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CLINICAL TRIAL AGREEMENT -
FOURPARTITE

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI -
CTYRSTRANNA

THIS AGREEMENT (“Agreement”) is executed as of
the date of last signature and shall come into effect as
of the date of its publication in the Contract Registry
according to the Act on Contract Registry, No.340/2015
Coll. (hereinafter “Effective Date”)

TATO SMLOUVA (dale jen ,smlouva®) je uzaviena dne
k datu posledniho podpisu a nabyva ucinnosti dnem
zvefejnéni v Registru smluv podle Zakona o registru
smluv ¢€.340/2015 Sb. (dale jen ,datum Géinnosti®)

Ireland with its registered office at South County
Business Park, Leopardstown, Dublin 18, Ireland, VAT
number IE 8201978R, NG
|

(ICON’); and

BETWEEN MEZI
(1) ICON CLINICAL RESEARCH LIMITED, a | (1) ICON CLINICAL RESEARCH LIMITED,
private limited company incorporated under the laws of | soukromou  spole¢nosti s ru€enim omezenym

registrovanou podle irskych zakon(, se sidlem na
adrese South County Business Park, Leopardstown,
Dublin 18, Irsko, DIC: IE 8201978R, | EGcIINI
|
I (c:lejen ICON“); a

(2) BioNTech SE a company incorporated under
the laws of Germany with offices at An der Goldgrube

12, 55131 Mainz, Germany, | EIGcTczcIENEIIIIE
|
I (‘sponsor’); and

(2) BioNTech SE, spoleCnosti registrovanou
podle zakonl Spolkové republiky Némecko, se sidlem
na adrese An der Goldgrube 12, 55131 Mainz,

Némecko,

I (cclc jen

,zadavatel“); a

(3) Fakultni Thomayerova nemocnice, located
at Videriska 800, 140 59 Praha 4, Czech Republic, ID
No.: 000 64 190, Tax ID No: CZ00064190, state
contributory organization established by the Ministry of
Health of the Czech Republic, full version of the
founding charter No.MZDR 17268-1V/2012, registered
in the Commercial Register at the Municipal Court in
Prague, section Pr, insert 1043, _
I (Institution”);
and

(2) Fakultni Thomayerovou nemocnici, se
sidlem Videriska 800, 140 59 Praha 4, Ceska republika,
Identifikacni Cislo: 000 64 190, Darové identifikacni
Cislo: CZ00064190, statni pfispévkova organizace
zfizena Ministerstvem zdravotnictvi CR, uplné znéni
zfizovaci listiny €.j. MZDR 17268-1V/2012, zapsana v
obchodnim rejstfiku u Méstského soudu v Praze, oddil
Pr, vi. 1043, I
I (dle jen
,zdravotnické zarizeni“); a

() | th an office at

Thomayerova nemocnice (onkologicka klinika),
Videriska 800, 140 59 Praha 4, Czech Republic,
(“Investigator” or “Principal Investigator”);

(3) N sobicim na adrese

Thomayerova nemocnice (onkologicka klinika),
Videriska 800, 140 59 Praha 4, Ceska republika (dale
jen ,zkousejici“ nebo ,hlavni zkousejici®);

ICON, Sponsor Institution and the Investigator shall also
each be referred to individually as a “Party” and
collectively as the “Parties”.

ICON, zdravotnické zafizeni a zkouSejici budou téz
uvadéni jednotlivé jako ,smluvni strana“ a spole¢né
jako ,smluvni strany*.

BACKGROUND

PREDMET A UCEL SMLOUVY

(A) The Sponsor is developing an investigational
product called (hereinafter called the
“Investigational Product”) for use in patients with First
line triple-negative breast cancer (TNBC) (hereinafter

(A) Zadavatel vyviji hodnoceny pfipravek, ktery se
nazyva , (dale jen ,hodnoceny pripravek")
pro pouziti u pacientd s First line triple-negative breast
cancer (TNBC)(dale jen ,indikace v ramci studie) a
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called the “Study Indication”) and the Sponsor has
retained ICON to conduct certain services in relation to
the Study (as below defined) under separate contract
including without limitation contracting with clinical
research sites.

zadavatel vyuzivd spoleCnost ICON k poskytovani
nékterych sluzeb souvisejicich se studii (definovanou
dale) v ramci samostatné smlouvy, a to mimo jiné pro
uzavirani smluv s klinickymi vyzkumnymi pracovisti.

(B)

The Sponsor wishes to engage the Investigator

to conduct a clinical study to evaluate the Investigational
Product, and the Institution/Investigator wishes to
conduct such a clinical trial in accordance with the

protocol entitied N

and
with protocol code |l . as may be amended from
time to time (“Protocol®), which is incorporated herein
by reference as part of this Agreement and the terms
and conditions contained herein (collectively, “Study®)
and the Institution has agreed to the participation of the
Investigator in carrying out the said clinical study on its
behalf

(B) Zadavatel si preje vyuzivat sluzby zkousejiciho
pro provedeni klinické studie k vyhodnoceni
hodnoceného pfipravku a zdravotnické
zafizeni/zkouSejici si preje provést takové klinické
hodnoceni v souladu s protokolem nazvanym |

I - <odem protokolu [ | ktery
muize byt pfilezitostné upraven (dale jen ,protokol“) a
ktery je zaClenén do této smlouvy odkazem, a
podminkami této smlouvy (spole¢né ,studie®), a
zdravotnické zafizeni souhlasilo se zapojenim
zkouSejiciho do provadéni uvedené klinické studie jeho
jménem.

IT IS HEREBY AGREED AS FOLLOWS:

SMLUVNi STRANY SE TiMTO DOHODLY NA
NASLEDUJICIM:

1 CONDUCT OF STUDY

1. PROVEDENI STUDIE

1.1 Institution shall conduct, and shall ensure their
Study Staff (as defined below) shall conduct the Study
in strict compliance with (i) the Protocol (including
adverse event and serious adverse event provisions, as
defined in the Protocol (“SAE") (ii) all applicable laws
and regulations and any relevant legislation, particularly
Act No. 378/2007 Coll., on Drugs, as amended, Decree
No. 463/2021 Coll., on detailed conditions for the
conduct of clinical trials of medicinal products for human
use, as amended, codes or guidelines as amended from
time to time, including but not limited to, all applicable
laws, regulations, codes and guidelines in relation to
anti-corruption, anti-kickback, patient safety, safety
reporting, financial disclosure, conflict of interest, global
trade, the International Conference on Harmonization
Good Clinical Practice (ICH GCP”), the 1964
Declaration of Helsinki, Regulation (EU) 536/2014 of 16
April 2014 on clinical trials on medicinal products for
human use, Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the
processing of personal data and on the free movement
of such data (“General Data Protection Regulation”
or “GDPR*) and any other applicable regulation, code
or guideline issued by an applicable Regulatory
Authority (as defined in next sentence) (hereinafter
“‘Regulations”). For the purposes of this Agreement,
Regulatory  Authority shall mean a relevant

1.1 Zdravotnické zafizeni provede a zajisti, ze jeho
pracovnici studie (definovani nize) provedou studii v
pfisném souladu s (i) protokolem (v€etné ustanoveni o
nezadoucich pfihodach a zavaznych nezadoucich
pfihod tak, jak jsou definovany v protokolu (,SAE")), (ii)
vSemi planymi zakony a pravnimi predpisy a jakoukoli
pfislusnou legislativou, zejména zakonem ¢&. 378/2007
Sb., o IéCivech, v platném znéni, vyhlaskou ¢. 463/2021
Sb., o blizSich podminkach provadéni klinického
hodnoceni humannich léivych pfipravkd, v platném
znéni, kodexy nebo pokyny v platném znéni, mimo jiné
véetné vSech platnych zakonl, pravnich predpisa,
kodexu a pokynl souvisejicich s bojem proti korupci,
bojem proti Uplatkarstvi, bezpecnosti pacientd,
bezpec€nostnimi hlasenimi, zvefejnénim financnich
informacich, stfetem zajma, celosvétovym obchodem,
pokynt Mezinarodni konference o harmonizaci pro
spravnou klinickou praxi (,SKP ICH”), Helsinské
deklarace z roku 1964, nafizeni (EU) 536/2014 ze 16.
dubna 2014 o Kklinickych hodnocenich humannich
IéCivych pfipravk(, nafizeni (EU) 2016/679 Evropského
parlamentu a Rady ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim osobnich
udaji a o volném pohybu téchto udaju (,obecné
nafizeni o ochrané osobnich udaji nebo GDPR"), a
dalSich platnych pravnich predpisu, kodext €i pokyn
vydanych jakymkoli kontrolnim Ufadem (dle definice v
nasledujici vété) (dale jen ,pravni predpisy“). Pojem
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governmental agency, administrative agency or
professional body and/or the national or multinational
authority responsible for granting regulatory approval
applicable to the Study in a particular country or
multinational group of countries (including without
limitation the European Commission, the European
Medicines Agency (“EMA®), the Food and Drug
Administration of the United States Department of
Health and Human services (“FDA”), the SUKL (as
defined below), the Czech Office for Personal Data
Protection or any other regulatory agency worldwide
having authority under applicable law to regulate and/or
apply applicable laws and regulations to the conduct of
clinical trials and other ancillary matters related thereto
such as, included but not limited to, those related to the
protection and privacy of the personal data of individuals
(“Regulatory Authority”) iii) this Agreement and the
written instructions of ICON/Sponsor and the terms of
approval for the Study from the Independent Ethics
Committee (“IEC”)/State Institute for Control of Drugs
(“SUKL”) and conditions stated in permission of SUKL
or, where permission is not required, conditions
determined in the respective announcement. Institution
and Investigator shall ensure that Investigator, any sub-
investigators, and all Institution employees, staff,
agents, representatives and all other persons providing
services in connection with the Study (“Study Staff”)
comply with the terms of this Agreement.

kontrolni Ufad pro ucely této smlouvy znamena jakoukoli
pfislusnou vladni agenturu, spravni ufad nebo profesni
organizaci a/nebo narodni ¢ mezinarodni Ufad
odpovédny za udélovani souhlasu kontrolniho ufadu ve
véci studie v konkrétni zemi ¢i skupiné vice zemi (mimo
jiné vCetné Evropské komise, Evropské agentury pro
légivé pFipravky, ,EMA*), Uradu pro kontrolu potravin a
léiv Spojenych stati americkych (,FDA®), SUKL
(definovaného nize), Seského Uradu pro ochranu
osobnich udaji nebo jakykoli jiny kontrolni organ
kdekoli na svété, ktery ma podle platnych zakonu pravo
uplatfiovat kontrolni pozadavky a/nebo aplikovat platné
zakony a predpisy na provadéni klinickych hodnoceni a
dalSi pfidruzené zalezitosti, jez s nimi souviseji, mimo
jiné véetné téch, jez souviseji s ochranou a divérnosti
osobnich udajl jednotlivel (,kontrolni afad®), (iii) touho
smlouvou a pisemnymi  pokyny  spole¢nosti
ICON/zadavatele a podminkami schvaleni této studie
ze strany nezavislé etické komise (,/NEK*) / Statniho
Ustavu pro kontrolu légiv (,SUKL) a podminkami
uvedenymi ve schvaleni SUKL, nebo pokud neni
schvaleni vyzadovano, podminkami stanovenymi
v daném oznameni. Zdravotnické zafizeni a zkouSejici
zajisti, Ze zkouSejici, spoluzkou$ejici a vSichni
zameéstnanci  zdravotnického zafizeni, personal,
zmocnéné osoby, zastupci a vSechny dalSi osoby, které
poskytuji sluzby v souvislosti se studii, (,pracovnici
studie”) budou dodrzovat podminky této smlouvy.

1.2 The Protocol shall be considered final following
approval by the designated IEC when SUKL issues the
respective permission, or where applicable, does not
refuse the clinical trial. The Protocol may only
subsequently be amended by the Sponsor and will be
subject to subsequent IEC/SUKL review and approval.

1.2 Protokol bude povazovan za konecny, jakmile
bude schvalen pfislusnou NEK, kdy SUKL vyda
prislusné schvaleni, pfipadné nezamitne klinické
hodnoceni. Protokol mize byt nasledné doplnén pouze
zadavatelem a bude podléhat naslednému posouzeni a
schvaleni ze strany NEK/SUKL.

1.3 The Investigator may only deviate from the
Protocol in the course of conducting the Study, if
generally accepted standards of clinical research and
medical practice relating to the benefit, wellbeing and
safety of subjects require a deviation from the Protocol,
such standards will be followed in accordance with the
Regulations and IEC/SUKL requirements. Institution
shall immediately notify ICON, Sponsor and the
IEC/SUKL of the facts supporting any deviation from the
Protocol and provide notice of the deviation to ICON,
Sponsor and the IEC/SUKL as soon as Institution
becomes aware of such deviation as may be required
by applicable Regulations

1.3 Zkousejici se muze béhem provadéni studie od
protokolu odchylit pouze, pokud obecné pfijimané
standardy klinického vyzkumu a Iékafské praxe
souvisejici s pfinosem pro subjekty hodnoceni a jejich
blahem a bezpec&nosti vyzaduji, aby doslo k odchyleni
od protokolu; takové standardy budou dodrzovany v
souladu s pravnimi predpisy a pozadavky NEK/SUKL.
Zdravotnické zafizeni okamzité informuje spolecnost
ICON, zadavatele a NEK/SUKL o skuteénostech
podporujicich jakékoli odchyleni od protokolu a oznami
odchyleni od protokolu spole¢nosti ICON, zadavateli a
NEK/SUKL, jakmile si bude takového odchyleni, které
mize byt vyzadovano platnymi pravnimi predpisy,
védomo.

1.4 The Investigator shall also immediately, no
later than twenty-four (24) hours after the event comes
to the knowledge of the Investigator, and/or Study Staff,
report all SAEs to ICON, Sponsor and the IEC and/or
SUKL in accordance with the Protocol. The Investigator
and the Institution shall promptly respond to all requests

1.4 ZkouSejici téz bezodkladné, avSak nejpozdéji
do dvaceti Ctyf (24) hodin poté, co se o pfihodé dozvi
zkouSejici a/nebo pracovnici studie, ohlasi vSechny
zavazné nezadouci pfihody spolec¢nosti ICON,
zadavateli a NEK a/nebo SUKL v souladu s protokolem.
ZkouSejici a zdravotnické zafizeni budou bezodkladné
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for follow up information on any adverse event from

reagovat na vSechny zadosti zadavatele a/nebo

Sponsor and/or ICON. spoleénosti ICON o dalsi informace o jakékoli
nezadouci pfihodé.
1.5 INSTITUTION shall ensure that | 1.5 ZDRAVOTNICKE  ZARIZENI  zajisti, ze

INVESTIGATOR obtains written consent from each
Study Subject before they begin to participate in the
Study utilizing the most recent IRB/IEC-approved
Informed Consent Form (“Informed Consent Form” or
“ICF”).

ZKOUSEUJICI obdrzi od kazdého subjektu hodnoceni
pisemny souhlas, a to pfedtim, nez zahdji ucast ve
studii, k €emuz bude pouzit nejnovéjSi formulafF
informovaného souhlasu schvaleny NEK (dale jen
.<formulafF informovaného souhlasu“ nebo ,FIS®).

1.6 If so specified in the Protocol and the ICF,
Institution may collect and provide to ICON or the
Sponsor biological samples obtained from Study
Subjects (e.g., blood, urine, tissue, saliva, etc.) for
testing that is not directly related to the Study participant
care or safety monitoring, such as pharmacokinetic,
pharmacogenomic, or biomarker testing (“Biological
Samples”). The Institution and Investigator are
prohibited from collecting or using Biological Samples
(e.g. tissue, blood, serum and urine) from Study
Subjects, except such collection or usage is made (i)
pursuant to the Protocol; and/or (ii) needed for the
medical care of a Study Subject; and/or (iii) otherwise
expressly permitted by the Agreement; and/or with
Sponsor’s prior written consent. All use of Biological
samples is subject to all of the terms of this Agreement,
including without limitation, publication, intellectual
property, data ownership and confidentiality.

1.6 Je-li to stanoveno v protokolu a ve formulafi
informovaného souhlasu, zdravotnické zarizeni muze
subjektim hodnoceni odebirat biologické vzorky (napf.
krev, mo¢, tkan, sliny atd.) k testim, které pfimo
nesouviseji s péCi o UucCastnika studie nebo s
monitorovanim bezpecnosti, jako jsou farmakokinetické
nebo farmakogenomické testy nebo testy ke stanoveni
biomarkerl (,biologické vzorky“), a mulze tyto
biologické vzorky poskytnout spolecnosti ICON nebo
zadavateli. Zdravotnické zafizeni a Zkou$ejici nesmi
odebirat biologické vzorky (napf. tkan, krev, sérum a
moc¢) subjektiim hodnoceni nebo tyto vzorky pouzivat, s
vyjimkou pfipadd, kdy je takovy odbér nebo takové
pouziti provedeno (i) v souladu s protokolem; a/nebo (ii)
kdyz je to nezbytné pro lékafskou pécCi o subjekt
hodnoceni; a/nebo (i) kdyz je to jinak vyslovné
povoleno smlouvou; a/nebo s pfedchozim pisemnym
souhlasem zadavatele. Veskeré pouziti biologickych
vzorkd se fidi podminkami této smlouvy, mimo jiné
véetné publikovani, duSevniho vlastnictvi, vlastnictvi
udajd a davérnosti udajl.

1.7 The Institution/Investigator shall retain factually
correct records and documents pertaining to the
conduct of the Study and the distribution of the
Investigational Product for twenty-five (25) years
(“Retention Period”) following completion,
abandonment or termination of the Study, unless longer
period is required by the Regulations. The
Institution/Investigator shall ensure source records,
data and documentation including but not limited to the
Case Report Forms relating to the Study (“Study Data”)
is attributable, legible, contemporaneous, original,
accurate, and complete. In no event will Institution or
Investigator dispose of any such records without first
giving Sponsor or ICON sixty (60) business days’ prior
written notice of its intent to do so and an opportunity to
transfer the records to Sponsor or ICON, at Sponsor’s
reasonable expense. Should the Investigator leave his
or her practice at the Institution before the Retention
Period has expired, the Institution shall nominate
another person in writing to ICON to be responsible for
maintenance of Study records. ICON on its own behalf
or that of the Sponsor shall have the right to approve or
reject the nominated replacement person.

1.7 Zdravotnické zafizeni/zkouSejici bude
archivovat fakticky spravné zaznamy a dokumenty
vztahujici se kprovadéni studie a distribuci
hodnoceného pfipravku po dobu dvaceti péti (25) let
(,obdobi archivace”) po dokoncéeni, zastaveni C¢i
ukonCeni studie, pokud neni pravnimi predpisy
vyzadovano delSi obdobi. Zdravotnické
zafizeni/zkouSejici zajisti, ze zdrojové zaznamy, udaje
a dokumentace, mimo jiné vcetné formulafl pro
zaznamy subjektll hodnoceni souvisejicich se studii
(,udaje ze studie) budou dohledatelné, Cditelné,
aktualni, pavodni, pfesné a kompletni. Zdravotnické
zafizeni ani zkou$ejici v Zadném pfipadé nezlikviduji
Zzadné takové zaznamy, aniz by nejdfive svlj zamér
pisemné oznamili zadavateli ¢€i spole¢nosti ICON
Sedesat (60) pracovnich dnd pfedem a poskytli jim
pfilezitost pfevzit zdznamy na piiméfené naklady
zadavatele. Jestlize zkouSejici ukonc&i své plsobeni ve
zdravotnickém  zafizeni pfed uplynutim obdobi
archivace, zdravotnické =zafizeni uréi pisemnym
oznamenim spole¢nosti ICON jinou osobu, ktera bude
odpovédna za vedeni zaznamu studie. Spolecnost
ICON muUze svym jménem nebo jménem zadavatele
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bude mit pravo navrzenou nahradni osobu schvalit
nebo zamitnout.

