CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

This Clinical Trial Agreement
(“Agreement”), which is valid as of the date
of last signature, shall come into effect on
the date of publication of the Agreement in
the Register of Contracts (“Effective Date”),
is entered into between Regeneron
Pharmaceuticals, Inc., having an address
at 777 O0Old Saw Mill River Road,
Tarrytown, NY 10591 United States
(“Sponsor”) and VSeobecna fakultni
nemocnice v Praze, having an address at U
Nemocnice 499/2, 128 08 Praha 2, Czech
Republic, Company ID No.: 00064165, VAT
ID No.. CZ00064165, Represented by:
XXXXXXXXXX XXX XXX XXX XXX XXX XXX X XXX
XXXXXXXXXXX XXX XXX XXX XXX XK XXX XXX
(“Institution”).

Tuto smlouvu o klinickém hodnoceni
(dale jen ,smlouva“), ktera nabyva platnosti
vden pripojeni posledniho podpisu a
vstoupi v ucinnost kdatu uverejnéni
smlouvy v registru smluv (dale jen ,datum
ucinnosti), uzavrely spolec¢nost
Regeneron Pharmaceuticals, Inc, se
sidlem na adrese 777 Old Saw Mill River
Road, Tarrytown, NY 10591 Spojené
staty americké (dale jen ,zadavatel“), a
Vseobecna fakultni nemocnice v Praze,
se sidlem na adrese U Nemocnice 499/2,
128 08 Praha 2, Ceska republika, ICO:
00064165, DIC: CZ00064165, zastoupena:
XXXXXXXX XXX XXX XXX XXX XXX XX XXX X XXX
XXXXXXXXXXXXXX (dale jen ,zdravotnické
zarizeni).

WHEREAS, the Sponsor desires to conduct
a clinical study (“Study”) of
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXX (“Investigational Drug”) as part of
a multi-center study under a protocol
R1979-HM-2298 entitled
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXX (as the same may be amended from
time to time, the “Protocol”), a copy of which
is incorporated herein by reference as
Exhibit A;

VZHLEDEM K TOMU, ZE si zadavatel pieje
provadét klinickou studii (dale jen ,studie)
pripravku XXXXXXXXXXXXXXXXXXX (dale

jen ,hodnoceny pripravek) v ramci
multicentrické studie podle protokolu
R1979-HM-2298 nazvaného

XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXX (ktery mtze byt Cas od casu
aktualizovan, dale jen ,protokol“), jehoz
kopie je zaclenéna do této smlouvy
prostiednictvim odkazu jako priloha A;

WHEREAS, the Institution has the facilities
and expertise to conduct the Study and has
agreed to perform the Study on the terms
and conditions as hereinafter set forth;

VZHLEDEM KTOMU, ZE zdravotnické
zatfizeni ma prostory/zarizeni a odborné
znalosti k provadéni studie a souhlasilo
s provedenim  studie za  podminek
stanovenych touto smlouvou;
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WHEREAS, Sponsor has authorized
Regeneron Ireland Designated Activity
Company, a company formed under the
laws of Ireland with a registered office at
One Warrington Place, Dublin 2, D02
HH27 Ireland, to act as their legally
authorized representative for the purposes
of Article 74 of Regulation (EU) 536/2014
relating to the implementation of Good
Clinical Practice in the conduct of clinical
trials on medicinal products for human use.

VZHLEDEM K TOMU, ZE zadavatel poveéril
spole¢nost Regeneron Ireland
Designated Activity Company, zaloZenou
podle zakont Irska, se sidlem na adrese One
Warrington Place, Dublin 2, D02 HH27
Irsko, aby jednala jako jeho zakonny
zastupce pro ucely ¢lanku 74 narizeni (EU)
¢. 536/2014, ktery se vztahuje
k implementaci spravné klinické praxe pri
provadéni klinickych hodnoceni 1écivych
pripravkd pro humanni pouziti;

WHEREAS, Sponsor has engaged, pursuant
to a separate contract, ICON Clinical
Research Limited, together with its clinical
Affiliates, as defined below, (“CRO”), having
an address at South County Business Park,
Leopardstown, Dublin 18, Ireland, to act
as Sponsor’s agent and contract research
organization in managing, coordinating and
carrying out Sponsor’s responsibilities in
connection with the Study contemplated by
this Agreement. The parties hereto
acknowledge and agree that Sponsor shall
have the right to delegate any of its rights
and obligations hereunder to CRO, including
those relating to payments, regulatory
submissions, and communications but shall
remain the liable party wunder this
Agreement.

VZHLEDEM K TOMU, ZE zadavatel najal
podle samostatné smlouvy organizaci ICON
Clinical Research Limited, spolecné
s jejimi klinickymi pridruZenymi
spole¢nostmi, jak je definovano nizZe (dale
jen ,CRO“), se sidlem na adrese South
County Business Park, Leopardstown,
Dublin 18, Irsko, aby jednala jako zastupce
zadavatele a smluvni vyzkumna organizace
pti Trizeni, koordinaci a uskutecnovani
povinnosti zadavatele v souvislosti se
studii, jejiz provadéni je zamysleno v této
smlouvé. Strany timto potvrzuji a souhlasi,
Ze zadavatel bude mit pravo delegovat
libovolné ze svych prav a povinnosti podle
této smlouvy na CRO, vcetné téch, které se
tykaji plateb, podani regulacnim uradim
a komunikace, ale dale zlistane odpovédnou
stranou podle této smlouvy.

NOW, THEREFORE, in consideration of the
mutual promises set forth in this
Agreement, the parties hereby agree as
follows:

PROTO NYNi sohledem na vzijemné
prisliby uvedené v této smlouvé se smluvni
strany dohodly nasledovné:
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1. SCOPE OF WORK.

1. ROZSAH SLUZEB.

1.1 Principal Investigator. The
Institution shall conduct and supervise the
Study through its employee
XXXXXXXXXX XXX XXX XXX XXX XXX XXX X XXX

XXXXXXXXXXXXXXXX (“Principal
Investigator”). The Sponsor shall enter into
a separate agreement with the Principal
Investigator ~ which relates to the
performance of Study related tasks by the
Principal Investigator and direct payment of
the compensation of the Principal
Investigator and study team.

The Institution shall notify the Sponsor
promptly if the Principal Investigator is
unable or unwilling to continue the Study or
if the Principal Investigator’s employment
in the Institution ceases, whereupon the
Sponsor will have a right of approval with
respect to the designation of a new Principal
Investigator.

1.1 Hlavni zkouSejici. Zdravotnické
zarizeni bude studii provadét a dohliZet na
ni prostfednictvim svého zaméstnance
XXXXXXXXXX XXX XXX XXX XXX XXX XXX X XXX
XXXXXXXXXXXXXXX (,hlavniho
zkousSejiciho“). Zadavatel uzavre s hlavnim
zkousejicim samostatnou smlouvu tykajici
se povinnosti hlavniho  zkousSejiciho
spojenych s provadénim studie, jejiz
soucasti bude i pfimé vyplaceni odmén
hlavnimu zkouSejicimu a studijnimu tymu.

