CLINICAL TRIAL SERVICES
AGREEMENT - TRIPARTITE

THIS AGREEMENT (“Agreement”) is
concluded on the date of the last signature
and shall become effective on the date of its
publication of the redacted version in
accordance with section 12.11 (Registration
of the Agreement) (“Effective Date”);
BETWEEN,

(1) BioNTech SE a company
incorporated under the laws of
Germany with offices at An der
Goldgrube 12, 55131 Mainz,
Germany (Hereinafter to be referred
to as “Sponsor”)

ICON CLINICAL RESEARCH
LIMITED, a private limited company
incorporated under the laws of Ireland
with its registered office at South

County Business Park,
Leopardstown, Dublin 18, Ireland,
VAT number IE 8201978R (“ICON”);
and

Fakultni nemocice Motol a Homolka,
located at V Uvalu 84, 150 06 Praha
5, Czech Republic, ID: 00064203, Tax

ID: CZ0064203,

(©)

I ‘scrvice Provider’);

shall also each be referred to individually as
a “Party” and collectively as the “Parties”.

BACKGROUND,
A) Sponsor is developing an
investigational product called

(hereinafter called the
“Investigational Product”) for use in
patients with First line triple-negative
breast cancer (TNBC). Sponsor has
retained ICON to conduct certain
services in relation to the Study (as
below defined) such as, but not limited
to, communications with Regulatory
Authority (as below defined), clinical
monitoring, negotiation signature and

|| CON

SMLOUVA O POSKYTOVANI
SLUZEB V RAMCI KLINICKEHO
HODNOCENI - TROJSTRANNA

TATO SMLOUVA (déle jen ,smlouva®) se
uzavira ke dni posledniho podpisu a nabyva
ucinnosti dnem zverfejnéni jeji redigované
verze v souladu s ¢lankem 12.11 (Registrace
smlouvy) v Registru smluv (dale jen ,datum
ucinnosti)

MEZI:
1) BioNTech SE, spole€nosti
registrovanou podle zakonu Spolkové
republiky Némecko, se sidlem na
adrese An der Goldgrube 12, 55131

Mainz, Némecko (dale jen
.zadavatel®);
(2) ICON CLINICAL RESEARCH

LIMITED, soukromou spolecnosti s
ruenim omezenym registrovanou
podle irskych zakonu, se sidlem na
adrese South County Business Park,
Leopardstown, Dublin 18, Irsko, DIC:
IE 8201978R (dale jen ,ICON“); a

Fakultni nemocnici Motol a
Homolka, se sidlem na adrese
V Uvalu 84, 150 06 Praha 5, Ceska
republika, [ICO: 00064203 DIC:

200064203
]

I
I (G:lc jen ,poskytovatel

sluzeb®);

z nichz kazda bude oznaCovana samostatné
jako ,smluvni strana“ aspole¢né jako
,Ssmluvni strany*.

UVODNi USTANOVENI
A) Zadavatel, vyviji hodnoceny pfipravek
S nazvem (dale jen
,hodnoceny pripravek®) pro pouziti
u pacientl s First line triple-negative
breast cancer (TNBC). Zadavatel
povéfil  spoleénost ICON, aby
provadeéla urcité sluzby souvisejici se
studii (definované nize), jako jsou
napfiklad komunikace s kontrolnim
Ufadem (definovana nize), Kklinicky

monitoring, vyjednavani
a podepisovani rdznych smluv
o provedeni klinického hodnoceni
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B)

C)

making payments arising from the
different clinical trial agreements.

ICON/Sponsor is entering into a
separate clinical trial agreement with
the Institution/Principal Investigator
(as defined below) for the purpose of
conducting a clinical trial with the
Investigational Product and that is

[}
=]
=
[=2
(]
o

]
]
]
]
]
]
]
I (< rcinafter to be

referred to as “Study”) are stated.

Sponsor requested to nominate the
Service Provider to provide the
professional services as stipulated in
Appendix A (hereinafter  the
“Services”) with respect to patients
referred to the Service Provider by the
Principal Investigator during the
conduct of the Study in accordance
with the Protocol (hereinafter to be
referred as “Principal Investigator”).

IT IS HEREBY AGREED AS FOLLOWS:

1.1.

SERVICES

The Service Provider wishes to
provide certain services of an
imaging/radiology as stipulated in
Appendix A, under the supervision of

(“Services”) and
warrants that itself and its Staff (as
below defined) will perform the
Services under the request and

direction of the Principal Investiﬁator,

at Thomayerova nemocnice
(onkologicka klinika), Videriska 800,
140 59 Praha 4, Czech Republic,
bearing the Protocol, the provisions
of which will be provided by the
Principal Investigator, and which are
incorporated herein by reference.

B)

C)

:

a provadéni které z nich

vyplyvaji.

plateb,

Spole¢nost ICON/zadavatel uzavira
samostatnou smlouvu o provedeni
klinického hodnoceni se
zdravotnickym zafizenim/hlavnim
zkouSejicim (jak je definovano nize)
pro ucely provadéni klinického
hodnoceni hodnoceného pfipravku
S nazvem

(dale jen
~studie®).
Zadavatel pozadal o jmenovani
poskytovatele sluzeb pro poskytovani
odbornych sluzeb uvedenych
v pfiloze A (dale jen ,sluzby®)
v souvislosti s pacienty, které

k poskytovateli sluzeb odeSle hlavni
zkouSejici béhem provadéni studie
v souladu s protokolem (dale jen
shlavni zkousejici“).

SMLUVNi STRANY SE TiMTO DOHODLY
NA NASLEDUJICiM:

1

1.1.

SLUZBY
Poskytovatel sluzeb si  preje
poskytovat urcité

zobrazovaci/radiologické sluzby,
jak je stanoveno v pfiloze A, pod
vedenim
(dale jen “sluzby*), a zaru€uje, ze on
sam ajeho pracovnici (jak jsou
definovani nize) budou poskytovat
sluzby na zakladé pozadavku

apokim‘] hlavniho zkouSejiciho,

pusobi na adrese Thomayerova
nemocnice (onkologicka klinika),
Videnska 800, 140 59 Praha 4,
Ceska republika, v souladu
s protokolem, jehoz ustanoveni
poskytne hlavni zkouSejici a ktery je
zaclenén do této smlouvy odkazem.
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1.2.

Service
Services as

Provider shall perform
defined below in

conformance with:

(i)

(iii)

obtain, hold and comply with, at
its own expense, all necessary
regulatory approvals,
authorizations and permits for
any and all Services to be
performed under this
Agreement

comply with all data protection
laws, in particular but not limited
to the EU General Data
Protection Regulation (EU)
2016/679 (“GDPR?”), as
applicable to the Parties
(“Applicable Data Protection
Laws”).

ensure that its personnel have
the appropriate experience,
training and resources to
perform the Services as
described in the respective
Appendices

the instructions of the Principal
Investigator, the Sponsor
and/or ICON;

the Appendices and the agreed
specification

the International Conference on
Harmonization Good Clinical
Practice (hereinafter to be
referred as “ICH GCP”), the
1964 Declaration of Helsinki,
and any other applicable laws(,
including but not limited to
applicable standards of the
International Conference on
Harmonization of Technical
Requirements for Registration
of Pharmaceuticals for Human
Use, including Good Clinical
Practice (GCP)), regulation,
code or guideline issued by an
applicable Regulatory Authority
(as defined in next sentence)
(hereinafter to be referred as
“Regulations”). For the
purposes of this Agreement,
Regulatory Authority shall mean
a relevant governmental
agency, administrative agency
or professional body and/or the
national or multinational

1.2.
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Poskytovatel sluzeb bude poskytovat
nize definované sluzby pfi dodrzeni
nasledujicich podminek:

(i)

(iii)

na své viastni naklady ziska
vSechna nezbytna regulacni
schvaleni, opravnéni a povoleni
pro veskeré sluzby, které maiji
byt poskytovany podle této
smlouvy, bude jejich drzitelem
a bude je dodrzovat,

bude dodrzovat  vSechny
zakony o ochrané osobnich
udaji, mimo jiné zejména
obecné nafizeni EU o ochrané
osobnich udaja (EU) 2016/679
(dale jen ,GDPRY), které se
vztahuji na smluvni strany (dale
jen ,platné zakony o ochrané
osobnich udaju®),

zajisti, aby jeho pracovnici méli
odpovidajici zkuSenosti, Skoleni
a zdroje k poskytovani sluzeb,
jak je popsano v pfislusnych
prilohach,

pokyny hlavniho zkousSejiciho,
zadavatele a/nebo spolecnosti
ICON.,

pfilohy

specifikace,
spravna klinicka praxe podle
Mezinarodni konference
o harmonizaci (dale jen ,SKP
ICH®), Helsinska deklarace
zroku 1964 a pfipadné dalSi
platné zakony (, mimo jiné
véetné platnych standardd
technickych pozadavkd pro
registraci 1éCiv. k humannimu
pouziti podle  Mezinarodni
konference o harmonizaci,
vCetné spravné klinické praxe
(SKP)), nafizeni, kodexy nebo
pokyny vydané pfisluSnym
kontrolnim dfadem (jak je
definovan v nasledujici vété)
(dale jen ,pravni predpisy“). Pro
ucely této  smlouvy se
kontrolnim  dfadem  rozumi
pfislusna  statni  agentura,
spravni ufad nebo profesni
organizace a/nebo narodni Ci
mezinarodni Gfad odpovédny
za udélovani  regula¢niho
schvaleni, které se vztahuje na

a dohodnuta
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1.3.

1.4.

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
(hereinafter to be referred as
“EMA®) the Food and Drug
Administration of the United
States Department of Health
and Human services
(hereinafter to be referred as
“FDA”) 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, anti-bribery, global
trade laws, the protection and
privacy of the personal data of
individuals (hereinafter to be
referred as “Regulatory
Authority®)

(vii) this Agreement and the terms of
approval for the Study from the
Institutional Review Board
(hereinafter to be referred as
“IRB/IEC”).

The Service Provider is not
authorized to make any changes in
imaging methodology as specified in
ICON/Sponsor’s written instructions
that will affect the Services
performed under this Agreement
without prior written approval by
ICON/Sponsor.

The Service Provider appropriately
documents any approved change in
methodology and maintains the
methodology in place at the time of
initiation of Services for the duration
of this Agreement if ICON does not
approve proposed changes.

1.3.

1.4.
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studii v konkrétni zemi &i
skupiné vice zemi, mimo jiné
véetné Evropské komise,
Evropské agentury pro lécivé
pfipravky (dale jen ,EMAY),
Uradu pro kontrolu potravin
a léCiv Ministerstva
zdravotnictvi a socialni péce
USA (dale jen ,FDA®) nebo
jakéhokoli jiného kontrolniho
organu kdekoli na svété, ktery
ma podle platnych zakonl
pravomoc regulovat a/nebo
uplathovat  platné  zakony
a pravni predpisy pfi provadéni
klinickych hodnoceni a dalSich
dopliikovych zalezitosti s tim
spojenych, jako jsou mimo jiné
zalezitosti tykajici se boje proti

Uplatkarstvi, globalnich
obchodnich zakond, ochrany
a davérnosti osobnich udajd
fyzickych osob (dale jen
.kontrolni ufad*).