1.8 The Investigator shall include in the Study only
potential participant who upon entrance into the
treatment phases of the Study, meets all of the inclusion
criteria and none of the exclusion criteria set forth in the
Protocol and has signed a valid IEC/SUKL approved
Informed Consent Form (“Qualified Participants®). The
Investigator shall only use any Study recruitment
materials directed to potential Qualified Participants that
that have been previously agreed in writing with the
Sponsor or ICON

1.8 ZkouSejici do studie zapoji pouze takového
potencialniho ucastnika, ktery pfi vstupu do obdobi
léCby v ramci studie spliiuje vS8echna kritéria pro
zafazeni a zadné z kritérii pro vylou€eni stanovenych v
protokolu a ktery podepsal platny formulaf
informovaného  souhlasu  schvaleny  NEK/SUKL
(,zpusobili uéastnici“). ZkouSejici bude pouzivat
pouze materialy pro nabor do studie zaméfené na
potencialni zpUsobilé UCastniky, které jiz byly pisemné
schvéleny zadavatelem a spole¢nosti ICON.

1.9 The Investigator or his/her authorized designee
shall complete case report forms in the format provided
by ICON/Sponsor or its authorized designee where
documenting the administration of the Investigational
Product and conduct of all the Study procedures to each
Qualified Participant (as defined herein) in accordance
to the Protocol (“CRF”), and shall submit them within
two (2) business days of obtaining the data. The
Investigator is in any case responsible for the
completion and submission of the CRFs. The
Investigator shall fully assist, in a timely manner, ICON
representatives in resolving any discrepancies, errors or
missing information in CRFs. The Investigator shall
help ICON or the Sponsor, in conducting audits of
original case records, laboratory reports, and/or raw
data sources underlying data recorded in the CRFs.
Such audits shall be conducted during normal business
hours and with due regard for patient confidentiality. The
Institution and Investigator each understands that
failure to resolve discrepancies, errors or missing
information in CRFs may result in payment being
withheld until resolution.

1.9 ZkouSejici a/nebo jim povéfena osoba vyplini
formulafe pro zaznamy subjekttd hodnoceni ve formatu
stanoveném spolecnosti ICON/zadavatelem nebo jejich
uréenou osobou, Vvnichz bude zdokumentovano
podavani hodnoceného pfipravku a provedeni vSech
ukonU studie, a to pro kazdého zpUsobilého U¢astnika
(dle  definice vtomto dokumentu) v souladu
s protokolem (,CRF®), a prfedlozi je do dvou (2)
pracovnich dnl od ziskani udaju. Za vyplnéni a
pfedlozeni CRF bude vzdy odpovidat zkouS$ejici.
ZkouSejici poskytne zastupclim spole¢nosti ICON
uplnou a v&asnou soucinnost pfi feSeni jakychkoli
rozpord, chyb nebo chybégjicich informaci v CRF.
ZkouSejici poskytne spolec¢nosti ICON nebo zadavateli
pomoc pfi provadéni auditt puvodnich CREF,
laboratornich zprav a/nebo nezpracovanych zdrojovych
udajd, jez jsou podkladem pro Udaje zaznamenané
v CRF. Takové audity budou provedeny béhem bézné
pracovni doby a s nalezitym ohledem na dudvérnost
Udaju pacienta. Zdravotnické zafizeni a zkouSejici si
jsou védomi, Ze pokud nebudou odstranény rozpory Ci
chyby nebo nebudou doplnény chybéjici informace
v CRF, mlze to mit za nasledek zadrzeni platby az do
vyfeSeni pfislusné zalezitosti.

2 RESOURCES AND EQUIPMENT

2, ZDROJE A VYBAVENI

21 The Institution/Investigator agrees to provide all
Study Staff who are engaged by the Institution or the
Investigator in conducting the Study, facilities and other
resources, as are required to duly complete the
Investigator’s and the Institution’s responsibilities under
this Agreement and the Protocol.

2.1 Zdravotnické zafizeni/zkousSejici souhlasi s tim,
Ze poskytne vSechny pracovniky studie, jejichz sluzeb
zdravotnické zafizeni ¢i zkouSejici vyuziva pfi
provadéni studie, prostory a dalSi zdroje, které jsou
potfebné pro fadné pinéni povinnosti zkouSejiciho a
zdravotnického zafizeni podle této smlouvy a podle
protokolu.

2.2 The Institution may not reassign the conduct of
the Study to a different Investigator without nominating
in written another qualified person and only after written
authorization from ICON of Sponsor; in the absence of
such express authorization from ICON or the Sponsor,
ICON shall be entitled to invoke the termination of this
Agreement as per the provisions of section 9 below.

2.2 Zdravotnické zafizeni nesmi pfidélit provadéni
studie jinému zkouSejicimu, aniz by pisemné
nominovalo jinou kvalifikovanou osobu, a smi tak ucinit
pouze po obdrzeni pisemného svoleni od spoleCnosti
ICON ¢&i zadavatele; za nepfitomnosti takového
vyslovného svoleni ze strany spole¢nosti ICON ¢i
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zadavatele bude mit ICON pravo ukongit tuto smlouvu
podle ustanoveni ¢lanku 9 nize.

2.3 In case of a temporary absence the
Investigator, Institution shall designate a qualified sub-
investigator, who shall be identified in writing. When the
Investigator’s absence is anticipated to exceed fourteen
(14) days, ICON and the Sponsor shall be notified in
writing of the designated sub-investigator who shall
assume the Study responsibilities until Investigator
returns. ICON or the Sponsor may approve or reject
any proposed sub-investigator. If a permanent
substitution of Investigator is required, Institution shall
notify ICON/Sponsor in accordance with section 2.2.
above.

2.3 V pfipadé do¢asné nepfitomnosti zkou$ejiciho
zdravotnické  zafizeni  ustanovi  kvalifikovaného
spoluzkouS$ejiciho, ktery bude uréen pisemné. Pokud
se predpoklada, ze nepfitomnost zkousejiciho
pfesahne c¢trnact (14) dni, bude spole€nost ICON a

zadavatele pisemné informovana o povéfeném
spoluzkous$ejicim, ktery prevezme povinnosti
souvisejici se studiido navratu zkousSejiciho.

Spole¢nost ICON nebo zadavatel muaze jakéhokoli
navrzeného spoluzkous$ejiciho schvalit nebo zamitnout.
V pfipadé&, Ze bude nutné trvalé nahrazeni zkous$ejiciho,
zdravotnické zafizeni pisemné ozndmi takovou
skuteCnost spole€nosti ICON/zadavateli v souladu
s ¢lankem 2.2 vySe.

2.4 ICON or the Sponsor may provide, or arrange
for a vendor to provide, certain equipment
(“Equipment”) or proprietary materials for use by
Investigator or Institution during the conduct of Study.
Such proprietary materials may include computer
software, methodologies, rating scales and other
instruments that are owned or licensed for use by ICON
or Sponsor (collectively, “Materials”). Equipment or
Materials to be provided for the Study and any
requirements relating to them are described in
Appendix 4. Any such Materials or Equipment shall
remain the property of Sponsor or ICON, as the case
may be, and unless otherwise agreed in writing shall be
returned to ICON or Sponsor at the end of the Study or
promptly on receipt of written request from ICON or
Sponsor.

2.4 ICON nebo zadavatel muze poskytnout nebo
zajisti, aby dodavatel poskytl urcité vybaveni
(,vybaveni“) nebo chranéné materialy, jez budou
zkouSejici nebo zdravotnické zafizeni pouzivat b&hem
provadéni studie. Takové chranéné materidly mohou
zahrnovat pocitaCovy software, metodiky, hodnotici
Skaly a dalSi nastroje, které jsou ve vlastnictvi
spole¢nosti ICON ¢i zadavatele nebo na néz ma ICON
¢i zadavatel licenci (spole¢né dale jen ,materialy”).
Vybaveni nebo materialy, které budou poskytnuty pro
studii, a jakékoli s nimi souvisejici pozadavky jsou
popsany v pfiloze 4. VSechny takové materidly nebo
vybaveni zlstanou vlastnictvim zadavatele nebo
pripadné spole¢nosti ICON a pokud nebude pisemné
dohodnuto jinak, budou vraceny spole¢nosti ICON ¢&i
zadavateli na konci studie nebo neprodlené na zakladé
pisemné zadosti spole¢nosti ICON ¢i zadavatele.

3 INVESTIGATIONAL PRODUCT

3. HODNOCENY PRIPRAVEK

Unless expressly agreed in contrary by the Parties,
ICON shall provide, or shall ensure that the Sponsor
provides, to the Institution/Investigator, the required
quantities of the Investigational Product as well as any
applicable placebo, and/or combination drug and/or
comparator drug and any other Study materials required
(e.g. CRFs) for the Study, as set forth in the Protocol.
Institution/Investigator may not use Investigational
Product or other Materials in any other way other than
as expressly specified in the Protocol and shall store
and maintain control of the Investigational Product and
other Materials in accordance with the Protocol and
Regulations, particularly with Act No. 378/2007 Coll., on
Drugs, as amended, and Decree No. 463/2021 Coll., on
detailed conditions for the conduct of clinical trials of
medicinal products for human use, as amended and will
not administer or dispense the Investigational Product
to anyone who is not a Qualified Participant, or provide
access to it to anyone except Study Staff. The

Pokud se smluvni strany vyslovné nedohodnou jinak,

spole¢nost ICON zdravotnickému
zafizeni/zkouSejicimu poskytne nebo zajisti, ZzZe
zadavatel  zdravotnickému  zafizeni/zkousSejicimu

poskytne potfebné mnozstvi hodnoceného pfipravku a
pfislusné placebo a/nebo kombinovany pfipravek
a/nebo srovnavaci pfipravek a dalSi potfebné materialy
pro studii (napf. CRF) tak, jak je stanoveno v protokolu.
Zdravotnické zafizeni/zkouSejici nesmi hodnoceny
pfipravek ani dalSi materidly pouzit jinak, nez je
vyslovné stanoveno v protokolu, a bude hodnoceny
pfipravek a dalSi materialy uchovavat a mit je pod
kontrolou v souladu s protokolem a pravnimi predpisy,
zejména zakonem ¢. 378/2007 Sb., o IéCivech,
v platném znéni, a vyhlaskou ¢&. 463/2021 Sb., o
blizSich podminkach provadéni klinického hodnoceni
humannich l|éCivych prfipravkl , v platném znéni, a
nepoda ani nevyda hodnoceny prfipravek nikomu, kdo
neni zpUsobilym u€astnikem, a neposkytne pfistup k
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Investigator shall return, at Sponsor’s reasonable
expense, all unused Investigational Product, as well as
any containers, whether containing unused
Investigational Product or not, in accordance with the
instructions of the Sponsor or ICON upon expiration or
termination of the Study or at such times as the Sponsor
or ICON may direct. Should Sponsor agree to
destruction of the Investigational Product instead of
return, the Institution shall ensure that any such
destruction will be in accordance with Sponsor’'s
instructions and the Institution shall provide certification
of destruction to Sponsor, upon request.

hodnocenému  pfipravku  nikomu  jinému nez
pracovnikim studie. Zkous$ejici na pfiméfené naklady
zadavatele vrati veSkery nepouzity hodnoceny
pfipravek i obaly bez ohledu na to, zda obsahuji
nepouzity hodnoceny pfipravek ¢i nikoli, v souladu s
pokyny zadavatele nebo spole€nosti ICON, a to po
ukonceni ¢i dokonceni studie nebo kdyz k tomu da
zadavatel Ci spolecnost ICON pokyn. Pokud bude
zadavatel souhlasit se zni¢enim hodnoceného
pfipravku namisto jeho vraceni, zdravotnické zafizeni
zajisti, ze kazdé takové zniCeni bude provedeno v
souladu s pokyny zadavatele a poskytne zadavateli na
pozadani osvédCeni o zniceni.

and represents that:

4 REPRESENTATIONS, WARRANTIES AND | 4. PROHLASENI, ZARUKY A UJEDNANI
COVENANTS
4.1 The Investigator/Institution covenants, warrants | 4.1 ZkouSejici/zdravotnické zafizeni se zavazuje,

zarucCuje a prohlasuje, ze:

411 they each have at all times during
the course of the Study, the appropriate licenses,
approvals and certifications necessary to safely,
adequately and lawfully perform the Study in
accordance with applicable Regulations, the Protocol,
this Agreement and good clinical practice and have no
notice of any investigations that would jeopardize such
licenses, approvals or certifications;

411 v pribéhu studie vzdy bude mit
pfislusné licence, schvaleni a osvédceni, jeZz jsou
nezbytna pro bezpecné, odpovidajici a zakonné
provedeni studie v souladu s platnymi pravnimi
predpisy, protokolem, touto smlouvou a spravnou
klinickou praxi, a Zze mu nebyla ozndmena Zadna
Setfeni, ktera by mohla takové licence, schvaleni nebo
osvédcéeni ohrozit;

41.2 Investigator is at all times during the
course of the Study qualified by training and experience
with appropriate expertise to conduct the Study within
the jurisdiction where the Study is being conducted;

41.2 zkousSejici bude v prubéhu studie
vzdy kvalifikovan svym odbornym  vzdélanim,
zaskolenim a zkuSenostmi k provedeni studie v ramci
jurisdikce, v niz studie probiha;

41.3 Study Staff are and at all times
during the course of the Study continue to be
appropriately trained in ICH GCP, Study procedures
and the Protocol;

41.3 pracovnici studie jsou a v prubéhu
studie vzdy budou fadné zaskoleni v oblasti SKP ICH,
ukonech studie a protokolu;

41.4 neither Institution nor the
Investigator are subject to any conflicting interests in the
outcome of the Study or conflicting obligations or
contracts that might interfere with the performance of
the Study or that might impair the acceptance of the
resulting data by any Regulatory Authority, including the
EMA and FDA, or that might otherwise create a conflict.

414 zdravotnické zafizeni ani zkousejici
nepodléhaji zadnému stfetu zajm(, pokud jde o
vysledek studie, ani stfetu povinnosti ¢i dohod, které by
mohly narusit provadéni studie nebo mit vliv na pfijeti
vyslednych Gdaju jakymkoli kontrolnim Gfadem, véetné
EMA a FDA, nebo by mohly jinak vytvofit rozpor.

5 AUDITS, INSPECTIONS AND MONITORING

5. AUDITY, INSPEKCE A MONITOROVANI

5.1 For the purpose of monitoring and auditing the
conduct of the Study, the Institution shall grant access
to authorized personnel of the Sponsor or ICON, upon
reasonable prior notice and at mutually agreed upon
times during normal business hours, throughout and (for
audits) for a reasonable period after the end of the
Study. The authorized personnel of the Sponsor or
ICON may inspect facilities used for the Study (“Site*),

5.1 Zdravotnické  zafizeni  poskytne  pfistup
povéfenym pracovnikim zadavatele nebo spole€nosti
ICON pro G€ely monitorovani a auditu provadéni studie,
a to po pfiméfeném predchozim oznameni a ve
vzajemné dohodnutych ¢asech béhem bézné pracovni
doby, po celou dobu trvani studie a (pro audity) po
pfiméfenou dobu po jejim skonceni. Povéreni
pracovnici zadavatele nebo spole¢nosti ICON mohou
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clinical study records, CRFs, medical records,
laboratory reports, ICF documents, study drug
accountability records, any raw data sources underlying
data recorded in the CRFs and any other relevant
documents required by Regulatory Authorities, with due
regard for confidentiality. Whilst monitoring visits may
be conducted remotely in accordance with the
Monitoring plan, INSTITUTION shall permit at least two
(2) on-site monitoring visits per year.

provadét inspekce prostor pouzivanych pro studii (dale
jen ,pracovisté”), zaznamu klinické studie, formulard

CRF, lékafskych zaznam(, laboratornich zpray,
formulafd informovaného souhlasu, zaznam( o
evidenci hodnoceného pFipravku, zdroju

nezpracovanych dat, ktera jsou podkladem pro data
zaznamenana do formulard CRF, a veSkerych dalSich
pfislusnych dokumentd pozadovanych kontrolnimi
Ufady, a to s nalezitym ohledem na zachovani
divérnosti. Monitorovaci navstévy sice mohou byt
provadény na dalku v souladu s planem monitorovani,
ZDRAVOTNICKE ZARIZENI v8ak povoli alespori dvé
(2) monitorovaci navstévy na pracovisti roéné.

5.2 Institution acknowledges that the Study is
subject to inspection by a Regulatory Authority and that
such inspections may occur after completion of the
Study and include inspection of the Study records.
Institution will ensure that the clinical Study records are
maintained in a way that facilitates such inspections at
any time. Institution shall notify ICON as soon as
reasonably possible if the Site is inspected or scheduled
to be inspected by a Regulatory Authority in relation to
the Study and allow ICON/SPONSOR to assist in the
preparation for such inspection. Institution  will
cooperate with Regulatory Authority in the conduct of
inspections and, to the extent legally permissible, invite
ICON/SPONSOR to be present. Institution  will
promptly forward to ICON copies of any inspection
findings that Institution receives from a Regulatory
Authority related to the Study or relevant to the proper
conduct of the Study and, to the extent legally
permissible, Institution will permit ICON/SPONSOR to
prospectively review and comment on any Institution
responses to Regulatory Authority inspections in regard
to the Study. INSTITUTION shall notify
ICON/SPONSOR of any legal action taken on any
inspection by a Regulatory Authority.

5.2 Zdravotnické zafizeni bere na védomi, ze
studie podléhd inspekci ze strany kontrolniho Ufadu a
Ze se takovéto inspekce mohou uskuteénit po
dokonéeni studie a zahrnuji inspekci zaznamu studie.
Zdravotnické zafizeni zajisti, aby zaznamy Kklinické
studie byly vedeny zpUsobem, ktery takové inspekce
usnadni. Pokud je v souvislosti se studii provadéna
inspekce pracovisté studie kontrolnim ufadem, nebo
pokud je takova inspekce naplanovana, bude
zdravotnické zafizeni co nejdfive informovat spole¢nost
ICON a umozni spole€nosti ICON/zadavateli, aby pfi
pfipravé takové inspekce poskytli soucinnost.
Zdravotnické zafizeni bude spolupracovat s kontrolnim
Ufadem pfi provadéni inspekci a v mife povolené
pravnimi predpisy vyzve ICON/ZADAVATELE, aby byli
pritomni. Zdravotnické zafizeni bezodkladné preda
spole€nosti ICON kopie veSkerych zjisténi z inspekce,
které v souvislosti se studii nebo provadénim studie
obdrzi od kontrolniho Ufadu a v mife povolené pravnimi
predpisy povoli ICON, ZADAVATELI budouci
prezkoumani a pripominkovani odpovédi
zdravotnického zafizeni na inspekce kontrolnim
Uradem souvisejici se studii. ZDRAVOTNICKE
ZARIZENI oznami spolegnosti ICON/ZADAVATELI
veSkeré pravni kroky uc€inéné na zakladé jakékoli
inspekce kontrolnim Ufadem.