Zdravotnické zarizeni bude neprodlené
informovat zadavatele, pokud hlavni
zkousejici nebude schopen nebo ochoten
pokracovat ve studii nebo pokud bude
ukonen  pracovni pomér  hlavniho
zkousejictho ve zdravotnickém zarizeni,
pricemZ zadavatel bude mit pravo schvalit
jmenovani nového hlavniho zkousejiciho.

1.2 Conduct of the Study. The
Institution shall (and shall cause the
Principal Investigator to) conduct the Study
in accordance with this Agreement, the
Protoco], all reasonable written instructions
of the Sponsor, and all applicable
international, European, national and local
laws and regulations, including, without
limitation, any applicable requirements of
the, the International Conference on
Harmonization Good Clinical Practice (“ICH
GCP") guidelines, any applicable
requirements of the European Medicines
Agency (“EMA”), the European Commission
or the national competent authorities or the
applicable requirements of Declaration of
Helsinki, the Act No. 110/2019 Coll. on
Personal Data Processing, the Act on
Pharmaceuticals No. 378/2007 Coll,, as

1.2  Provadéni studie.
Zdravotnické zatizeni bude provadét
(a zajisti, aby i hlavni zkousSejici provadél)
studii vsouladu stouto smlouvou,
protokolem, v§emi prislusnymi pisemnymi
pokyny zadavatele avSemi platnymi
mezinarodnimi, evropskymi, narodnimi a
mistnimi zakony a predpisy, mimo jiné
vcetné , pokynlii Mezinarodni konference
pro harmonizaci o spravné klinické praxi
(dale jen ,ICH GCP“), veskerych platnych
poZzadavkl Evropské agentury pro lécivé
pripravky (European Medicines Agency,
dale jen ,EMA®), Evropské komise nebo
prislusnych narodnich urada nebo platnych
pozadavkli Helsinské deklarace, zakona
¢.110/2019 Sb. ozpracovani osobnich
udaji, zakona ¢.378/2007 Sb., o lécivech,
v platném znéni, zakona ¢. 372/2011 Sb,,
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amended, the Act on Health Care Services
No.372/2011 Coll., as amended, Decree No.
226/2008 Coll., on Good Clinical Practices,
and on Detailed Conditions for Evaluation of
Pharmaceutical Products, Decree No.
84/2008 Coll., on Good Pharmacy Practice
(“Applicable Law”).

The Institution shall refrain from,
and shall cause the Principal Investigator
and any other employee, contractor, or
agent performing or assisting with the
Study on behalf of the Institution (“Study
Staff’) to refrain from wusing the
Investigational Drug in any manner that is
contrary to the provisions of, or outside the
scope of, the Protocol or that is contrary to
Sponsor’s written instructions.
Notwithstanding the foregoing, if, in the
course of performing the Study, generally
accepted standards of clinical research and
medical practice require a deviation from
the terms of the Protocol due to an
imminent risk to the health or safety of a
Study Subject, such deviation shall not, in
and of itself, constitute a violation of the
Protocol or breach of this Agreement. In
such case, Institution and/or the Principal
Investigator will promptly notify Sponsor of
any such deviations.

o zdravotnich sluzbach, v platném znéni,
vyhlasky ¢.226/2008 Sb., o spravné
klinické praxi ablizSich podminkach
klinického hodnoceni lécivych pripravkd,
avyhlasky ¢.84/2008 Sb. o spravné
lékarenské praxi (dale jen ,platné zakony*).

Zdravotnické  zafrizeni nebude
pouzivat a zajisti, Ze ani hlavni zkousejici
ani dalsi zaméstnanci, smluvni dodavatelé
nebo zastupci provadéjici studii nebo se na
studii podilejici jménem zdravotnického
zatrizeni (,personal studie“) nebudou
pouzivat hodnoceny pripravek zadnym
zplisobem, ktery je vV rozporu
s ustanovenimi protokolu nebo ptekracuje
jeho ramec nebo ktery je vrozporu
s pisemnymi pokyny zadavatele. Bez ohledu
na vySe uvedené, pokud v pribéhu
provadéni studie vyZaduji obecné prijimané
standardy Kklinického vyzkumu a lékarské
praxe odchyleni od ustanoveni protokolu
z divodu bezprostredniho ohroZeni zdravi
nebo bezpecnosti studijnich subjektt,
takové odchyleni nebude predstavovat
poruseni protokolu ani této smlouvy.
V takovém piipadé zdravotnické zarizeni
a/nebo hlavni zkouSejici bez prodleni
uvédomi zadavatele o takovém odchyleni.

1.3 Approvals. The Sponsor
through CRO shall seek internal approval of
the Study in accordance with the Protocol,
and a written form of Informed Consent (as
defined in Section 1.4) acceptable to the
Institution, and shall also seek any other
approvals required for the Study from
applicable internal safety or review boards,
including the SUKL.

1.3  Schvaleni. Zadavatel
prostiednictvim CRO ziska interni schvaleni
studie v souladu s protokolem a pisemného
formulare informovaného souhlasu
(definovaného v casti 1.4), které budou
prijatelné pro zdravotnické zarizeni, a také
ziska jakékoliv jiné schvaleni poZadované
pro studii ze strany prisluSnych internich
bezpecnostnich nebo reviznich komisi,
véetné SUKL.V souvislosti s klinickym
hodnocenim je zadavatel odpovédny za
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Sponsor is responsible for fulfillment of all
its legal obligations in relation to
governmental or regulatory authorities and
relevant ethics committees.

plnéni  veskerych svych  zdkonnych
povinnosti, véetné povinnosti informacnich,
ve vztahu k vlddnim nebo regula¢nim
uradim a etickym komisim.

1.4 Informed Consent. The
Institution shall obtain from each person
participating in the Study (“Study Subject”)
a valid informed consent (“Informed
Consent”), signed by the Study Subject and
appropriately documented. The Institution
shall conduct the Study in a manner
consistent with the Informed Consents.

The Informed Consent Form will be

provided by the CRO to the Principal

Investigator

1.4 Informovany souhlas.
Zdravotnické zarizeni ziska od kazdé osoby
ucastnici se studie (dale jen ,studijni
subjekt”) platny informovany souhlas (dale
jen ,informovany souhlas“), ktery bude
podepsany studijnim subjektem a bude
fadné  dokumentovany. Zdravotnické
zarizeni bude provadét studii v souladu
s informovanymi souhlasy. CRO poskytne
hlavnimu zkouSejicimu pro ucely studie
vzorovy formular informovaného souhlasu.

1.5 Amendment of the
Protocol. The Sponsor may amend the
Protocol at any time. Any such amendment

1.5 Dodatky protokolu.
Zadavatel mtze kdykoliv zménit protokol.
Jakykoliv dodatek protokolu bude mit

shall be in writing and sent to the | pisemnou formu a bude zaslan
Institution. zdravotnickému zarizeni.