(vi) Tato smlouva a podminky
schvaleni studie ze strany

etické komise (dale jen ,EK®).

Poskytovatel sluzeb neni opravnén
bez pfedchoziho pisemného
schvaleni spole¢nosti
ICON/zadavatelem provadét zadné
zmény Vv metodice zobrazovacich

vySetfeni uvedené v pisemnych
pokynech spolecnosti
ICON/zadavatele, které by ovlivnily
sluzby provadéné podle této
smlouvy.

Poskytovatel sluZzeb odpovidajicim
zplsobem zdokumentuje veSkeré
schvélené zmény v metodice a bude
dodrzovat metodiku zavedenou
v dobé zahajeni sluZeb, a to po dobu
platnosti této smlouvy, pokud
spole¢nost ICON neschvali
navrhované zmény.
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21

2.2

3

RESOURCES AND EQUIPMENT

The Service Provider agrees to
provide all necessary employees,
staff, agents, representatives,
equipment that may be necessary for
the provision of the Services under
this Agreement and the Protocol
(hereinafter to be referred as
“Staff’). All Staff performing the
Services are and shall remain
employees or contractors of the
Service Provider. Nothing in this
Agreement shall be construed as
creating an employment, agency, or
joint-employment relationship
between any Staff member and
Sponsor.

If, in accordance with GCP, the
Sponsor's, or ICON Standard
Operating Procedures or standards,
the facilities used by the Service
Provider are determined not to be
adequate for the proper conduct of
the Services, and the Service
Provider does not remedy such
inadequacies within a reasonable
period of being notified of such
inadequacy, then ICON and/or
Sponsor may at its sole discretion,
refuse to commence or decide to
discontinue the Services and
terminate this Agreement.

AUDITS, INSPECTIONS AND

MONITORING

3.1

The Service Provider acknowledges
that the Study is subject to inspection
by Regulatory Authorities or to an
audit by the Sponsor or by ICON,
and that such inspections and audits
may occur during and after
completion of the Study and may
include auditing of the
documentation generated and used
by the Service Provider to provide
the Services. The Service Provider
shall notify ICON as soon as
reasonably possible if the Service
Provider is inspected or scheduled to
be inspected by a Regulatory
Authority in relation to the Study. The
Service Provider will cooperate with

2

21

22

3
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ZDROJE A VYBAVENI

Poskytovatel sluzeb souhlasi s tim,
Ze poskytne vSechny potfebné
zaméstnance, pracovniky, povéfené
osoby, zastupce a vybaveni, které
muize byt potfeba k zajisténi sluzeb
podle této smlouvy a protokolu (dale
jen ,pracovnici®). VSichni
zaméstnanci poskytujici sluzby jsou
a zustanou zaméstnanci nebo
smluvnimi partnery poskytovatele
sluzeb. Zadné ustanoveni této
smlouvy nelze vykladat tak, ze by
zakladalo pracovni pomér,
zprostfedkovatelsky  vztah nebo
vztah spole¢ného zaméstnavani
mezi jakymkoli zaméstnancem a
zadavatelem.

Pokud je v souladu s SKP,
standardnimi provoznimi postupy
nebo standardy zadavatele nebo
spole¢nosti  ICON  zjisténo, ze
prostory pouzivané poskytovatelem
sluzeb nejsou dostacujici pro radné
provadéni sluzeb, a poskytovatel
sluzeb neodstrani takové nedostatky
bé&hem pfiméfené  doby od
okamziku, kdy je o takové
nedostateénosti informovan,
spole¢nost ICON a/nebo zadavatel
mize podle svého vyhradniho
uvazeni odmitnout zahajeni sluzeb
nebo se rozhodnout, Ze je pfestane
vyuzivat, a ukoncit tuto smlouvu.

AUDITY, INSPEKCE

A MONITOROVANI

3.1

Poskytovatel sluzeb bere na védomi,
Ze studie podléhd inspekci ze strany
kontrolniho ufadu nebo auditu ze
strany zadavatele nebo spoleCnosti
ICON aZe se takové inspekce
a audity mohou uskutecnit béhem
studie a po jejim dokon&eni a mohou
zahrnovat  audit  dokumentace
vytvofené a pouzivané
poskytovatelem sluzeb pro ucely
poskytovani sluzeb. Pokud kontrolni
ufad provadi nebo planuje provést

inspekci  u poskytovatele sluzeb
v souvislosti se  studii, bude
poskytovatel sluzeb co nejdfive
informovat spole¢nost ICON.
Poskytovatel sluzeb bude

Page 5 of 37/ Strana 5 z 37



3.2

Regulatory Authority, Sponsor and
ICON in the conduct of inspections
and audits and will ensure that the
clinical Study records are maintained
in a way that facilitates such
activities. The Service Provider will
promptly forward to ICON/ Sponsor
copies of any inspection findings that
may receive from a Regulatory
Authority in relation to the Study.
Whenever feasible, the Service
Provider will also provide Sponsor
and ICON with an opportunity to be
present in any Regulatory Authority
inspection and to prospectively
review and comment on any Service
Provider responses to Regulatory
Authority inspections in regard to the
Study.

The Service Provider shall allow
authorized personnel of ICON and
Sponsor to monitor the Study, the
clinical Study records, such as but
not limited to, CRFs, and any other
records required by the Regulations
on-site or remotely at mutually
agreed upon times during normal
business hours, or as otherwise
required or recommended by the
Regulations. The Service Provider
will permit remote electronic access
to clinical Study records, such as but
not limited to CRFs, and make
available any source documents
when available and allowed by the
applicable Regulations. Similarly,
the Service Provider shall assist
ICON’s or Sponsor’s authorized
designee in resolving all queries,
discrepancies, errors or missing
information in CRFs. Any audit by
ICON or Sponsor of source
documents shall be performed with
due regard for patient confidentiality.
The Parties agree to hold in
confidence all Study Subject’s
identifiers in accordance with the
Regulations.

3.2

|| CON

spolupracovat s kontrolnim Gfadem,
zadavatelem a spole¢nosti ICON pfi
provadéni inspekci a auditu a zajisti,
aby klinické zaznamy studie byly
vedeny zplUsobem, ktery takové
¢innosti  umozZniuje. Poskytovatel
sluzeb bezodkladné pfeda
spole¢nosti ICON/zadavateli kopie
veSkerych zjisténi z inspekce, ktera
muize v souvislosti se studii obdrzet
od kontrolniho ufadu. Bude-li to
proveditelné, poskytovatel sluzeb
rovnéz poskytne zadavateli
a spolecnosti ICON pfilezitost, aby
mohli byt pfitomni pfi jakékoli
inspekci ze strany kontrolniho ufadu
a pfipadné posoudit a pfipominkovat
veSkeré odpovédi poskytovatele
sluzeb na inspekce ze strany
kontrolniho Ufadu v souvislosti se
studii.

Poskytovatel sluzeb umozni
povéfenym pracovnikiim spole¢nosti
ICON azadavatele monitorovat
studii, klinické zaznamy studie, mimo
jiné vCetné CRF, ajakékoli dalsi
zdznamy vyzadované pravnimi
pfedpisy, ato na pracovisti nebo
vzdalené ve vzajemné dohodnuty
Cas bé&hem bézné pracovni doby
nebo jinak v souladu s pozadavky Ci
doporucenimi  pravnich predpis.
Poskytovatel sluzeb povoli vzdaleny
elektronicky pfistup ke klinickym
zadznamUm studie, mimo jiné véetné
formulara CRF, a zpfistupni veSkeré
zdrojové dokumenty, pokud jsou
k dispozici a pokud to povoluji platné
pravni predpisy. Obdobné& bude
poskytovatel sluzeb napomocen
povéiené osobé spolecnosti ICON
nebo zadavatele pfi feSeni vSech
dotaz(i, nesrovnalosti, chyb nebo
chybéjicich informaci ve formulafich
CRF. Jakykoli audit zdrojovych
dokumentl spole¢nosti ICON nebo
zadavatelem bude provadén
s nalezitym ohledem na zachovani
davérnosti pacienta. Smiuvni strany
souhlasi s tim, Ze budou zachovavat
davérnost v8ech identifikaCnich
Udaji subjektd studie v souladu
s pravnimi predpisy.
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41

4.2

43

COMPENSATION

ICON hereby agrees to and shall
make payments to the Payee (below
identified)  for  the Services
performed to Sponsor’s satisfaction
in accordance with Appendix B
(Payments  Schedule) to this
Agreement. Parties acknowledge
that 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.

Payment will be remitted to Fakultni
nemocnice Motol a Homolka
(“Payee”) according to the details
into the Beneficiary Details Form
attached to this agreement as
Appendix C. Service Provider
agrees that the Payee designated in
this Agreement is the proper payee
and that information found in
Beneficiary Details Form is true and
correct.

If this Agreement is terminated, it is
agreed that the amounts paid or
payable under this Agreement shall
be prorated based on actual work
effectively and satisfactorily
performed and documented in
accordance to the Protocol and
pursuant to the Services. 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
Agreement. If the Services Provider
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 Service Provider’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

4

41

4.2

4.3

|| CON

Spole¢nost ICON timto souhlasi
a bude provadét platby ve prospéch
pfijemce plateb (uvedeného nize) za
sluzby provedené ke spokojenosti
zadavatele v souladu s pfilohou B
(Harmonogram plateb) k této
smlouvé. Smluvni strany berou na
védomi, Zze nebudou vyplaceny
zadné jiné finan¢ni &astky, pokud
nebyly jinak pisemné schvaleny
spole¢nosti ICON/zadavatelem. Je
ddlezité poznamenat, Zze vSechny
platby slouzi k podpofe klinického
vyzkumu provadéného v souladu
s pravnimi predpisy, jimiz se takové
¢innosti fidi.

ODMENA

Platba bude poukdzéna Fakultni
nemocnici Motol a Homolka (dale
jen ,prijemce plateb“) na zakladé
udaji ve formulafi Bankovni udaje
pfijemce plateb pfipojeném Kk této
smlouvé jako pfiloha C.
Poskytovatel sluzeb souhlasi s tim,
Ze pfijemce plateb uvedeny v této
smlouvé je Fadnym pfFijemcem plateb
aze udaje uvedené ve formulafi
Bankovni udaje pfijemce plateb jsou
pravdivé a spravné.

Pokud bude tato smlouva ukoncena,
je dohodnuto, ze Castky zaplacené
nebo splatné podle této smlouvy
budou pomérné upraveny na
z4kladé skuteCné prace, ktera byla
efektivné a uspokojivé provedena
a zdokumentovana v souladu
s protokolem a v souladu se
sluzbami. Jakékoli financni
prostfedky, které nejsou podle
tohoto vypoctu k uhradé, av8ak jiz
byly uhrazeny, budou vraceny
spolec¢nosti ICON do ftficeti (30) dni
od data ukoneni smlouvy. Pokud
tak poskytovatel sluzeb neucini
béhem nasledujicich patnacti
(15) dni, spole¢nost ICON muze tyto
nezaslouzené Castky podle svého
vyhradniho uvazeni pouzit na platby,
které jsou jinak splatné v souvislosti
s uCasti poskytovatele sluzeb v jiné
studii zadavatele, nebo muize
uplatnit jiné dostupné opravné
prostfedky. Pro upfesnéni plati, Zze
pokud se smluvni strany neshodnou
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4.4

4.5

5.1

5.2

prior to ICON/Sponsor taking any of
the actions listed in this section.

