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with such inspection and invite ICON and the
Sponsor to be present. The
Institution/Investigator agrees to provide the
Sponsor and ICON with copies of all
Regulatory Authority documentation including
but not limited to correspondence, statements,
warnings, enforcement actions, pleadings,
summons, forms and records that the
Institution/Investigator receives as a result of
or in anticipation of an inspection. The
Institution/Investigator shall notify ICON of any
legal action taken on any inspection by a
Regulatory Authority.

Records

The Institution/Investigator  shall  allow
authorized personnel of ICON, the Sponsor
and any Regulatory Authority to monitor the
Study, and all records required by the
Regulations during normal business hours, or
as otherwise required by law, and to:

Inspect Case Report Forms for completeness
and detailed compliance with the Protocol;
and

Review Investigational Product accountability
records for completeness and accuracy, and

Inspect source documents, including but not
limited to, hospital/clinic records, relevant to
the preparation of the Case Report Form. Any
audit by ICON/Sponsor of source documents
shall be performed with due regard for patient
confidentiality.

CONFIDENTIALITY

Confidential Information

For the purposes of this Agreement
“Confidential Information” means any data,
documentation, records and information in
whatever form related to the terms of this
Agreement and/or the Study and/or the
Investigational Product that is provided to the
Institution, Investigator or the Study Personnel
by ICON or Sponsor or their respective
employees or agents or is otherwise
developed or generated in connection with the
discussions and negotiations pertaining to, or

zkousejici souhlasi stim, Zze bude pfi takové
inspekci  spolupracovat a pfizve k UCasti
spole¢nost ICON a zadavatele. Zdravotnické
zarizeni / zkou$ejici souhlasi s tim, ze poskytne
zadavateli a spole¢nosti ICON kopie veskeré
dokumentace kontrolniho ufadu, mimo jiné
v€etné korespondence, vyjadreni, varovani,
donucovacich opatreni, procesnich materiald,
predvolani, formuldit a zaznam(, které
zdravotnické zarizeni/ zkou$ejici obdrzi v
disledku inspekce nebo pfi jejim ocekavani.
Zdravotnické  zafizeni/  zkou$ejici  bude
informovat spole¢nost ICON o vS8ech pravnich
Ukonech provedenych kontrolnim ufadem na
z3akladé inspekce.

Zaznamy

Zdravotnické  zafizeni/ zkouSejici umozni
opravnénym  osobam  spole¢nosti  ICON,
zadavatele a jakéhokoli kontrolniho dradu
monitorovat klinické hodnoceni a vSechny

zaznamy vyzadované pravnimi predpisy béhem
bézné pracovni doby nebo jinak, jak vyzaduje
zakon, a:

zkontrolovat, zda jsou =z&znamy subjektu
hodnoceni kompletni a plné odpovidaji protokolu;
a

prezkoumat uUplnost a presnost dokladi o
dopocitatelnosti/evidenci hodnoceného IéCiva; a

zkontrolovat zdrojové dokumenty, mimo jiné
véetné nemocnicnich/klinickych zaznamUl
potfebnych pro pfipravu zaznamu subjektu
hodnoceni. Jakykoli audit zdrojovych dokumentt
ze strany spolecnosti ICON/zadavatele bude
provedena s nalezitym ohledem na zachovani
daveérnosti udaji pacienta.

MLCENLIVOST

Dlvérné informace

Pro ucely této smlouvy se ,duvérnymi
informacemi* rozumi veskeré udaje,
dokumentace, zaznamy a informace v jakékoli
podobé souvisejici s podminkami této smlouvy,
klinickym hodnocenim a/nebo hodnocenym

léCivem, které jsou spoleCnosti ICON i
zadavatelem nebo jejich prisludnymi
zameéstnanci ¢i zastupci poskytnuty

zdravotnickému zafizeni, zkouSejicimu nebo
pracovnikim studie nebo jinak vytvofeny G&i
ziskany ve spojitosti s diskusemi a jednanimi, jez
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in the course of performing this Agreement
including but not limited to the Protocol, Study
Data, and Clinical Investigator Brochure.

The Institution/Investigator agrees to hold all
proprietary and/or Confidential Information in
the strictest confidence, and shall not disclose
the same to any third party without the express
written permission of the Sponsor or ICON.

Agreement Not to Disclose

The Institution/Investigator agrees not to
reveal such Confidential Information to third
parties, other than those Study Personnel who
need to know such Confidential Information
for the conduct of the Study and shall
safeguard the Confidential Information with
the degree of care normally afforded
Confidential Information and shall ensure that
any persons who need to know Confidential
Information for purpose of the Study are
bound by substantially similar confidentiality
obligations as are set out herein prior to
disclosure of such Confidential Information.

The Institution/Investigator agrees to use
Confidential Information only for fulfilling
its/his or her respective obligations under this
Agreement. If requested by ICON, the
Institution/Investigator shall promptly return all
such Confidential Information to ICON at the
end of the Study, (other than items required
under Retention/Transfer of Clinical Study
Site File, Section 3.3.3 above).