1.6  Supervision. The Institution 1.6 Dohled. Zdravotnické
through the Principal Investigator shall | zarizeni prostiednictvim hlavniho

supervise the Study Staff and shall ensure
that all Study Staff are appropriately
trained, qualified, and certified, and are
informed of and abide by the applicable
terms of this Agreement. Institution shall
use its reasonable best efforts to maintain
consistency of Study Staff throughout the
duration of the Study.

zkouSejictho bude dohliZet na personal
studie a zajisti, aby byl personal studie
radné vyskolen, kvalifikovan a certifikovan
aaby byl informovan o prisluSnych
podminkach této smlouvy a dodrzoval je.
Zdravotnické zarizeni vyvine primérené
nejlepsi  usili  kzachovani  stejného
persondlu studie po celou dobu trvani
studie.

1.7 Enrollment. The Institution
shall use its reasonable best efforts to enroll
a minimum of 1 patient for the Study.
Sponsor may limit the Institution’s

1.7  Nabor. Zdravotnické zarizeni
vyvine primérené nejlepsi usili k naboru
minimalné 1 pacienta do studie. Zadavatel
miiZze omezit nabor studijnich subjektd
zdravotnickym zafizenim na zakladé

Version Date: 11 January 2022
Bi-partite contract_Sponsor-Public Institution-CZE

Protocol NumberXXXXXXXXXXXXXXXXXXXXXX
PI Name: XXXXXXXXXXXXXXXXXXXXXXXXXXXX

Site Number: XXXXXXXXXXXXXXXXXX

Datum verze: 11. ledna 2022

Dvoustranna smlouva_zadavatel-verejné zdravotnické zafizeni-
CZE

Cislo protokolu: XXXXXXXXXXXXXXXXXX

Jméno hlavniho zkousejiciho:
XXXXXXXXXXXXXXXXXXXXXXXXXXXXX

Cislo pracovisté: XXXXXXXXXXX

Page 5 of 72




enrollment of Study Subjects based upon
enrollment patterns at other Study centers.
The estimated duration of the clinical trial
is: XXXXXXXXXX

postupu naboru vjinych studijnich
centrech. Priblizna doba trvani klinického
hodnoceni je: XXXXXXXXXXXX

2.  RECORDS, REPORTING, AND |2.  ZAZNAMY, HLASENi A AUDITY.
AUDITS.

2.1 Study Materials. The 2.1 Materialy ze studie.
Institution shall keep and maintain, | Zdravotnické zarizeni bude vést

diligently and in sufficient detail to satisfy
the requirements of all Applicable Laws,
such Study data and records as are required
by the Protocol and Applicable Law,
including, without limitation any completed
case report forms, any electronic databases
required to be created under the Protocol,
and any Study reports prepared by the

a uchovavat, peclivé a dostatecné podrobné
k uspokojeni pozadavkd platnych zakont,
takové Uidaje a zaznamy ze studie, jak jsou
vyZadovany protokolem a platnymi zakony,
mimo jiné vcetné vyplnénych zaznami
studijnich subjektd, jakychkoliv
elektronickych databazi, jejichz vytvoreni
se poZaduje podle protokolu, a jakychkoliv

Institution for the Sponsor (“Study | zprav ze studie pripravenych
Materials”). zdravotnickym zarizenim pro zadavatele
(dale jen ,materialy ze studie®).

2.2 Record Retention. The 2.2  Uchovani zaznamu.
Institution must, and must ensure that | Zdravotnické =zarizeni musi uchovavat
Principal Investigator will, retain all | azajisti, Ze hlavni zkouSejici bude
essential study documents, including Study | uchovavat, vSechny nezbytné studijni

Materials, source documents, and Study
Subject medical records for at least twenty-
five (25) years following the completion or
discontinuation of the Study in the
Institution, or longer, if a longer period is
required by relevant regulatory authorities.
If the Institution or Principal Investigator’s
situation is ever such that archiving can no
longer be ensured, the Institution must
inform the Sponsor and the relevant records
will be transferred at Sponsor’s expense to
a mutually agreed-upon destination.

dokumenty, vCetné materidli ze studie,
zdrojové  dokumentace  azdravotnich
zaznaml studijnich subjekti po dobu
nejméné dvacetipéti (25) let po dokonceni
nebo predCasném ukonceni studie ve
zdravotnickém zarizeni nebo déle, je-li delsi
obdobi vyZadovano prisluSnymi
kontrolnimi urady. Pokud nastane situace,
kdy zdravotnické zarizeni nebo hlavni
zkouSejici jiZz nadale nemohou zajistit
archivaci, zdravotnické zatrizeni o tom bude
informovat zadavatele a relevantni
zaznamy budou na naklady zadavatele
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If the Sponsor requires to extend the
archiving period, the Sponsor shall submit
the request in writing to the Institution no
later than two months prior to the
expiration of the agreed archiving period
and the Institution shall ensure archiving
period extension at the expense of the
Sponsor, or the Institution shall return the
archived documentation to the Sponsor.

If the Sponsor does not submit any request
as stated above, documentation will be

premistény na vzajemné dohodnuté misto.

V pripadé, Ze zadavatel ma zajem na dalsi

archivaci zaznami po  uplynuti
pozadovaného obdobi archivace, je
povinen svlij pozadavek uplatnit

pisemné u zdravotnického zatizeni
nejméné dva meésice pred uplynutim
sjednané doby archivace a zdravotnické
zarizeni dalsi archivaci na ndaklady
zadavatele zajisti, popt. mu dokumentaci
vyda. Pokud zadavatel takto neucini, bude
dokumentace po uplynuti doby archivace

shredded after the expiry of the archiving | skartovana v souladu s prisluSnymi
period in accordance with the applicable | pravnimi predpisy.
law and regulations.

2.3 Study Subject 2.3 Zdravotni informace

Medical Information. The Sponsor may
access the Study Materials during regular
business hours, upon reasonable advance
notice to the Institution. The Sponsor shall
comply with Applicable Law regarding the
confidentiality of Study Subjects’ medical
records and other health information, shall
hold the Study Subjects’ personal identifying
information in confidence, and shall act in
accordance with the Informed Consents.
Subject to the foregoing, the Sponsor may
copy Institution records containing such
information to the extent permitted by
Applicable Law and the express
authorization of Informed Consents from
relevant Study Subjects. Institution
acknowledges that Sponsor may disclose
Study Materials to its drug development
partners, other clinical investigators in the
Study, the FDA, the EMA, the national
competent authorities and other competent
regulatory agencies. If in connection with
the performance of the Agreement, Sponsor
comes in contact with individually

studijnich subjektii. Zadavatel mize mit
pristup k materidlim ze studie béhem
béZznych pracovnich hodin na zakladé
priméreného  predchoziho  oznameni
predaného  zdravotnickému  zarizeni.
Zadavatel bude dodrZovat veskeré platné
zakony tykajici se diivérnosti zdravotnich
zdznaml a jinych zdravotnich informaci
studijnich subjektli, bude zachovavat
mlcenlivost o osobnich identifikujicich
informacich studijnich subjektti a bude
jednat v souladu s informovanymi souhlasy.
Za vySe uvedenych podminek mize
zadavatel porizovat kopie zaznami
zdravotnického =zartizeni, které obsahuji
takové informace, a to v rozsahu povoleném
platnymi zakony apodle vyslovného
souhlasu pfrislusnych studijnich subjekt
uvedeného v informovanych souhlasech.
Zdravotnické zarizeni bere na védomi, Ze
zadavatel miliZze zpristupnit materidly ze
studie svym partnerim ve vyvoji 1ékd,
jinym klinickym zkouSejicim ve studii,
uradu FDA, agentufe EMA, pfrisluSnym
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identifiable information of patients at the
Institution who are not Study Subjects,
Sponsor will use commercially reasonable
efforts to maintain the confidentiality of
such information and not use it for any
purpose. Institution certifies that it has
implemented reasonable and appropriate
security controls that would allow Sponsor
to remotely access patient data in its
electronic medical record system in
compliance with applicable data protection
laws.