The Services Provider agrees that
the compensation received under
this Agreement does not exceed the
fair market value of the Services, and
that no payments are being provided
to the Services Provider for the
purpose of inducing Institution or
Principal Investigator to purchase or
prescribe any drugs, devices or
products. The Services Provider
agrees that it will not bill any patient,
insurer, or governmental agency for
any items, \visits, services or
expenses provided or paid for by
ICON or Sponsor. The Services
Provider further agrees that it will not
provide any money or item of value
to any government official or
representative to improperly
influence government actions.

The Service Provider 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.

TERM AND TERMINATION

This Agreement shall commence
from the Effective Date and continue
until completion of the Services or
earlier termination in accordance
with this section.

ICON and/or Sponsor may terminate
this Agreement at any time prior to
completion by providing thirty (30)

4.4

4.5

5

|| CON

na ¢astkach preplatkl, v dobré vife
se sejdou a budou spolu jednat, aby
se dohodly na vzajemné pfijatelném
feSeni jesté pred tim, nez spole¢nost
ICON/zadavatel  ucini  kterykoli
z krokd uvedenych v tomto bodé.

Poskytovatel sluzeb souhlasi s tim,
Ze odména vyplacena podle této
smlouvy nepfevySi spravedlivou
trzni hodnotu sluzeb azZe Zadné
platby nebudou poskytovateli sluzeb
vyplaceny s cilem pfimét
zdravotnické zafizeni nebo hlavniho

zkouSejiciho  k zakoupeni  nebo
pfedepsani  jakychkoli  IéCivych
pFipravka, zdravotnickych

prostfedkd ¢i vyrobkl. Poskytovatel
sluzeb souhlasi stim, Zze nebude
Zadnému pacientovi, pojistiteli ani
statnimu Ufadu uctovat polozky,
navstévy, sluzby ani vydaje
poskytované €i hrazené spoleCnosti
ICON ¢&i zadavatelem. Poskytovatel
sluzeb dale souhlasi stim, ze
neposkytne Zadné financni
prostfedky ani hodnotnou véc
Zadnému statnimu dfednikovi ani
zastupci s cilem nevhodné ovlivnit
kroky statniho ufadu.

Poskytovatel sluzeb bere na védomi
a souhlasi s tim, ze zadavatel nebo
spole¢nost ICON oznami veSkeré
platby provedené podle této smlouvy
mistnim  kontrolnim dfaddm dle

pozadavki Kodexu EFPIA pro
zpfistupfiovani  udaji  (European
Federation of Pharmaceutical

Industries and Associations) nebo
pravnich predpist o zvefejfiovani
informaci.

DOBA PLATNOSTI SMLOUVY

A JEJi UKONCENI

5.1

52

Tato smlouva nabyva ucinnosti
k datu G€innosti a z(stava v platnosti
az do dokonceni sluzeb nebo do
jejiho dfivéjSiho ukonceni v souladu
s timto ¢lankem.

Spole¢nost ICON a/nebo zadavatel
mohou bez uvedeni dlvodu tuto
smlouvu ukondit kdykoli pfed jejim
spInénim, ato pisemnym
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5.3

54

6.1

6.2

days written notice without cause to
the Service Provider.

Service Provider may terminate this
Agreement upon sixty (60) days prior
written notice, for material breach of
this Agreement, if ICON or Sponsor
does not cure such breach within
thirty (30) days of its being notified of
such breach

In the event that the Study or the
Clinical Trial Agreement is
terminated, or the all the Services
are completed, then this Agreement
shall automatically terminate with
immediate effect.

CONFIDENTIALITY

For the purposes of this Agreement
“Confidential Information” means
any data including personal data,
documentation, trade secrets, know-
how, Study Results, records and
information in whatever form related
to the terms of this Agreement that is
provided to the Service Provider
before, on or after the Effective Date,
by Institution or Principal Investigator
or ICON or Sponsor and/or Sponsor
affiliates and/or Sponsor
collaboration partners or their
respective employees or agents or is
otherwise developed or generated
by the Service Provider in
connection with  providing the
Services under this Agreement.

Unless ICON/Sponsor provides prior
written consent, the Service Provider
may not use Confidential Information
for any purpose other than
authorized in this Agreement, nor
may Service Provider disclose
Confidential Information to any third
party except to Principal Investigator
or designated member of the Study
Staff who are bound towards the
Institution and/or Investigator in
writing  (e.g. by employment

53

54

6.1

6.2

|| CON

oznamenim poskytovateli sluzeb
s vypovédni lhudtou tficeti (30) dni.

Poskytovatel sluzeb mize tuto
smlouvu ukoncit pisemnym
oznamenim s vypovédni |hatou
Sedesati (60) dni z diivodu
zavazného porudeni této smlouvy,
pokud spole¢nost ICON nebo
zadavatel takové poruseni
neodstrani do ftficeti (30)dni od

oznameni takového porudeni.

V pfipadé, Ze bude studie nebo

smlouva o provedeni klinického
hodnoceni pfedCasné ukoncena
nebo budou dokongeny vSechny
sluzby, bude tato smlouva

automaticky ukon€ena s okamzitou
ucinnosti.

DUVERNOST INFORMACI
Pro ucely této smlouvy se

L,davérnymi informacemi“ rozumi
veSkeré udaje, vc€etné& osobnich

udaju, dokumentace, obchodnich
tajemstvi,  know-how,  vysledku
studie, zaznamu a informaci
v jakékoli podobé, souvisejici

s podminkami této smlouvy, které
poskytovateli sluzeb pfed datem
ucinnosti, béhem né&j nebo po ném
poskytne zdravotnické zafizeni,
hlavni zkousejici, spole¢nost ICON
nebo zadavatel a/nebo pfidruzené
spole€nosti  zadavatele  a/nebo
spolupracujici partnefi zadavatele
nebo jejich pfislusni zaméstnanci €i
povéfené osoby nebo které jsou
jinak  vyvinuty nebo vytvofeny
poskytovatelem sluzeb v souvislosti
s poskytovanim sluzeb podle této
smlouvy.

Pokud spolec¢nost ICON/zadavatel
neposkytnou pfedchozi pisemny
souhlas, poskytovatel sluzeb nesmi
pouzivat davérné informace
k Zadnému jinému ucelu nez tomu,
ktery je povolen touto smlouvou, ani
nesmi poskytovatel sluzeb
zpfistupnit davérné informace zadné
treti strané s vyjimkou hlavniho
zkouSejiciho  nebo  povéfeného
pracovnika studie, ktery je vuci
zdravotnickému  zafizeni a/nebo
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6.3

contract) by confidentiality
obligations not less strict than the
obligations of the Institution and
Investigator under this Agreement
and who need to know such
Confidential Information for the
conduct of the Study * or as required
by the Regulations. Service Provider
agrees to use  Confidential
Information only for fulfilling its/his or
her respective obligations under this
Agreement. If requested by ICON or
Sponsor the Service Provider shall
promptly return all such Confidential
Information to ICON at the end of the
Agreement however, Service
Provider 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 Staff
or any other of Service Provider’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.

Confidential Information does not
include information that:

6.3.1 Isinthe public domain at the
time of disclosure or during
the term of this
confidentiality obligation by
means other than breach of
this Agreement by Service
Provider,

6.3.2 Is already known to Service
Provider at the time of
disclosure and is free of any

obligations of confidentiality,

6.3.3 Is obtained by Service
Provider, free of any
obligations of confidentiality,

6.3

|| CON

zkouSejicimu lékafi pisemné (napf.
pracovni smlouvou) vazan
povinnostmi zachovavat ddvérnost,
které nejsou méné& pfisné nez
povinnosti zdravotnického zafizeni
a zkouSejiciho lékafe podle této
smlouvy, a ktery potfebuje takové
davérné informace znat pro
provadéni studie* nebo v souladu
s pozadavky pravnich predpis.
Poskytovatel sluzeb souhlasi s tim,
Ze bude davérné informace pouzivat
pouze pro plnéni svych pfislusnych
povinnosti podle této smlouvy.
Poskytovatel sluzeb na Zadost
spole¢nosti ICON nebo zadavatele
pfi skonceni smlouvy neprodlené
vrati spole¢nosti ICON veSkeré
takové davérné informace, avSak
poskytovatel sluzeb si muze
ponechat kopii téchto informaci pro
Ucely interniho dodrZovani predpisu
a v souladu s pozadavky na
zachovani dudvérnosti uvedenymi
vtomto bodé. Pokud pracovnik
studie nebo jakykoli jiny pracovnik
poskytovatele sluzeb zapojeny do
studie, kterému byly zpFistupnény
davérné informace, opousti
zdravotnické zafizeni, zdravotnické
zafizeni a zkouS$ejici |ékaf zajisti,
aby se na duavérné informace
vztahovala platna povinnost
zachovavat divérnost i po ukon&eni
smlouvy.

Divérné informace  nezahrnuji

informace, které:

6.3.1 jsou v okamziku
zpfistupnéni nebo v dobé
trvani tohoto zavazku
zachovani davérnosti

vefejné dostupné jakymkoli
jinym zplUsobem, nez je
poruSeni této smlouvy ze
strany poskytovatele sluzeb;
6.3.2 jsou poskytovateli sluzeb
v okamziku zpfistupnéni jiz
znamy a nepodl|éhaji
Zadnému zavazku
zachovani divérnosti;
6.3.3 jsou poskytovatelem sluzeb
ziskany od tfeti strany, ktera
ma zakonné pravo je
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6.4

from a third party who has a
lawful right to disclose it, or

6.3.4 Is independently developed,
as documented by written
records or by individuals
within Service Provider who
had no access to

Confidential Information

If disclosure of Confidential
Information beyond that expressly
authorized in this Agreement is
required by applicable law, then
disclosure does not constitute a
breach of this Agreement as long as
(i) Service Provider notifies
Sponsor/ICON of such a
requirement prior to 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. 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 Service
Provider hereby consents on behalf
of itself and the Staff that Sponsor
and/or ICON are hereby authorized
to disclose on one or more clinical
trial registries/databases Service
Provider’s participation in the Study,
including, without limitation,
identifying the location and contact
information for Service Provider
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 Service Provider shall not make,

6.4

|| CON

zpristupnit, aniz by byl
poskytovatel sluzeb povinen
zachovat jejich davérnost;

nebo
6.3.4 jsou vyvinuty nezavisle
osobami spadajicimi  pod

poskytovatele sluzeb, které
nemeély k ddvérnym
informacim pfistup, coz lze
dolozit pisemnymi zaznamy.