6 PUBLICATION

6. PUBLIKOVANI

The right of first publication shall be with Sponsor. The
Parties acknowledge that the Sponsor shall retain
ownership of all original CRFs 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

Pravo prvniho zvefejnéni nalezi zadavateli. Smluvni
strany berou na védomi, Ze zadavatel si ponecha ve
vlastnictvi vSechny plvodni CRF, které budou pochazet
z této studie. ZkousSejici vS8ak bude mit prfednostni
publikaéni a prezentaéni prava za pfedpokladu, ze svij
rukopis a/nebo abstrakt poskytne zadavateli k
posouzeni a pfipominkovani Sedesat (60) dnd pred
pfedlozenim k publikovani nebo Sedesat (60) dnl pred
prezentovanim. Pokud by podle usudku zadavatele
takové publikovani ¢i prezentovani v danou dobu ztizilo
vyvoj hodnoceného pfipravku zadavatelem, zkouSejici
zvazi upraveni harmonogramu publikovani i
prezentovani odpovidajicim zplsobem. Zdravotnické
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further agrees to delete information identified by ICON
or the Sponsor to ensure the accuracy of the
publication, to ensure that Confidential Information and
Intellectual Property Rights be secured or to enable
relevant supplementary information to be provided. The
Investigator agrees that all reasonable comments made
by the Sponsor in relation to the proposed publication
shall be incorporated into the publication. The Sponsor
shall have a right to request Confidential Information be
removed from the publication. The Investigator agrees
that the Sponsor may request any publication or
presentation to be deferred in order to enable the
Sponsor to protect Confidential Information, Intellectual
Property Rights for up to six (6) months from the date of
the first submission to the Sponsor. This period shall be
extended for reasonable period only if otherwise in the
Sponsor's reasonable opinion the Confidential
Information, Intellectual Property Rights might be
compromised or lost.. 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

zafizeni/zkouSejici dale souhlasi stim, Zze pred
pfedlozenim takového rukopisu a/nebo abstraktu k
publikovani ¢i prezentovani odstrani informace
oznacené spole¢nosti ICON ¢i zadavatelem, aby byla
zajiténa presnost publikace, aby byly chranény
ddvérné informace a prava dusevniho vlastnictvi nebo
aby bylo mozné uvést relevantni doplfujici informace.
ZkouSejici souhlasi s tim, ze vSechny opodstatnéné
pfipominky zadavatele ve vztahu k navrhované
publikaci budou do publikace zapracovany. Zadavatel
bude mit pravo pozadovat, aby byly duvérné informace
z publikace odstranény. Zkousejici souhlasi s tim, Ze
zadavatel mGze pozadovat odlozeni pfipadné publikace
nebo prezentace, aby zadavatel mohl chranit davérné
informace a prava dusevniho vlastnictvi, a to na dobu
az Sesti (6) mésicl od data prvniho predlozeni
zadavateli. Toto  obdobi bude prodlouzeno
o pfiméfenou dobu pouze v pfipadé, pokud by podle
opodstatnéného nazoru zadavatele mohla byt jinak
prava tykajici se davérnych informaci a duSevniho
vlastnictvi naruSena nebo ztracena. V pfipadé, ze je
studie soucasti multicentrického klinického hodnoceni
(coz pro ucCely této smlouvy znamena, ze je do ni
zapojeno alespon jedno dal$i zdravotnické zafizeni),
nebude Zadna publikace &i prezentace zaloZena na
vysledcich ziskanych na pracovisti zvefejnéna pfed

make reference to the relevant multi-centre | zvefejnénim prvni multicentrické publikace. Pokud se

publication(s). publikace tyka analyz podskupin udajt
z multicentrického  klinického  hodnoceni,  bude
v publikaci ¢i prezentaci uveden odkaz na pfislusné
multicentrické publikace.

7 CONFIDENTIALITY 7. DUVERNOST INFORMACI

71 For the purposes of this Agreement | 7.1 Pro ucely této smlouvy se ,davérnymi

“‘Confidential Information” means any data, | informacemi“ rozumi veSkeré udaje, dokumentace,

documentation, trade secrets, know-how, Study | obchodni tajemstvi, know-how, vysledky studie,

Results, 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 before, on or after the Effective
Date or the Study Staff before, on or after the Effective
Date by ICON, Sponsor and/or Sponsor affiliates and/or
Sponsor collaboration partners or their respective
employees or agents or is otherwise developed or
generated in connection with the discussions and
negotiations pertaining to, or in the course of performing
this Agreement including, but not limited, to the
Protocol, Study Data, and the clinical investigator
brochure provided by the Sponsor.

zdznamy a informace v jakékoli podobé& souvisejici s
podminkami této smlouvy, studii a/nebo hodnocenym
pfipravkem, které jsou spoleCnosti ICON i
zadavatelem nebo jejich pfidruzenymi spolecnostmi i
spolupracujicimi  partnery zadavatele nebo jejich
pfisluSnymi zaméstnanci & povéfenymi osobami
poskytnuty pfed datem ucinnosti nebo po datu u&innosti
zdravotnickému zafizeni, zkouSejicimu nebo
pracovnikim studie, nebo jsou jinak vytvofeny Gi
ziskany ve spojitosti s diskusemi a jednanimi, jez se
tykaji pInéni této smlouvy nebo jez se uskutecnila v jeho
pribéhu, a to mimo jiné vcetné protokolu, udaji ze
studie a souboru informaci pro zkouSejiciho
poskytnutych zadavatelem.

7.2 Unless ICON provides prior written consent, the
Institution/Investigator may not use Confidential
Information for any purpose other than authorized in this
Agreement, nor may Institution disclose Confidential
Information to any third party except to Study Staff who

7.2 Zdravotnické zafizeni/zkouSejici nesmi bez
predchoziho pisemného souhlasu spolec¢nosti ICON
pouzivat davérné informace k zadnému jinému ucelu
nez tomu, ktery je povolen touto smlouvou, a
zdravotnické zafizeni dale nesmi sdélit davérné
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need to know such Confidential Information for the
conduct of the Study and as authorized in this
Agreement and which are bound towards the Institution
and/or Investigator in writing (e.g. by employment
contract) by confidentiality obligations not less strict
than the obligations of the Institution and Investigator
under this Agreement or as required by the Regulations.
Institution/Investigator agree 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, however, Institution may retain a copy of
such information for internal compliance purposes and
subject to the confidentiality requirements of this
section. To the extent the Study Personnel or any other
of Institution’s or Investigator’s personnel involved in the
Study to whom the Confidential Information were
disclosed are leaving the Institution; the Institution and
the Investigator will ensure that the Confidential
Information is covered by a valid post-contractual
confidentiality obligation.

Institution agrees not to modify, reverse engineer,
disassemble or decompile any Investigational Product
or other material embodied in Confidential Information.

informace zadné treti strané kromé pracovnikl studie,
ktefi takové duavérné informace potfebuji znat pro
provadeéni studie, a to v souladu s touto smlouvou a ktefi
jsou va¢i zdravotnickému zafizeni a/nebo zkousejicimu
pisemné vazani (napf. pracovni smlouvou) povinnostmi
zachovani mi€enlivosti, které nejsou méné pfisné nez
zavazky zdravotnického zafizeni a zkousSejiciho podle
této smlouvy nebo pozadavky pravnich predpist.
Zdravotnické zafizeni/zkouSejici souhlasi s tim, ze
pouzije duvérné informace pouze pro plnéni svych
pfisluSnych zavazkd podle této smlouvy. Pokud o to
spole¢nost ICON pozada, zdravotnické
zafizeni/zkouSejici na konci studie neprodlené vrati
vSechny takové dlavérné informace spole¢nosti ICON,
zdravotnické zafizeni si v8ak muze ponechat kopii
takovych informaci pro u€ely dodrZeni internich pravidel
a za predpokladu dodrzeni pozadavkid na zachovani
divérnosti uvedenymi v tomto ¢lanku. Pokud pracovnici
studie nebo jakykoli jiny personal zdravotnického
zafizeni zapojeny do studie, kterému byly davérné
informace sdéleny, zdravotnické zafizeni opoustéji,
zdravotnické zafizeni zajisti, aby se na davérné

informace vztahoval platny posmluvni zavazek
mic¢enlivosti.

Zdravotnické zafizeni souhlasi s tim, ze nebude
upravovat, zpétné analyzovat, rozebirat ani

dekompilovat Zzadny hodnoceny pfipravek ani jiny
material za¢lenény do davérnych informaci.

disclosure or during the term of this confidentiality
obligation by means other than breach of this
Agreement by Institution,

7.3 Confidential Information does not include | 7.3 Duvérné informace nezahrnuji informace, které:
information that:
7.3.1 Is in the public domain at the time of | 7.3.1 jsou v dobé sdéleni nebo v dobé

trvani tohoto zavazku micCenlivosti vefejné dostupné
jakymekoli jinym zplsobem, nez je poruseni této smlouvy
zdravotnickym zafizenim,

7.3.2 Is already known to Institution at the
time of disclosure and is free of any obligations of
confidentiality,

7.3.2 jsou zdravotnickému zafizeni v
dobé sdéleni jiz znamy a zdravotnické zafizeni
nepodléha zadnému zavazku zachovani davérnosti,

7.3.3 Is obtained by Institution, free of any
obligations of confidentiality, from a third party who has
a lawful right to disclose it, or

7.3.3 jsou  zdravotnickym  zafizenim
ziskany od treti strany, ktera ma zakonné pravo je sdélit,
aniz by bylo zdravotnické zafizeni povinno zachovat
jejich davérnost, nebo

that expressly authorized in this Agreement is required
by law, that disclosure does not constitute a breach of
this Agreement as long as (i) Institution notifies ICON
and the Sponsor of such a requirement prior to

7.34 Is independently developed, as | 7.3.4 jsou nezavisle vytvofeny osobami v
documented by written records, by individuals within | rdmci zdravotnického zafizeni, které nemély k
Institution who had no access to Confidential | divérnym informacim pfistup, coZz je doloZeno
Information pisemnymi zaznamy.

7.4 If disclosure of Confidential Information beyond | 7.4 Pokud zakony vyzaduji sdéleni ddavérnych

informaci pfesahujici rozsah sdéleni, které je vyslovné
povoleno v této smlouve, takové sdéleni informaci
nepredstavuje poruSeni této smlouvy, jestlize (i)
zdravotnické zafizeni oznami takovy pozadavek
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disclosure to allow Sponsor the reasonable opportunity
to oppose the requirement or seek an appropriate
protective order; (ii) discloses only that Confidential
Information required to comply with the legal
requirement; and (iii) continues to maintain the
confidentiality of the Confidential Information with
respect to all other third parties.

spole¢nosti ICON a zadavateli pfed takovym sdélenim,
aby mél zadavatel odpovidajici pfileZitost vznést proti
takovému pozadavku namitku nebo usilovat o
odpovidajici ochranny pfikaz; (ii) jsou sdéleny pouze ty
davérné informace, které jsou nutné pro splnéni
pravniho pozadavku; a (iii) je nadale zachovana
divérnost téchto davérnych informaci vici ostatnim
tfetim stranam.

7.5 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.

7.5 Zadna ze smluvnich stran neuskuteéni, nezada
ani nebude Sifit zadnou inzerci, public relations,
propagacni materialy ani materialy jakéhokoli druhu za
pouziti nazvu/jména druhé smluvni strany a/nebo
dcefinych ¢i pfidruzenych spole€nosti druhé smluvni
strany nebo za pouziti jejich pfisluSnych ochrannych
znamek bez pfedchoziho pisemného souhlasu druhé
smluvni strany €i zadavatele (v pfislusnych pfipadech).

Zdravotnické zafizeni timto v souvislosti s vySe
uvedenym souhlasi svym jménem ¢&i jménem
zkouSejiciho s tim, ze zadavatel a/nebo spolecnost
ICON jsou timto opravnéni zvefejnit ucast

zdravotnického zafizeni a/nebo zkouSejiciho ve studii
vjednom ¢i vice registrech/databazich klinickych
hodnoceni, mimo jiné vcetné uvedeni mista a
kontaktnich (daji zdravotnického zafizeni a vSech
dalSich mist, kde se studie podle této smlouvy provadi.
Spole¢nost ICON a/nebo zadavatel budou mit rovnéz
pravo uvest pfisludné registracni udaje tykajici se studie
na internetovych strankach www.clinicaltrials.gov.
Zdravotnické zafizeni dale neuskuteéni, nezada ani
nebude Sifit zadnou inzerci, public relations, propagacni
material ani material jakéhokoli druhu za pouziti jména
zadavatele a/nebo dcefinych ¢&i  pfidruzenych
spole¢nosti zadavatele.

7.6 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

7.6 Zdravotnické zafizeni/zkous$ejici souhlasi s tim,
Ze nebudou obchodovat s cennymi papiry zadavatele
ani poskytovat rady tykajici se cennych papird

information that constitutes material non-public | zadavatele, kdyz budou mit v drzeni Udaje ze studie

information of the Sponsor. nebo jiné informace, jez jsou dullezitymi neverejnymi
informacemi zadavatele.

8 INTELLECTUAL PROPERTY 8. DUSEVNIi VLASTNICTVi

8.1 All documents, protocols, data, know-how, | 8.1 VSechny dokumenty, protokoly, udaje, know-

methods, operations, formulas, Confidential | how, metody, postupy, slozeni, duvérné informace,

Information, Investigational Product, Study Data and
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.
The completed CRFs, the final report (if applicable), and
other results of the Study, shall also be owned by
Sponsor. Institution and Investigator hereby assign

hodnoceny pfipravek, udaje ze studie a materialy
poskytnuté  zdravotnickému  zafizeni/zkouSejicimu
podle této smlouvy nebo vytvofené béhem provadéni
studie, kromé Iékafské dokumentace zpusobilych
UCastnikll a dalSich zdrojovych dokumentl, jsou a
zustanou vyhradnim vlastnictvim zadavatele. Vyplnéné
CREF, zavérecna zprava (v pfislusnych pfipadech) a jiné
vysledky studie jsou rovnéz majetkem zadavatele.
Zdravotnické zafizeni a zkouSejici timto postupuji
vSechna sva prava, majetkové naroky a podily
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their entire rights, title and interest in the Study Data,
including any of Study Staff, to Sponsor.

souvisejici s udaji ze studie, v€etné téch, jez nalezi
pracovnikiim studie, zadavateli.

8.2 Inventions whether or not patentable,
discoveries, developments, processes, technologies,
know-how, trade secrets, data, improvements, patents
utility models, copyrights, design right, trade-mark
and/or any other intellectual property whether registered
or not, 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 (“Sponsor Inventions”),
shall, without further remuneration for Institution and/or
Investigator, be the property of the Sponsor. The
Institution/Investigator shall promptly disclose to ICON
and/or the Sponsor, in writing, any Sponsor Invention
and shall assign (and shall require all Study Staff to
assign) to Sponsor all rights, title and interest, if any, in
and to each such Sponsor Invention. Institution agrees
to provide, at Sponsors expense, reasonable
assistance to Sponsor to enable Sponsor to perfect and
enforce its rights in such Sponsor Inventions.

8.2 Patentovatelné i nepatentovatelné vynalezy,
vysledky vyvoje, postupy, technologie, know-how,
obchodni tajemstvi, data, zkvalitnéni, patenty uzitné
vzory, autorska prava, designova prava, obchodni
znaCky a/nebo jiné dusevni vlastnictvi bez ohledu na
to, zda je registrovano, ¢&i nikoli souvisejici s
hodnocenym pfipravkem &i jinak vyplyvajici ze studie,
jez byly vymysSleny, vytvofeny &i poprvé dovedeny do
faze praktického vyuziti béhem platnosti této smilouvy,
(dale jen ,vynalezy zadavatele®) budou bez dalsi
odmeény pro zdravotnické zafizeni a/nebo zkousejiciho
majetkem zadavatele. Zdravotnické zafizeni/zkousejici
bude spole¢nost ICON a/nebo zadavatele neprodlené
pisemné informovat o jakémkoli vynalezu zadavatele a
postoupi (a bude vyZzadovat, aby vsSichni pracovnici
studie postoupili) zadavateli veSkera pfipadna prava,
naroky a podily spojené s kazdym takovym vynalezem
zadavatele. Zdravotnické zafizeni souhlasi s tim, Ze na
naklady zadavatele poskytne zadavateli pfiméfenou
pomoc, kterd& mu umozni zkvalitnit a uplatfiovat jeho
prava k takovym vynalezdm zadavatele.

8.3 In the event that any such Sponsor Invention is
not transferable to Sponsor by law, Institution and
Investigator hereby grant to Sponsor an exclusive,
transferable, sub-licensable, world-wide, timely
unlimited, irrevocable, royalty free license to exploit the
Sponsor Invention for any purpose whatsoever.

8.3 V pfipadé, Ze jakykoli takovy vynalez
zadavatele neni ze zakona na zadavatele prevoditelny,
zdravotnické zafizeni timto udéluje zadavateli vyhradni,
prevoditelnou, celosvétovou, Casové neomezenou,
neodvolatelnou a bezplatnou licenci, v jejimz ramci Ize
udelit dil&i licence, k vyuzivani vynalezu zadavatele pro
jakykoli tcel.

8.4 Institution and Investigator agree that any per-
sons involved in the conduct of the Study shall abide by
the provisions of this Section 8 with respect to any
Sponsor Inventions that may arise during the conduct of
the Study so that any right to such Sponsor Inventions

8.4 Zdravotnické zafizeni a zkouS$ejici souhlasi s
tim, Ze v8echny osoby zapojené do provadéni studie
budou dodrzovat ustanoveni tohoto ¢lanku 8 ve vztahu
k jakymkoli vynalezdm zadavatele, které mohou
vzniknout b&hem provadéni studie, takZe jakékoli pravo

of any existing inventions and technologies of its
property rights prior to this Agreement or developed
during the term but outside the scope of this Agreement
(“Background Rights”) shall remain that Party’s
property. To the extent any such Background Rights of
Institution/ Investigator are required for the performance
of the Study or the exploitation of the Study Results,
Institution/ Investigator herewith grant Sponsor a non-
exclusive, sublicensable, transferable, worldwide, cost-
free right to use and exploit such Background Rights
accordingly.

can be un-restrictedly assigned to Sponsor by the | k takovym vyndlezim zadavatele muze byt

Institution and/or the Investigator. zdravotnickym  zafizenim  a/nebo  zkouSejicim
neomezené postoupeno zadavateli.

8.5 The Institution shall have exclusive ownership | 8.5 Zdravotnické  zafizeni  bude  vylu€nym

majitelem jakychkoli existujicich vynalezl a technologii,
jejichz vilastnikem bylo pfed podepsanim této smlouvy
nebo které byly vyvinuty béhem obdobi mimo
pusobnost této smlouvy (,zakladni prava“). Pokud jsou
takova zakladni prava zdravotnického zafizeni /
zkouSejiciho nezbytnd pro provedeni studie nebo
vyuziti vysledkd studie, zdravotnické zafizeni /
zkouSejici timto udéluje zadavateli nevyhradni,
pfevoditelné, celosvétové a bezplatné pravo, v jehoz
ramci Ize udélit diléi licence, k odpovidajicimu uzivani a
vyuzivani téchto zakladnich prav.
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the provisions of this Agreement, the terms of this
Agreement shall commence on the Effective Date of this
Agreement and shall continue in force until the Study
has been completed at Institution, and all CRFs, and
any other pertinent Study-related documents have been
received by and completed to the reasonable
satisfaction of ICON and/or Sponsor (hereinafter the
“Term”).