Sponsor will use reasonable efforts to
protect the privacy and security of
individually identifiable information of a
Study Subject and will use reasonable effort
to impose similar confidentiality and
security obligations by contract on any
third-party research collaborator or
contracted service providers.

Sponsor acknowledges that Institution
shall provide access to Study Materials
for monitoring purposes in rooms in which
the clinical trial is conducted. After

narodnim uUradim a jinym pfislusnym
regula¢cnim uUradim. Pokud zadavatel
v souvislosti s plnénim smlouvy prijde do
kontaktu s individualné identifikovatelnymi
udaji pacientli ve zdravotnickém zarizeni,
ktefi nejsou studijnimi subjekty, zadavatel
vynaloZi komer¢né primérené  usili
k zachovani davérnosti takovych udaja
anepouzije je za zadnym Ucelem.
Zdravotnické zarizeni potvrzuje, Ze zavedlo
primérené a  vhodné  bezpecnostni
mechanismy, Kkteré umoZni zadavateli
vzdaleny pristup k tidajlim pacientti v jeho
systému  elektronickych  zdravotnich
zaznami v souladu s platnymi zakony
o ochrané osobnich udaj.

7

Zadavatel vynalozi primérené
ochranu soukromi a bezpecnosti
identifikacnich udaji studijnich subjektt
a vynalozi primérené usili ke smluvnimu
zajiSténi obdobného zavazku mlcenlivosti a

usili na

zabezpecCeni vici jakékoli tieti strané
(vyzkumny spolupracovnik nebo smluvni
poskytovatelé sluzeb).

Zadavatel bere na védomi, zZe

zdravotnické zarizeni =zajisti pristup k
materialim studie pro tucely monitorovani
v mistnostech, ve kterych se klinické
hodnoceni provadi. Zadavatel bere na
védomi, Ze po ukonceni studie bude
zadavatel opravnén vstupovat pouze do

the completion of the Study, the mistnosti urcenych zdravotnickym
Sponsor acknowledges that it shall be zatizenim  za Ucelem kontroly materiald
entitled to enter only into the rooms studie.
designated by the Institution for the
purpose of inspection of the Study
Materials.

2.4 Periodic Reporting. The 2.4 Pravidelna hlaseni.

Institution shall provide Sponsor with the

Zdravotnické zarizeni poskytne zadavateli
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data called for in the Protocol on properly
completed case report forms within two (2)
business days of collection or as otherwise

Udaje poZadované v protokolu vradné
vyplnénych zadznamech studijnich subjektti
do dvou (2) pracovnich dni od jejich

specified in the Protocol. ziskani, nebo jak je jinak stanoveno
v protokolu.

2.5 Adverse Experience 2.5 Hlaseni nezadoucich
Reporting. The Institution shall notify | G¢inkl. Zdravotnické zafizeni bude
Sponsor of serious adverse experiences, | zadavatele informovat o zavaznych
adverse experiences or drug reactions of | nezadoucich  prihodach,  nezadoucich
any Study Subject in accordance with the | pfthoddch  nebo reakcich na 1ék

requirements of the Protocol.

u jakéhokoliv studijniho subjektu v souladu
s pozadavky protokolu.

2.6  Audits by the Sponsor. The
Institution shall make available to the
Sponsor (or its agent) the Study site, the
Study Staff, and, subject to Applicable Law
relating to patient confidentiality, all Study
Materials for purposes of review and audit
upon reasonable advance notice during
regular business hours. Upon receipt of
written notice from the Sponsor of any
violations of the Protocol, this Agreement,
or Applicable Law found in such audit, the
Principal Investigator and the Institution
shall promptly take action to correct such
violations and shall provide confirmation to
Sponsor of such corrective action.

Access for audit purposes will only
be allowed in premises designated by the
Institution, with no restrictions to areas
where Study is conducted.

2.6 Audity provadéné
zadavatelem.  Zdravotnické  zarizeni
zpristupni zadavateli (nebo jeho zastupci)
studijni  pracovis$té, personal studie
a v souladu s platnymi zakony tykajicimi se
ochrany dlivérnosti pacientli také veskeré
materidly ze studie pro ucely kontroly
a auditu, ato po priméreném piedchozim
ozndmeni a b€hem bézZné pracovni doby. Po
prijeti pisemného oznameni od zadavatele
o jakémkoliv poruseni protokolu nebo
platnych zakoni zjiSténém béhem takového
auditu prijmou hlavni zkousSejici
azdravotnické  zarizeni  bezodkladné
opatfeni knapravé takovych poruSeni
a poskytnou zadavateli potvrzeni
o takovém napravném opatrenti.

Pristup pro ucely kontroly (auditu) bude
umoznén pouze do mistnosti urcenych
zdravotnickym zarizenim, pri¢emz pristup
nebude omezen do mist, kde se studie
provadi.

2.7
Authorities.

Audits by
Institution

Regulatory
shall make

2.7 Audity provadéné
kontrolnimi arady. Zdravotnické zarizeni
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available to regulatory authorities, the
Study site, the Study Staff, and, subject to
Applicable Law relating to patient
confidentiality, all Study Materials for
purposes of review and audit. Institution
recognizes that the Study and the Institution
is subject to inspection by regulatory
agencies worldwide, including the FDA. The
Institution shall provide the Sponsor
prompt, advance notification of any audit by
a regulatory authority, which audit is
directly related to the Study (or, when
advance notification is impracticable,
prompt notification of any completed
audit). To the extent possible, the Institution
shall permit the Sponsor to review and
comment in advance on any written
communication from the Institution to the
regulatory authority in connection with
such an audit; provided however, that such
review does not have a material adverse
impact on the timeliness of the Institution’s
response to the regulatory authority. The
Institution shall promptly provide the
Sponsor with copies of all communications
between the Institution and the regulatory
authority related to such audit unless
prohibited from so doing by the regulatory
authority, and shall promptly take action to
correct any deficiencies found by the
regulatory authority during the audit. With
respect to a pending audit directly related to
the Study by the regulatory authority
(SUKL), FDA, the EMA, the national
competent authorities or by any
comparable foreign regulatory authority,
the Institution shall permit the Sponsor’s
representatives to be present at such audit
unless prohibited from so doing by
Applicable Law. With respect to any audit by
any regulatory authority, which audit is not
directly related to the Study, the Institution