Pokud platné zakony vyZaduji
zpfistupnéni davérnych informaci
pfesahujici rozsah, ktery je vyslovné
povolen vtéto smlouvé, pak
zpfistupnéni nepfedstavuje porudeni
této smlouvy, jestlize (i) poskytovatel
sluzeb oznami takovy poZadavek
zadavateli/spoleCnosti ICON jesté
pfed zpfistupnénim, aby zadavateli
pfiméfené umoznil vznést namitku
proti danému pozZadavku nebo
usilovat o odpovidajici ochranny
pfikaz; (ii) jsou zpfistupnény pouze
ty davérné informace, které jsou

nutné pro splnéni zakonného
poZadavku; a(iii) je nadale
zachovana duavérnost duvérnych

informaci vaci vSem ostatnim tfetim
stranam. Z&dna ze smluvnich stran
nevytvofi, nezada ani nebude Sifit
zadnou inzerci, komunikaci
s vefejnosti, propagacni materialy
ani materialy jakéhokoli druhu za
pouziti ndzvu/jména druhé smluvni
strany  a/nebo  dcefinych Ci
pfidruzenych  spole€nosti  druhé
smluvni strany nebo za pouZiti jejich
pfislusnych ochrannych znamek bez
pfedchoziho pisemného souhlasu
druhé smluvni strany &i zadavatele
(v pfisludnych pfipadech).
Poskytovatel sluzeb timto svym
jménem a jménem svych pracovnikl
souhlasi s tim, ze zadavatel a/nebo

spoleCnost ICON jsou timto
opravnéni zvefejnit ucast
poskytovatele sluzeb ve studii
v jednom Ci vice
registrech/databazich klinickych
hodnoceni, mimo jiné vcetné

uvedeni mista a kontaktnich udajd
poskytovatele sluzeb, kde se studie
podle této smlouvy provadi.
Spole¢nost ICON a/nebo zadavatel
budou mit rovnéz pravo uvést
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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.

STUDY DATA

71 Sponsor is the exclusive owner of all
Study Data, Biological Samples and
any test result of Biological Sample.

7.2. As a result of performance of the
Services, Service provider will
generate certain data (e.g. test
results or evaluations) and submit it
to ICON/Sponsor or to Principal
Investigator (“Study Data”) as
specified in the Protocol or in the
respective manual. Study Data may
include Personal Data of Study
Subjects. The Service Provider will
ensure  accurate and timely
collection, recording, and
submission of such Study Data,
including adhering to any timelines
for data submission provided by
ICON/Sponsor or Principal
Investigator.

7.3. After providing all the requested
source documents and Study Data to the
Principal Investigator or ICON or Sponsor,
Service Provider agrees to file any
remaining  source  document and
documentation required by Regulations
under storage conditions conducive to their
stability and protection, for the period that
is required by the Regulations, which
period is twenty-five (25) years
(“Retention Period”) following completion,
abandonment or termination of the Study,
unless longer period is required by the
Regulations. The Service Provider shall
ensure such remaining source document
and documentation is attributable, legible,
contemporaneous, original, accurate, and
complete. No records may be destroyed
during the Retention Period without the
written approval of the Sponsor. No
records may be transferred to another

7.1

7.2

7.3

|| CON

pfislusné registrac¢ni udaje tykajici
se studie na internetovych strankach
www.clinicaltrials.gov. Poskytovatel
sluzeb dale nevytvofi, nezada ani
nebude Sifit Zadnou inzerci,
komunikaci s vefejnosti, propagacni
materidly ani materidly jakéhokoli
druhu za pouziti ndzvu zadavatele
a/nebo jeho dcefinych Ci
pfidruzenych spole¢nosti.

UDAJE ZE STUDIE

Zadavatel je vylu¢nym vlastnikem
vS§ech Udaju ze studie, biologickych

vzorklh avSech vysledka testl
biologickych vzorkd.
Poskytovatel sluzeb vytvori

v disledku poskytovani sluzeb urcité
Udaje (napf. vysledky testd nebo
vySetfeni) azaSle je spolecnosti
ICON/zadavateli nebo hlavnimu
zkouSejicimu (dale jen ,udaje ze
studie®), jak je uvedeno v protokolu
nebo v pfislugné prirudce. Udaje ze
studie mohou zahrnovat osobni
Udaje subjektd studie. Poskytovatel
sluzeb zajisti pfesné avCasné
shromazdovani, zaznamenavani
a zasilani takovych udaji ze studie
a bude také dodrzovat veSkeré lhuty
pro zasilani Udajd stanovené
spole¢nosti ICON/zadavatelem
nebo hlavnim zkousejicim.

Poskytovatel sluzeb souhlasi s tim,
Zze az hlavnimu zkouSejicimu,
spole¢nosti ICON nebo zadavateli
poskytne  veSkeré pozadované
zdrojové dokumenty audaje ze
studie, ulozi pfipadné zbyvajici
zdrojové dokumenty a dokumentaci
vyzadovanou pravnimi predpisy za
podminek uchovavani pfispivajicich
k jejich stabilité a ochrangé, ato po
dobu vyzadovanou pravnimi
predpisy, ktera &ini dvacet pét (25)
let (,0obdobi archivace®) po
dokonéeni, zastaveni ¢&i ukoncéeni
studie, pokud neni pravnimi
pfedpisy vyzadovano delSi obdobi.
Poskytovatel sluzeb zajisti, aby tyto
zbyvajici  zdrojové dokumenty a
dokumentace byly dohledatelné,
Citelné, aktualni, plvodni, pfesné a
kompletni. Zadné zaznamy nesmi
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location or party without written notification
to the Sponsor; and Service Provider shall
continue to store Medical Records and
Study Data, at the Sponsor or ICON
reasonable expense, for any period that
the Sponsor may request in writing. No
later than three (3) months before the
expiry of the Retention Period, the Sponsor
shall inform the Service Provider about
how the records and documents belonging
to the clinical trial will be handled; in the
event the Sponsor does not inform the
Service Provider within the specified time,
it is understood that it agrees to shredding,
unless longer period is required by the

Regulations.
8 PRIVACY AND DATA
PROTECTION
8.1 This clause 8 is included pursuant to

8.2

the 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 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”).

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
that may be necessary to conduct
the Study.

8

8.1

8.2

|| CON

byt béhem doby uchovavani zni¢eny
bez pisemného souhlasu
zadavatele. Zadné zaznamy nesmi
byt pfevedeny na jiné misto nebo
treti stranu bez  pisemného
oznameni zadavateli; a poskytovatel
sluzeb bude i nadale uchovavat
Iékafské zaznamy a data studie, na
pfiméfené naklady zadavatele nebo
spoleCnosti ICON, po jakoukoli
dobu, o kterou zadavatel pisemné
pozada. Zadavatel bude informovat
poskytovatele sluzeb nejpozdéji tfi
(3) mésice pred uplynutim doby
archivace o tom, jakym zplsobem
bude s témito zaznamy a dokumenty
patficimi ke klinickému hodnoceni
nalozeno, v pfipadé, Ze zadavatel ve
stanovené dobé poskytovatele
informovat nebude, ma se za to, Zze
souhlasi se skartaci, ledaze by
predpisy vyzadovaly delSi dobu
uchovavani.

OCHRANA SOUKROMi A UDAJU

Tento ¢lanek 8 je uveden v souladu
s pozadavky vyplyvajicimi zejména
mimo jiné z nafizeni (EU) 2016/679
Evropského parlamentu a Rady ze
dne 27.dubna 2016 o ochrané
fyzickych osob v souvislosti se
zpracovanim osobnich udajt
aovolném pohybu téchto udajl
(dale  jen ,GDPR*) avSech
provadécich  pravnich  pfedpist
a mistnich aregionalnich zakonl
o ochrané osobnich udaju, které
mohou byt pfilezitostn& upravovany

¢i  nahrazeny akteré souviseji
s ochranou fyzickych osob
v souvislosti s ochranou soukromi

nebo zpracovanim osobnich udaju
(dale jen ,zdkony o ochrané
osobnich udaju*).

VS8echny smluvni strany souhlasi
s tim, ze budou dodrzovat vSechny
platné zdkony o ochrané osobnich
Udaju. Proto souhlasi stim, Ze
budou dodrzovat principy a pokyny
uvedené niZe v souvislosti se
zpracovanim osobnich udajl, které
mize byt pro provedeni studie
nezbytné.
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8.3

8.4

8.5

8.6

Capitalized terms used in this clause
8 have the meanings set forth under
Data Protection Laws.

For the purpose of this Agreement
and in respect of the Processing of
Personal Data related to the Study,
Service Provider and Sponsor shall
be Independent Data Controller.
Service Provider, 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.

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 Service Provider
to Sponsor and/or ICON. Service
Provider 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 Service
Provider with the informed consent
form (“ICF”) for the Qualified
Participants. Service Provider shall
provide the ICF to Qualified
Participants and obtain their consent
upon collection of their Personal
Data.

Personal Data of Study Staff. During
the Study and in course of the Study
preparation, Service Provider’s
employees 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.

8.3

8.4

8.5

8.6

|| CON

Pojmy, které jsou v anglickém textu
tohoto ¢&lanku 8 vyznaceny velkym
pismenem, maji vyznam stanoveny
zakony o ochrané osobnich udaju.

Pro ucely této smlouvy
avsouvislosti se  zpracovanim
osobnich Udaji souvisejicim se

studii bude poskytovatel sluzeb
a zadavatel nezavislym spravcem
udajl. Poskytovatel sluzeb
azadavatel se povazuji za
individualné a samostatné
odpovédné za dodrzovani

povinnosti podle platnych zakond
o ochrané osobnich udajl.
Spole¢nost ICON  plsobi pro
zadavatele jako zpracovatel.

Osobni udaje zpUsobilych uastnikd.
Zadavatel bude nezavislym
spravcem Udaju s ohledem na
zpracovani osobnich udaju, které
jsou obsazeny v udajich ze studie
a které zadavateli a/nebo
spolec€nosti ICON hlasi poskytovatel
sluzeb. Poskytovatel sluzeb bude
nadale nezavislym spravcem
osobnich 0daji  zpracovavanych
v souvislosti s Ié€bou zpusobilych
UCastnik(l v souladu se standardni

Iékafskou péci a platnymi
zakonnymi povinnostmi.
Zadavatel poskytne poskytovateli
sluzeb formuldf  informovaného
souhlasu (dale jen ,FIS") pro

zplsobilé ucastniky. Poskytovatel
sluzeb poskytne FIS zpusobilym
Ucastnikiim a ziska jejich souhlas pfi

shromazdovani jejich  osobnich
udajl.
Osobni__udaje pracovnikt _studie.

Zameéstnanci poskytovatele sluzeb
mohou béhem studie a v pribéhu
pfipravy studie poskytnout
zadavateli své osobni udaje.

Tyto osobni udaje mohou byt dale
zpfistupnény nebo predany
zadavateli, pfidruzenym a dcefinym
spoleCnostem zadavatele, jejich
zastupcim a smluvnim
dodavatelim, ktefi plsobi jménem
zadavatele, a kontrolnim Uraddm
a dozorovym Ufadlim pro ochranu
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8.7

Service Provider 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 Service Provider is responsible
to notice its employees about
Sponsor’'s collection, Processing,
and transfer of their Personal Data
as set forth in this Agreement.
Sponsor through ICON provides the
Service Provider with a data privacy
notice.