The obligations of nondisclosure do not apply
when:

The information is in the public domain or
becomes publicly available through no fault of
the Institution/Investigator or any Institution
employee;

The Institution/Investigator  knows the
information before receipt from ICON, as
evidenced by its/his or her written records;

se tykaji této smlouvy nebo jez se uskuteénila v
jejim prabéhu, mimo jiné véetné protokolu, udajd
klinického hodnoceni a souboru informaci pro
zkousejiciho.

Zdravotnické zafizeni / zkous$ejici souhlasi s tim,
Ze bude zachovavat pfisnou mi¢enlivost ohledné
v8ech chranénych a/nebo davérnych informaci a
tyto informace nesdéli bez vyslovného
pisemného souhlasu  zakladatele  nebo
spolecnosti ICON zadné treti strané.

Dohoda o miéenlivosti

Zdravotnické zafizeni / zkou$ejici souhlasi s tim,
Ze nesdéli takové davérné informace jinym tretim
stranam nez pracovnikim klinického hodnoceni,
kteri tyto dvérné informace potiebuji znat pro
provadéni klinického hodnoceni, a zabezpeci
divérné informace s takovou péci, kterd je u
ddvérnych informaci obvykld, a zajisti, aby se na
osoby, jez potfebuji divérné informace znat pro
ucely klinického hodnoceni, vztahovaly v zasadé
stejné zavazky tykajici se dlvérnosti, jako jsou
zavazky stanovené touto smlouvou, a to jesté
pred tim, nez jim takové dvérné informace
budou sdéleny.

Zdravotnické zafizeni / zkou&ejici souhlasi s tim,
Ze bude davérné informace pouzivat pouze za
UCelem plnéni svych pfislusnych zavazki
vyplyvajicich z této smlouvy. Pokud o to
spoleCnost ICON pozada, pfi dokonceni
klinického hodnoceni zdravotnické zafizeni/
zkousejici neprodlené vrati tyto veSkeré takové
davérné informace spolecnosti ICON (kromé
polozek poZadovanych podle ¢lanku 3.3.3 vySe —
Archivace/pifedani  dokumentace  klinického
hodnoceni na pracovisti).

Zavazky zachovavat miCenlivost neplati, pokud:

jsou informace vefejné znamy nebo se staly
vefejné dostupnymi bez pochybeni
zdravotnického zafizeni/ zkouSejiciho nebo
jakéhokoli zaméstnance zdravotnického zafizeni;

jsou informace zdravotnickému  zarizeni/
zkouSejicimu znamy dfive, nez je obdrzi od
spole¢nosti ICON, coz Ize dolozit pisemnymi
zaznamy zdravotnického zafizeni / zkou$ejiciho;
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The information is lawfully received from a
third party that has a right to make such
disclosure, who did not obtain such
information violating the Sponsor’s rights or
under obligation of confidentiality to the
Sponsor;

Regulations require disclosure to a court of
competent jurisdiction or government
authority provided that Institution/Investigator
shall first notify the Sponsor/ICON of any such
required disclosure and limit such disclosure
as far as possible under the Regulations;

The Sponsor and/or ICON grants prior written
permission for disclosure; and

The results of the Study are disclosed to third
parties in accordance with the provisions of
Section 6.6 herein.

Medical Confidentiality and Data Protection

jsou informace pravoplatné ziskany od treti
strany, ktera je opravnéna je sdélit a ktera tyto
informace neziskala poruSenim prav zadavatele
nebo se na ni nevztahoval zavazek micenlivosti
vici zadavateli;

pravni pfedpisy vyzaduji poskytnuti informaci
pfislusnému soudu nebo vladnimu ufadu za
predpokladu, Ze  zdravotnické  zafizeni/
zkous$ejici  nejdfive  takové  pozadované
zvefejnéni ¢i sdéleni oznami zadavateli/ICON a
omezi takové zvefejnéni Ci sdéleni v takovém
rozsahu, v jakém to umoznuji pravni predpisy;

zadavatel a/nebo spoleénost ICON udéli
pfedchozi pisemny souhlas s poskytnutim
informaci: a

jsou vysledky klinického hodnoceni tretim
strandm sdéleny v souladu s ustanovenimi
¢lanku 6.6 této smlouvy.

Diavérnost  Iékafskych

The Parties and Sponsor agree to comply with
applicable Regulations throughout the term of
the Agreement. It is the responsibility of each
Party and Sponsor to effect and maintain all
inventories and registrations for the
processing of Personal Data as required
under applicable Regulation. The Parties and
Sponsor shall cooperate and assist each other
with respect to any data protection impact
assessments and/or prior consultations with
Regulatory Authorities that may be required in
respect to processing that is carried out under
the Agreement.

The Parties agree to adhere to principles,
instructions and guidance contained into
Appendix 6 in relation to the processing of
personal data that may be necessary to
conduct the Study.