zpristupni Kkontrolnim uradim studijni
pracovisté, personal studie avsouladu
s platnymi zakony tykajicimi se ochrany
divérnosti pacientl také veskeré materialy
ze studie pro ucely kontroly a auditu.
Zdravotnické zarizeni uznava, Ze studie
i zdravotnické zarizeni podléhaji kontrole
ze strany kontrolnich ufadi z celého svéta,
vcetné uradu FDA. Zdravotnické
zarizeni poskytne zadavateli neprodlené
apredem ozndmeni o jakémkoliv auditu
provadéném kontrolnim uradem, ktery
pfimo souvisi se studii (nebo pokud
predbéZzné oznameni nenimozZné, oznami
neprodlené jakykoliv provedeny audit).
Vrozsahu, vjakém je to mozné,
zdravotnické zarizeni umozni zadavateli
prezkoumat a pripominkovat predem
jakékoliv pisemné sdéleni zdravotnického
zarizeni predavané Kkontrolnimu uradu
v souvislosti s takovym auditem; avSak za
predpokladu, Ze takovy pirezkum negativné
neovlivni v€asnou odpovéd’ zdravotnického
zatizeni kontrolnimu uradu. Zdravotnické
zarizeni bezodkladné poskytne zadavateli
kopie veskerych sdéleni mezi
zdravotnickym zarizenim a kontrolnim
uradem v souvislosti s takovym auditem,
pokud to Kkontrolnim turfadem neni
zakdzano, aneprodlené podnikne kroky
k napravé piipadnych nedostatki
zjisténych kontrolnim uUfadem béhem
auditu. S ohledem na nadchazejici audit
pfimo souvisejici se studii ze strany
kontrolntho ufadu (SUKL), tiadu FDA,
agentury EMA, prisluSnych narodnich
ufadli nebo srovnatelného zahrani¢niho
kontrolniho drfadu umoZni zdravotnické
zatizeni zastupcim zadavatele, aby byli
pritomni takovému auditu, pokud to neni
zakdzano platnymi zakony. Pokud dojde
k jakémukoliv auditu ze strany kontrolniho
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shall promptly notify the Sponsor of
findings of such an audit that may have an
adverse effect on the Institution’s ability to
conduct the Study in accordance with the
Protocol or Applicable Law.

uradu, ktery primo nesouvisi se studii, bude
zdravotnické zarizeni bezodkladné
informovat zadavatele o zjisténich auditu,
ktera mohou mit nezadouci vliv na
schopnost zdravotnického zarizeni
provadét studii vsouladu s protokolem
nebo platnymi zakony.

3. SPONSOR OBLIGATIONS.

3. POVINNOSTI ZADAVATELE.

3.1 Compliance with Law. The
Sponsor shall comply with Applicable Law
in the performance of its activities relating
to the Study, and shall obtain all approvals
and consents required for the Sponsor in
connection with such activities.

3.1 DodrZovani zakonti.
Zadavatel bude dodrzovat platné zakony pri
provadéni svych ¢innosti vztahujicich se ke
studii a ziska vSechna schvaleni a souhlasy
pozadované pro zadavatele ve spojeni
s takovymi ¢innostmi.

3.2 Supply of Investigational Drug.
The Sponsor and/or its Affiliate shall supply
the Institution with quantities of the
Investigational Drug adequate for the
Institution to conduct the Study in
accordance with the Protocol. The
Investigational Drug shall remain the sole
property of the Sponsor and/or its Affiliate.
The Investigational Drug shall be
delivered to the hospital pharmacy,
always in duly packaged containers
designed for the Investigational Drug
and labeled in accordance with the
provisions of Section 19(1)(e) of Decree
No 226/2008 Coll. on Good Clinical
Practice and detailed conditions of
clinical trials on medicinal products.

The Sponsor shall ensure the distribution of
shipments of the Investigational Drug and
placebo to the Institution’s pharmacy,
where it shall be accepted and inspected by
the delegated pharmacist (using the same
procedure as for other shipments - i.e.

3.2 Dodavka hodnoceného pripravku.
Zadavatel a/nebo jeho  pridruZena
spole¢nost doda zdravotnickému zarizeni
dostatecna mnoZzstvi hodnoceného
pripravku tak, aby zdravotnické zarizeni
mohlo provadét studii v souladu
s protokolem. Hodnoceny  pripravek
zlistane nadale vyhradnim vlastnictvim
zadavatele a/nebo jeho pridruZené
spolec¢nosti.

Hodnoceny pripravek se bude dodavat
do nemocni¢ni  1ékdrny, pokazdé v
radné zabalenych obalech urc¢enych
pro hodnoceny pripravek a oznacenych v
souladu s ustanovenim § 19 odst. 1 pism.
e) vyhl. ¢ 226/2008 Sb., o spravné
klinické praxi a blizSich podminkach
klinického hodnoceni 1écivych pripravki.
Zadavatel  zajisti  distribuci  zasilky
hodnoceného pfipravku do lékarny
zdravotnického zarizeni, kde je odpovédny
farmaceut prevezme a zkontroluje (jako
jiné zasilky - tzn. neni-li poSkozena, v
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check that no damage is present, in case of
special transportation requirements, check
that these requirements have been
complied with) and acceptance of the
shipment shall be confirmed. Subsequently,
based on arequest form, the Principal
Investigator shall collect the
Investigational Drug and shall assume full
responsibility for it.

The Institution shall notify Sponsor of
unused or expired Investigational Drug in
need of disposal and shall cooperate
with Sponsor in collection of such
Investigational Drug .

Sponsor shall arrange for collection and
disposal of unused or expired drugs at
Sponsor’s commercially reasonable cost.

Sponsor, as the waste generating entity,
shall ensure at its own expense, during the
Study and after its completion, handover of
unused or expired Investigational Drug to
the authorized person, in accordance with
provisions of the Act number 541/2020
Coll. on waste, and its implementing
regulations, as amended.

The Investigational Drug will be delivered
to: VSeobecna fakultni nemocnice v Praze,
Institution Pharmacy, Department HVLP, Ke
Karlovu 2, 128 08 Praha 2, Czech Republic.

Responsible pharmacist: OPC, Karlovo nam.
32, Praha 2, odpovédny farmaceut
XXXXXXXXXX XXX XXX XXX XXX XXX XXX X XXX

XXXXXXXXXXXKXXXXX XXX XK XXX XKXKXX XXX

XXXXXXXXXXXXXXx

Sponsor declares that all the conditions
stipulated in the relevant legislation have
been met for manufacture (import) of
delivered Investigational Drug and its
distribution to the Institution.

pripadé zvlastnich pozadavkil na transport,
byly-li tyto poZadavky dodrZeny) a
ptijem zasilky potvrdi. Hlavni zkousSejici si
nasledné na Zadanku  hodnoceny
pripravek vyzvedne a prevezme za né plnou
zodpovédnost.

Zdravotnické zarizeni bude zadavatele
informovat 0 nevyuZzitém nebo
expirovaném  hodnoceném  pripravku
urceném k likvidaci a bude se zadavatelem
spolupracovat  pri  vraceni  tohoto
hodnoceného pripravku zadavateli.
Zadavatel zajisti vyzvednuti a likvidaci
nevyuzitého nebo expirovaného
hodnoceného pripravku na  vlastni
ekonomicky primérené naklady.

Zadavatel se jako ptivodce odpadu zavazuje,
Ze zajisti na vlastni naklady, jak v pribéhu,
tak i po skoncCeni studie, predani
nepouzitelného a nepouzitého
hodnoceného pripravku opravnéné osobé v
souladu s ustanovenimi zakona ¢. 541/2020
Sb., o odpadech a jeho provadécimi
predpisy v platném znéni.