Compliance. The Service Provider,
and Sponsor each agrees to comply
with Data Protection Laws
throughout the term of the
Agreement. It is the responsibility of
the Service Provider and Sponsor to
effect and maintain all inventories
and registrations for the Processing
of Personal Data as required under
Data Protection Laws. The Service
Provider 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. Service Provider will
also promptly notify ICON and
Sponsor of any notices received by
Service Provider from a Data
Protection Supervisory Authority that
relate to the Study.

Service Provider shall only use the
Personal Data of Qualified

8.7
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osobnich udaji na celém svété.

Poskytovatel sluzeb je odpovédny
za pfedani takovych osobnich udajd
jeho  zaméstnanct zadavateli
zakonnym zpUsobem, aby zadavatel
byl schopen dodrzet predpisy
upravujici klinicka hodnoceni
souvisejici s pokyny SKP ICH
a predpisy pfijaté platnymi zakony
a pravnimi predpisy pro
shromazdovani osobnich Udaju od
fyzickych osob, které se podileji na
provadéni studie, za ucCelem
prokazani jejich kvalifikace.

Poskytovatel sluzeb je odpovédny
za to, Ze bude své zaméstnance
informovat o shromazdovani,
zpracovavani a predavani jejich
osobnich udaji zadavatelem, jak je

stanoveno v této smlouvé.
Zadavatel prostfednictvim
spole¢nosti ICON poskytne
poskytovateli sluzeb oznameni
0 ochrané osobnich udaju.

DodrZovani __pravnich _ predpisu
a stanovenych poZadavku.
Poskytovatel sluzeb izadavatel

souhlasi s tim, Ze budou dodrZovat
zakony o ochrané osobnich udajl po
celou dobu platnosti smlouvy.
Poskytovatel sluzeb a zadavatel
odpovidaji za vytvofeni a vedeni
vSech seznam( aregistrd pro
zpracovani osobnich udaji podle
pozadavkU zakonu o ochrané
osobnich Udaju. Poskytovatel sluzeb
a zadavatel budou pfiméfené
spolupracovat a vzajemné Si
pomahat sohledem na jakékoli
posudky dopadu ochrany osobnich
udaji a/nebo prfedbézné konzultace
s dozorovymi Ufady pro ochranu
osobnich udaja, které mohou byt
vyzadovany v souvislosti se
zpracovanim provadénym podle této
smlouvy. Poskytovatel sluzeb také
bude spole¢nost ICON a zadavatele
bezodkladné informovat o jakychkoli
oznamenich souvisejicich se studii,
které poskytovatel sluzeb obdrzi od
dozorového Ufadu pro ochranu
osobnich udaju.

Poskytovatel sluzeb bude pouzivat
osobni Udaje zpusobilych uéastnikl
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8.8

8.9

8.10

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.

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
Service Provider. The transfer of the
Personal Data to the Sponsor shall
always take place by using
appropriate technical and
organizational measures to ensure a
level of security appropriate to the
risk of the transfer according to
applicable Data Protection Laws.

Confidentiality. Sponsor and Service
Provider 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.

Privacy and Security Programs.
During the term of this Agreement,
the Service Provider and Sponsor

8.8

8.9

8.10
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pouze pro ucely studie a v mezich
stanovenych protokolem, povolenim

etické komise nebo jinymi
regulacnimi povolenimi, pfipadnou
smlouvou s biobankou,
informovanym souhlasem

zplsobilych G€astnikG a platnymi
zakony o ochrané osobnich udaja.
Osobni udaje nebudou jinak pouZity
ani  zpfistupnény, pokud to
nevyzaduji platné zakony o ochrané
osobnich udaja.

Pseudonymizace. Osobni udaje
zplsobilych Ucastnikd budou
v pfipadé pfedani zadavateli

pseudonymizovany.
Pseudonymizace znamena, Ze se

vesSkeré informace, které pfimo
odhaluji  totoZnost  zplsobilého
Ucastnika, nahradi identifikacnim
kodem  subjektu. Poskytovatel

sluzeb zadavateli neposkytne kli¢
ani koéd, ktery umoziiuje zpétné zjistit
totoznost  zplsobilych ucastnikd.
Pfedani osobnich udaju zadavateli
bude vzdy probihat za pouziti
vhodnych technickych
a organizacnich opatfeni k zajisténi
urovné zabezpeCeni odpovidajici
riziku spojeného s pfedanim podle
platnych zakonu o ochrané osobnich
udajl.

Divérnost _informaci. Zadavatel
i poskytovatel sluzeb zajisti, Ze se na
osobni udaje bude vztahovat
zachovani  dlvérnosti v plném

rozsahu povoleném platnymi zakony
o ochrané osobnich udaju. Jakykoli
pFistup k osobnim udajam je pfisné
omezen na opravnéné uzivatele.
Opravnéni uzivatelé budou (i)
informovani  oduavérné povaze
osobnich udaja, (ii) fadné proskoleni
o svych odpovédnostech a (iii) mit
uzaviené pisemné smlouvy
o zachovani divérnosti nebo se na
né bude vztahovat pfislusna
zdkonna povinnost  zachovani
davérnosti, ktera je pro jednotlivé
pracovniky platna ipo ukonceni
jejich pracovniho poméru.

Programy ochrany osobnich udaju
a jejich _zabezpeleni. Poskytovatel
sluzeb izadavatel bé&éhem platnosti
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8.11

8.12

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).

Personnel. The Service Provider
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
Service Provider and Sponsor shall
ensure that access to Personal Data
is limited to those personnel who
perform services in accordance with
the Agreement.

Personal Data Breach. The Service
Provider and Sponsor shall take all
reasonable measures to ensure that
Personal Data is protected from
unauthorized or unlawful Processing
or accidental loss or destruction.
Service Provider 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, Service Provider will
provide, as feasible, sufficient
information for the Sponsor to
assess the Personal Data Breach in
accordance with applicable Data
Protection Laws. The Service
Provider shall provide reasonable
assistance to the Sponsor in
ensuring the Sponsors fulfiiment 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

8.11

8.12
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této smlouvy zavedou vhodna
technickd a organizaCni opatfeni,
ktera splfiuji pozadavky platnych
zakonl o ochrané osobnich udajl
a zajistuji, Ze osobni udaje budou
zpracovavany pouze Vv souladu
stouto smlouvou, ato vletné
jmenovani povéfence pro ochranu
osobnich udaji (pokud to vyzaduji
platné z&kony o ochrané osobnich
udajl).

Pracovnici. Poskytovatel sluzeb
a zadavatel  zajisti, Ze jejich
pracovnici podilejici se na
zpracovani osobnich (dajd jsou
informovani  odudvérné  povaze

osobnich udaju, ze se jim dostane
nalezitého Skoleni s ohledem na
jejich odpovédnosti aZzZe uzavreli
smlouvy o zachovani d{vérnosti,
nebo jsou jinak vazani profesnimi
povinnostmi zachovavat ddvérnost.
Poskytovatel sluzeb a zadavatel
zajisti, aby byl pfistup k osobnim
udajim omezen na ty pracovniky,
ktefi vykonavaji sluzby v souladu
s touto smlouvou.

PoruSeni zabezpe€eni osobnich
udaijd. Poskytovatel sluzeb
a zadavatel pfijmou vSechna
pfiméfena opatieni, kterd zajisti
ochranu osobnich udaja  pred

neopravnénym nebo nezdkonnym
zpracovanim nebo nahodnou ztratou
¢i zniCenim. Poskytovatel sluzeb
bude urychlené abez zbytecného
prodleni  informovat  spolecnost
ICON a zadavatele, pokud se dozvi
o porusSeni zabezpe€eni osobnich
udaji v souvislosti se zpracovanim
osobnich udaju podle této smlouvy.
V rdmci takového oznameni
poskytovatel sluzeb dle svych
moznosti  poskytne  dostatecné
informace, aby zadavatel mohl
posoudit porusSeni zabezpeceni
osobnich udaja v souladu s platnymi
zakony o ochrané osobnich udaju.
Poskytovatel sluzeb poskytne
zadavateli pfiméfenou soucinnost pfi
zajistovani pinéni povinnosti
zadavatele v souvislosti
s poruSenim zabezpecleni osobnich
udaji podle platnych zakond
o ochrané osobnich udajd, mimo jiné
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8.13

Protection Laws. The Service
Provider will not notify any respective
Data Protection Supervisory

Authority  without
Sponsor beforehand.

informing  the

Rights of Data subjects participating
in the Study. The Service Provider
and Sponsor agree that, as between
them, Service Provider 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 Service Provider 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
Service Provider 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 Service
Provider. Service Provider 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).
Service Provider 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.

8.13
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v€etné  poskytovani  oznameni
subjektlim udaju a/nebo dozorovym
Ufadlm pro ochranu osobnich udaja,
pokud to vyZaduji zakony o ochrané
osobnich Udaju. Poskytovatel sluzeb
nebude informovat Zadny pfisludny
dozorovy urad pro ochranu osobnich
udaji, aniz by otom pFfedem
informoval zadavatele.

Prava subjektt adaji uéastnicich se
studie. Poskytovatel sluzeb
a zadavatel souhlasi stim, ze
poskytovatel sluzeb je z nich nejlépe
schopen fesit poZadavky
zplsobilych ucastnikd na uplatnéni
jejich prav podle platnych zakond
o ochrané osobnich udaji ve vztahu
k osobnim udajim zpracovavanym
v ramci studie. Poskytovatel sluzeb
bude spole¢nost ICON a zadavatele
informovat ve |haté dvou (2)
pracovnich dni o jakémkoli takovém
poZadavku obdrzeném od
zplsobilého ucastnika, jeho
zakonného zastupce nebo jakychkoli
jinych subjektt udaji. Poskytovatel
sluzeb bude stémito pozadavky
nakladat v souladu s pfiméfenymi
pokyny zadavatele nebo spoleCnosti

ICON (jednajici jménem
zadavatele).

V pfipadé, ze zadavatel nebo
spolecnost ICON (iménem
zadavatele) obdrzi od
kvalifikovaného ucastnika
poZzadavek na uplatnéni prav

platnych zakonu o ochrané osobnich
udaju v ramci studie, zadavatel nebo
spolecnost ICON (iménem
zadavatele) pfeda tento pozadavek
poskytovateli sluzeb. Poskytovatel
sluzeb bude na takové pozadavky

zplsobilych  d€astniki  reagovat
v souladu s platnymi zakony
o ochrané osobnich udaju, touto
smlouvou  a jakymikoli dalSimi

pokyny poskytnutymi zadavatelem
nebo spole¢nosti ICON (jménem
zadavatele). Poskytovatel sluzeb
bere na védomi, ze vzajmu
zachovani celistvosti vysledkd studie
mize byt schopnost ménit, omezit
nebo vymazat osobni Udaje
omezena Vvsouladu s platnymi
zakony o ochrané osobnich udaju.
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8.14

8.15

8.16

9.1

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, Service
Provider shall promptly notify the
Sponsor and ICON.