Prohibition on use of Inside Information

The Institution/Investigator agrees not to trade
in or to give advice regarding the securities of
the Sponsor when it is in possession of Study
Data or other information that constitutes
material non-public information of the
Sponsor.

informaci a ochrana
osobnich tdajl :

Smiuvni strany a zadavatel souhlasi, ze se po
celou dobu platnosti smlouvy budou fidit platnymi
pravnimi pfredpisy. Kazdd smluvni strana a
zadavatel jsou povinni zrealizovat a udrzovat
veSkeré inventare a registrace pro zpracovani
osobnich  Udajii  podle platnych pravnich
predpist. Smluvni strany a zadavatel budou
spolupracovat a vzajemné si pomahat s ohledem
na jakékoli posudky dopadu ochrany osobnich
Gdaji a/nebo predchozi konzultace s kontrolnimi
Ufady, které mohou byt vyZzadovany v souvislosti
se zpracovanim provadénym podle této smlouvy.

Smluvni strany souhlasi, Z2e budou dodrZzovat
zasady, pokyny a pouceni obsazené v pfiloze 6
v souvislosti se zpracovanim oscbnich udaja,
které mlzZe byt nezbytné pro provadéni klinického
hodnoceni.

Zakaz uzivani internich informaci

Zdravotnické zafizeni / zkou$ejici souhlasi s tim,
Ze nebude obchodovat s cennymi papiry
zadavatele ani poskytovat rady tykajici se
cennych papirll zadavatele, kdyZz bude mit
v drzeni Udaje klinického hodnoceni nebo jiné
infformace, jez jsou dalezitymi nevefejnymi
informacemi zadavatele.
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Use of name or trademarks

No Party shall make, place or disseminate any
advertising, public relations, promotional
material or any material of any kind using the
name of the other party, and/or the other
party’s subsidiary or affiliate companies or
using their respective trademarks, without the
prior written approval of the other Party or
Sponsor, as applicable. Provided that
Institution hereby consents on behalf of itself
and Investigator that Sponsor and/or ICON is
hereby authorized to disclose on one or more
clinical trial registries/databases Institution’s
and/or Investigator’s participation in the Study,
including, without limitation, identifying the
location and contact information for Institution
and all other locations where the Study is
conducted under this Agreement. ICON
and/or Sponsor shall also have the right to
make  appropriate  registration  entries
pertaining to the Study on
www.clinicaltrials.gov.  Additionally, the
Institution shall not make, place or
disseminate any advertising, public relations,
promotional material or any material of any
kind using the name of the Sponsor and/or the
Sponsor’s subsidiary or affiliate companies or
using their trademarks, without the prior
written approval of Sponsor.

Publication

The Parties acknowledge that the Sponsor
shall retain ownership of all original Case
Report Forms that result from this Study.
However, the Investigator shall have
publication or presentation privileges provided
such manuscript and/or abstract is submitted
to the Sponsor for review and comment sixty
(60) days prior to submission for publication or
sixty (60) days prior to presentation. If in the
Sponsor's  judgment, publication or
presentation at a given time would hinder the
Sponsor’s development of the Investigational
Product, the Investigator shall consider
modifying the publication or presentation
schedules accordingly. The
Institution/Investigator further agrees to delete
information identified by ICON or the Sponsor
as Confidential Information, prior to submitting
such manuscript and/or abstract for
publication or presentation, or defer
publication or presentation of such manuscript
and/or abstract at the request of ICON or the
Sponsor, to permit the filing of any desired

Pouziti nazvu ¢&i ochrannych znamek

Zadna ze smluvnich stran neuskute&ni, nezada
ani nebude Sifit Zadnou inzerci, public relations,
propagacni material ani material jakéhokoli druhu
za pouziti jména druhé smluvni strany a/nebo
dcefinych ¢&i pridruzenych spoleénosti druhé
smluvni strany nebo za pouziti jejich ochrannych
znamek bez predchoziho pisemného souhlasu
druhé smluvni strany, pfipadné zadavatele.
V souvislosti s vySe uvedenym zdravotnické
zafizeni timto souhlasi svym jménem a jménem
zkouSejiciho stim, Ze zadavatel a/nebo
spolecnost ICON jsou timto opravnéni zvefejnit
ucast  zdravotnického zafizeni a/nebo
zkousejiciho v klinickém hodnoceni v jednom ¢i
vice registrech/databazich klinickych studii,
mimo jiné v€etné& uvedeni umisténi a kontaktnich
Udaju zdravotnického zafizeni a vSech dalSich
mist, kde se klinické hodnoceni podle této
smlouvy provadi. ICON a/nebo zadavatel budou
mit rovn&z pravo uvést pfisludné registragni
udaje tykajici se klinického hodnoceni na
internetovych strankach www.clinicaltrials.gov.
Zdravotnické zarizeni dale neuskutec¢ni, nezada
ani nebude Sifit Zadnou inzerci, public relations,
propagacni material ani material jakéhokoli druhu
za pouziti jména zadavatele a/nebo dcefinych Ci
pridruzenych spole¢nosti zadavatele nebo za
pouziti  jejich  ochrannych znamek bez
predchoziho pisemného souhlasu zadavatele.