Hodnoceny pripravek bude dodavadn na
adresu: VSeobecna fakultni nemocnice v
Praze, Nemocnic¢ni l1ékarna, Oddéleni HVLP,
Ke Karlovu 2, 128 08 Praha 2, Ceska
republika, odpovédny farmaceut: OPC,
Karlovo nam. 32, Praha 2, odpovédny
farmaceut
XXXXXXXXXXX XXX XXX XXX XXX XX XXX X XXX
XXXXXXXXXXXXXXXXXXXXXXXX
Zadavatel prohlasuje, Ze jsou splnény
veskeré podminky stanovené prisluSnymi
pravnimi predpisy pro vyrobu (dovoz)
dodavaného hodnoceného pripravku a jeho
distribuci do zdravotnického zarizeni.
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The Institution shall take reasonable steps
to ensure that it has adequate supplies of
the Investigational Drug, shall store, use,
handle, and return of the Investigational
Drug in accordance with the Protocol, and
shall not use any Investigational Drug after
its labeled expiration date.

Zdravotnické zarizeni prijme primérena
opatieni k zajisténi, Ze bude mit dostatecné
zasoby hodnoceného pripravku, bude
hodnoceny pripravek uchovavat a pouZzivat,
zachazet snim avracet jej vsouladu
s protokolem a nepouzije Zadny hodnoceny
pripravek po vyznaceném datu expirace.

3.3 Payments. The Sponsor shall
make payments to Institution according to
the payment schedule attached hereto as
Exhibit B (“Budget and Payment Terms”). In
no event shall the payments hereunder
exceed the amount set forth in Exhibit B
without the prior written consent of the
Sponsor.

3.3 Platby. Zadavatel uhradi
platby zdravotnickému zarizeni podle
rozpisu plateb pripojeného k této smlouvé
jako priloha B (dale jen ,Rozpocet a platebni
podminky“). Vzadném ptipadé platby
podle této smlouvy neprekroCi castku
stanovenou v priloze B bez predchoziho
pisemného souhlasu zadavatele.

3.4 Subject Injury. The Sponsor
shall reimburse the Institution for the
reasonable and necessary medical expenses
incurred in treating any injury or illness to a
Study Subject that are directly related to the
administration of the Investigational Drug
or the proper performance of any other
Study procedure, each in accordance with
the Protocol and the Sponsor’s written
instructions to the Institution. The Sponsor
is not required to provide compensation for
(a) other injury- or illness-related costs
(such as lost wages), (b) medical expenses
that are paid for by a private third party, (c)
medical expenses that are incurred as the
result of a violation of the Protocol or other
misconduct or negligence, in each case by
any agent or employee of the Institution
(including the Study Staff), or (d) medical
expenses for injury or illness unrelated to
the Investigational Drug and unrelated to
the proper performance of any other
procedure required by the Protocol or

3.4 Zdravotni dGjma subjektu.
Zadavatel proplati zdravotnickému zarizeni
primérené anezbytné léCebné vydaje
vzniklé pri 1écbé zdravotni Ujmy nebo
onemocnéni studijniho subjektu, které
pfimo souvisi spodanim hodnoceného
pripravku nebo fadnym provadénim jiného
postupu ve studii vsouladu s protokolem
a pisemnymi pokyny zadavatele pfedanymi
zdravotnickému zatizeni. Zadavatel neni
povinen poskytnout kompenzaci za (a) jiné
naklady souvisejici se zdravotni uUjmou
nebo onemocnénim (naprtiklad uslé mzdy),
(b) l1écebné vydaje, které jsou uhrazeny
soukromou treti stranou, (c)lécebné
vydaje, ke kterym dosSlo nasledkem
porusSeni protokolu nebo jiného pochybeni
nebo nedbalosti ze strany jakéhokoliv
zastupce nebo zaméstnance
zdravotnického zarizeni (vCetné personalu

studie), nebo (d) léc¢ebné vydaje na
zdravotni Ujmu  nebo  onemocnéni
nesouvisejici s hodnocenym pripravkem
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Sponsor’s written instructions to the
Institution, including, without limitation,
medical expenses associated with a pre-
existing medical condition or the
progression of the underlying disease.

anesouvisejici stadnym  provadénim
jakéhokoliv jiného postupu vyZadovaného
protokolem nebo pisemnymi pokyny
zadavatele predanymi zdravotnickému
zatizeni, mimo jiné vCetné 1écebnych vydajt
souvisejicich  sjiz diive existujicim
zdravotnim stavem nebo zhorSenim
zdkladniho onemocnéni.

3.5 Registration of Study. To the
extent required by Applicable Law, it shall
be the responsibility of the Sponsor to
register the Study at (1)
www.clinicaltrials.gov; (ii) any other
registry the requirements of which are
consistent with the guidelines of the
International Committee of Medical Journal
Editors (“ICMJE”) on trial registrations, in
each case to the extent required by the
ICMJE guidelines (as in effect at the time the
Study begins) in order for the Study results
to be eligible for publication in an ICMJE
journal; or (iii) any other registry as might
be required by Applicable Law.

3.5 Registrace studie. V rozsahu
vyZadovaném platnymi zakony bude
zadavatel odpovidat za registraci studie
(i) na webu www.clinicaltrials.gov;
(ii) vjiném registru, jehoZ poZadavky jsou
vsouladu spokyny Mezindrodni komise
vydavatelt 1ékarskych casopist (dale jen

JCMJE“)  pro registrace  klinickych
hodnoceni, ato vzdy v rozsahu

pozadovaném pokyny komise ICMJE
(platnymi v okamziku zahajeni studie), aby
vysledky studie spliiovaly poZzadavky na
publikovani v casopise ICMJE; nebo
(iii) v jakémkoliv jiném registru pokud to
bude poZadovano platnymi zakony.

3.6 Communication of
Findings. The Sponsor will use reasonable
efforts to promptly report to Principal
Investigator any findings discovered that
could affect the safety of participants or
their willingness to continue their
participation in the Study.

3.6 Informovani o zjiSténich.
Zadavatel vyvine primétené usili k tomu,
aby bezodkladné informoval hlavniho
zkouSejictho o vSech ziskanych poznatcich,
které by mohly ovlivnit bezpecnost
studijnich subjekti nebo jejich ochotu
pokracovat v Ucasti ve studii.

4. OWNERSHIP OF DATA, RECORDS,
AND INTELLECTUAL PROPERTY.

4, VLASTNICTVi UDAJUO, ZAZNAMU
A DUSEVNIi VLASTNICTVI.

4.1 Ownership of Data and
Records. All rights, title, and interest in (i)
the Study Materials, (ii) the Protocol, and
(iii) any other scientific, technical, business,

4.1 Vlastnictvi udajt
a zaznamii. VSechna prava, podily a naroky
k (i) materidlim ze studie, (ii) protokolu
a (iii) jakymkoliv jinym védeckym,
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or other data or information relating to the
Investigational Drug or this Agreement that
is disclosed to the Institution by the Sponsor
shall be the sole and exclusive property of
the Sponsor.

technickym, obchodnim nebo jinym udajim
nebo informacim souvisejicim
s hodnocenym pripravkem nebo touto
smlouvou, které zadavatel sdéli
zdravotnickému zarizeni, jsou vyhradnim
a vylu¢nym vlastnictvim zadavatele.