Cross-Border Data Transfers. If it is
intended to 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, Service Provider, 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 EU
Commission has determined an
adequate level of data protection
within the meaning of Art. 45 GDPR.

Use of Processors. Service Provider
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. Service Provider
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.

INTELLECTUAL PROPERTY

All documents, protocols, data,
know-how, methods, operations,
formulas, Confidential Information,
Investigational Product, Study Data
and materials provided to the
Service Provider pursuant to this
Agreement or developed during the
course of conducting the Study,
excluding qualified participant

8.14

8.15

8.16

9.1
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Odvolani _souhlasu _ zplsobilych
ucastnika. Pokud zpracovani
osobnich udajl zpUsobilého
UCastnika  z pravniho hlediska
podiéha  souhlasu  a zplsobily

ucastnik takovy souhlas odvol3,
poskytovatel sluzeb otom musi
neprodlené informovat zadavatele
a spole¢nost ICON.

Pfeshraniéni  pfedavani  adajd.
Pokud je zamysleno pfedani
osobnich tdaji mimo Evropskou unii
(dale jen LEU®) nebo Evropsky
hospodarsky prostor (dale jen
LEHPY)  do tfeti zemé, ato
i prostfednictvim udéleni pfistupu
k osobnim  udajum  zplsobilych
UCastnik, poskytovatele sluzeb,
vyvozce Udaju uzavie standardni
smluvni doloZky EU (dale jen ,SCC*)
vCetné doplfujicich bezpenostnich
zaruk, aby byla zajisténa
odpovidajici uroven ochrany udajl
ve treti zemi, nebo srovnatelné
pfislusné zaruky pro pFedavani
udajl, pokud zpracovani neprobiha
ve tfeti zemi, pro kterou Evropska
komise stanovila odpovidajici
uroven ochrany udaju ve smyslu
¢l. 45 GDPR.

Vyuziti zpracovatelt. Poskytovatel
sluzeb a zadavatel souhlasi s tim, ze
vSechny dohody o zpracovani budou
pisemné aZe zpracovatelé budou

muset dodrZzovat podminky této
smlouvy. Poskytovatel sluzeb
i zadavatel budou odpovédni za

jakékoli nedodrZzeni podminek ze
strany zpracovatele, jehoz sluzeb
vyuzivaji, a takové nedodrzeni bude
pfedstavovat poruSeni zabezpeceni,
jako by se jej dopustila pfimo dana
smluvni strana.

DUSEVNI VLASTNICTVIi

V8echny dokumenty, protokoly,
udaje, know-how, metody, postupy,
sloZeni, davérné informace,
hodnoceny pfipravek, Uudaje ze
studie a materialy poskytnuté
poskytovateli sluzeb podle této

smlouvy nebo vytvofené bé&hem
provadéni studie, kromé zdravotnich
zaznam( zpusobilych  ucastnikd

Page 19 of 37 / Strana 19 z 37



9.2

9.3

9.4

medical records and other source
documents, are and shall remain
Sponsor’s property. Any results of
the Study, shall also be owned by
Sponsor. Service Provider hereby
assign its/his or her entire rights, title
and interest in the Study Data,
including any of its staff, to Sponsor.

Inventions whether or not
patentable, processes, technologies,
know-how, trade secrets, data,
improvements, patents and/or other
intellectual property relating to the
Investigational Product or otherwise
arising from the Services under this
Agreement, 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 Service Provider, including the
Staff, be the property of the Sponsor.
The Service Provider shall ensure
that itself and the Staff promptly
disclose to ICON and/or the
Sponsor, in writing, any Sponsor
Invention and shall assign (and shall
require all staff to assign) to Sponsor
all rights, title and interest, if any, in
and to each such Sponsor Invention.
Service Provider agrees to provide,
at Sponsors expense, reasonable
assistance to Sponsor to enable
Sponsor to perfect and enforce its
rights in such Sponsor Inventions.

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

Service Provider agree that any
persons involved in the conduct of
the Study shall abide by the

9.2

9.3

94

|| CON

a dalSich zdrojovych dokument,
jsou a zlstanou vyhradnim
vlastnictvim zadavatele. VeSkeré
vysledky ze studie budou rovnéz
vlastnictvim zadavatele.
Poskytovatel sluZzeb timto postupuje
zadavateli veSkera sva prava,
naroky a podily spojené s udaji ze
studie, vC€etné prav vSech svych
pracovnikd.

Patentovatelné i nepatentovatelné
vynalezy, postupy, technologie,
know-how, obchodni tajemstvi,
udaje, vylepSeni, patenty a/nebo jiné
duSevni  vlastnictvi  souvisejici
s hodnocenym pfipravkem ¢&i jinak
vyplyvajici ze sluzeb podle této

smlouvy, jez byly vymySleny,
vytvoreny, pfipadné poprvé
dovedeny do faze praktického

vyuziti béhem platnosti této smlouvy
(dale jen ,vynalezy zadavatele®),
budou bez dalsi odmény pro
poskytovatele sluzeb, vCetné
pracovnik(, vlastnictvim zadavatele.
Poskytovatel sluzeb zajisti, Ze on
osobné& ijeho pracovnici budou
spole¢nost ICON a/nebo zadavatele
neprodlené pisemné informovat
o jakémkoli vynalezu zadavatele
a postoupi (a bude vyZadovat, aby
vSichni pracovnici postoupili)
zadavateli veSkera pfipadna prava,
naroky a podily spojené s kazdym
takovym vyndlezem zadavatele.
Poskytovatel sluzeb souhlasi s tim,
Ze na naklady zadavatele poskytne
zadavateli pfiméfenou asistenci,
ktera mu umozni zkvalitnit a uplatnit
jeho prava ktakovym vynaleziim
zadavatele.

V pfipadé, Ze jakykoli takovy vyndlez
neni ze zakona pfevoditelny na
zadavatele, zdravotnické zafizeni
a zkouSejici leékar timto zadavateli

udéluji  vyhradni, pfFevoditelnou,
sublicencovatelnou, celosvétovou,
¢asem neomezenou,

neodvolatelnou, bezplatnou licenci
k vyuzZivani vynalezu pro jakykoli
ucel.

Poskytovatel sluzeb souhlasi s tim,
Ze v8echny osoby zapojené do
provadéni studie se budou fidit
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10

10.1

10.2

10.3

provisions of this Section 9 with
respect to any Inventions that may
arise during the conduct of the Study
so that any right to such Inventions
can be unrestrictedly assigned to
Sponsor by the Institution and/or the
Investigator.

INSURANCE,
INDEMNITY

LIABILITY AND

The Service Provider has liability
insurance coverage in accordance
with the provisions of Section 45 of
Act No. 372/2011 Coll. Upon request
by ICON/ Sponsor, the Service
Provider shall produce written
evidence of appropriate insurance
coverage for its responsibilities and
liabilities under this Agreement.

The Services Provider
acknowledges that neither ICON nor
the Sponsor will be responsible for,
and the Services Provider agrees to
indemnify and hold harmless ICON,
Sponsor 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 an Informed Consent
Form, failure to comply with
applicable Regulation, breach of this
Agreement or wilful misconduct, of
the Services Provider, including the
Staff or any other person who assists
in conducting the Study, in
performing the Services.

No Party to this Agreement shall be
liable to any other Party for any
punitive, special consequential or
indirect damages including any claim
for loss of profits or opportunity to
any other Party. 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

10

10.1

10.2

10.3
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ustanovenimi tohoto bodu 9
s ohledem na jakékoli vynalezy,
které mohou vzniknout béhem

provadéni studie, aby zdravotnické
zafizeni a/nebo zkouSejici mohli
veskera prava k takovym vynalezim
bez omezeni postoupit zadavateli.
POJISTENI, ODPOVEDNOST
A ODSKODNENI

Poskytovatel ma uzaviené pojisténi
odpovédnosti dle ustanoveni § 45
zakona C. 372/2011 Sb.
Poskytovatel sluzeb na Zadost
spole¢nosti ICON/zadavatele
pfedlozi pisemny doklad
o odpovidajicim  pojistném  kryti
svych odpovédnosti a povinnosti
vyplyvajicich z této smlouvy.

Poskytovatel sluzeb bere na védomi,
Ze spole¢nost ICON ani zadavatel
neponesou odpovédnost,
a poskytovatel sluzeb souhlasi s tim,
Ze spole¢nost ICON, zadavatele
odskodni a zbavi odpovédnosti za
jakykoli zavazek, ztratu, narok,
Skody avydaje (vCetné poplatki
andkladd na pravni zastoupeni
a soudni Fizeni) vzniklé v souvislosti
s veSkerymi naroky, soudnimi
fizenimi, Setfenimi nebo pozadavky
tfetich stran v rozsahu zptsobeném

nebo vyplyvajicim z jakékoli
skute¢né nebo domnélé nedbalosti,
nedodrzeni protokolu, neziskani
formulare informovaného souhlasu,
nedodrZeni platnych pravnich
pfedpisti, porusSeni této smlouvy
nebo umysiného pochybeni pfi
poskytovani sluzeb ze strany
poskytovatele sluzeb, vCetné

pracovnik(l nebo jakékoli jiné osoby,
ktera pomaha pfi provadéni studie.

Zadna smluvni strana této smlouvy
neponese vUCi zadné jiné smluvni
strané odpovédnost za Zzadné
represivni, zvlastni nasledné ani
nepfimé Skody, v€etné naroku za
usly zisk nebo pfileZitost kterékoli
jiné  smluvni strany. Omezeni
odpovédnosti uvedené v pifedchozi
vété se nebude vztahovat na Z2adné
ztraty vyplyvajici z naroka tretich
stran, na povinnosti jednotlivych
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11

12

12.1

breach of the intellectual property
rights of Sponsor or its principals, or
any breach of  Confidential
Information obligations.

REPRESENTATION
WARRANTIES.

AND

The Service Provider hereby
ensures that it has all necessary
licences and permits to conduct the
Services and that all Staff assisting
with the conduct of the Services are
appropriately qualified and apprised
of the relevant procedures and
Protocol provisions pertaining to the
Services, and that they are also
appropriately trained on ICH-GCP
and have never been debarred,
banned, and/or prohibited from
carrying out services relating to
clinical trials by any regulatory body.
Service Provider shall notify ICON
immediately if any such
investigation, disqualification,
debarment, or ban occurs.

The Service Provider has the full
right, power and authority to enter
into this Agreement and perform its
obligations hereunder without the
consent of any third party and
without breach of any agreements
with or obligations to any third party.
The Service Provider has not
entered and shall not enter into any
agreement with or obligation to a
third party inconsistent,
incompatible, or conflicting with its
obligations under this Agreement.

GENERAL PROVISIONS

Assignment; The Service Provider
may not assign its rights or delegate
its obligations under this Agreement
without the prior written consent of
ICON, which consent shall not be
unreasonably withheld. ICON shall
have the power to assign this

11

12

121
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smluvnich stran poskytnout
odskodnéni podle této smlouvy, na
poruSeni prav zadavatele ¢i jeho
vedoucich pracovnikl na dusevni

vlastnictvi ani na poruseni
povinnosti zachovavat ddvérnost
informaci.