9 TERM AND TERMINATION 9. DOBA PLATNOSTI SMLOUVY A JEJi
UKONCENI
9.1 Unless earlier terminated in accordance with | 9.1. Pokud nedojde k dfivéjSimu ukonceni v souladu

s ustanovenimi této smlouvy, zacnou podminky této
smlouvy platit ode dne nabyti ucinnosti této smlouvy a
budou platné do dokonéeni studie ve zdravotnickém
zafizeni a do doby, nez budou vSechny CRF a dalsi
pfislusné dokumenty souvisejici se studii obdrzeny
spole€nosti ICON a/nebo zadavatelem a vyplnény k
jejich pfiméfené spokojenosti (dale jen ,doba platnosti®).

9.2 Zdravotnické zafizeni/zkou$ejici mohou tuto
smlouvu ukondit z nize uvedenych ddvodu:

9.2 Institution/Investigator may terminate the
Agreement for the following reasons:

9.2.1 At any time, upon written notice if in
Investigator's reasonable opinion termination s

required to protect patient safety, e.g., because of the
occurrence of a serious or unexpected adverse event or
if requested to do so by the responsible SUKL

9.2.1 kdykoli pisemnym oznamenim,
pokud je podle pfiméfeného usudku zkousejiciho jeji
ukonceni nutné pro ochranu bezpecénosti pacientd,
napf. z divodu vyskytu zavazné nebo nepfedpokladané
nezadouci pfihody nebo pokud o to pozada pfisluSna
SUKL;

9.2.2 Upon sixty (60) days prior written
notice, for material breach of this Agreement, if ICON
does not cure such breach within thirty (30) days of its
being notified of such breach

9.2.2 v pfipadé zasadniho poruSeni této
smlouvy pisemnym oznamenim se Sedesati (60) denni
IhGtou, pokud spoleénost ICON takové poruseni
neodstrani do ftficeti (30) dnd poté, co je ji takové
poruseni oznameno.

9.3 Sponsor or ICON may terminate this Agreement
prior to completion by providing written notice to the
Institution/Investigator with immediate effect for any of
the following reasons:

9.3 Zadavatel nebo spoleénost ICON muze
smlouvu ukongit pfed jejim dokonenim, a to pisemnym
oznamenim zdravotnickému zafizeni/zkouSejicimu s
okamzitym ucinkem z kteréhokoli z dale uvedenych
davodu:

9.3.1 Notification by the Sponsor to ICON
to terminate the Study;

9.3.1 oznameni zadavatele spolecnosti
ICON, aby studii ukongila;

9.3.2 Notification by a Regulatory
Authority to the Sponsor to terminate the Study;

9.3.2 oznameni kontrolniho Uradu

zadavateli, aby studii ukoncili;

9.3.3 Without prejudice to the generality of
the rights of ICON and the Sponsor under this section,
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 or by the Sponsor

9.3.3 aniz by byl dotéen obecny charakter
prav spolecnosti ICON a zadavatele podle tohoto
¢lanku, zdravotnické zafizeni/zkouSejici bere na
védomi, Ze studie tvori ¢ast multicentrického klinického
hodnoceni, v némz je nabor subjektl kompetitivni, a ze
studie mlze byt proto spoleCnosti ICON nebo

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 or the facilities are determined not to be
adequate for the proper conduct of the Study;

prior to recruitment of the number of Qualified | zadavatelem ukonena pfed ziskanim stanoveného
Participants; poctu zpUsobilych ucastnikd;
9.34 Determination by the Sponsor | 9.3.4 zadavatel a/nebo spole¢nost ICON

rozhodnou o tom, Zze zkou$ejici neni poté, co mu byla
poskytnuta pfiméfena prilezitost, z jakéhokoli divodu
schopen uspokojivym zplsobem provést studii podle
pozadavku protokolu a této smlouvy nebo je zjisténo, ze
prostory nejsou pro fadné provadéni studie postacujici;
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9.3.5 In the event that the
Institution/Investigator commits a breach of any of its
obligations under this Agreement and has not remedied
that breach (if remediable) within thirty (30) days of
receipt of written notice from ICON or from the Sponsor
requiring remedy and specifying the breach complained
of;

9.3.5 pokud zdravotnické
zafizeni/zkouSejici porusi kterykoli ze svych zavazku
podle této smlouvy a toto poruSeni nenapravi (je-li
napravitelné) do tficeti (30) dnd od obdrzeni pisemného
oznameni od spole¢nosti ICON nebo zadavatele, které
bude pozadovat napravu a specifikovat poruseni, jez je
predmétem stiznosti;

9.3.6 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

9.3.6 pokud se zdravotnické
zafizeni/zkouSejici dostane do insolvence nebo poda
navrh na ochranu pred véfiteli podle platnych zakonu o
konkurznim Fizeni, bude podiéhat nedobrovolnému
konkurznimu fizeni, provede postoupeni ve prospéch
svych véfiteld, ma ureného spravce konkurzni
podstaty pro veSkery majetek Ci jeho ¢ast nebo pfestane
vykonavat svou Cinnost €i pokud mu hrozi zastaveni
¢innosti; a

9.3.7 Sponsor or ICON may terminate this
Agreement at any time prior to completion by providing
thirty (30) days written notice without cause to the
Institution/Investigator.

9.3.7 Zadavatel nebo spolec¢nost ICON
muze bez uvedeni divodu ukongit smlouvu kdykoli pfed
jejim dokonéenim pisemnym oznamenim
zdravotnickému zafizeni/zkou$ejicimu se ftficeti (30)
denni lhatou.

9.4 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 extent medically and ethically
permissible, on patients already entered into the Study.
INSTITUTION and the INVESTIGATOR shall promptly
inform the Study Subjects and shall assure appropriate
therapy and follow-up for the Study Subjects. The
Parties shall make the necessary notifications towards
the IRB and RA as required under the Regulations.

9.4 Ihned po obdrzeni oznameni o ukonceni
zkousejici zastavi zafazovani potencialnich pacientd do
studie a u pacientd, ktefi jiz byli do studie zafazeni,
pfestane provadét vykony v mife lékarsky a eticky
pfipustné. ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI
budou neprodlené informoval subjekty hodnoceni a
zajistil jim odpovidajici léCbu a nasledné sledovani.
Smluvni strany ucini nezbytna oznameni vici IRB a RA
v souladu s predpisy.

9.5 In the event of early termination of this
Agreement, following ICON’s receipt of adequate
documentation and undisputed invoice, ICON will pay
for:

9.5 V pfipadé pfed€asného ukonc&eni této smlouvy.
Po obdrZeni odpovidajici dokumentace spoleCnost
ICON poobdrzeni odpovidajici dokumentace a
nerozporované faktury uhradi:

9.5.1 all services properly rendered and
monies properly expended by the Institution through the
effective date of termination, which have not yet been
paid by ICON; and

9.5.1 v8echny sluzby fadné poskytnuté a
naklady radné vynalozené zdravotnickym zafizenim az
do data uc€innosti ukon€eni smlouvy, které dosud nebyly
spole€nosti ICON uhrazeny; a

9.5.2 any non-cancellable obligations
properly incurred for the Study by the Institution prior to
receipt of notice of termination

9.5.2 vesSkeré nezruSitelné zavazky, které
zdravotnickému zafizeni fadné vznikly pro ucely studie
pfed obdrzenim oznameni o ukon&eni smlouvy.

requirements under in particular, but not limited to the
Regulation (EU) 2016/679 of the European Parliament
and of the Council of 27 April 2016 on the protection of
natural persons with regard to the processing of

10 PRIVACY AND DATA PROTECTION 10. DUVERNOST A OCHRANA OSOBNICH
UDAJU
101 This clause 10 is included pursuant to the | 10.1 Toto ustanoveni 10 je za¢lenéno mimo jiné

podle pozadavku nafizeni (EU) 2016/679 Evropského
parlamentu a Rady ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim osobnich
Udaji a o volném pohybu téchto udaji (dale jen
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Personal Data and on the free movement of such data
(“GDPR”), and all implementing legislation, local and
regional data protection laws, as modified or replaced
from time to time, relating to the protection of individuals
with regard to privacy or the Processing of Personal
Data (“Data Protection Laws”).

,GDPR") avSech provadécich pravnich predpist a
mistnich a regionalnich zakond o ochrané osobnich
udaju, které mohou byt pfilezitostné upravovany dci
nahrazeny a které souviseji s ochranou fyzickych osob
s ohledem na dlvérnost nebo zpracovani osobnich
udaju (dale jen ,zakony o ochrané osobnich udaji*).

10.2 The Parties agree each to comply with all
applicable Data Protection Laws. Therefore, they agree
to adhere the principles and guidance contained in the
following in relation to the Processing of Personal Data

10.2  Smluvni strany jednotlivé souhlasi s tim, ze
budou dodrzovat vSechny platné zakony o ochrané
osobnich udaji. Smluvni strany proto souhlasi s tim, ze
budou dodrzovat principy a pokyny obsazené dale v

Protection Laws.

that may be necessary to conduct the Study. souvislosti se zpracovanim osobnich udaju, které
mohou byt pro provedeni studie nezbytné.

10.3  Capitalized terms used in this clause 10(10.1 — | 10.3Pojmy, které jsou v anglické verzi tohoto

10.16) have the meanings set forth under Data | ustanoveni 10 (10.1 - 10.16) vyznaceny velkym

pismem, maji vyznam stanoveny zakony o ochrané
osobnich udaju.

10.4  For the purpose of this Agreement and in
respect of the Processing of Personal Data related to
the Study, Institution, Investigator and Sponsor shall be
Independent Data Controller. Institution, Investigator,
and Sponsor consider itself as individually and
separately responsible for complying with the
obligations under applicable Data Protection Laws.
ICON acts as a Processor for the Sponsor.

10.4  Zdravotnické zafizeni a zadavatel jsou pro
UcCely této smlouvy a pro zpracovani osobnich udajl
souvisejicich se studii nezavislymi spravci udaj.
Zdravotnické zafizeni a zadavatel se povaZuji za
individualné a samostatné odpovédné za pinéni
povinnosti podle platnych zakonl o ochrané osobnich
udaju. Spolecnost ICON plsobi pro zadavatele jako
zpracovatel.

10.5 Personal Data of Qualified Participants.
Sponsor shall be an Independent Data Controller with
respect to its Processing of Personal Data contained in
the Study Data that is reported by Institution to Sponsor
and/or ICON. Institution shall continue to be an
Independent Data Controller of Personal Data
Processed with respect to the treatment of the Qualified
Participants pursuant to medical standard of care and
applicable legal obligations.

The Sponsor will provide Institution with the informed
consent form (“ICF”) for the Qualified Participants.
Institution shall provide the ICF to Qualified Participants
and obtain their consent upon collection of their
Personal Data.

10.5.  Osobni udaje zplsobilych ucastnikd. Zadavatel
bude nezavislym spravcem udaji, pokud jde o
zpracovani osobnich udajud obsazenych v udajich ze
studie, které jsou hlaSeny zdravotnickym zafizenim
zadavateli a/nebo spolec¢nosti ICON. Zdravotnické
zafizeni bude i nadale nezavislym spravcem osobnich
udajl, které zpracovava v souvislosti s |écbou
zplsobilych G€astnikl v souladu se standardem
lékarské péCe a povinnostmi vyplyvajicimi z platnych
pravnich pfedpisu.

Zadavatel poskytne zdravotnickému zafizeni formulaf
informovaného souhlasu (dale jen ,FIS*) pro zpUsobilé
Ucastniky. Zdravotnické zafizeni poskytne FIS
zpusobilym Gc€astnikim a ziska jejich souhlas se
shromazdovanim jejich osobnich udaja.

10.6  Personal Data of Study Staff. During the Study
and in course of the Study preparation, Investigator,
Sub-Investigator and Study Staff may provide Personal
Data relating to them to the Sponsor.

Furthermore, this Personal Data may be disclosed or
transferred to Sponsor, Sponsor affiliates, subsidiaries,
representatives, and contractors working on behalf of
Sponsor and to regulatory and Data Protection
Supervisory Authorities globally.

10.6  Osobni udaje pracovnikl studie. Béhem studie
a v pribéhu jeji pfipravy mohou zkouSejici,
spoluzkouSejici a pracovnici studie poskytnout

zadavateli osobni udaje, které se jich tykaji.

Osobni udaje mohou byt dale zpfistupnény &i predany
zadavateli, jeho pfidruzenym a dcefinym spole¢nostem,
zastupcdm a smluvnim dodavatelim, ktefi plsobi
jménem zadavatele, a kontrolnim Gfaddm na celém
svété.
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Institution is responsible for the lawfulness transfer of
such personal data of its employees to Sponsor to
enable Sponsor to comply with clinical trial regulations
associated with the ICH/GCP Guidelines and those
adopted by applicable laws and regulations to collect
personal data from individuals who participate in the
conduct of a Study to prove their qualifications.

The Institution is responsible to notice the Investigator,
Sub-Investigator, and Study Staff about Sponsor’s
collection, Processing, and transfer of their Personal
Data as set forth in this Agreement. Sponsor through
ICON provides the Institution with a data privacy notice.

Zdravotnické zafizeni je odpovédné za zakonnost
pfedavani téchto osobnich Udaji svych zaméstnanci
zadavateli, aby zadavatel mohl dodrZovat pfedpisy pro
klinicka hodnoceni souvisejici s pokyny SKP/ICH a
pfedpisy pfijatymi platnymi zdkony a pfedpisy pro
shromazdovani osobnich Udaji osob, které se ucastni
provadéni studie, za UCelem prokazani jejich
zpusobilosti.

Zdravotnické zafizeni odpovida za to, ze poskytne
zkouSejicimu, spoluzkouSejicimu a pracovnikiim studie
oznameni o shromazdovani, zpracovani a pfedavani
jejich osobnich udaja, jak je stanoveno touto smlouvou.
Zadavatel poskytne prostfednictvim spole¢nosti ICON
zdravotnickému zafizeni oznameni o ochrané osobnich
udaji.

10.7 Compliance. The Institution, Investigator, and
Sponsor each agrees to comply with Data Protection
Laws throughout the term of the Agreement. It is the
responsibility of the Institution and Sponsor to effect and
maintain all inventories and registrations for the
Processing of Personal Data as required under Data
Protection Laws. The Institution and Sponsor shall
reasonably cooperate and assist each other with
respect to any data protection impact assessments
and/or prior consultations with Data Protection
Supervisory Authorities that may be required in respect
to Processing that is carried out under the Agreement.
Institution will also promptly notify ICON and Sponsor of
any notices received by Institution from a Data
Protection Supervisory Authority that relate to the Study.

Institution, and Investigator shall only use the Personal
Data of Qualified Participants for the purposes of the
Study and within the limits set by the Protocol, Ethical or
other regulatory permits, any biobank agreement,
informed consent from Qualified Participants and
applicable Data Protection Laws. The Personal Data
shall not be otherwise used or disclosed unless required
to do so by applicable Data Protection Laws.

10.7  Dodrzovani pravnich pfedpist a stanovenych
pozadavkd. Zdravotnické zafizeni a zadavatel
jednotlivé souhlasi s tim, Zze budou dodrzovat zakony o
ochrané osobnich Udaji po celou dobu platnosti
smlouvy. Zdravotnické zafizeni a zadavatel odpovidaji
za vytvoreni a vedeni vSech seznamu a registraci pro
zpracovani osobnich udaju podle pozadavku zakonl o
ochrané osobnich Gdaju. Zdravotnické zafizeni a
zadavatel budou pfiméfené spolupracovat a budou si
vzajemné& pomahat, pokud jde o vyhodnoceni dopadu
ochrany osobnich udaji a/nebo pfed uskutecnénim
konzultaci s dozorovymi ufady pro ochranu osobnich
udaju, které mohou byt nutné v souvislosti se
zpracovanim osobnich uUdaji podle této smiouvy.
Zdravotnické zafizeni bude neprodlené informovat
spoleCnost ICON a zadavatele o jakychkoli
oznamenich, kterd obdrzi od dozorového organu pro
ochranu osobnich udajl, jez se tykaji studie.

Zdravotnické zafizeni bude pouzivat osobni udaje
zplsobilych u€astnikd pouze pro Ucely studie a v
mezich stanovenych protokolem, etickymi nebo jinymi
regulacnimi povolenimi, jakoukoli dohodou o uloZeni do
biobanky, informovanym souhlasem zpUsobilych
Ucastnik(l a platnymi zakony o ochrané osobnich udaju.
Osobni udaje nebudou pouzity ani zpfistupnény jinak,
pokud to neni vyzadovano platnymi zakony o ochrané
osobnich udaju.

10.8  Pseudonymization. Personal Data of Qualified
Participants will be pseudonymized, when transferred to
Sponsor. The pseudonymization replaces any
information that directly identifies a Qualified Participant
with a subject identification code. Sponsor will not be
provided with the key or code that enables Qualified
Participants to be re-identified by the Institution or
Investigator. The transfer of the Personal Data to the
Sponsor shall always take place by using appropriate
technical and organizational measures to ensure a level

10.8  Pseudonymizace. Osobni udaje zpusobilych
Ucastniki budou pfi predavani zadavateli
pseudonymizovany. Pseudonymizace nahrazuje

veskeré informace, které zplsobilého uc€astnika pfimo
identifikuji, identifikaénim kédem subjektu hodnoceni.
Zadavateli nebude poskytnut kli¢ ani kod, ktery by
umoznil opétovnou identifikaci zpusobilych G¢astnikl
zdravotnickym zafizenim nebo zkousSejicim. Predani
osobnich udaji zadavateli bude vzdy probihat s
pouzitim vhodnych technickych a organizacnich
opatfeni, aby byla zajiSténa uroven zabezpeleni
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of security appropriate to the risk of the transfer
according to applicable Data Protection Laws.

odpovidajici riziku pfedavani v souladu s platnymi
zakony o ochrané osobnich udaju.

10.9  Confidentiality. Sponsor and Institution shall
each ensure that confidentiality, to the full extent
permitted by applicable Data Protection Laws, applies
to the Personal Data. Any access to the Personal Data
is strictly limited to authorized users. The authorized
users shall be (i) informed of the confidential nature of
the Personal Data, (ii) appropriately trained of their
responsibilities, and (iii) have executed written
confidentiality agreements or are under an appropriate
statutory obligation of confidentiality, individually valid
after the termination of their personnel arrangement.

10.9  Davérnost informaci. Zadavatel a zdravotnické
zafizeni jednotlivé zajisti, aby se na osobni udaje
vztahovala dGvérnost, a to v plném rozsahu povoleném
platnymi zakony o ochrané osobnich udaju. Pfistup k
osobnim ddajim je pfisné omezen na povéfené
uzivatele. Povéfeni uzivatelé budou (i) informovani o
divérné povaze osobnich udajl, (ii) Fadné proSkoleni o
svych povinnostech, a (iii) musi mit podepsané pisemné
dohody o mi€enlivosti nebo se na né musi vztahovat
pfislusna zdkonna povinnost micenlivosti, ktera je
individualné platna i po ukonCeni jejich pracovniho
pomeéru.