Zverejnéni/publikace

Smluvni strany berou na védomi, Ze zadavatel si
ponecha viastnictvi vdech puavodnich zaznamu
subjektu hodnoceni, které vyplyvaji z tohoto
klinického hodnoceni. Zkousejici vSak bude mit
prednostni prava na zvefejnéni €i prezentovani
za predpokladu, Ze zadavateli bude predlozen k
revizi a vyjadieni takovy rukopis nebo abstrakt, a
to (60) dni pfed predanim ke zverejnéni nebo (60)
dni pred prezentaci. Jestlize by, podle usudku
zadavatele, zvefejnéni nebo prezentovani ve
vy$e uvedené Ihaté zabranily zadavateli ve vyvoji
hodnoceného |éCiva, zkousejici zvazi
odpovidajici  Gpravu  |hat  zvefejnéni  &i
prezentovani. Zdravotnické zafizeni / zkou$ejici
bude dale souhlasit s odstranénim informaci,
které spole¢nost ICON nebo zadavatel oznaci za
davérné, pfed tim nez bude rukopis a/nebo
abstrakt pfedan ke  zvefejnéni  nebo
prezentovani, nebo na zadost spolec¢nosti ICON
¢i zadavatele odlozi zvefejnéni Ci prezentovani
takového rukopisu a/nebo abstraktu, aby
zadavatel mohl podat pozadované patentové
pfihlasky. Zadavatel bude rovnéz opravnén
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patent applications by the Sponsor. The
Sponsor shall also have the right to publish the
Study. If the Study is part of multi-centred
clinical trial (which for the purposes of this
Agreement shall mean that at least one other
institution is taking part), any publication or
presentation based on the results obtained at
the Site shall not be made before the first
multi-centre publication.  If a publication
concerns the analyses of sub-sets of data

from a multi-centred clinical trial the
publication or presentation shall make
reference to the relevant multi-centre

publication(s).

INTELLECTUAL PROPERTY

Ownership

Without compromising Sponsor’'s rights in
Section 7.1.2 and 7.1.3, all documents,
Protocols, Confidential Information, Study
Dataand materials provided to the Institution/
Investigator pursuant to this Agreement or
developed during the course of conducting the
Study, excluding Qualified Participant medical
records and other source documents, are and

shall remain Sponsor's property. Any
documents referenced herein shall be
returned  promptly upon request to
ICON/Sponsor.

All rights, title and interest in the Study Data,
except for the Qualified Participants’ medical
records, any electronic database required to
be created under the Protocol and any Study
reports prepared by the Institution,
Investigator, the sub-investigators and the
other Study Personnel for the Sponsor
(“Study Results”), shall become the sole
property of the Sponsor. Institution and
Investigator hereby assign their entire rights,
titte and interest in the Study Results to
Sponsor. Institution ensures that all rights, title
and interest of the sub-investigators and any
other Study Personnel in Study Results shall
be equally assigned to Sponsor. Institution
and Investigator will take reasonable and
customary precautions, including periodic
backup of computer files, to prevent the loss
or alteration of any Study Data.

publikovat klinické hodnoceni. Pokud je klinické
hodnoceni soucasti multicentrické klinické studie
(coz pro Ucely této smlouvy znamena, ze je do
studie zapojeno alespon jedno dal$i zdravotnické
zafizeni), nebude ?adna publikace &i prezentace
zaloZena na vysledcich ziskanych na pracovisti
zvefejnéna pred zvefejnénim prvni multicentrické
publikace. Pokud se publikace tykad analyz
podsoubor Udaji z multicentrické klinické
studie, bude v publikaci ¢i prezentaci uveden
odkaz na pfislusné multicentrické publikace.

DUSEVNIi VLASTNICTVI

Vlastnictvi

Aniz by byla dotéena prava zadavatele v ¢lanku
7.1.2 a 7.1.3, v8echny dokumenty, protokoly,
ddvérné informace, udaje klinického hodnoceni a
materidly poskytnuté zdravotnickému zafizeni /
zkous$ejicimu podle této smlouvy nebo vytvofené
b&hem provadéni klinického hodnoceni, kromé
zdravotnich z&znam( zpusobilych Gcéastniki
hodnoceni a dalSich zdrojovych dokumentd, jsou
a zlstanou vyhradnim vlastnictvim zadavatele.
VeSkeré zde uvedené dokumenty budou
bezodkladné na pozadani vraceny
ICON/zadavateli.