PROHLASENI A ZARUKY.

Poskytovatel sluzeb timto zarucuje,
Ze ma vSechny licence a povoleni
nezbytné k provadéni sluzeb aze
vSichni pracovnici, ktefi pomahaji pfi
provadéni sluzeb, maji odpovidajici
kvalifikaci ajsou informovani
o pfislusnych postupech
a ustanovenich protokolu tykajicich
se sluzeb azZe jsou také fadné
proSkoleni v oblasti SKP ICH a nikdy
nebyli zbaveni zpusobilosti, nebyla
jim zakédzana cinnost a/nebo jim
nebylo Zadnym kontrolnim Gfadem

zakédzano vykonavat sluzby
souvisejici s klinickymi
hodnocenimi. Pokud dojde
k jakémukoli takovému vySetfovani,
ztraté kvalifikace, zbaveni
zpusobilosti nebo zakazu c¢innosti,
bude poskytovatel sluzeb
neprodlené informovat spolecnost
ICON.

Poskytovatel sluzeb ma plné pravo,
pravomoc a opravnéni uzaviit tuto
smlouvu a plnit své povinnosti z ni
vyplyvajici bez souhlasu jakékoli tfeti
strany abez porudeni jakychkoli
smluv nebo zavazk( vici jakékoli
treti strané. Poskytovatel sluzeb
neuzaviel ani neuzavie Zadnou
smlouvu nebo zavazek vuéi treti
strang, ktery by byl nekonzistentni,
neslucitelny nebo v rozporu s jeho
povinnostmi podle této smlouvy.

OBECNA USTANOVENI
Postoupeni: Poskytovatel sluzeb
nesmi postoupit sva prava ani

pfenést své povinnosti vyplyvajici
ztéto smlouvy bez pfedchoziho
pisemného souhlasu spoleCnosti
ICON, jejiz souhlas nebude
bezdlvodné odepfen. Spolecnost
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12.2

12.3

Agreement to the Sponsor without
the Service Provider's consent.
Sponsor shall have the power to
assign this Agreement without the
Service Provider's consent. |If
ICON/Sponsor authorizes
delegation or subcontracting,
Service Provider remains
responsible to ICON for the
performance of all delegated or
subcontracted duties.

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
be a limitation of any other remedy,
right, obligation or agreement.

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, by telefax transmission, or
by electronic mail to a Party’s email
address that a Party has provided
below addressed as follows:

THE NOTICES BOXES BELOW
SHOULD BE UPDATED TO
REFLECT THE  SIGNATORY
PARTIES, PLEASE UPDATE
ACCORDINGLY.

If to Sponsor

BioNTech SE
An der Goldgrube 12, 55131 Mainz,

Germani

12.2

12.3

|| CON

ICON je opravnéna postoupit tuto
smlouvu zadavateli bez souhlasu
poskytovatele sluzeb. Zadavatel ma
pravo postoupit tuto smlouvu bez
souhlasu  poskytovatele sluzeb.
Pokud spolec¢nost ICON/zadavatel
schvali pfeneseni povinnosti nebo
uzavieni subdodavatelské smlouvy,
poskytovatel sluzeb ponese i nadale
odpovédnost vuci spole¢nosti ICON
za provedeni v8ech pfenesenych
nebo subdodavatelsky zajiSt€nych
povinnosti.

Vzdani se prav a naroka: Vzdani
se jakékoli podminky této smlouvy
kteroukoli ze smluvnich stran
v Zadném pfipadé nebude
povaZzovano za vzdani se takové
podminky v jakémkoli podobném
pfipadé v budoucnosti nebo pfi
jakémkoli nasledném poruseni této
smlouvy a ani tak nebude
vykladano. V8echna prava, opravné
prostfedky, zavazky, povinnosti
a dohody obsazené v této smlouvé
jsou kumulativni a zadné z nich
nebudou pfedstavovat omezeni
jakéhokoli jiného opravného
prostfedku, prava, zavazku di
dohody.

Oznameni: Oznameni podle této
smlouvy budou vyhotovena pisemné
a budou povazovana za postacuijici,
pokud budou doru¢ena osobng,
zaslana doporucené s dorucenkou,
zaslana uznavanou expresni kuryrni
sluzbou, faxem na nize uvedené
adresy nebo elektronickou postou na
e-mailovou adresu, kterou smluvni
strana uvedla nize:

NiZE UVEDENA POLE PRO
OZNAMENI JE TREBA
AKTUALIZOVAT TAK, ABY
ODPOVIDALA PODEPISUJICIM
SMLUVNIM STRANAM;
AKTUALIZUJTE JE TEDY
ODPOVIDAJICIM ZPUSOBEM.

Pokud je adresatem zadavatel

BioNTech SE
An der Goldgrube 12, 55131 Mainz,
Némecko
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With copy addressed to Director,
Legal Counsel (SSU Legal), ICON
Clinical Research Limited, South
County Business Park,
Leopardstown, Dublin 18, Ireland

If to the Service Provider

Fakultni

nemocnice Motol a

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 Service
Provider or (ii) Sponsor and the
Service Provider, it being
understood that the Service Provider
is an independent contractor.
Neither ICON nor Sponsor shall
have the authority to bind the Service
Provider, or their representatives, in
any way and neither the Service
Provider shall have any authority to

124

||I|g

je adresatem spolecnost

ICON Clinical Research Germany
GmbH
Heinrich-Hertz-Str. 26,

3

63225

Kopie bude zaslana na adresu:

Director, Legal Counsel (SSU
Legal), ICON Clinical Research
Limited, South County Business
Park, Leopardstown, Dublin 18,
Irsko.

Pokud je adresatem poskytovatel
sluzeb

Fakultni
Homolka
V Uvalu 84, 150 00 Praha 5,

nemocnhice Motol a
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smlouvé se nebude vykladat jako
vytvofeni  jakéhokoli sdruzeni,
partnerstvi, spole¢ného podniku,
zaméstnaneckého vztahu nebo
vztahu zmocnitele azmocnénce
mezi (i) spole¢nosti ICON
a poskytovatelem sluzeb nebo (ii)
zadavatelem a poskytovatelem
sluzeb, ¢&imz se rozumi, ze
poskytovatel sluzeb je nezavislym
smluvnim dodavatelem. Spole¢nost
ICON ani zadavatel nebudou
jakkoli zavazovat
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12.5

12.6

12.7

12.8

bind ICON or the Sponsor, or their
representatives, in any way.

Governing Law and Prevailing
Language: This Agreement, and all
disputes and/or claims arising under
this Agreement, shall be interpreted
and governed by the laws of Czech
Republic, without regard to conflict of
laws principles. 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 version
will prevail.

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 Sponsor, ICON and the
Service Provider. Any modification to
this Agreement must be in writing,
signed by the parties, and identified
as an amendment.

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 clinical trial
related Services, and the Agreement
will control as to all other issues.

Counterparts and Signatures:,
The Parties agree that no
certification authority or other third
party verification is necessary to
confirm the validity of the Parties’
electronic signature; and that the
lack of such certification or third party
verification will not in any way affect
the enforceability of its acceptance
and/or signature or any resulting
contract between the Parties. This
Agreement may be executed in 3
counterparts, each of which shall be
an original as against any Party
whose signature appears thereon,

12.5

12.6

12.7

12.8

|| CON

spole¢nost ICON, zadavatele nebo
jejich zastupce.

Rozhodné pravo a jazyk smlouvy:
Tato smlouva aveSkeré spory
a/nebo naroky vyplyvajici ztéto
smlouvy se budou Fidit a budou
vykladany vsouladu se zakony
Ceské republiky bez ohledu na
kolizni normy. Tato smlouva byla
vyhotovena v anglickém a Ceském
jazyce asmluvni strany souhlasi

stim, Ze vpfipadé jakychkoli
rozpord mezi témito  dvéma
jazykovymi verzemi bude

rozhodujici Ceska verze.

Celistvost smlouvy: Tato smlouva,
vCetné pfiloh, pfedstavuje uplnou
smlouvu a dohodu mezi smluvnimi
stranami, pokud jde o pfedmét
smlouvy, a ma prednost pred vSemi
dokumenty, slovnimi dohodami ¢&i
ujednanimi ucinénymi mezi
zadavatelem, spoleCnosti ICON
a poskytovatelem sluzeb. VesSkeré
Upravy této smlouvy musi byt
provedeny pisemné&, podepsany
smluvnimi stranami a oznaceny jako
dodatek.

Rozpory: V pfipadé rozporu mezi
touto smlouvou a jejimi pfilohami
jsou urcujici podminky této smlouvy.
Jestlize dojde k jakémukoli rozporu
mezi touto smlouvou a protokolem,

v otdzkach sluzeb souvisejicich
s klinickym hodnocenim bude
urCujici  protokol ave v8ech

ostatnich otazkach bude urcujici
smlouva.

Stejnopisy a podpisy: Smluvni
strany déle souhlasi stim, Ze
k potvrzeni platnosti jejich
elektronického podpisu neni nutné
ovéfeni Zadnym certifikaCnim
Ufadem ani jinou tfeti stranou a zZe
neexistence takového certifikatu Ci
ovéfeni tfeti stranou nijak neovlivni
vymahatelnost pfijeti a/nebo podpisu
¢i jakykoli vysledny smluvni vztah
mezi smluvnimi stranami. Tato
smlouva muize byt vyhotovena
v poctu 3 stejnopisu, z nichz kazdy
bude po podepsani jakoukoli stranou
povazovan za original, pfiCemz
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12.9

12.10

but all of which together shall
constitute but one and the same
instrument, or signed with a qualified
electronic signature.

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.

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 anti-
bribery/anti-corruption Regulations.
The Parties will not cause another
Party to be in breach of applicable
Regulations through any act as
described in this section, in
particular, the Service Provider
acknowledges that ICON and/or
Sponsor are subject to global anti-
bribery and anti-corruption laws,
including inter alia; the US Foreign
Corrupt Practices Act (“FCPA”), and
the UK Bribery Act (“UKBA”), and
that shall not cause ICON or
Sponsor to be in breach of global
anti-bribery and anti-corruption laws
including the FCPA and/or the
UKBA. In performing the Services
under this Agreement, the Service
Provider (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 (ii)

12.9

12.10
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vSechny stejnopisy spole¢né budou
pfedstavovat jeden atentyz
dokument, nebo podepsana
zaruCenym elektronickym podpisem.

Pretrvani ustanoveni: Pokud zde
neni vyslovné uvedeno jinak,
ukonc€eni této smlouvy nezbavuje
Zadnou smluvni stranu jakychkoli
povinnosti podle této smlouvy, které
vznikly na zakladé nebo v disledku
skute€nosti a okolnosti existujicich
pred takovym ukoncéenim.
V platnosti  zlstanou také ta
ustanoveni této smlouvy, ktera se
zpovahy véci tykaji povinnosti
trvajicich i po ukonceni této smlouvy
nebo po vypreni jeji platnosti.