10.10 Privacy and Security Programs. During the term
of this Agreement, the Institution and Sponsor shall
each implement  appropriate  technical and
organizational measures to meet the requirements of
applicable Data Protection Laws and to ensure that
Personal Data will only be Processed in accordance
with the Agreement, including the appointment of a Data
Protection Officer (when required by applicable Data
Protection Laws).

10.10. Ochrana osobnich Udaji a programy jejich
zabezpeceni. Zdravotnické zafizeni a zadavatel béhem
platnosti této smlouvy jednotlivé zavedou vhodna
technicka a organiza¢ni opatfeni, ktera budou splfiovat
pozadavky zakon( o ochrané osobnich udajl, a zajisti,
aby osobni udaje byly zpracovany pouze v souladu se
smlouvou, a to vCetné jmenovani povéfence pro
ochranu osobnich udaju (tam, kde to vyzaduji zakony o
ochrané osobnich udajd).

10.11 Personnel. The Institution and Sponsor shall
ensure that their personnel engaged in the Processing
of Personal Data are informed of the confidential nature
of the Personal Data, have received appropriate training
on their responsibilities, and have executed written
confidentiality agreements, or are otherwise subject to
professional obligations of confidentiality. The Institution
and Sponsor shall ensure that access to Personal Data
is limited to those personnel who perform services in
accordance with the Agreement.

10.11  Personal. Zdravotnické zafizeni a zadavatel
zajisti, aby jejich pracovnici, ktefi se podileji na
zpracovani osobnich udaju, byli informovani o davérné
povaze osobnich udaji, aby byli odpovidajicim
zpusobem zaskoleni v oblasti svych povinnosti a aby
podepsali pisemné smlouvy o zachovani davérnosti
udaji nebo se na né jinak vztahovaly profesni
povinnosti zachovani ddvérnosti udaji. Zdravotnické
zafizeni a zadavatel zajisti, aby byl pfistup k osobnim
udajum omezen na pracovniky provadéjici sluzby v
souladu se smlouvou.

10.12 Personal Data Breach. The Institution and
Sponsor shall take all reasonable measures to ensure
that Personal Data is protected from unauthorized or
unlawful Processing or accidental loss or destruction.
Institution shall promptly and without undue delay notify
ICON and the Sponsor upon the discovery of a Personal
Data Breach related to the Processing of Personal Data
under the Agreement. In the course of such notification,
Institution will provide, as feasible, sufficient information
for the Sponsor to assess the Personal Data Breach in
accordance with applicable Data Protection Laws. The
Institution shall provide reasonable assistance to the
Sponsor in ensuring the Sponsors fulfilment of its
obligations in respect of Personal Data Breaches under
applicable Data Protection Laws, including but not
limited to, making any notifications to data subjects
and/or Data Protection Supervisory Authorities if
required by Data Protection Laws. The Institution will not

10.12 PoruSeni  zabezpeCeni osobnich udajd.
Zdravotnické zafizeni a =zadavatel ucini vSechny
pfiméfrené kroky k zajisténi toho, Ze osobni udaje budou
chranény pfed neopravnénym nebo nezakonnym
zpracovanim, nahodnou ztratou nebo nahodnym
zni€enim. Zdravotnické zafizeni bude okamzité a bez
zbyte€ného prodleni informovat spoleénost ICON a
zadavatele o zjiSténi poruSeni zabezpeceni osobnich
udaji souvisejicim se zpracovanim osobnich udajd
podle této smlouvy. Vramci tohoto oznameni
zdravotnické zafizeni poskytne dle svych moznosti
zadavateli dostate¢né informace, aby zadavatel mohl
posoudit poruSeni zabezpe€eni osobnich udajl
v souladu s platnymi zakony o ochrané osobnich udaja.
Zdravotnické zafizeni poskytne zadavateli pfiméfenou
asistenci pfi zajiStovani plnéni jeho povinnosti
v souvislosti s poruSenim zabezpeceni osobnich udajl
podle platnych zakon( o ochrané osobnich Gdajd, mimo
jiné v€etné poskytovani oznameni subjektim udajl
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notify any respective Data Protection Supervisory
Authority without informing the Sponsor beforehand.

a/nebo dozorovym Gfadim pro ochranu osobnich
udaja, pokud to vyzaduji zakony o ochrané osobnich
udaju. Zdravotnické zafizeni nebude informovat zadny
pfislusny dozorovy organ pro ochranu osobnich Gdaju,
aniz by pfedem informovalo zadavatele.

10.13 Rights of Data subjects participating in the
Study. The Institution and Sponsor agree that, as
between them, Institution is best able to manage
requests from Qualified Participants to exercise their
rights under applicable Data Protection Laws in respect
of their Personal Data Processed in the context of the
Study. The Institution shall inform within a period of two
(2) working days, ICON and the Sponsor about any
such request received from a Qualified Participant, their
legal representative or any other Data Subject. The
Institution shall handle those requests in accordance
with the Sponsor and ICON’s (on behalf of the
Sponsor’s) reasonable instructions.

In the event that Sponsor or ICON (on behalf of the
Sponsor) receives a request from a Qualified Participant
to exercise their rights under applicable Data Protection
Laws in the context of the Study, Sponsor or ICON (on
behalf of the Sponsor) shall forward the request to
Institution. Institution shall respond to such requests
from Qualified Participants in accordance with
applicable Data Protection Laws, the Agreement, and
any other instructions provided by Sponsor or ICON (on
behalf of the Sponsor). Institution acknowledges that in
order to maintain the integrity of Study results, the ability
to amend, restrict, or delete Personal Data may be
limited, in accordance with applicable Data Protection
Laws.

10.13 Prava subjektld udaju uc€astnicich se studie.
Zdravotnické zarizeni a zadavatel souhlasi stim, ze
zdravotnické zafizeni je z nich nejlépe schopno
vyfizovat pozadavky zpUsobilych Gcastniki na
uplatnéni jejich prav podle platnych zakont o ochrané
osobnich  udaji v souvislosti s osobnimi  udaji
zpracovavanymi v ramci studie. Zdravotnické zafizeni
bude do dvou (2) pracovnich dnd informovat spole¢nost
ICON a zadavatele o jakékoli zadosti obdrzené od
zplsobilého Uc€astnika, jeho pravniho zastupce nebo
jiného subjektu udaju. Zdravotnické zafizeni bude
s témito Zzadostmi nakladat v souladu s pfiméfenymi
pokyny zadavatele a spole¢nosti ICON (jménem
zadavatele).

V pfipadé, zZe zadavatel nebo spole¢nost ICON
(jménem zadavatele) obdrzi zadost od zpUsobilého
ucastnika ve véci uplatnéni jeho prav podle platnych
zakond o ochrané osobnich Udajd v ramci studie,
zadavatel nebo spole¢nost ICON (jménem zadavatele)
pfedd takovou Zzadost zdravotnickému zafizeni.
Zdravotnické zafizeni odpovi na takové Zadosti
zplsobilych Gcastnikd v souladu s platnymi zakony o
ochrané osobnich 0daj, touto smlouvou a dalSimi
pokyny poskytnutymi zadavatelem nebo spole€nosti
ICON (jménem zadavatele). Zdravotnické zafizeni bere
na védomi, Ze v zajmu zachovani integrity vysledku
studie muze byt schopnost ménit, omezit nebo vymazat
osobni Udaje v souladu s platnymi zakony o ochrané
osobnich udaju omezena.

10.14 Withdrawal of consent of Qualified Participants.
Where the Processing of a Qualified Participant’s
Personal Data relies on consent as the legal basis and
the Qualified Participant withdraws such consent,

10.14. Odebrani souhlasu zpusobilych G¢&astnik(.
Pokud je zpracovani osobnich udaji zpusobilého
UCastnika zavislé na souhlasu jako na pravnim
podkladu a zpusobily u¢astnik odebere takovy souhlas,

transfer Personal Data outside the European Union
(“EU”) or the European Economic Area (“EEA”) to a third
country, including by way of granting access to Personal
Data of Qualified Participants, Investigator, Investigator
and/or Study Staff, the data exporter will enter into the
EU Standard Contractual Clauses (SCC) including
additional safeguards in order to ensure an adequate
level of data protection in the third country or into equal
applicable data transfer guaranties, unless the
Processing takes place in a third country for which the

Institution shall promptly notify the Sponsor and ICON. | bude o tom zdravotnické zafizeni neprodlené
informovat zadavatele a spolecnost ICON.
10.15 Cross-Border Data Transfers. If it is intended to | 10.15 Pfeshrani¢ni pfedavani adaji. Pokud je

zamérem predat osobni udaje mimo Evropskou unii
(,EU®) nebo Evropsky hospodarsky prostor (,EHP*) do
tfeti zemé, a to i formou udéleni pfistupu k osobnim
udajum zpusobilych G€astnikd, zkouSejiciho a/nebo
pracovnik(l studie, vyvozce udaju uzavie standardni
smluvni dolozky EU (,SSD*), které zahrnuji dodate¢na
ochranna opatfeni k zajiSténi odpovidajici urovné
ochrany Udajl ve tfeti zemi, nebo rovnocenné platné
zaruky predavani 0daji, pokud ke zpracovani
nedochazi ve tfeti zemi, pro kterou Evropska komise
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EU Commission has determined an adequate level of
data protection within the meaning of Art. 45 GDPR.

stanovila odpovidajici Uroven ochrany udaju ve smyslu
¢lanku 45 nafizeni GDPR.

10.16 Use of Processors. Institution and Sponsor
agree that all Processing agreements shall be in writing
and that processors shall be required to comply with the
terms of this Agreement. Institution and Sponsor shall
be each responsible for any noncompliance by a
Processor that it has engaged, which noncompliance
will constitute a breach as if committed directly by that
Party.

10.16. Pouziti zpracovatel(. Zdravotnické zafizeni a
zadavatel souhlasi s tim, Ze vSechny dohody tykajici se
zpracovani Udaji budou pisemné a ze zpracovatelé
museji dodrzovat podminky této smlouvy. Zdravotnické
zafizeni a zadavatel jednotlivé odpovidaji za jakékoli
nedodrzeni ze strany zpracovatele, jehoz sluzeb
vyuzivaji, a takové nedodrzeni bude znamenat
poruseni zabezpeceni, jako by bylo zplsobeno pfimo
danou smluvni stranou.

never been, and the Institution represents that the Study
Staff, who will be rendering services to the Sponsor or
ICON, have never been:

11 DEBARMENT CERTIFICATION 11. POTVRZENI, ZE NEDOSLO K ZAKAzU
CINNOSTI
11.1  The Investigator represents that he/she has | 11.1  ZkouSejici prohlasuje, ze mu nikdy a

zdravotnické zafizeni prohlasuje, ze pracovnikim
studie, ktefi budou poskytovat sluzby zadavateli nebo
spole€nosti ICON, nikdy:

11.1.1 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);

11.1.1 nebyla zakazana ¢innost, nedoslo u
nich ke ztraté odborné zpusobilosti, nebyla omezena
jejich schopnost vykonavat Iékafskou praxi ani nebyli
odsouzeni za trestny €in, za ktery je mozné uloZzit zdkaz
¢innosti podle pravnich pfedpisd, mimo jiné vcetné
mimo jiné v¢etné 21 U.S.C. § 335a (dale jen 335a) nebo
zdkona USA o vymahani prava v oblasti generickych
Iékd (Generic Enforcement Act) z roku 1992, odstavec
306, pismeno a) nebo b); ani

11.1.2 involved in any past or pending civil,
criminal or regulatory litigation or investigation,
arbitration proceedings or governmental or regulatory
investigation, inquiry, warning or enforcement, or
disciplinary action that may reasonably affect their
involvement in the Study or more generally, their
conduct of clinical research or the practice of medicine,
and that no data produced by them in any previous
clinical study in which they have been involved have
been rejected because of concern as to its accuracy or
bona fide nature.

11.1.2 nebyli ani nejsou zapojeni do
zadného obc&anskopravniho ¢i trestniho sporu, sporu
s kontrolnim ufadem, vySetfovani i rozhod¢iho Fizeni
ani Setfeni, dotazovani a vymahani prav ze strany
vladniho &i kontrolniho ufadu, ze jim takovym vladnim &i
kontrolnim Ufadem nebylo udéleno varovani a ani proti
nim neni vedeno disciplinarni Fizeni, které by mohlo mit
vliv na jejich u€ast ve studii nebo obecnéji na provadéni
klinického vyzkumu Ci vykon lékafské praxe z jejich
strany a Ze Zzadné udaje, které jimi byly vytvofeny v
jakékoli pfedchozi klinické studii, na niz se podileli,
nebyly odmitnuty kvuli obavam o jejich pfesnosti nebo z
jinych vaznych davoda.

11.2  The Investigator/Institution agrees that he/shelit
shall immediately notify the Sponsor or ICON in the
event of any such debarment, conviction, investigation,
indictment or other action or proceedings referred to in
section 11.1 above occurs during the term of this
Agreement and for three (3) years later. During the term
of this Agreement, Institution agrees not to employ or
otherwise engage any Study Staff who has been
debarred or convicted of a crime for which a person can
be debarred.

11.2  ZkousSejici/zdravotnickeé zafizeni souhlasi s tim,
ze bude zadavatele nebo spole¢nost ICON neprodlené
informovat v pfipadé, ze béhem platnosti této smlouvy
a po dobu tfi (3) let dojde k jakémukoli takovéemu zakazu
¢innosti, uznani vinnym, Setfeni, obvinéni nebo jinému
kroku ¢&i fFizeni uvedenym v ¢&lanku 11.1 vySe.
Zdravotnické zafizeni souhlasi s tim, Ze béhem
platnosti této smlouvy nezaméstna ani jinak neangazuje
pracovniky studie, jimz byla zakdzéna €innost nebo byli
odsouzeni za trestny €in, kvali némuz je mozné ulozit
zakaz Cinnosti.
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121 Sponsor Indemnification:

Sponsor agrees to indemnify, defend or cover
reasonable costs of defense for, and hold harmless
(“Indemnify”)  the Institution and Investigator
(collectively, “Indemnified Parties”) against any claim
filed by a third party for damages, reasonable costs,
liabilities and/or reasonable expenses arising out of a
Study Subject Injury (hereinafter defined), the design of
the Study, or the specifications of the Protocol. Study
Subject Injury means a physical injury or drug-related
psychiatric event caused by administration or use of the
Sponsor Drug required by the Protocol that the Study
subject would likely not have received if it had not
participated in the Study (“Study Subject Injury”).
Sponsor further agrees to reimburse Institution and/or
Investigator for the actual cost of diagnostic procedures
and medical treatment necessary to treat a Study
Subject Injury. This shall not apply if Study Subject
Injury diagnosis and treatment is covered by medical
health insurance. Institution and Investigator agree to
provide or arrange for prompt diagnosis and medical
treatment of any Study Subject Injury. Institution and
Investigator further agree to promptly notify Sponsor of
any Study Subject Injury.

12.1  Odskodnéni zadavatelem:

Zadavatel souhlasi s tim, Ze odSkodni, bude branit nebo
uhradi pfiméfené naklady na obranu a zbavi
odpovédnosti (,0dSkodni“) zdravotnické =zafizeni a
zkouSejiciho  (souhrnné ,odSkodriované strany®)
v souvislosti s jakymkoli narokem spojenym s
odSkodnénim, pfiméfenymi naklady, zavazky a/nebo
pfiméfenymi vydaji vznesenym ftfeti stranou, ktery
vyplynul z Gjmy na zdravi subjektu hodnoceni
(definované nize), koncepce studie nebo specifikaci
protokolu. Ujma na zdravi subjektu hodnoceni znamena
télesnou Ujmu nebo psychiatrickou pfihodu souvisejici
s léCivem zpuUsobenou podanim ¢&i pouzitim
hodnoceného pfipravku dle pozadavkd protokolu, ktery
by subjektu hodnoceni jinak nebyl podan, kdyby se
neucastnil studie (,Ujma na zdravi subjektu hodnoceni*).
Zadavatel dale souhlasi s tim, Zze neprodlené uhradi
zdravotnickému zafizeni a/nebo zkouSejicimu skutecné
naklady diagnostickych Ukond a zdravotni péce
nezbytné pro IéCbu Ujmy na zdravi subjektu hodnoceni.
Toto neplati, pokud je diagndza a 1éCba Ujmy na zdravi
subjektu hodnoceni hrazena zdravotnim pojisténim.
Zdravotnické zafizeni a zkouSejici souhlasi s tim, Ze
neprodlené stanovi diagn6zu ujmy na zdravi subjektu
hodnoceni a budou ji IéCit nebo Ze neprodlené zajisti
stanoveni diagnézy a zabezpecleni léCby takové ujmy
na zdravi subjektu hodnoceni. Zdravotnické zafizeni a
zkouSejici dale souhlasi s tim, Zze budou o Ujmé na
zdravi subjektu hodnoceni neprodlené informovat
zadavatele.

Exclusions.

Excluded from this agreement to Indemnify are any
claims for damages resulting from: (a) failure by an
Indemnified Party to comply with the Protocol or written
instructions from Sponsor and/or ICON, including but
not limited to the inclusion of a patient who is not a
Qualified Participant; (b) failure of an Indemnified Party
to comply with the regulations; or (c) negligence or
willful misconduct by an Indemnified Party.

Vyjimky.

Z této dohody o odskodnéni jsou vylouceny jakékoli
naroky na nahradu Skody vyplyvajici z: (a) nedodrzeni
protokolu nebo pisemnych pokyn( zadavatele a/nebo
spole¢nosti ICON odSkodfiovanou stranou, mimo jiné
véetné zafazeni pacienta, ktery neni zpUsobilym
Ucastnikem; (b) nedodrzeni predpist odSkodnhovanou
stranou; nebo (c) nedbalosti nebo Umysiného
pochybeni odSkodhované strany.

Notice and Cooperation.

The Indemnified Party shall notify Sponsor of any claims
asserted against it for which the Indemnified Party is
seeking indemnification. Except as provided below,
Sponsor shall have the right, at its option to control the
investigation, trial and de-fence of any such action and
shall have the right to approve all settlement offers. The
Indemnified Party shall fully cooperate with the Sponsor
at all times during the pendency of any action for which
indemnification has been sought, including, without
limitation, providing all available information concerning

Oznameni a spoluprace.

Odskodriovana strana bude informovat zadavatele o
vSech narocich, které jsou vuci ni vznaseny, za které
odskodnovana strana pozaduje odSkodnéni. S vyjimkou
nize uvedenych pfipadud bude mit zadavatel pravo dle
svého uvazeni fidit proSetfeni, soudni fizeni a obranu v
souvislosti s takovou Zalobou a ma pravo schvalit
vSechny nabidky na urovnani. OdSkodfiovana strana
bude vzdy pIné spolupracovat se zadavatelem po celou
dobu projednavani jakékoli Zaloby, za niZz bylo
pozadovano odskodnéni, mimo jiné vCetné& poskytnuti
vSech dostupnych informaci tykajicich se naroku a
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the claim and providing employees to discuss the claim
at no costs to the Sponsor.

poskytnuti zaméstnancd k projednani naroku, aniz by
tim zadavateli vznikly jakékoli naklady.