V8echna prava, majetkové naroky a podily
souvisejici s udaji klinického hodnoceni, kromé
zdravotnich zdznam( zpUsobilych G&astnikl
hodnoceni, jakymikoli elektronickymi
databazemi, jejichz vytvofeni je nutné podle
protokolu, a jakymikoli zpravami o klinickém
hodnoceni vytvofenymi zdravotnickym
zafizenim, zkouSejicim, spoluzkouSejicimi a
daldimi pracovniky klinického hodnoceni pro
zadavatele (,vysledky klinického hodnoceni*)
se stanou vyhradnim vlastnictvim zadavatele.
Zdravotnické zafizeni a zkouSejici timto
postupuji vdechna sva prava, majetkové naroky a
podily spojené s vysledky klinického hodnoceni
zadavateli. Zdravotnické zafizeni zajisti, Ze
vSechna prava, majetkové naroky a podily
spoluzkou$ejicich a  dal§ich  pracovnik(
klinického hodnoceni budou rovnéz postoupeny
zadavateli. Zdravotnické zafizeni a zkouS$ejici
ucini pfimérena a obvykla opatreni, ktera zabrani
ztraté ¢i zméné udaji klinického hodnoceni,
vCetné pravidelného zalohovani pocitatovych
soubor(.
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Inventions whether or not patentable,
processes, know-how, trade secrets, data,
improvements, patents  and/or  other
intellectual  property relating to the
Investigational Product or otherwise arising
from the Study, conceived, generated or first
reduced to practice, as the case may be,
during the term of this Agreement (hereinafter
called “Inventions”), shall, without further
remuneration for Institution and/or
Investigator, be the property of the Sponsor.

Disclosure

The Institution/Investigator shall promptly
disclose to ICON and/or the Sponsor, in
writing, any Invention.

Cooperation

The Institution/Investigator shall take all such
actions throughout the term of this Agreement
and thereafter as shall be necessary in order
to ensure that the Inventions may be vested
free of encumbrance in the Sponsor in
accordance with Section 7.1 above. The
Institution/Investigator shall further cooperate
with the Sponsor, at the Sponsor’s expense by
promptly executing any documents or carrying
out any acts that may be required to vest the
rights in or to Inventions in the Sponsor and
otherwise to enable the Sponsor fully to
protect its intellectual property.

Background Rights

For the avoidance of doubt all intellectual
property rights and rights of a similar nature
owned by or licensed to the
Institution/Investigator, Sponsor or ICON prior
to the date of this Agreement shall remain that
party’s property.

TERM AND TERMINATION

Term

This Agreement will remain in effect from the
Effective Date until completion of the Study,
closeout of the Site and completion of the

Patentovatelné i nepatentovatelné vynalezy,
postupy, know-how, obchodni tajemstvi, udaje,
zlepSovaci navrhy, patenty a/nebo jiné duevni
vlastnictvi souvisejici s hodnocenym Ié€ivem ¢€i
jinak vyplyvajici z klinického hodnoceni, jez byly
vymysleny, vytvofeny, respektive poprve
dovedeny do faze praktického vyuZiti b&hem
platnosti této smlouvy, (dale jen ,vynalezy”)

budou, bez dalSi odmény pro zdravotnické
zafizeni  a/nebo  zkouSejiciho,  majetkem
zadavatele.

Sdéleni

Zdravotnické zafizeni/ zkoudejici neprodlené
pisemné sdéli vytvofeni jakéhokoliv vynalezu
spole¢nosti ICON a/nebo zadavateli.

Soucinnost

Zdravotnické zafizeni/ zkouSejici vykona
v pribéhu trvani smlouvy i po té veSkeré
nezbytné kroky, aby vynalezy mohly byt
pfevedeny bez vécného bfemena na zadavatele
v souladu s ¢lankem 7.1.1 vySe. ZkouSejici/
zdravotnické zafizeni bude dale se zadavatelem
spolupracovat na naklady zadavatele tak, ze
neprodlené podepiSe jakékoli dokumenty nebo
uskute¢ni jakékoli Ukony, které mohou byt
nezbytné pro prevedeni prav kvyndlezim na
zadavatele, ¢i jinym zplsobem, aby umoznil
zadavateli pIné chranit jeho dusevni vlastnictvi.

Zakladni prava

Aby se predesSlo pochybam, veSkerd prava k
duSevnimu vlastnictvi a prava obdobného
charakteru, ktera jsou pfede dnem uzavieni této
smlouvy vlastnéna zdravotnickym zafizenim /
zkous$ejicim, zadavatelem &i spole¢nosti ICON
nebo na n&% ma zdravotnické zarizeni/
zkousSejici, zadavatel i spole€nost ICON prede
dnem uzavfeni této smlouvy licenci, ztstanou ve
vlastnictvi pfislusné smluvni strany.

DOBA TRVANi SMLOUVY A UKONCENI
SMLOUVY

Doba trvani smlouvy

Tato smlouva bude G¢inna ode dne uginnosti do
dokonceni klinického hodnoceni, ukonéenich
aktivit spojenych s timto klinickym hodnocenim
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obligations of the parties under this
Agreement or earlier termination in
accordance with this Section 8 (hereinafter the
“Term”).