4.2 Ownership of Inventions.
The Institution shall promptly disclose, and
shall cause the Study Staff to promptly
disclose to the Sponsor in writing any
inventions or discoveries made in the
performance of the Study by or on behalf of
the Institution that relate to the
administration or use of the Investigational
Drug (“Inventions”). The Sponsor hereby
owns all right, title, and interest in and to
any Inventions and Institution agrees to
execute any documents or undertake any
further actions if requested by Sponsor to
evidence transfer of title thereto or to
facilitate the prosecution, allowance,
maintenance, correction, or extension of
any patent or patent application relating to
Inventions (including, but not limited to
assignments, declarations, affidavits, and
the like), at Sponsor’s reasonable expense.
The Institution represents and certifies that
all Study Staff are required to assign all
rights, title and interest in and to the
Inventions to Institution.

4.2  Vlastnictvi vynalezii.
Zdravotnické zarizeni bude neprodlené
informovat zadavatele azajisti, aby
persondl studie informoval zadavatele
pisemné o veskerych vynalezech nebo
objevech ucinénych pri provadéni studie
zdravotnickym  zarizenim nebo jeho
jménem, které souviseji s podanim nebo
pouzitim hodnoceného pripravku (dale jen
,vynalezy"“). Zadavatel timto vlastni veskera
prava, podily anaroky kjakymkoliv
vynalezim a zdravotnické zarizeni
souhlasi, Ze vyhotovi jakékoliv dokumenty
nebo podnikne jiné dalsi kroky, pokud
budou vyzadovany zadavatelem jako dlikaz
prevodu pravniho naroku na takové
vynalezy nebo kumozZnéni soudniho
vymahani, pridéleni, udrZovani, opravy
nebo rozsireni libovolného patentu nebo
patentové prihlasky v souvislosti s vynalezy
(mimo jiné vcetné postoupeni, prohlaseni,
mistopriseZznych prohlaSeni atp.), ato na
primérené naklady zadavatele.
Zdravotnické  zarizeni prohlasuje a
potvrzuje, Ze vSechen persondl studie je
povinen postoupit veSkera prava, naroky a
podily  vztahujici se k vynalezlim
zdravotnickému zarizeni.

5. CONFIDENTIALITY.

5. DUVERNOST.
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5.1 Obligations. For purposes of
this  Agreement, the following is
“Confidential Information”: (a) Study

Materials; (b) any information related to the
Study that is disclosed by or on behalf of the
Sponsor to the Institution orally or in
electronic or written form; and (c)
Inventions. During the term of this
Agreement and for a period of five (5) years
after the expiration or termination of this
Agreement (“Confidentiality Period”), the
Institution shall maintain the confidentiality
of the Confidential Information, and may not
transfer or disclose Confidential
Information to any third party other than
the EC and other applicable authorities,
except as provided in Section 5.3 or the
Protocol. During the Confidentiality Period,
the Institution may use Confidential
Information in performing the Study, for the
provision of related patient care, or for
other non-commercial internal clinical or
educational uses, but shall not use any
Confidential Information for any other
purpose.

5.1 Povinnosti. Pro ucely této
smlouvy se nasledujici povazuje za
,divérné informace”: (a) materidly ze

studie; (b) veSkeré informace souvisejici se
studii, které jsou sdéleny zadavatelem nebo
jeho jménem zdravotnickému zarizeni
ustné nebo elektronicky nebo pisemnou
formou; a (c) vynalezy. Po dobu trvani této
smlouvy a obdobi péti (5)let po vyprseni
nebo ukonceni platnosti této smlouvy (dale

jen ,obdobi mlcenlivosti“) bude
zdravotnické zarizeni uchovavat
mlcenlivost o divérnych informacich
anesmi predat nebo sdélit dlvérné

informace Zadné jiné treti strané kromé EK
a dalSich prislusnych organti, vyjma situaci
dle ustanoveni v ¢asti 5.3 nebo v protokolu.
Po dobu trvani obdobi mlcenlivosti mtze
zdravotnické zarizeni pouzivat divérné
informace pri provadéni studie,
k poskytovani souvisejici péce pacientim
nebo pro jiné nekomercni interni Kklinické
nebo vzdélavaci ucely, avSak nebudou
pouzivat diivérné informace pro zadné jiné
ucely.

5.2  Exceptions. Notwithstanding
Section 5.1, information shall be deemed not
to be Confidential Information to the extent
that it:

5.2 Vyjimky. Bez ohledu na
¢ast 5.1 se informace nebudou povaZovat za
diveérné jestlize:

(a)is or later becomes
publicly known other than through a breach
of this Agreement by the Institution, its
employees, or its agents (including the
Principal Investigator);

(a) jsou nebo se pozdéji
stanou verejné zndmymi jinym zpisobem
nez porusenim této smlouvy zdravotnickym
zarizenim, jeho zaméstnanci nebo jeho
zastupci (vcetné hlavniho zkousejiciho);

(b) is lawfully made available
to the Institution, its employees, or its
agents (including the Principal Investigator)
by a third party that the Institution

(b) jsou pravoplatné
zpristupnény zdravotnickému zarizeni,
jeho zaméstnancim nebo zastupcim
(vCetné hlavniho zkouSejictho) treti
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reasonably believes owes no obligation of
confidentiality to the Sponsor; or

stranou, uniz se zdravotnické zarizeni
divodné domniva, Ze nema Zadnou
povinnost zachovani mlcenlivosti vici
zadavateli; nebo

(c) was already known to or
is independently developed by the
Institution, its employees, or its agents
(including the Principal Investigator), as
evidenced by written records.

(c) jiz byly zndmy nebo jsou
nezavisle vytvoreny zdravotnickym
zarizenim, jeho zaméstnanci nebo zastupci
(v€etné hlavniho zkouSejiciho), coz lze
dolozit pisemnymi zaznamy.

5.3 Permitted Disclosures.
Notwithstanding Section 5.1, Confidential
Information may be disclosed to the extent
that it:

5.3 Povolené zpristupnéni. Bez
ohledu na ¢ast5.1 mohou byt davérné
informace zpristupnény do té miry,
v nasledujicich ptipadech:

(a) is disclosed to Study Staff,
but only to the extent required in
connection with the performance of the
Study, and only if such Study Staff are
subject to obligations of confidentiality and
non-use at least as restrictive as those in this
Article 5;

(a) jsou-li sdéleny personalu
studie, ale pouze vrozsahu potiebném ve
spojeni s provadénim studie apouze
v pripadé, Ze je takovy personal studie
vazan povinnostmi zachovani mlcenlivosti
a nepouZiti, které jsou prinejmensim stejné
restriktivni  jako  povinnosti v tomto
¢lanku 5;

(b)is disclosed to Study
Subjects or prospective Study Subjects as
reasonably necessary or appropriate in the
course of discussions regarding the
Informed Consent, or the performance of
the Study;