Settlement or Compromise.

No settlement or compromise of a claim subject to this
indemnification provision will be binding on Sponsor
without Sponsor’s prior written consent. Sponsor will not
unreasonably withhold such consent of a settlement or
compromise. Neither Party will admit fault on behalf of
the other Party without the written approval of that Party

Vyrovnani nebo smirné narovnani.

Zadné vyrovnani ani smirné narovnani naroku, na ktery
se vztahuje toto ustanoveni o odSkodnéni, nebude pro
zadavatele zavazné bez jeho pfedchoziho pisemného
souhlasu. Zadavatel takovy souhlas s vyrovnanim nebo
smirnym narovnanim bezddvodné neodepie. Zadna ze
smluvnich stran nepfizna zavinéni jménem druhé strany
bez pisemného schvaleni této smluvni strany.

12.2  Institution Indemnity: The
Institution/Investigator acknowledges that neither ICON
nor the Sponsor will be responsible for, and the
Institution agrees to indemnify and hold harmless ICON,
Sponsor and their respective affiliates, officers,
directors, partners, employees and agents from, any
liability, loss, claim, damages and expense (including
lawyers’ fees and costs of suit) incurred by them in
connection with any and all third party claim, suits,
investigations or demands to the extent caused by or
arising out of any actual or alleged negligence, failure to
adhere to the Protocol, failure to obtain informed
consent, failure to comply with applicable law, breach of
this Agreement or willful misconduct, of the Institution,
the Investigator, the Study Staff or any other person who
assists in conducting the Study, in performing their
obligations under this Agreement.

12.2  OdSkodnéni zdravotnickym zafizenim:
Zdravotnické  zafizeni/zkousSejici  potvrzuje, ze
spole¢nost ICON ani zadavatel neponesou

odpovédnost za zadny zavazek, ztratu, narok, Skody ani
vydaje (v€etné nakladl na pravni zastoupeni a soudni
fizeni) vzniklé v souvislosti s jakymkoli narokem,
soudnim Fizenim, Setfenim ¢€i pozadavky, pokud budou
zplsobeny ¢i vyplynou z jakékoli skuteéné ¢i domnélé
nedbalosti, nedodrZeni protokolu, neziskani
informovaného souhlasu, nedodrzeni platnych zakonu,
porusSeni této smlouvy nebo zamérného pochybeni
zdravotnickym zafizenim, zkouS$ejicim, pracovniky
studie nebo jinou osobou poskytujici asistenci pfi
provadéni studie Ci pfi plnéni jejich zavazka podle této
smlouvy, a zdravotnické zafizeni souhlasi s tim, ze v
souvislosti s vySe uvedenym spoleCnost ICON,
zadavatele a jejich pfislusné pfidruzené spolecnosti,
Uradniky, feditele, partnery, zaméstnance a zmocnéné
osoby odSkodni a zbavi je odpovédnosti.

12.3  Neither Sponsor nor ICON shall be liable to
Institution or Investigator to any other Party for any
punitive, special consequential or indirect damages
including any claim for loss of profits or opportunity the
Institution or Investigator and the Institution and
Investigator shall not be liable to Sponsor or ICON for
any consequential or indirect damages including any
claim for loss of profits or opportunity to Sponsor or
ICON. . The restriction of liability stipulated in the
preceding sentence shall not be applied to any losses
arising from third party claims and each party’s
indemnification obligations hereunder, nor any breach
of the intellectual property rights of Sponsor or its
principals, or any breach of Confidential Information
obligations.

12.3  Zadavatel ani spole¢nost ICON neponesou vUci
zdravotnickému zafizeni ani zkouSejicimu ani vUci
Zadné jiné strané za zadné represivni, zvlastni nasledné
nebo nepfimé Skody, v€etné naroku na nahradu uslého
zisku nebo pfilezitosti zdravotnického zafizeni nebo
zkousSejiciho, a zdravotnické zafizeni a zkouSejici
neponesou odpovédnost vii¢i zadavateli ani spolecnosti
ICON za zadné nasledné nebo nepfimé Skody, v€etné
jakéhokoli naroku na nahradu uslého zisku nebo
prilezitosti, které zadavateli nebo spolec¢nosti ICON
vzniknou. Omezeni odpovédnosti stanovené v
pfedchozi vété se nevztahuje na zadné ztraty
vyplyvajici z narokl tfetich stran, na povinnost kazdé
strany poskytnout odsSkodnéni podle této smlouvy, na
poruSeni prav zadavatele ¢i jeho vedoucich pracovnikl
na duSevni vlastnictvi ani na poruSeni povinnosti
zachovavat ddvérnost informaci.

13 DISCLAIMER

13. ODMITNUTI ZARUK

The Parties acknowledge that the Sponsor has engaged
ICON to manage the Study. ICON has performed no
independent research or analysis regarding the safety
or efficacy of the Investigational Product, materials or

Smluvni strany berou na védomi, Ze zadavatel vyuziva
sluzeb spole¢nosti ICON pro Fizeni studie. Spole¢nost
ICON neprovedla zadny nezavisly vyzkum ani analyzu
bezpecnosti nebo Uc€innosti hodnoceného pfipravku,
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treatment procedures that are to be administered
pursuant to the Study and therefore ICON makes no
warranties, expressed or implied concerning the
Investigational Product, materials, treatment
procedures, results to be obtained in administering the
Investigational Product, or the Investigational Product’s
fitness for any particular purpose. ICON HEREBY
DISCLAIMS ANY AND ALL REPRESENTATIONS AND
WARRANTIES  WITH RESPECT TO THE
INVESTIGATIONAL PRODUCT INCLUDING ANY
REPRESENTATION OR WARRANTY OF QUALITY,
PERFORMANCE, MERCHANTABILITY OR FITNESS
FOR A PARTICULAR USE OR PURPOSE, OR THAT
THE USE OF THE INVESTIGATIONAL PRODUCT
FOR PURPOSES OTHER THAN SPECIFIED IN THIS
AGREEMENT WILL NOT INFRINGE THE RIGHTS OR
PATENTS OF ANY THIRD PARTY. FURTHER ICON
EXPRESSLY DISCLAIMS ANY LIABILITY FOR ANY
PRODUCT CLAIM ARISING OUT OF A CONDITION
CAUSED OR ALLEGEDLY CAUSED BY THE
ADMINISTRATION OF SUCH INVESTIGATIONAL
PRODUCT EXCEPT TO THE EXTENT SUCH
LIABILITY IS CAUSED BY THE NEGLIGENCE,
WILFUL MISCONDUCT OR BREACH OF THIS
AGREEMENT BY ICON. THIS SECTION SHALL
SURVIVE TERMINATION OR EXPIRATION OF THIS
AGREEMENT.

materiall nebo |éCebnych postupl, které budou
aplikovany v ramci studie, a ICON proto neposkytuje
Zadné vyslovné ani pfedpokladané zaruky tykajici se
hodnoceného pfipravku, materiald, 1é€ebnych postupt
¢i vysledkl, které budou ziskany v souvislosti s
podavanim hodnoceného pfipravku, ¢&i vhodnosti
hodnoceného pfipravku pro jakykoli konkrétni ucel.

SPOLECNOST ICON TIMTO ODMITA VSECHNA
PROHLASENI A  ZARUKY  TYKAJiCI  SE
HODNOCENEHO PRIPRAVKU, VCETNE

PROHLASENI CI ZARUKY KVALITY, UCINNOSTI,
PRODEJNOSTI A VHODNOSTI PRO URCITE
PouziTi €I UCEL NEBO TOHO, ZE POUZITI
HODNOCENEHO PRIPRAVKU K JINYM UCELUM,
NEZ JE STANOVENO VTETO SMLOUVE,
NEPORUSI PRAVA ClI PATENTY ZADNE TRETI
STRANY. SPOLECNOST ICON SE DALE VYSLOVNE
ZRIKA ODPOVEDNOSTI ZA JAKYKOLI NAROK
VZNESENY  V SOUVISLOSTI S PRIPRAVKEM,
KTERY VYPLYVA Z ONEMOCNENi ZPUSOBENEHO
Cl  DOMNELE  ZPUSOBENEHO  PODANIM
TAKOVEHO HODNOCENEHO PRIPRAVKU KROME
PRIPADU, KDY JE TAKOVA ODPOVEDNOST
ZPUSOBENA NEDBALOSTI, ZAMERNYM
POCHYBENIM CI PORUSENIM TETO SMLOUVY ZE
STRANY SPOLECNOSTI ICON. USTANOVENI TETO
CASTI SMLOUVY ZUSTAVAJi V PLATNOSTI | PO
UKONCENI TETO SMLOUVY NEBO SKONCENI JEJi
PLATNOSTI.

14 INSURANCE

14. POJISTENI

141 The Institution shall maintain a level of
insurance, which is both commercially reasonable and
in accordance with Regulations. Upon request by ICON
or by the Sponsor, the Institution/Investigator shall
produce written evidence of appropriate insurance
coverage for its/his/her responsibiliies and liabilities
under this Agreement, which insurance coverage shall
also comply with all Regulations or, alternatively, if
applicable insurance is provided by a governmental
agency, the Institution shall satisfy all requirements
necessary to remain eligible for such governmental
insurance.

For the avoidance of doubt, the Parties declare that the
insurance contract of the Institution/Investigator is not
an insurance contract for clinical trials.

141 Zdravotnické zafizeni bude udrzovat pojisténi
ve vySi, ktera bude z obchodniho hlediska pfiméfena a
bude spliovat pozadavky pravnich predpis(.
Zdravotnické zafizeni/zkou$ejici na zadost spoleénosti
ICON nebo zadavatele predlozi pisemny doklad o
odpovidajicim pojisténi pokryvajicim jejich odpovédnost
a povinnosti vyplyvajici z této smlouvy. Takové pojistné
kryti bude téz v souladu se vSemi pravnimi predpisy
nebo, pokud bude pfisluSné pojisténi zajisténo vladnim
organem, zdravotnické zafizeni splni vSechny
pozadavky nezbytné pro to, aby si zachovalo narok na
takové vladni pojisténi.

Pro vylou€eni pochybnosti smluvni strany prohlasuiji, Ze
pojistna smlouva Zdravotnického zafizeni/zkou$ejiciho
neni pojistnou smlouvou pro klinicka hodnoceni.

14.2  The Parties to the Agreement acknowledge that
the Sponsor is responsible for injury to health of the trial
subjects caused by the specific nature of the
medication. In accordance with relevant Regulations,
particularly Act No. 378/2007 Coll.,, as amended, the
Sponsor shall arrange for insurance for itself and the
Investigator to cover the Qualified Participants in the
event of injury to their health resulting from the Study

14.2 Smluvni strany berou na védomi, ze zadavatel
je odpovédny za Ujmu na zdravi subjekttd hodnoceni
zpusobenou konkrétni povahou léciva. V souladu
s platnymi pravnimi pfedpisy, zejména se zakonem ¢.
378/2007 Sb., v platném znéni, zadavatel pred
zahajenim studie uzavie pro sebe a zkousejiciho
pojisténi, které bude zplsobilé u€astniky hodnoceni
kryt v pfipadé Ujmy na zdravi v dusledku studie, a toto
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prior commencement of the Study and maintain this
insurance during the whole term of the Study. A copy of
the insurance certificate constitutes an appendix to this
Agreement.

pojisténi bude udrzovat po celou dobu trvani studie.
Kopie pojistného certifikatu tvofi pfilohu této smlouvy.

15 COMPENSATION

15. ODMENA

151  ICON shall pay Study cost to
Institution/Investigator in accordance with Appendix 1 to
this Agreement, and payments set forth in Appendix 1
represent all Study costs, and no other moneys shall be
payable, unless otherwise approved by ICON/Sponsor
in writing. It is important to note that all payments are
provided in support of clinical research conducted in
accordance with the Regulations governing such
activities. In the event the Sponsor shall become
bankrupt, insolvent or is otherwise unable to pay its
debts as they fall due, or if all or a substantial part of its
business or assets shall be placed in the hands of a
receiver, administrator, administrative receiver, trustee
in bankruptcy or similar or analogous officer or an
insolvency practitioner, whether by its voluntary act or
otherwise (hereinafter a “Sponsor Insolvency Event’),
ICON shall use commercially reasonable efforts to notify
the Institution / Investigator promptly on becoming
aware of such a Sponsor Insolvency Event and any
further payments under this Agreement shall be
suspended pending the resolution of the Sponsor
Insolvency  event. Institution  / Investigator
acknowledges and agrees that if the Sponsor fails to
pay ICON for Institution / Investigator services or
expenses under this agreement, in whole or in part due
to a Sponsor Insolvency Event, ICON shall have no
liability to the Institution / Investigator whatsoever
provided that Sponsor’s failure to pay is not due to
ICON’s negligence, wilful misconduct or breach of its
obligations under its agreement with the Sponsor and
ICON shall be released from any outstanding payment
obligations, howsoever arising to the Institution /
Investigator under this Agreement.

15.1. Spole¢nost ICON uhradi zdravotnickému
zafizeni/zkouSejicimu naklady studie v souladu s
pfilohou1 k této smlouvé. Platby uvedené v pfiloze 1
pfedstavuji veSkeré naklady studie a nebudou splatné
Zadné jiné financni ¢astky, pokud nebyly jinak pisemné
schvaleny spole¢nosti ICON/zadavatelem. Je dulezité
poznamenat, ze v8echny platby jsou poskytovany na
podporu klinického vyzkumu provadéného v souladu s
pravnimi pfedpisy, jimiz se takové aktivity Fidi..
V pfipadé, Ze se zadavatel dostane do platebni
neschopnosti, stane se predmétem konkurzniho fizeni
nebo jinak neni schopen uhradit své dluhy k datu
splatnosti, nebo pokud budou jeho veskeré podnikani €i
aktiva nebo jejich znaéna cast svéfeny do rukou
nuceného spravce, konkurzniho spravce,
svéfeneckého spravce, spravce konkurzni podstaty
nebo podobného ¢&i analogického ufednika nebo
pracovnika specializovaného na platebni neschopnost
bez ohledu na to, zda se jedna o dobrovolny i jiny krok,
(dale jen ,insolvenéni udalost zadavatele®), spolecnost
ICON vyvine komeréné pfiméfené usili, aby o tom co
nejdfive poté, co se o této insolvencni udalosti
zadavatele dozvi, uvédomila zdravotnické zafizeni /
zkouSejiciho, a veskeré nasledné platby podle této
smlouvy budou pozastaveny, dokud se insolvencni
udalost zadavatele nevyfeSi. Zdravotnické zafizeni /
zkousejici berou na védomi a souhlasi s tim, ze pokud
zadavatel spole¢nosti ICON zcela nebo z €asti neuhradi
sluzby nebo vydaje zdravotnického zafizeni /
zkous$ejiciho vyplyvajici z této smlouvy z divodu
insolvenéni udalosti zadavatele, spole¢nost ICON
neponese vUci zdravotnickému zafizeni / zkouSejicimu
zadnou odpovédnost za predpokladu, ze platebni
neschopnost zadavatele neni zplsobena zanedbanim,
zamérnym pochybenim nebo porusenim zavazku ze
strany spole¢nosti ICON, které pro ni vyplyvaji z jeji
smlouvy se zadavatelem, a spole¢nost ICON bude
zbavena jakychkoli nenaplnénych platebnich zavazka,
které vici zdravotnickému zafizeni / zkouSejicimu
jakkoli vznikly podle této smlouvy.

156.2  Sponsor shall make no payment for Study
Subjects whom Institution (including its Study Staff)
entered into the Study in violation of the Protocol (i.e.,
inclusion/exclusion criteria violation) or for significant
Protocol violations, caused by the Institution (including
its Study Staff) or for Study Subjects for whom the
corresponding CRF has not been properly completed
according to the Protocol and ICON/Sponsor-given
instructions. Payments shall be made by Sponsor only

15.2. Zadavatel neprovede Zadnou platbu za
subjekty hodnoceni, které zdravotnické zafizeni (véetné
jeho pracovnikd studie) zafadilo do studie v rozporu s
protokolem (1. poruSenim kritérii pro
zarazenilvylouceni), nebo v pfipadé vyznamného
poruseni protokolu ze strany zdravotnického zafizeni
(v€etné jeho pracovnikd studie) nebo za subjekty
hodnoceni, k nimz nebyl fadné vypinén CRF v souladu
s protokolem a pokyny spole€nosti ICON/zadavatele.
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up to the visit in which the violation occurred. The
Parties acknowledge that a deviation from the Protocol
that arises out of medical or safety necessity or is
approved by ICON/Sponsor shall not be considered a
Protocol violation.

Platby budou provedeny zadavatelem, a to pouze do
navstévy, pfi které doSlo k porueni. Smluvni strany
berou na védomi, Ze odchyleni od protokolu, k némuz
dojde z lékafsky nezbytnych divodu nebo které je
schvéleno spole¢nosti ICON/zadavatelem, nebude
povazovano za poruseni protokolu.

15.3  The Institution hereby agrees that no third party
will be charged for any aspect of treatment or subject
care for which the Payee has invoiced or been paid
under this Agreement. The Institution hereby agrees
that neither participants in the Study nor any third party
will be charged for the Study drug or any comparator
drugs provided for this Study, nor shall Payee include
such cost in any cost report to third-party payers.

15.3  Zdravotnické zafizeni timto souhlasi s tim, zZe
zadné treti strané nebudou Uc¢tovany naklady za jakykoli
aspekt léEby nebo péce o subjekt, které pfijemce platby
fakturoval nebo které mu byly uhrazeny na zakladé této
smlouvy. Zdravotnické zafizeni timto souhlasi s tim, ze
zadnému ucastnikovi studie ani zadné treti strané
nebude uc¢tovan poplatek za hodnoceny pfipravek ani
za srovnavaci pfipravky poskytnuté pro tuto studii
a pfijemce platby tyto naklady neuplatni ani ve
vyuctovani pfedaném platcdm tfeti strany.

154 Payment will be remitted to Fakultni
Thomayerova nemocnice (“Payee”) according to the
Beneficiary Details Form. Institution agrees that the
information found in Beneficiary Details Form is true and
correct.

15.4  Platba bude poukazana Fakultni Thomayerové
nemocnici (,pfijemce platby“) na zakladé formulare
Bankovni udaje pfijemce platby. Zdravotnické zafizeni
souhlasi s tim, Ze informace ve formulafi Bankovni
udaje pfijemce platby jsou pravdivé a pfesné.

15.5  The Institution/Investigator acknowledges and
agrees that the Payee designated here is the proper
payee under this Agreement. Institution must complete
the Beneficiary Details Form attached hereto as
Appendix 3 hereto. Should ICON change the name or
format of the Beneficiary Details Form, it will not be
necessary to formally amend this Agreement.

15.5  Zdravotnické zafizeni/zkouSejici berou na
védomi a souhlasi s tim, Ze pfijemce platby uvedeny v
tomto dokumentu je fadnym pfijemcem platby podle
této smlouvy. Zdravotnické zafizeni musi vyplnit
formulaf Bankovni udaje pfijemce platby, ktery je
pfipojen k této smlouvé jako pfiloha 3. Pokud
spole¢nost ICON zméni nazev ¢i format formulafe
Bankovni udaje pfijemce platby, nebude nutné tuto
smlouvu formalné upravit.

