici e-
mailovou adresu:
 
CRO neprebira zadnou odpovednost za nespravne
udaje prijemce plateb, ktere poskytlo zdravotnicke
zarizeni nebo jeho zastupce.
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Exhibit B — Definitions Pfiloha B — Vymezeni pojmii

“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 ofmore 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.

,,Pridruieny subjekt“ znamena v souvislosti s
kteroukoli stranou teto smlouvy jakoukoli spoleenost,
partnerstvi nebo j iny subjekt, ktery primo at neprimo
tuto stranu ltontroluje, je ji kontrolovan nebo je pod
spolecnou kontrolou s touto stranou. Pro ucely teto
detinice znamena ,,kontrola“ skutecne vlastnictvi vice
nefi padesati (50) proccnt vydanyeh hlasovacich podilfi
nebo zakonnou moc fidit nebo ovlivfiovat fizeni
pfedstavenstva spoleenosti, partnerstvi nebo jineho
takového subjektu, prieemi pojem ,,kontrolovan‘“ bude
vykladan odpovidajicim zpfisobem.

“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 ofthe
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.

,,Platne pravni piedpisy“ znamenaji jakykoli
mezinarodni, narodni, federalni, statni, regionalni,
konstitucni at mistni vladni zakon, predpis, pravidlo,
poiadavek, zakonik, narizeni nebo vyhlasku, ktere se
tykaji kterekoli strany nebo studie, slufieb nebo teto
smlouvy, ale i aktualnich pokynfl pro spravnou
klinickou praxi Mezinarodni konference pro
harmonizaci technickych poiadavkfi na registraci
farinaceutickycli humannich pripravkft, tema E6:
Pokyny pro spravnou kliniekou praxi a prislusne verze
Helsinske deklarace Svétové lékarske asociace a (v
pouiitelnych pripadech) pravidla urcujici spravnou
vyrobni praxi a spravnou laboratorni praxi a pravidla
ureujici shromaidbvani, zpracovani a pfedavani
osobnieh udajfi a shromaI"Zd’ovani a uchovavani vzorkfi
lidské tkane a provadéni testfl 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.

,,Dokonceny subjekt hodnoceni“ predstavuje jakykoli
subjekt studie, ktery dokoneil piedepsanou lecbu
subjektu ve studii v souladu s protokolem a za ktereho
byly odevzdany kompletni, ovérené dotazniky
eCRF.»"CRF zadavateli.

“Confidential Information" means any and all material
and infonnation {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

,,Df1vérnymi informacetni“ se rozumi veskere materialy
a informace (pisemne, iistni, elektronicke nebo jine],
kterymi jsou: {a} informace sdélené zadavatelem nebo
jménem zadavatele zdravotnickemu zarizeni,
zkousejicimu lekari nebo personalu studie, mimo jiné
veetne informaci o hodnocenem piipravku a vsech
informaci tykajicich se studie, hodnoceneho piipravku,
protokolu, broiury pro zkousejiciho lekare nebo planft
vyvoje produktu zadavatele; nebo (b) infomiace
vyvinuté, ziskané, generované nebo vypracovane
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of perfonning the Study, including but not limited to,
eCRFsl"'CRFs, data, documents, records, biological
samples, Reports, safety information, Inventions, and
Study Results.

zdravotnickym zarizenim, zkousejicim lekarem nebo
personalem studie na zakladé provadéni studie, vcetné
mimo jine dotaznikfi eCRF.-*'CRF, udajfi, dokumentfi,
zaznamii, biologickych vzorkfi, zprav, bczpecnostnich
informaci,vynalezf1 a vysledkfi 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 zaznamy subjektu hodnoceni) jsou
dotazniky v papirové nebo elektronické podobe
pouiivané konkrétné zdravotnickym zarizenim a
zkousejicim lékaiem v souladu s protokolem pro ucely
hlaseni udajfi 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 zaiizeni, stroje, poeitaee nebo
jine hmotné poloiky, ktere mfiie zadavatel zapfijcit
zdravotnickemu zarizeni k provadéni studie. Zarizeni
mfiie zahrnovat napfiklad elektrokardiogram (,,EKG“)
av-"nebo zarizeni Holter, notebook nebo jine zarizeni.