The study will be conducted in the period
between June 2022 and June 2026.. In the
event of extension of the duration of the study,
a written amendment to this contract will be
concluded

Termination by Institution

The Institution/Investigator may terminate the
Study by notice in writing at any time with
immediate effect, if in the Investigator's
reasonable opinion termination is required to
protect patient safety, e.g. because of the
occurrence of an unexpected or Serious
Adverse Event.

The Institution may terminate the Study by
providing notice in writing at any time with
immediate effect if ICON commits a material
breach of this Agreement and has not
remedied that breach (if remediable) within
thirty (30) days of receipt of written notice from
the Institution/Investigator requiring remedy
and specifying the breach complained of.

Termination by ICON

ICON may on its own behalf or that of the
Sponsor terminate the Study prior to
completion by providing written notice to the
Institution/Investigator with immediate effect
for any of the following reasons:

Notification by the Sponsor to ICON to
terminate the Study;

Notification by a Regulatory Authority to the
Sponsor/ICON to terminate the Study;

Without prejudice to the generality of the rights
of ICON under this Section 8.3.1 of this
Agreement, the Institution/Investigator
acknowledges that the Study forms part of a
multi-centre clinical trial for which recruitment
is competitive and that the Study may
accordingly be terminated by ICON prior to
recruitment of the number of Qualifyied

na pracovisti a splnéni zavazkd smluvnich stran
vyplyvajicich z této smlouvy nebo do okamziku

(dale jen ,doba trvani smlouvy®).

Klinické hodnoceni bude provadéno v dobé od
Cervna 2022 do cervna 2026. V pripadé
prodlouzeni doby trvani studie bude uzavien
pisemny dodatek k této smlouvé.

Ukoné&eni zdravotnickym zarizenim

Zdravotnické zafizeni / zkousejici mlize klinické
hodnoceni kdykoli ukongit pisemnym oznamenim

s okamzitou  uCinnosti, pokud je podle
pfiméfeného  usudku zkousejiciho takové
ukoneni nutné pro ochranu bezpecnosti

pacientl, napf. z divodu vzniku neocekavané
nebo zavazné nezadouci piihody.

Zdravotnické zafizeni mUze klinické hodnoceni
kdykoli ukoncit pisemnym oznamenim
s okamzitou ucinnosti, jestlize se spolecnost
ICON dopusti zavazného poruseni této smlouvy
a toto porudeni nenapravi (je-li napravitelné) do
tficeti (30) dnd od obdrzeni pisemného oznameni
zdravotnického zafizeni/ zkousejiciho, které
pozaduje napravu a specifikuje pfislusné
poruseni.

Ukonceni spole¢nosti ICON

Spoleénost ICON mUiize svym viastnim jménem
nebo jménem zadavatele ukonCit klinické
hodnoceni pred jeho dokon€enim dorucenim
pisemného oznameni zdravotnickému zarfizeni /
zkous$ejicimu s okamzitou U&innosti, a to z
kteréhokoli z dale uvedenych divod(:

oznameni  zadavatele  spole¢nosti ICON
o ukonceni klinického hodnoceni;

oznameni  kontrolniho  ufadu  zadavateli /
spoleCnosti ICON o ukonCeni klinického
hodnoceni;

aniz by byla dotéena obecna platnost prav
spoleé¢nosti ICON podle tohoto &lanku 8.3.1 této
smlouvy, zdravotnické zafizeni / zkouSejici bere
na vé&domi, Ze klinické hodnoceni tvofi soucast
multicentrické klinické studie, pro kterou je nabor
uskuteéhovan kompetitivné, a Ze klinické
hodnoceni muaze byt tudiz spole¢nosti ICON
ukonéeno pred naborem poétu zplsobilych
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Participants stated in the Protocol or Appendix
2 to this Agreement;

Determination by the Sponsor and/or ICON
that the Investigator, after reasonable
opportunity, is unable for any reason, to
satisfactorily perform the Study as required in
the Protocol and this Agreement including
without limitation the circumstances set out in
Section 5.1.2;

In the event that the Institution/Investigator
commits a breach of this Agreement and has
not remedied that breach (if remediable)
within thirty (30) days of receipt of written
notice from ICON requiring remedy and
specifying the breach complained of;

In the event that the Institution/Investigator
commits a breach of Section 12.13 of this
Agreement;

If Institution/Investigator is declared or
becomes insolvent, files a petition for
protection from its creditors under any
applicable bankruptcy laws, becomes subject
to an involuntary bankruptcy proceeding,
makes an assignment for the benefit of its
creditors, or has an administrator or receiver
appointed over all or any part of its assets or
ceases or threatens to cease to carry on its
business; and

Under the circumstances set out in Section
3.15 above.

ICON may on its own behalf or that of the
Sponsor terminate the Study at any time prior
to completion by providing thirty (30) days
written notice without cause to the
Institution/Investigator.

Termination of this Agreement

In the event that the Study is terminated then
this Agreement shall automatically terminate
with immediate effect.