15.6  For the avoidance of doubt all charges and/or
fees imposed by the Payee’s banks shall be for the
account of the Investigator/Institution, ICON will have no
obligation to discharge the same or any other similar
administrative charges.

15.6  Aby se zabranilo pochybam, vSechny sazby
a/nebo poplatky UCtované bankami pFijemce platby
budou hrazeny zkou$ejicim/zdravotnickym zafizenim,
spoleénost ICON nebude povinna hradit takové
poplatky a sazby ani zadné jiné podobné administrativni
poplatky.

15.7 It is also acknowledged that the amounts into
Appendix 1 and 2 are notincluded any tax (such as VAT
or other) that may be applicable as per the Regulation.
ICON may be required by law and/or the relevant tax
authority to deduct certain withholding taxes from
payments made to Payee (“Withholding Taxes”). If and
to the extent ICON applies Withholding Taxes to
payments to the Payee and correctly remit the amount
of any such Withholding Taxes to the relevant tax
authority, ICON will be regarded for the purposes of
determining the amount owed by ICON to Payee as
having discharged their liability to the Payee in an
amount equal to the amount of any such Withholding
Taxes correctly deducted and remitted. Where required
to do so under applicable legislation ICON shall provide
Payee with certification of the amount of such

16.7  TézZ je vzato na védomi, Zze Castky uvedené v
pfiloze 1 a 2 nezahrnuji zadnou darn (jako je DPH nebo
jind dan), ktera by se na né mohla podle pravnich
predpisi vztahovat. Spole¢nost ICON muze byt ze
zakona nebo na zadost pfisluSného finanéniho ufadu
povinna odecist nékteré srazkové dané od plateb
provedenych ve prospéch pfijemce platby (,srazkové
dané®). Pokud spole¢nost ICON uplatni srazkové dané
na platby ve prospéch pfijemce platby a spravné
poukaze Castku takovych srazkovych dani pfislusnému
finanénimu ufadu, bude se mit za to, Ze je spolecnost
ICON pro uCely ureni Castky, kterou ma uhradit
pfijemci platby, zbavena svého zavazku vuci pFijemci
platby ve vySi rovnajici se vySi jakychkoli srazkovych
dani spravné odectenych a poukazanych finanénimu
Ufadu. Tam, kde to vyzaduji platné pravni predpisy,
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Withholding Taxes remitted in a form acceptable under
relevant legislation.

poskytne spolecnost ICON pfijemci platby osvédéeni o
vy8i takovych srazkovych dani uhrazenych formou
pfipustnou podle pfislusnych pravnich pfedpist.

15.8  If the Study is discontinued for any reason it is
agreed that the amounts paid or payable will be made
proportionally to the actual work duly performed
pursuant to the Protocol in accordance with Appendix 1
and 2 to this Agreement. Any funds not due under this
calculation, but already paid, shall be returned to ICON,
within thirty (30) days of the date of termination of the
Study and Institution receipt of supporting
documentation from ICON/Sponsor evidencing such
overpayment. If Institution/Investigator fails to do so
within the subsequent fifteen (15) days, ICON, in its sole
discretion, may apply such unearned sums to payments
otherwise due in connection with Institution’s/
Investigator’s participation in another Sponsor study or
may pursue other available remedies. For clarification
purposes, if the Parties disagree on the overpayment
amounts, they shall meet and discuss in good faith to
agree a mutually acceptable solution prior to
ICON/Sponsor taking any of the actions listed in this
section.

156.8  Smluvni strany se dohodly, Ze bude-li studie z
jakéhokoli divodu pfed€asné ukoncena, zaplacené Ci
splatné ¢astky budou pomérné prepocteny na zakladé
skute¢né prace radné provedené podle protokolu v
souladu s pfilohou 1 a 2 k této smlouvé. Jakékoli
finan¢ni prostfedky, které nejsou podle této kalkulace
splatné, avSak byly uz zaplaceny, budou vraceny
spole€nosti ICON do fficeti (30) dnd od data ukonceni
studie a ode dne, kdy zdravotnické zafizeni od
spole¢nosti  ICON/zadavatele obdrzi podplrnou
dokumentaci dokladajici takovy pFeplatek. Pokud tak
zdravotnické  zafizeni/zkouSejici neu€ini  béhem
nasledujicich patnacti (15) dnd, spole€¢nost ICON mize
podle svého vyhradniho uvazeni prevést takové
neodpracované cCastky na platby, které jsou jinak
splatné v souvislosti s UCasti zdravotnického
zafizeni/zkouSejiciho v jiné studii zadavatele, nebo
muze uplatnit dalSi dostupné opravné prostfedky. Pro
Ucely objasnéni plati, ze pokud se smluvni strany
nedohodnou na ¢astkach preplatkli, v dobré vife se
sejdou a budou spolu jednat, aby se dohodly na
vzajemné pfijatelném feSeni jesté pfed tim, nez
ICON/zadavatel ucini kterykoli z krok(i uvedenych v
tomto ¢lanku.

15.9  If during the course of the Study, ICON pays an
amount in excess of actual work duly performed, any
funds not due under this calculation, but already paid,
shall be returned to ICON, within thirty (30) days of a
written request by ICON and Institution receipt of
supporting  documentation from  ICON/Sponsor
evidencing such overpayment. If Institution/Investigator
fails to do so, within the subsequent fifteen (15) days,
ICON, in its sole discretion, may suspend further
payment until the amount has been returned, or offset
the amount against future work under this Agreement
(if possible), or apply such unearned sums to payments
otherwise due in connection with Institution’s/
Investigator’s participation in another ICON study or
may pursue other available remedies. For clarification
purposes, if the Parties disagree on the overpayment
amounts, they shall meet and discuss in good faith to
agree a mutually acceptable solution prior to
ICON/Sponsor taking any of the actions listed in this
section.

15.9 Pokud spole¢nost ICON béhem studie zaplati
Castku prevySujici ¢astku odpovidajici skute¢né radné
vykonané praci, jakékoli finanéni prostfedky, které
nejsou podle této kalkulace splatné, avSak byly uz
zaplaceny, budou ICON vraceny do tficeti (30) dnu od
pisemné zadosti ICON a ode dne, kdy zdravotnické
zafizeni od [ICON/zadavatele obdrzi podplrnou
dokumentaci dokladajici takovy pFeplatek. Pokud tak
zdravotnické  zafizeni/zkouSejici neucini  béhem
nasledujicich patnacti (15) dnt, spolecnost ICON muze
podle svého vyhradniho uvazeni pozastavit dalSi platbu
do vraceni této Castky, nebo muize Castku zapocist
oproti budouci praci podle této smlouvy (je-li to mozné),
nebo muze pouzit takové neodpracované Castky na
platby, které jsou jinak splatné v souvislosti s ucasti
zdravotnického zafizeni/zkou$ejictho v jiné studii
spole¢nosti ICON, nebo mlze uplatnit dal$i dostupné
opravné prostfedky. Pro ucely objasnéni plati, Ze pokud
se smluvni strany nedohodnou na ¢astkach preplatk(, v
dobré vife se sejdou a budou spolu jednat, aby se
dohodly na vzajemné pfijatelném feSeni jesté pfed tim,
nez ICON/zadavatel ucini kterykoli z krok uvedenych v
tomto ¢lanku.

15.10 Institution and Investigator agree that the
compensation received under this Agreement does not
exceed the fair market value of the services Institution
and Investigator are providing, and that no payments

15.10 Zdravotnické zafizeni a zkouSejici souhlasi
stim, ze odména obdrzenda podle této smlouvy
nepfevySi  spravedlivou trzni  hodnotu sluzeb
poskytovanych zdravotnickym zafizenim a zkouSejicim
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are being provided to Institution and Investigator for the
purpose of inducing Institution or Investigator to
purchase or prescribe any drugs, devices or products.
Institution and Investigator agree that Institution and
Investigator will not bill any patient, insurer, or
governmental agency for any items, visits, services or
expenses provided or paid for by ICON or Sponsor.
Institution and Investigator further agree that Institution
and Investigator will not provide any money or item of
value to any government official or representative to
improperly influence government actions.

a Ze platby nejsou zdravotnickému zafizeni a
zkouSejicimu poskytovany proto, aby zdravotnické
zafizeni nebo zkousSejiciho pfimély k zakoupeni nebo
pfedepisovani  jakychkoli  1ékli,  zdravotnickych
prostfedkd ¢i  vyrobkd. Zdravotnické zafizeni a
zkouSejici souhlasi stim, Ze nebudou zadnému
pacientovi, pojiStovateli ani vladnimu organu uctovat
polozky, navstévy, sluzby ¢&i vydaje poskytnuté C&i
uhrazené spolecnosti ICON ¢&i  zadavatelem.
Zdravotnické zafizeni a zkouSejici dale souhlasi s tim,
Ze neposkytnou zadné finanéni prostfedky ani
hodnotnou véc Z2adnému vladnimu ufednikovi C&i
zastupci s cilem nevhodné ovlivnit vliadni kroky.

156.11  The Investigator shall complete and return to
ICON or the Sponsor in a timely manner, financial
certification or disclosure forms including, but not limited
to, ICON'’s Financial Disclosure Form and all disclosure
updates, as applicable, provided to the Investigator by
ICON or the Sponsor for the duration of the Study, and
for one year thereafter. If requested, the Institution shall
ensure that all sub investigators, performing a Study-
related function shall also complete and return all
financial certification/disclosure forms. The Institution
and Investigator acknowledge and agree that any
payments made under this Agreement will be disclosed
to the local regulatory authorities by Sponsor or ICON
as required under the EFPIA (European Federation of
Pharmaceutical Industries and Associations) Disclosure
Code or Regulation.

15.11 ZkouSejici v€as vyplni a zasle spole¢nosti ICON
nebo zadavateli formulafe pro potvrzeni nebo oznameni
finan¢nich informaci, mimo jiné vc€etné formulare
spole¢nosti ICON pro oznameni finanénich informaci a
vSechny pfipadné aktualizované udaje, jez mu byly
poskytnuty spole€nosti ICON ¢&i zadavatelem, a to po
celou dobu trvani studie a jeden rok poté. Zdravotnické
zafizeni na pozadani zajisti, ze vSichni spoluzkousejici,
ktefi vykonavaji funkci souvisejici se studii, rovnéz
vyplni a odevzdaji potvrzeni nebo prohlaseni o
finan€nich informacich. Zdravotnické zafizeni a
zkouSejici berou na védomi a souhlasi s tim, zZe
zadavatel nebo spole€¢nost ICON oznami veSkeré
platby provedené dle této smlouvy mistnim kontrolnim
Ufadim, jak vyzaduje Kodex EFPIA (European
Federation of Pharmaceutical Industries and
Associations) pro zvefejhovani informaci nebo pravni
predpisy.

16 GENERAL PROVISIONS

16. OBECNA USTANOVENI

16.1  Assignment; The Institution/Investigator may
not assign its/his or her rights and/or delegate its/his or
her obligations under this Agreement without the prior
written consent of ICON or of the Sponsor, which
consent shall not be unreasonably withheld. ICON and
Sponsor shall have the power to assign this Agreement
without the Institution/Investigator’s consent. If ICON or
the Sponsor authorize delegation or subcontracting,
Institution/Investigator remains responsible to ICON
and to the Sponsor for the performance of all delegated
or subcontracted duties.

16.1 Postoupeni. Zdravotnické zafizeni/zkouSejici
nesmi postoupit sva prava a/nebo pfenést své zavazky
vyplyvajici z této smlouvy bez pfedchoziho pisemného
souhlasu spolecnosti ICON nebo zadavatele, jejichz
souhlas nebude bezdlvodné odepfen. Spolecnost
ICON a zadavatel maji pravo postoupit tuto smlouvu
bez souhlasu zdravotnického zafizeni/zkouSejiciho.
Pokud ICON nebo zadavatel schvali postoupeni nebo
uzavieni subdodavatelské smlouvy, zdravotnické
zafizeni/zkouSejici i nadale spoleCnosti ICON a
zadavateli odpovida za provedeni vSech svéfenych
nebo subdodavatelskych povinnosti.

16.2  Waiver: A waiver by either Party of any term or
condition of this Agreement in any instance shall not be
deemed or construed to be a waiver of such term or
condition for any similar instance in the future or any
subsequent breach hereof. All rights, remedies,
undertakings, obligations and agreements contained in
this Agreement are cumulative and none of them shall

16.2  Vzdani se prav. Vzdani se jakékoli podminky
této smlouvy kteroukoli ze smluvnich stran v Zadném
pfipadé nebude povazovano za vzdani se takové
podminky v jakémkoli podobném pfipadé v budoucnosti
nebo pfi jakémkoli nasledném poruseni této smlouvy ani
tak nebude vyklddano. VSechna prava, opravné
prostfedky, zavazky, povinnosti a dohody obsazené v
této smlouvé jsou kumulativni a Zadné z nich nebude
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be a limitation of any other remedy, right, obligation or
agreement.

pfedstavovat omezeni jakéhokoli jiného opravného
prostfedku, prava, zavazku ¢i dohody.

16.3  Notices: Notices under this Agreement shall be
in writing and considered sufficient if delivered
personally, sent by registered mail with return receipt,
sent by recognized overnight courier service, or
by electronic mail to a Party’s email address that a Party
has provided below addressed as follows:

16.3  Oznameni. Oznameni podle této smlouvy
budou vyhotovena pisemné a budou povaZovana za
postacujici, pokud budou doru€ena osobné&, zaslana
doporu¢ené s doru€enkou, zaslana uznavanou
expresni kuryrni sluzbou, na dale uvedené adresy Gi
elektronickou poStou na nize uvedenou a-mailovou
adresu:

If to Sponsor

BioNTech SE
An der Goldgrube 12, 55131 Mainz, Germany

Zaslani zadavateli

BioNTech SE
An der Goldgrube 12, 55131 Mainz, Némecko

If to ICON

Zaslani spole€nosti ICON

ICON Clinical Research Germany GmbH

ICON Clinical Research Germany GmbH

Heinrich-Hertz-Str. 26, 63225 Langen,
Germany

Heinrich-Hertz-Str. 26, 63225 Langen,
Némecko

With copy addressed to Director, Legal Counsel (SSU
Legal), ICON Clinical Research Limited, South County
Business Park, Leopardstown, Dublin 18, Ireland.

Stejnopis bude zaslan fediteli, Legal Counsel (SSU
Legal), ICON Clinical Research Limited, South County
Business Park, Leopardstown, Dublin 18, Irsko.

If to the Institution/Investigator

Zaslani zdravotnickému zafizeni/zkousejicimu

Fakultni Thomayerova nemocnice

Fakultni Thomayerova nemocnice

Videnska 800, 140 59 Praha 4, Czech Republic

Videriska 800, 140 59 Praha 4, Ceska republika

16.4  Relationship of Parties: Nothing herein shall be
construed as creating any association, partnership, joint
venture, employment or the relationship of principal and
agent between (i) ICON and the Institution or (ii)
Sponsor, the Institution and the Investigator, it being
understood that the Investigator is an independent
contractor. Neither ICON nor Sponsor shall have has
the authority to bind Institution/Investigator, or their
representatives, in any way and neither the Institution
has any authority to bind ICON or the Sponsor, or their
representatives, in any way.

16.4. Vztah smluvnich stran. Nic v této smlouvé nelze
vykladat jako vytvofeni sdruzeni, partnerstvi,
spole€ného podniku, zaméstnaneckého vztahu nebo
vztahu zmocnitele a zmocnénce mezi (i) spole¢nosti
ICON a zdravotnickym zafizenim nebo (ii) zadavatelem
a zdravotnickym zafizenim, ¢€imz se rozumi, ze
zkouSejici je nezavislym smluvnim dodavatelem.
Spole¢nost ICON ani zadavatel nejsou opravnéni
zadnym zpusobem zavazovat zdravotnické zafizeni ani
jeho zastupce a ani zdravotnické zafizeni neni
opravnéno zavazovat spole¢nost ICON ¢i zadavatele
nebo jejich zastupce zadnym zplsobem.

16.5 Governing Law and Prevailing Language: This
Agreement, and all disputes and/or claims arising under
this Agreement, shall be interpreted and governed by

16.5. Rozhodné pravo a jazyk smlouvy. Tato smlouva
a vesSkeré spory a/nebo naroky vzniklé podle této
smlouvy se budou fidit a budou vykladany v souladu se
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the laws of Czech Republic, without regard to conflict of
laws principles.

zakony Ceské republiky bez ohledu na stfet pravnich
zasad.

This Agreement has been executed in English and
Czech, in the event of any conflict between the two
versions, the parties agree that the Czech language
version will prevail.

Tato smlouva byla vyhotovena v anglickém jazyce a
Ceském jazyce a smluvni strany souhlasi s tim, ze v
pfipadé jakychkoli rozpori mezi témito dvéma
jazykovymi verzemi bude rozhodujici verze v ¢eském
jazyce.

16.6  Entire Agreement: This Agreement including
Appendices, sets forth the entire Agreement and
understanding between the Parties hereto as to the
subject matter hereof and has priority over all
documents, verbal consents or understandings made
between ICON, the Sponsor and the
Institution/Investigator. Any modification to this
Agreement must be in writing, signed by the parties, and
identified as an amendment, except for certain mutually
agreeable changes in the Study budget in Appendix 1
and 2 as set out in section 16.7 below.

16.6 Celistvost smlouvy. Tato smlouva, vcetné
pfiloh, pfedstavuje Uplnou smlouvu a dohodu mezi
smluvnimi stranami, pokud jde o pfedmét smlouvy, a
ma pfednost pfed vSemi dokumenty, slovnimi souhlasy
¢i dohodami ucinénymi mezi spole€nosti ICON
zadavatelem a zdravotnickym zafizenim/zkousSejicim.
Jakakoli uprava této smlouvy musi byt provedena
pisemné, podepsana smluvnimi stranami a oznacena
jako dodatek, kromé nékterych vzajemné dohodnutych
zmén rozpoctu studie v pfiloze 1 a 2, jak je stanoveno v
¢lanku 16.7 nize.

16.7 Budget Modifications: The following Study
budget changes may be documented by a modification
letter signed by ICON: (1) increases in the total Study
budget, with or without modification of the payment
schedule, or (2) modification of the payment schedule
with no change in total Study budget.

16.7  Upravy rozpoétu. Nasledujici zmény rozpo&tu
studie mohou byt doloZzeny dopisem o Upravach
podepsanym spole¢nosti ICON: (1) narlst celkového
rozpoCtu studie s Upravou, C&i bez Upravy
harmonogramu plateb nebo (2) dprava harmonogramu
plateb bez jakékoli zmény celkového rozpoctu studie.

16.8  Conflicts: If there is any conflict between this
Agreement and any Appendices to it, the terms of this
Agreement control. If there is any conflict between this
Agreement and the Protocol, the Protocol will control as
to any issue regarding treatment of Qualified
Participants, and the Agreement will control as to all
other issues.

16.8. Rozpory. Pokud dojde k rozporu mezi touto
smlouvou a jejimi pfilohami, jsou ur€ujici podminky této
smlouvy. Pokud dojde k rozporu mezi touto smlouvou a
protokolem, je urc€ujici protokol, pokud jde o otazky
tykajici se lécby zpusobilych Gcastnikll, a smlouva,
pokud jde o vSechny ostatni zalezitosti.