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

,,Plné spolupracovat“ znamena poskytnout soucinnost
pii dosahovani urcitého cile ci ucelu.

“Intellectual Property Rights" refers to existing andfor
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 fonns 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 patentfi, fiadosti o patent, obchodni
znacek, obchodnich nazvfl, servisnich znaéek, nazvfl
domén, autorskyeh prav, moralnieh prav, prav v
databazich a k nim (vcetne prav pro zabraneni ziskani
nebo opetovneho pouiiti informaci 2 databaze),
konstrukcnich prav, topografickych prav, know-how,
obchodnich tajemstvi a vsech prav nebo zpfisobfi
ochrany podobne povahy nebo takovych, ktere maji
stejny nebo obdobny ucinek vfici kterymkoli 2 tech,
ktere mohou existovat kdekoli na svete, at’ ufz jsou
jakekoli 2 nich registrovane, vcetne fiadosti o registraci
nebo nejsou; dale pak prava k pouiiti, prava k
zuiitkovani, prava k vyuiiti a licence, at’ ui bez
licenéniho poplatku, nebo jine.

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

,,Hodnoceny pripravek“ znamena novy hodnoceny lék
Imetelstat, ktery je pfedmetem 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 ofeonduet of the Study; (b) based on,
incorporating or derived from Confidential
Infonnation; 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.

,,Vynalezy“ znamenaji vseehny vynalezy, objevy,
vylepseni, obchodni tajemstvi, know-how, metody a
postupy, at‘ ui patentovatelné, nebo ne, koncipovane,
vyrobene, uvedene do praxe nebo vyvinute, zcela nebo
zcasti, zdravotnickym zafizenim, zkousejicim lékafem
nebo personalem studie: a) v dftsledku provadeni
studie; b) zaloiené na dfivemych infonnacich nebo z
nich odvozené; nebo (c) které se néjakym zpfisobein
tykaji protokolu nebo hodnoceneho piipravku, vcetne
jeho podavani nebo pouiiti (samostatné nebo v
kombinaci s jakymkolivjinym lékem nebo zafizenim),
reeeptury, vyroby, meehanismu nebo sloiieni, jakoi i
jakychkoli derivatfi, potomkft, nebo vylepseni, ktera 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.

,,Zkousejiei lekaf“ je osoba zodpovedna za provadeni
studie ve zdravotnickem zarizeni. Pokud studii provadi
tym osob ve zdravotnickém zarizeni, je zkousejici lékaf
odpovedny vedouci tohoto tymu a mflie 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.

,,Publikaei“ se rozumi clanek, stat’, rukopis, zprava,
plakat, internetovy prispevek, prezentacni snimky nebo
pisemne shrnuti, abstrakt, pfehled, video, instruktaini
material nebo jine zverejnéni vysledkfi studie v tisténe,
elektronické, ustni nebo jine forme.

“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“ piedstavuji jakekoli informace tykajici
se identifikované nebo identifikovatelné fyzicke osoby;
za identifikovatelnou osobu povaiujeme osobu, kterou
lze primo ci neprimo identifikovat, pfedevsim odkazem
na identifikacni cislo nebo najeden ci vice faktorfi,
ktere jsou specifické pro jeho.-‘jeji fyzickou,
fyziologickou, dusevni, ekonomickou, kulturni ei
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.

cu,,Narusenim bezpecnosti osobnieh udaju se rozumi
naruseni zabezpeceni, ktere vede k nahodnemu nebo
protipravnimu zniceni, ztraté, zméné nebo
neopravnénemu poskytnuti nebo zpristupnéni
pfenasenych, uloienych nebo jinak zpracovavanych
osobnieh udajft.