Dodrzovani platnych
protiuplatkarskych/protikorupéni
ch pravnich predpisa, predpisa
o dodrzovani mezinarodnich
obchodnich pravidel azakont
o zneuziti davérnych obchodnich
informaci: Smluvni strany berou na
védomi, Ze jsou vazany veskerymi
plathymi pravnimi pfedpisy proti
uplatkafstvi a korupci. Smluvni
strany se nedopusti jednani, které by
vedlo k poruseni platnych pravnich
pfedpist jinou smluvni stranou, jak je
uvedeno v tomto bodé&, poskytovatel
sluzeb zejména bere na védomi, ze
spole¢nost ICON a/nebo zadavatel
podléhaji globalnim zakondm proti
uplatkafstvi a korupci, mimo jiné
v€etné amerického zakona o
zahrani¢nich korup&nich praktikach
(,FCPA®) a britského zakona o
Uplatcich (,UKBA), a Ze nezplsobi,
aby spoleCnost ICON  nebo
zadavatel porusili globalni zakony
proti uplatkarstvi a korupci, v€etné
FCPA a/nebo UKBA. Poskytovatel
sluzeb (a jeho zameéstnanci
a zastupci) pfi provadéni sluzeb
podle této smlouvy (i) souhlasi s tim,
Ze pfimo ani nepfimo nenabidli
poskytnuti, neslibili, neschvalili ani

nepfijali zadné platby ani nic
hodnotného, véetné Uplatkd,
vécnych a/nebo finanénich darli ve
vztahu Kk jakémukoli  vefejnému
Ciniteli, regulaénimu Jdfadu ani
komukoli jinému za nevhodnym
ucelem ovliviiovani, podporovani
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12.11

shall comply with all applicable anti-
corruption and anti-bribery laws,
regulations and industry and
professional codes of practice. The
Service Provider 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, Service

Provider agrees that ICON shall
have the right to conduct an
investigation or audit of payments
and/or transfers of value made by
the Service Provider related to the
Services. The Service Provider shall
cooperate fully with such
investigation or audit, the timing of
which shall be at the sole discretion
of ICON/Sponsor. The Service
Provider shall ensure that all its Staff,
subcontractors (if any) and agents (if
any) receive appropriate anti-
corruption training. Any violation of
this current section by the Service
Provider constitutes a material
breach of this Agreement. In addition
to any other sanction provided by law
and/or this Agreement, ICON may
terminate this Agreement for cause
and with immediate effect.

Trade Control Laws; In performing
the Services under this Agreement,
Service Provider 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 Service Provider represents and
warrants that neither it nor, with
respect to those engaged in activities
under or related to this Agreement,
any of its affiliates, staff,
subcontractors, or agents, are: (a)
currently subject to any sanctions
administered or enforced by a
Regulatory Authority or included on

12.11
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nebo odménovani jakéhokoli
jednani, opomenuti ¢i rozhodnuti ve
snaze ziskat nepatficnou vyhodu,
ato vcetné ziskani ¢&i udrzeni
zakazky, a Ze tak ani neucini; a (ii)
bude dodrZzovat vesSkeré platné
protikorup€ni a zakony o boji proti
uplatkafstvi, pravni pfedpisy
a oborové a profesni kodexy.
Poskytovatel sluzeb bude informovat
spole¢nost ICON  azadavatele
okamzité, jakmile se  dozvi
o jakémkoli poruseni smlouvy podle
tohoto bodu. Pro u€ely monitorovani
dodrzovani  platnych pravnich
predpisti a podminek tohoto bodu
poskytovatel sluzeb souhlasi s tim,
Ze spolecnost ICON bude mit pravo
provést Setfeni €i audit plateb a/nebo
pfevodu hodnot provedenych
poskytovatelem sluzeb v souvislosti
se sluzbami. Poskytovatel sluzeb
bude pfi takovém Setfeni ¢i auditu,
jejichz naCasovani bude zaviset
vyhradné na spole¢nosti
ICON/zadavateli, piné
spolupracovat. Poskytovatel sluzeb
zajisti, aby vSichni jeho pracovnici,
pfipadni subdodavatelé a pfipadni
zastupci  absolvovali odpovidajici
Skoleni v otazkach boje proti korupci.
Jakékoli poruseni tohoto
konkrétniho  bodu ze  strany
poskytovatele sluzeb predstavuje
zavazné poruSeni této smlouvy.
Kromé jakychkoli dalSich sankci
stanovenych zakonem a/nebo touto
smlouvou muze spole¢nost ICON
tuto smlouvu z uvedeného divodu
a s okamzitou ucinnosti ukoncit.

Zakony tykajici se kontroly
obchodu: Pfi poskytovani sluzeb
podle této smlouvy bude
poskytovatel  sluzeb  dodrzovat
plathou pravni upravu tykajici se
vyvozu, sankci a kontroly obchodu,
které se vztahuji na pfislusné

podnikani, zafizeni a poskytovani
sluzeb podle této  smlouvy.
Poskytovatel sluzeb  prohlasuje

a zaruCuje, ze ani on, ani zadna
zjeho pfidruzenych spolecnosti,
Zadny z jeho pracovnik,
subdodavatelll nebo zastupcu, ktefi
se podileji na ¢innostech podle této
smlouvy nebo souvisejicich s touto
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12.12

any of the Restricted Party Lists
maintained by the U.S. Government
or other relevant Government
authority (as defined below); or (b)
owned or controlled by any individual
or party described in 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 Service Provider
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.

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

12.12
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smlouvou: (a) v souCasné dobé
nepodléhaji sankcim uplatfiovanym
nebo vymahanym regulacnim
ufadem nebo zafazenym na
seznamy stran, pro néZz plati
omezeni, které vede vlada USA
nebo jiny pfislusny vladni organ
v USA (jak je definovano nize); nebo
(b) nejsou ve vlastnictvi nebo pod
kontrolou jakékoli fyzické osoby
nebo strany popsané v pododstavci
(c) nebo registrované na jakémkoli
trhu, pro ktery plati omezeni
a sankce ulozené USA, EU nebo
Organizaci spojenych narodd (dale
Lirh, pro ktery plati omezeni®
v souCasné dobé se jedna o Krym,
Kubu, Donéckou oblast, fran,
Severni Koreu, Sudan a Syrii).
Poskytovatel sluzeb dale prohlasuje
a zarucCuje, ze neni ve vlastnictvi ani
pod kontrolou Zzadné fyzické ani
pravnické osoby uvedené na
jakémkoli seznamu stran, pro néz
plati omezeni, ani kni neni jinak
pfidruzen, aze podle svého
nejlepsSiho védomi nevyuziva sluzeb
Zadné takové fyzické Ci pravnické
osoby. ,Seznam stran, pro néz
plati omezeni znamena seznam
specialné  vymezenych obc¢anl
spravovany Ufadem pro kontrolu
zahrani¢nich aktiv (Office of Foreign
Assets Control) pfi Ministerstvu
financi USA; konsolidovany seznam

fyzickych osob, skupin
a pravnickych osob, na které se
vztahuji ~ finanéni sankce EU

zavedené podle spole¢né zahrani¢ni
a bezpecnostni politiky EU; seznam
vylou€enych fyzickych/pravnickych
osob publikovany Kancelafi
generalniho inspektora (Office of
Inspector General) pfi Ministerstvu
zdravotnictvi USA; a databazi
systému pro spravu zadavani
zakdzek (System and Award
Management), kterou spravuje
Sprava obecnych sluzeb USA
(General Services Administration).

Oddélitelnost ustanoveni:
Neplatnost &  nevymahatelnost
jakéhokoli ustanoveni této smlouvy
nebude mit Zadny vliv na vymahani
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12.13 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.

IR <gistration 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, 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 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 by
email to the email

12.13

12.14

|| CON

jakéhokoli jiného ustanoveni této
smlouvy.

Transparentnost: Spole¢nost ICON

a zadavatel mohou za jakymkoli
zdkonnym ucelem adle svého
vlastniho uvazeni zvefejnit

podminky této smlouvy, mimo jiné
vCetné celkové odmény (v€etné
poplatki a vydaju) splatné nebo
zaplacené podle této smlouvy.
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.

Registrace smlouvy: smluvni strany
souhlasi, Ze pokud to vyzaduji platné
zakony, poskytovatel 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, protokol a jakékoli

dalSi dodatky ktéto smlouvé i
jakékoli dalSi dokumenty, které
zadavatel / spoleénost [ICON

poskytovateli poskytnou v souladu
s ¢lankem 11, budou v souladu se
zdkonem povazovany za obchodni
tajemstvi a poskytovatel zajisti, Ze
tyto informace nebudou zvefejnény
vregistru smluv. Zadavatel /
spole€nost ICON budou mit pfed
zvefejnénim moznost identifikovat
jakdkoli a veSkera ustanoveni
smlouvy a jejich pfiloh, ktera jsou
podle platnych zakonl povazovana
za citlivé informace, a tudiz za
obchodni tajemstvi. Poskytovatel
zvefejni Vv registru smluv
redigovanou verzi smlouvy
pfedlozenou od Zadavatele /
spoleCnosti ICON v PDF formatu
v souladu 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 spolecnost ICON na
emailovou
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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 12.11 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 approximately
CZK 229.500.

[REMAINDER OF
INTENTIONALLY BLANK]

PAGE LEFT

|| CON

Jestlize spole¢nost ICON neobdrzi
potvrzeni o zvefejnéni redigované
smlouvy do [5] dni od posledniho
podpisu, ma spoleCnost ICON v
konzultaci se zadavatelem pravo ucinit
kroky  nezbytné ke  zvefejnéni
redigované smlouvy.

Jakékoli poruSeni jakéhokoli zavazku
poskytovatele podle tohoto clanku
12.11 da spolecnosti ICON zadavateli
pravo ukoncit tuto smlouvu v souladu
s ustanovenimi ¢lanku 9.

Smluvni  strany  prohlasuji, Ze
v souvislosti se zdkonem €. 340/2015
Sb. je odhadovana penézni hodnota
této smlouvy pfiblizné 229.500 KE.

[ZBYVAJICi CAST STRANY JE ZAMERNE
PONECHANA PRAZDNA]
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IN WITNESS WHEREOF, the Parties have NA DUKAZ CEHOZ tadné& zmocnéni zéstupci
caused this Agreement to be executed by their smluvnich stran podepsali tuto smlouvu
duly authorized representatives to be effective as s U€innosti od data ucinnosti.

of the Effective Date.

ICON CLINICAL RESEARCH LIMITED in the name and on
behalf of/
jménem spoleénosti BioNTech SE

Date: / Datum:

Name: / Jméno: | GGG
Title / Funkce [ ]

Signature /
Podpis
ICON/ICON

Date: / Datum:

Name: / Jméno: |G
Tite / Funkce | GG

Signature /
Podpis

SERVICE PROVIDER / POSKYTOVATEL SLUZEB

Date: / Datum:

Name: / Jméno: |G

Title / Funkce

Signature /
Podpis

Signed by acknowledgement only / Podepsano pouze pro
potvrzeni

RADIOLOGIST / RADIOLOG
Date: / Datum:

Name: / Jméno: | EGGGEG

Signature /
Podpis
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