16.9  Counterparts and signatures: This Agreement
is executed in three counterparts, and each Party shall
receive one. This Agreement may be signed
electronically with an electronic, in particular an
advanced or qualified, signature.

16.9  Stejnopisy a podpis. Tato smlouva se je
vyhotovena ve tfech stejnopisech a kazda Smluvni
strana obdrzi po jednom. Tato Smlouva muze byt
podepsana elektronicky s elektronickym, zejm.
zaru€enym nebo kvalifikovanym, podpisem

16.10 Survival; Except as otherwise specifically
provided herein, termination of this Agreement shall not
relieve any Party hereto from any obligation under this
Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In addition,
the provisions of this Agreement that by their nature
contemplate continuing obligations shall survive
expiration or termination of this Agreement.

16.10 Pretrvani ustanoveni. Pokud zde vyslovné neni
uvedeno jinak, ukoneni této smlouvy nezbavuje
Zadnou smluvni stranu jakychkoli zavazkl podle této
smlouvy, které vznikly na zakladé nebo v dusledku
skute€nosti a okolnosti existujicich pfed ukoncenim této
smlouvy. Po ukon&eni této smlouvy nebo po skonceni
jeji platnosti rovnéz zlstavaji v platnosti ustanoveni této
smlouvy, ktera se z povahy véci tykaji zavazku trvajicich
i po zaniku smlouvy.

16.11 Compliance with applicable anti-bribery/anti-
corruption Regulations, international trade compliance
and insider trading laws: The Parties acknowledge that
they are bound by all applicable Regulations which may
include Foreign Corrupt Practices Act (FCPA) and UK
Bribery Act. The Parties will not cause another Party to

16.11  Dodrzovani platnych protikorupCnich pravnich
pfedpisti a pravnich predpist o boji s uplatkarstvi,
pravidel mezinarodniho obchodu a zakonl o zneuziti
davérnych obchodnich informaci. Smluvni strany berou
na védomi, Zze jsou povinny dodrzovat veskeré platné
pravni pfedpisy, mimo jiné véetné zakona proti
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be in breach of applicable Regulations through any act
as described in this section. In performing the Study and
or services under this Agreement, the
Institution/Investigator (and their employees and
agents): (i) agree(s) that it has not and shall not, directly
or indirectly, offer to make, promise, authorize or accept
any payment or anything of value, including bribes, gifts
and/or donations to or from any public official,
Regulatory Authority or anyone else for the improper
purpose of influencing, inducing or rewarding any act,
omission or decision in order to secure an improper
advantage, including to obtain or retain business; and
(i) shall comply with all applicable anti-corruption and
anti-bribery laws, regulations and industry and
professional codes of practice. The
Institution/Investigator shall notify ICON and Sponsor
immediately upon becoming aware of any breach under
this section. For the purpose of monitoring compliance
with applicable Regulations and the terms of this
section, Institution/Investigator agree(s) that ICON and
the Sponsor shall have the right to conduct an
investigation or audit of payments and/or transfers of
value made by the Institution/Investigator related to the
Study. The Institution/Investigator shall cooperate fully
with such investigation or audit, the timing of which shall
be at the sole discretion of ICON/Sponsor. The
Institution shall ensure that all Study Staff,
subcontractors (if any) and agents (if any) receive
appropriate anti-corruption training. Any violation of this
section 16.11 by the Institution or Investigator
constitutes a material breach of this Agreement. In
addition to any other sanction provided by law and/or
this Agreement, ICON and the Sponsor may terminate
this Agreement for cause and with immediate effect.

korupénim praktikdm v zahrani¢i (Foreign Corrupt
Practices Act, FCPA) a britského zakona o boji proti
uplatkarstvi (UK Bribery Act). Smluvni strany se
nedopusti jednani popsaného v tomto ¢lanku, které by
vedlo k poruSeni platnych pravnich pfedpist jinou
smluvni stranou. Zdravotnické zafizeni/zkouSejici (a
jejich zaméstnanci a zmocnéné osoby) pfi provadéni
studie anebo sluzeb podle této smlouvy (i) souhlasi
stim, ze pfimo ani nepfimo nenabidli poskytnuti,
neslibili, neschvalili ani nepfijali zadné platby ani nic
hodnotného, v€etné uplatkd, vécnych a/nebo finan¢nich
darl ve vztahu kjakémukoli vefejnému Ciniteli,
kontrolnimu ufadu ani komukoli jinému za nevhodnym
ucelem ovlivhovani, podporovani nebo odméfovani
jakéhokoli jednani, opomenuti &i rozhodnuti ve snaze
ziskat nepatficnou vyhodu, véetné ziskani i udrzeni
zakazky, a ze tak ani neucini; a (ii) budou dodrzovat
veSkeré platné protikorupéni zakony a predpisy a
zakony a predpisy o boji proti uplatkarstvi a oborové
predpisy a profesni kodexy. Zdravotnické
zafizeni/zkouSejici bude informovat spole¢nost ICON a
zadavatele okamzité, jakmile se dozvi o jakémkoli
poruSeni smlouvy podle tohoto c¢lanku. Pro ucely
monitorovani dodrzovani platnych pravnich predpisu a
podminek tohoto ¢lanku zdravotnické
zafizeni/zkouSejici souhlasi s tim, Ze spole¢nost ICON
a zadavatel budou mit pravo provést kontrolu €i audit
plateb a/nebo pFfevodl hodnot provedenych
zdravotnickym zafizenim/zkouSejicim v souvislosti se
studii. Zdravotnické zafizeni/zkouSejici budou pfi
takové kontrole ¢i auditu, jejichz nacasovani bude
zaviset vyhradné na spolecnosti ICON/zadavateli, pIné
spolupracovat. Zdravotnické zafizeni zajisti, ze vSichni
pracovnici studie a pfipadni subdodavatelé a zmocnéné
osoby podstoupi odpovidajici zaskoleni v otazkach boje
proti korupci. Jakékoli poruseni tohoto ¢lanku 16.11
zdravotnickym zafizenim ¢&i zkouSejicim pFedstavuje
zdsadni poruSeni této smlouvy. Kromé jakychkoli
dalSich sankci stanovenych zakonem a/nebo touto
smlouvou mize spole¢nost ICON a zadavatel tuto
smlouvu zuvedené pfiCiny s okamzitou ucinnosti
ukondit.

16.12 Trade Control Laws; In performing the Study
and or services under or related to this Agreement, the
Institution and Investigator will comply with any
applicable global export, sanctions and trade control
laws relating to its respective business, facilities, and
the provision of services hereunder. The Institution
represents and warrants that neither it nor, with respect
to those engaged in activities under or related to this
Agreement, any of its affiliates, Study Staff,
subcontractors, or agents, are: (a) currently subject to
any sanctions administered or enforced by a Regulatory
Authority or included on any of the Restricted Party Lists
maintained by the U.S. Government or other relevant
Government authority (as defined below); or (b) owned

16.12 Zakony o kontrole obchodu. Pfi provadéni
studie anebo sluzeb podle této smlouvy nebo
souvisejicich s touto smlouvou budou zdravotnické
zafizeni a zkousSejici dodrzovat vSechny platné svétové
zakony tykajici se vyvozu, sankci a kontroly obchodu,
které se vztahuji na pfisluSny podnikani, zafizeni a
poskytovani sluzeb podle této smlouvy. Zdravotnické
zafizeni prohlaSuje a zaru€uje, Ze ono, Zzadna z jeho
pfidruzenych spole¢nosti ani zadny z pracovniku studie,
subdodavatel(i ¢i zmocnénych osob, které se podileji na
aktivitach podle této smlouvy €i souvisejicich s touto
smlouvou, nejsou: (a) v souCasné dobé& predmeétem
zadnych sankci ulozenych &i vymahanych kontrolnim
Uradem ani nejsou zahrnuti do seznamd stran, pro néz
plati omezeni, vedenych vladou USA nebo jinym

or controlled b‘ an‘ individual or party described in
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subsection (c) or located in any Restricted Market
subject to sanctions imposed by the U.S., EU, or United
Nations (“Restricted Market” currently refers to
Crimea, Cuba, the Donetsk Region, Iran, North Korea,
Sudan and Syria). The Institution further represents and
warrants that it is not owned or controlled by, or
otherwise affiliated with and to the best of its knowledge,
does not employ, any individual or entity on any
Restricted Party List. “Restricted Party List” means the
Specially Designated Nationals List, as administered by
the U.S. Department of the Treasury Office of Foreign
Assets Control; the Consolidated List of Persons,
Groups and Entities Subject to E.U. Financial Sanction,
as implemented by the E.U. Common Foreign &
Security Policy; the List of Excluded Individuals/Entities,
as published by the U.S. Health and Human Services -
Office of Inspector General; and the System and Award
Management database, which is managed by the U.S.
General Services Administration.

pfislusnym vladnim organem (jak je definovano nize);
nebo (b) ve vlastnictvi nebo pod kontrolou jakéhokoli
jednotlivce nebo strany popsané v pododstavci (c) nebo
nachazejici se na jakémkoli trhu, pro ktery plati omezeni
a sankce ulozené USA, EU nebo Organizaci spojenych
narodu (,trh, pro ktery plati omezeni“; v sou¢asné
dobé se jedna o Krym, Kubu, Donécky region, iran,
Severni Koreu, Sudan a Syrii). Zdravotnické zafizeni
dale prohlasuje a zaru€uje, Zze neni vlastnéno ani
ovladano zadnou fyzickou ¢&i pravnickou osobou
uvedenou na jakémkoli seznamu stran, pro néz plati
omezeni, ani s ni neni spojeno jinak a podle svych
nejlepSich znalosti nevyuZivad sluzeb zadné takové
fyzické ¢i pravnické osoby. ,Seznam stran, pro néz
plati omezeni® znamenad seznam specialné
vymezenych ob&anl spravovany U.S. Department of
the Treasury Office of Foreign Assets Control;
konsolidovany seznam fyzickych osob, skupin a
pravnickych osob, na které se vztahuji finan¢ni sankce
EU zavedené podle spoleéné bezpecnostni a
zahraniéni  politky EU; seznam  vylou€enych
fyzickych/pravnickych osob publikovany U.S. Health
and Human Services - Office of Inspector General; a
databazi SAM (System and Award Management),
kterou spravuje U.S. General Services Administration.

16.13 Severability: The invalidity or unenforceability of
any provision of this Agreement shall in no way affect
enforcement of any other provision of this Agreement

16.13. Oddélitelnost jednotlivych ustanoveni smiouvy.
Neplatnost ¢i nevymahatelnost jakéhokoli ustanoveni
této smlouvy nebude mit Zadny vliv na vymahani
Zadného jiného ustanoveni této smlouvy.

16.14 Transparency: ICON and Sponsor may disclose
for any lawful purpose, within their sole discretion, the
terms of this Agreement, including without limitation, the
total compensation (including fees and expenses)
payable or paid pursuant to this Agreement. When
making such disclosures, Sponsor and ICON reserve
the right to attribute all compensation paid under this
Agreement to each person that provides services under
this Agreement.

16.14 Transparentnost. Spole¢nost ICON a zadavatel
mohou za jakymkoli zakonnym ucelem a dle svého
vlastniho uvazeni zvefejnit podminky této smlouvy,
mimo jiné véetné celkové odmény (véetné poplatk(l a
vydajl) splatné nebo zaplacené podle této smiouvy.
Zadavatel a spole€nost ICON si pfi takovém zvefejnéni
vyhrazuji pravo pfisoudit veSkeré odmény zaplacené
podle této smlouvy kazdé osobé, ktera poskytuje sluzby
podle této smlouvy.

16.15 Registration of the Agreement: The Parties agree
that if required by applicable laws, this Agreement (and
any subsequent amendments thereto) will be registered
by the Institution pursuant to the Act no. 340/2015 Coll
(the “Act”). The Parties acknowledge that the Study
budget in Appendix 1 and 2, the Protocol and any other
exhibits to this Agreement as well as any other
documents provided to Institution by Sponsor/ICON
under section 11 are deemed business secret in
accordance with the Act and Institution shall ensure that
such information will not be published in the contract
register. Prior to registration, Sponsor/ICON shall also
have the opportunity to identify any and all provisions of
the Agreement and appendices which are deemed as
sensitive information and therefore a trade secret under
applicable laws. The Institution shall post a redacted

16.15 Registrace smlouvy: smluvni strany souhlasi, ze
pokud to vyzaduji platné zakony, zdravotnické zafizeni
tuto smlouvu (a jeji pfipadné nasledné dodatky)
zaregistruje v souladu se zakonem ¢. 340/2015 Sb.
(,zakon*). Smluvni strany berou na védomi, Ze rozpocet
studie v pfiloze 1 a 2, protokol a jakékoli dalSi dodatky
ktéto smlouvé i jakékoli dalsi dokumenty, které
zadavatel / spole¢nost ICON zdravotnickému zafizeni
poskytnou v souladu s ¢lankem 11, budou v souladu se
zdkonem povazovany za obchodni tajemstvi a
zdravotnické zafizeni zajisti, ze tyto informace nebudou
zverejnény v registru smluv. Zadavatel / spolecnost
ICON budou mit pfed zvefejnénim moznost identifikovat
jakakoli a veSkera ustanoveni smlouvy a jejich pfiloh,
ktera jsou podle platnych zakonl povazovana za citlivé
informace, a tudiz za obchodni tajemstvi. Zdravotnické
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version of the Agreement in the contracts register in
accordance with the Act and in accordance with any
redaction required by Sponsor/ICON within [5] business
days from the date of the last signature and shall
immediately notify ICON after registration. If ICON does
not receive confirmation about release of the redacted
Agreement within [5] business days from the date of the
last signature, ICON in consultation with Sponsor, is
entitled to make necessary steps to post the redacted
Agreement.

Any breach of any obligation under this section 16.15 by
the Institution shall entitle ICON/Sponsor to terminate
this Agreement in accordance with the provisions of
section 9.

The Parties declare that in relation to the Act no.
340/2015 Coll. the estimated monetary value of this
Agreement is CZK 2 288 000.

The Sponsor and ICON declare that, in connection with
the Study that is the subject of this Agreement, they
have not entered into and will not enter into any other
agreement with the Principal Investigator or Sub-
Investigators governing their mutual rights and
obligations without the participation of the Institution. If
it is found that the Sponsor and/or ICON have entered
into such an additional agreement, the Institution shall
have the right to terminate this Agreement by a notice
with a 14 (fourteen) days' notice period running from the
date of delivery of the notice. All reasonable and justified
costs incurred by the Institution in conducting the Study
by the date of discovery of the reason for termination
under this paragraph shall be borne by the Sponsor.
The Site may report any breach of the Agreement and
termination of the Study at the Institution to the State
Institute for Drug Control and the relevant ethics
committees.

The following appendices are integral parts of this
Agreement:

Appendix 1: Payment Terms

Appendix 2: Budget Details

Appendix 3: Payee Bank Details Form

Appendix 4: Equipment and Materials

Provided as separate documents:
Appendix 5: Extract from the
Register

Appendix 6: Draft Form of Written Informed Consent of
the Study Subject to Enrolment in the Study

Appendix 7: Protocol Incorporated by Reference
Appendix 8: Form of the Agreement for Publication in
the Register of Contracts

Appendix 9 Regulatory Authority Assessment
Appendix 10: Insurance Certificate

ICON Commercial

zafizeni zvefejni v registru smluv redigovanou verzi
smlouvy vsouladu se zdkonem a s pfipadnymi
pozadavky zadavatele / spole¢nosti ICON na
redigovani do [5] pracovnich dni od data posledniho
podpisu, a bezprostfedné po registraci o ni uvédomi
spole¢nost ICON. Jestlize spoleénost ICON neobdrzi
potvrzeni o zvefejnéni redigované smlouvy do [5] dni od
posledniho podpisu, ma spole¢nost ICON v konzultaci
se zadavatelem pravo ucinit kroky nezbytné ke
zverejnéni redigované smlouvy.

Jakékoli poruSeni jakéhokoli zavazku zdravotnického
zarizeni podle tohoto ¢lanku 16.15 da spolecnosti ICON
zadavateli pravo ukonéit tuto smlouvu v souladu
s ustanovenimi ¢lanku 9.

Smluvni strany prohladuji, Ze v souvislosti se zdkonem
€. 340/2015 Sb. je odhadovana penézni hodnota této
smlouvy 2 288 000 K&.

Zadavatel a ICON prohlasuji, Zze v souvislosti se Studi,
ktera je pfedmétem této Smlouvy, neuzavfeli a
neuzaviou bez uclasti Zdravotnického zafizeni s
hlavnim zkouS$ejicim &i spolu-zkous$ejicimi zadnou dalSi
smlouvu upravujici jejich vzajemna prava a povinnosti.
V pfipadé zjisténi, ze Zadavatel a/nebo ICON uzavreli
takovou dalSi smlouvu, ma Zdravotnické zafizeni pravo
tuto Smlouvu ukongit vypovédi s 14 (Etrnactidenni)
vypovédni |hatou plynouci od doru€eni vypovédi.
Veskeré pfiméfené a ke dni zjisténi ddvodu k vypovédi
dle tohoto odstavce odlivodnéné vynalozené naklady
Zdravotnického zafizeni na provadéni Studie ponese
Zadavatel. PoruSeni Smlouvy a skoncéeni provadéni
Studie ve Zdravotnickém zafizeni mulze Centrum
oznamit Statnimu ustavu pro kontrolu IéCiv a pfisluSnym
etickym komisim.

Nedilnou soucasti této smlouvy jsou nasledujici pfFilohy:

Pfiloha 1: Platebni podminky

Pfiloha 2: Podrobnosti o rozpoctu

Pfiloha 3: Formulafr bankovnich udaju pfijemce platby
Pfiloha 4: Vybaveni a materialy

Zaslany samostatné:

PFiloha 5: Vypis z obchodniho rejstfiku ICON

Pfiloha 6: Navrh Formulafe pisemného informovaného
souhlasu subjektu hodnoceni se zafazenim do Studie
Pfiloha 7: Protokol zaclenény odkazem

Pfiloha 8: Podoba smlouvy ke zvefejnéni v registru
smluv

Pfiloha 9: Posouzeni regula¢nich organu

Pfiloha 10: Pojistny certifikat

[REMAINDER OF PAGE INTENTIONALLY BLANK]

[ZBYVAJICi CAST STRANY JE ZAMERNE
PRAZDNA ]
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IN WITNESS WHEREOF, the Parties have caused this NA DUKAZ CEHOZ iadné zmocnéni zastupci smluvnich
Agreement to be executed by their duly authorized stran tuto smlouvu podepsali s ucinnosti od data
representatives to be effective as of the Effective Date. ucinnosti.

ICON CLINICAL RESEARCH LIMITED in the name and on
behalf of / jménem spole¢nosti BioNTech SE

Date / Datum:

Name/ Jméno:

Signature/
Podpis

ICON CLINICAL RESEARCH LIMITED

Date / Datum:

Name / Jméno:

Signature/
Podpis

INSTITUTION / ZDRAVOTNICKE ZARIZENI
Date / Datum:

Name/Jméno: NN 2

Signature/
Podpis

INVESTIGATOR / ZKOUSEJiCi
Date / Datum:

Name /Jméno: [

Signature/
Podpis
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