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

,.Zpracovani“ znamena jakoukoli operaci nebo soubor
operaci, ktere se provacléji s osobnimi uclaji, at’ jifi
automaticky, nebo ne, napr. 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, uchovavzini, adaptace
nebo zmény, ziskani, konzultace, pouiiti, predani
prenosem, sirenim nebo zpfistupnénim jinym
zpfisobem, usporadani nebo kombinovani,
zablokovani, vymaz nebo zniceni.

“Reports” means any reports that are required by the
applicable regulatoly committee for the Study.

,,Zpravy“ predstavuji jakekoli zpravy, ktere vyfiaduje
prislusna regulacni 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 jakekoli prostory a vybaveni
zdravotnickeho zarizeni, ktere se vyuiivaji k provadéni
studie.

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

,,Sluiby“ predstavuji slufiby, ktere poskytuje
zdravotnicke zarizeni, zkousejiei lel-taf afnebo personal
studie podle podminek teto smlouvy.

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

,,Studii“ se rozumi klinicke hOdnOCeni, jak je
definovano v protokolu.

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

,,Hodnoceny pfipravek“ pfedstavuje hodnoceny
pripravek nebo hodnocené piipravky zadavatele,
vcetné hodnoceneho leku a-"nebo placeba, srovnavaciho
prostfedku nebo jakehokoli jineho kontrolniho
materialu definovaneho 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 infonnation and.-‘or
instructions on how the Institution and Investigator
shall conduct the Study. Study Instructions may be
transmitted from CRO or Sponsor to Institution andfor
Investigator by personal delivery, fax, e-mail,
registered post, certified post or courier.

,,Pokyny ke studii“ piedstavuji jakykoli pisemny
dokument, krome protokolu, vydany CRO nebo
zadavatelem, ktery se konkretné tyka studie nebo na ni
odkazuje a ktery poskytuje dalsi infonnace a-“nebo
pokyny k provadéni studie ze strany zdravotnickeho
zarizeni a zkousejiciho lekare. Pokyny ke studii lze
prenaset od CRO nebo zadavatele na zdravotnicke
zarizeni afnebo zkousejiciho lekare osobnc, faxem,
clcktronickou postou, cennym psanim, doporuecnou
postou nebo kuryrem.

“Study Personnel” means any employees of Institution,
andfor 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

,,Personal studie“ predstavuje jakekoli zaméstnance
zdravotnickeho zarizeni afnebo dodavatele najaté
zdravotnickym zaiizenim nebo zkousejicim lékafem,
ktefi se ucastni provadéni studie, vcetné
spoluzkousejicich, koordinatorfi studie a jakychkoli
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employees of Institution who assist Institution and
Investigator with the Study.

dalsich dodavatelfi, zastupcii a zamcstnancil
zdravotnickeho zarizeni, ktefi pomahaji
zdravotnickemu zarizeni a zkousejicimu lékari 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.

,,Vyslcdky studie“ pfedstavuji veskcre metody, udaje,
informace, dokumenty, zpravy, laboratorni zaznamy,
biologicke vzorky, vysledky, eCRF.-"CRF, nalezy,
analyzy, zavéry ajakykoli dalsi material a vysledky,
které prime ci 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 doplfikovou 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 andfor to make important trial-
related decisions (e.g., associates, residents, research
fellows).

,,Spolu2kousejiei“je jakykoli elen studijniho tymu
urceny Zkousejicim lékafem ve zdravotnickem
zarizeni, ktery na néj dohliii. Jeho ukolem je provadét
dfileiite postupy souvisejici s klinickym hodnocenim
a.-"nebo cinit dflleiita rozhodnuti souvisejici s klinickym
rozhodnutim (napf. spolecnici, interni zamestnanci,
kolegove 2 vyzkumu).

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

,,Subjekt hodnoceni“ je osoba, ktera se ueastni stu
ktera je identifikovana v podepsanem formulari
informovanelio souhlasu.

die a
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