Obligations of the Institution/Investigator after

Gcastniki hodnoceni uvedeného v protokolu
nebo pfiloze €. 2 této smlouvy;

rozhodnuti zadavatele a/nebo spole¢nosti ICON,
Ze zkouSejici, pfestoze mu byla poskytnuta
pfiméfena prilezitost, neni z jakéhokoli divodu
schopen uspokojivé provést klinické hodnoceni
tak, jak pozaduje protokol a tato smlouva, mimo
jiné véetné okolnosti stanovenych ve ¢lanku
51.2

v pfipadé, Ze zdravotnické zafizeni/ zkou$ejici
porusi tuto smlouvu a toto poruseni nenapravi
(je-li napravitelné) do ticeti (30) dnt od obdrzeni
pisemného oznameni spole¢nosti ICON, které
vyzaduje ndpravu a specifikuje pfislusné
poruseni;

v pfipade, ze zdravotnické zafizeni €i zkousejici
porusi ¢lanek 12.13 této smiouvy;

pokud se zdravotnické zafizeni/ zkousejici
dostanou do insolvence nebo podaji navrh na
ochranu pied véfiteli podle platnych zakont o
konkurznim fizeni, budou podléhat
nedobrovolnému konkurznimu fizeni, provedou
postoupeni ve prospéch svych véfitell, maji
ur€eného spravce konkurzni podstaty pro
veSkery majetek &i jeho &ast nebo prestanou
vykonavat svou ¢&innost ¢&i pokud jim hrozi
zastaveni ¢innosti; a

v situaci uvedené ve €lanku 3.15 vyse.

Spole¢nost ICON mizZe bez uvedeni davodu
ukongit klinické hodnoceni svym jménem nebo

jménem  zadavatele kdykoli pfed jeho
dokonéenim pisemnym oznamenim
zdravotnickému  zafizeni / zkou$ejicimu se

30denni Ihitou.

Ukongéeni této smlouvy

V pfipadé, Ze dojde k ukonéeni klinického
hodnoceni, bude tato smlouva automaticky
ukon&ena s okamzitou ucinnosti.

Zavazky zdravotnického zafizeni/ zkousejiciho

Termination

Immediately upon receipt of a notice of
termination, the Investigator shall stop
entering potential patients into the Study and
shall cease conducting procedures, to the

po ukonéeni klinického hodnoceni

Po obdrzeni oznameni o ukon&eni klinického
hodnoceni  zkou$ejici  neprodlené  ukondi
zafazovani potenciélnich pacientd do klinického
hodnoceni a prestane u pacientll, ktefi jiz do
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extent medically and ethically permissible, on
patients already entered into the Study.

In the event of early termination of this
Agreement by the Sponsor or ICON and
subject to an obligation on the
Institution/Investigator to mitigate any loss,
ICON shall procure that the Sponsor shall pay
all third party costs incurred and falling due for
payment up to the date of termination, and
also all non-cancellable third party
expenditure falling due for payment after the
date of termination which arises from
commitments reasonably and necessarily
incurred by the Institution/Investigator for the
performance of the Study prior to the date of
notice of termination, and agreed with the
Sponsor. No further compensation shall be
payable to Institution or Investigator.

DEBARMENT CERTIFICATION

Representation

The Investigator represents that he/she has
never been and the Institution represents that
the Study Personnel, who will be rendering
services to the Sponsor or ICON, have never
been:

debarred, disqualified, restricted in their ability
to practice medicine, or convicted of a crime
for which a person can be debarred under any
Regulations including but not limited to 21
U.S.C. § 335a (hereinafter 335a), or the
Generic Enforcement Act of 1992, Sections
306(a) or (b), or

threatened to be debarred or indicted for a
crime or otherwise engaged in conduct for
which a person can be debarred under
Regulations, or

involved in any civil, criminal or regulatory
litigation ~ or  investigation,  arbitration
proceedings that reasonably affect their
involvement in the Study, and that no data
produced by them in any previous clinical
study in which they have been involved have

klinického hodnoceni byli zafazeni, provadét
ukony v mife lékafsky a eticky pripustné.

V pfipadé pred€asného ukongeni této smlouvy
zadavatelem nebo spolecnosti ICON a
v zavislosti na povinnosti  zdravotnického
zafizeni / zkou3ejicitho zmirnit jakoukoli ztratu,
spoleCnost ICON zajisti, Ze zadavatel uhradi
viechny naklady tretich stran, které vznikly a
staly se k datu ukonCeni smlouvy splatnymi, a
rovnéz v8echny nezrusitelné vydaje tretich stran,
které se stanou splatnymi po datu ukonceni této
smlouvy a vyplyvaji ze zavazk(l, které
zdravotnickému  zafizeni/ zkouS$ejicimu pfi
provadeni klinického hodnoceni divodné a
nezbytné vznikly pfed datem ukonceni a které
byly dohodnuty se zadavatelem. Na zadnou dalsi
kompenzaci nema zdravotnické =zafizeni ani
zkousejici narok.

POTVRZENi TYKAJiCi SE VYLOUCENI
ZPUSOBENI VE  FARMACEUTICKEM
PRUMYSLU
Prohlaseni
ZkouSejici prohlaSuje, Ze nikdy nebyl, a

zdravotnické zafizeni prohlasuje, Ze pracovnici
klinického hodnoceni, ktefi budou poskytovat
sluzby zadavateli nebo spoleénosti ICON, nikdy
nebyli:

vylou€en/vylouceni z plsobeni ve
farmaceutickém pramysiu, nebyla jim
pozastavena ani omezena moznost vykonavat
lékarskou profesi, ani nebyli odsouzeni za trestny
¢in, v dusledku néhoz mize byt osoba vylou¢ena
z pusobeni ve farmaceutickém primyslu podie
pravnich predpis, mimo jiné véetné 21 U.S.C. §
335a (dale jen 335a) nebo zakona USA o
vymahani prava v oblasti generickych léki
(Generic Enforcement Act) z roku 1992, odstavec
306, pismeno a) nebo (b); ani

mu/jim nehrozilo vylou¢eni z pusobeni ve
farmaceutickém  primyslu  nebo  obvinéni
z trestného ¢inu, ani nebyli jinak ugastni jednani,
pro které jednotlivec mlze byt podle pravnich
predpisd vyloucen;

zapojeni do ob&anskopravniho &i trestniho sporu,
sporu s kontrolnim Ufadem, vySetfovani Cgi
rozhod¢iho fizeni, které by mély vliv na jejich
Ggast v klinickém hodnoceni a ze zadné udaje,
jez jimi byly vytvofeny v jakékoli predchozi
klinické studii, jiz se ucastnili, nebyly odmitnuty
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been rejected because of concern as to its
accuracy or bona fide nature, or

disciplined by and/or banned by a regulatory
body from carrying out clinical trials.

Notification of Debarment

The Investigator/Institution agrees that
he/shefit shall notify the Sponsor or ICON in
the event of any such debarment, conviction,
threat or indictment referred to in Section 9.1
above.

Not to Employ

During the term of this Agreement, the
Institution agrees not to employ or otherwise
engage any Study Personnel who has been
debarred or convicted of a crime for which a
person can be debarred.

Certification

From time to time, upon request by Sponsor
or ICON, the Institution/Investigator shall
certify to ICON in writng the
Investigator's/Institution’s compliance with the
foregoing provisions.

INDEMNIFICATION AND INSURANCE

Sponsor Indemnity

Any Indemnification arrangements between
the Institution/Investigator by the Sponsor
(hereinafter called “Indemnification
Provision”) shall be by means of an
agreement between the
Institution/Investigator and the Sponsor
directly [attached as Appendix 7 to this
Agreement].

Requests for Indemnification Provision should
be made in writing or faxed to the ICON
project manager for the Study at the address
below, who shall act as the administrator of
the Indemnification Provision on behalf of the
Sponsor. Such requests must include the
names of all parties to be indemnified.

kvlli obavam o jejich presnost nebo zjinych
vaznych divodd, ani

potrestan/potrestani kontrolnim ufadem nebo
vylou€en/vylouceni kontrolnim uradem
z provadéni klinickych studii.
Oznameni o  vylouéeni z plsobeni ve
farmaceutickém primyslu

Zkous$ejici / zdravotnické zarizeni souhlasi s tim,
Ze bude informovat zadavatele nebo spole¢nost
ICON v pfipadé takového vylouéeni, obvinéni,
odsouzeni i jejich hrozby, jez jsou uvedeny ve
¢lanku 9.1 vyse.

Zavazek nezaméstnavat

Béhem trvani této smlouvy se zdravotnické
zafizeni zavazuje, Ze nezaméstna ani jinak
smluvné nezavaze pracovniky Klinického
hodnoceni, ktefi byli vylouéeni z plscbeni ve
farmaceutickém primyslu nebo odsouzeni pro
trestny ¢in, pro ktery mize dojit k vylouceni
jednotlivce.

Potvrzeni

Zdravotnické zafizeni/ zkouSejici na Zadost
zadavatele nebo spolecnosti ICON prilezitostné
poskytne spole¢nosti ICON pisemné potvrzeni,
ze dodrzuje vySe uvedend ustanoveni.

ODSKODNENI A POJISTENI

Odskodnéni zadavatelem

Jakakoli  ujednani o  odSkodéni mezi
zdravotnickym  zafizenim/  zkouSejicim  a
zadavatelem (dale jen ,poskytnuti
odskodnéni*) budou u€inéna pfimo

prostfednictvim dohody mezi zdravotnickym
zarizenim / zkouSejicim a zadavatelem [pfiloha
¢. 7 této smlouvy].

Zadosti o poskytnuti odskodnéni by mély byt
zaslany pisemné nebo faxem na niZe uvedenou
adresu projektovému manazerovi spole¢nosti
ICON pro klinické hodnoceni, ktery bude jednat
jménem zadavatele jako administrator pro
poskytnuti odSkodnéni. Tyto Zadosti musi
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