(b) jsou-li sdéleny studijnim
subjektim nebo potencidlnich studijnim
subjektlim, jak je primérené potiebné nebo
vhodné vpribéhu diskusi ohledné
informovaného souhlasu nebo provadéni
studie;

(c) is disclosed to a physician
or a Study Subject as reasonably necessary
or appropriate in connection with the
medical treatment of the Study Subject;

(c) jsou-li sdéleny lékari nebo
studijnimu subjektu, jak je primérené
potifebné nebo vhodné v souvislosti
s lé¢bou studijniho subjektu;
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(d) is required to be disclosed
by the Institution by law or by order of any
governmental authority; provided,
however, that, except with respect to
disclosures made pursuant to Section 2.7,
the Institution shall use reasonable efforts
to disclose the minimum Confidential
Information necessary to comply with such
requirement, and the Institution shall give
the Sponsor advance notice of the
disclosure when practicable, and prompt
notice of the disclosure otherwise, to permit
the Sponsor to seek a protective order to

(d)je-li jejich zpristupnéni
zdravotnickym zarizenim vyZadovano ze
zdkona nebo na zakladé narizeni
prisluSného statntho uradu; avSak za
predpokladu, Ze kromé sdéleni ucinénych
podle Casti 2.7 vyvine zdravotnické zatizeni
primérené usili ktomu, aby zpristupnilo
divérné informace v minimalni mire
nezbytné ke splnéni takového pozadavku,
azaroven bude zdravotnické zarizeni o
tomto zpiistupnéni predem informovat
zadavatele, bude-li tomozné, jinak mu toto
zpristupnéni bezodkladné oznami, aby se

limit the disclosure. zadavatel mohl pokusit o omezeni
zpristupnéni.
5.4  Confidentiality of Terms. 5.4  Divérnost podminek.

Institution shall maintain the confidentiality
of the terms of this Agreement, subject to
Section 7.5 and the exceptions set forth in
Sections 5.2 and 5.3.

Zdravotnické zarizeni bude zachovavat
mlcenlivost o podminkach této smlouvy,
vsouladu s c¢lankem 7.5 avsouladu s
vyjimkami uvedenymi v ¢lancich 5.2 a 5.3.

6. BIOLOGICAL SAMPLES.

6. BIOLOGICKE VZORKY.

6.1 Definition. “Biological
Sample” means (i) any material collected
from a Study Subject, including, without
limitation, any blood, serum, urine, saliva,
bone marrow or tissue sample, and (ii) any
tangible material isolated therefrom,
including but not limited to DNA, RNA and
other biological substances.

6.1 Definice. ,Biologicky vzorek”
znamena (i) jakykoliv material odebrany
studijnimu subjektu, mimo jiné vcetné
vzorku krve, séra, modi, slin, kostni dfené
nebo tkané, a (ii) jakykoliv hmotny material
znich izolovany, mimo jiné vcetné DNA,
RNA a dalSich biologickych latek.

6.2  Collection, Storage and Use
Under Protocol. If the Protocol requires the
collection of Biological Samples, then
Institution shall collect and use such
Biological Samples in accordance with the
Protocol, the Informed Consent, and in
compliance with Applicable Law. At the

6.2 Odbér, uchovavani
a pouziti podle protokolu. Pokud protokol
vyZaduje odbér biologickych vzorki, pak
zdravotnické zarizeni bude odebirat
apouzivat takové biologické vzorky
vsouladu s protokolem, informovanym
souhlasem a platnymi zakony. Na Zadost
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request of Sponsor, or if otherwise required
by the Protocol, Institution shall deliver the
Biological Samples to Sponsor or Sponsor’s
designee. Sponsor shall use such Biological
Samples in accordance with the Protocol,
the Informed Consent, and in compliance
with Applicable Law.

zadavatele, nebo pokud je to jinak
vyZadovano protokolem, doda zdravotnické
zatizeni biologické vzorky zadavateli nebo

zastupci  zadavatele. Zadavatel bude
pouzivat takové biologické  vzorky
vsouladu s protokolem, informovanym

souhlasem a platnymi zakony.

6.3 Retention and Destruction.
Institution and Sponsor, as applicable, shall
maintain all Biological Samples for as long
as required by the Protocol and Applicable
Law. Neither Institution nor Principal
Investigator shall destroy or permit the
destruction of any Biological Samples in
their possession without the prior written
consent of Sponsor. At the request of
Sponsor, Institution shall either deliver
Biological = Samples in Institution’s
possession to Sponsor or continue to store
Biological Samples for any period that the
Sponsor may request at Sponsor’s expense.

6.3 Uchovani a zniceni.
Zdravotnické =zarizeni a zadavatel, dle
situace, budou uchovavat vSechny
biologické vzorky tak dlouho, jak to
vyZzaduje protokol aplatné zakony.
Zdravotnické zarizeni ani hlavni zkousSejici
nezni¢i ani nepovoli zniceni jakychkoliv
biologickych vzorkG vjejich drZeni bez
predchoziho pisemného souhlasu
zadavatele. Na  Zadost  zadavatele
zdravotnické zarizeni bud' zadavateli doruci
biologické vzorky, které ma zdravotnické
zarizeni ve svém drzeni, nebo bude nadale
biologické vzorky uchovavat po obdobi,
které zadavatel mlze pozadovat, ato na
naklady zadavatele.

6.4 Secondary Research.
Institution may not (i) use the Biological
Samples collected under the Protocol, (ii)
collect additional quantities of Biological
Samples (i.e. exceeding quantities which the
Protocol specifies to be collected), and/or
(iii) retain any quantities of Biological
Samples not wused for purposes of
conducting the research specified by the
Protocol, for purposes of testing or use in
research that is not described in the
Protocol, including  pharmacokinetic,
pharmacogenomics, and biomarker testing
and research.

6.4 Sekundarni vyzkum.
Zdravotnické zarizeni nesmi (i) pouzivat
biologické vzorky ziskané podle protokolu,
(ii) odebirat dodatetna mnoZzstvi
biologickych vzorki (tj. prekracujici
mnozstvi, jejichZ odbér stanovuje protokol)
a/nebo (iii) uchovavat jakakoliv mnoZstvi
biologickych vzorkl nepouzitych pro ucely
provadéni  vyzkumu  specifikovaného
protokolem pro ucely testovani nebo
pouziti ve vyzkumu, které nejsou popsany
v protokolu, vcetné farmakokinetického
a farmakogenomického vyzkumu
a testovani a vyzkumu biomarkerd.
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7. PUBLICATION AND DISCLOSURE.

7. PUBLIKOVANI A ZVEREJNENT.

7.1 Right of  Publication.
Notwithstanding  Section 5.1, upon
completion or termination of the Study and
subject to this Article 7, the Institution may
publish, otherwise publicly disclose or
submit for publication an article,
manuscript, abstract, report, poster,
presentation, or other material, in written
or electronic form, that includes: (i) an
analysis of the results of the Study
generated by the Institution and/or
Principal Investigator at the Institution; (ii)
a summary of the Protocol; and (iii)
supporting data generated by the
Institution and/or Principal Investigator at
the Institution in connection with the Study
and identifying information regarding the
Investigational Drug, in each case as would
be reasonably required for purposes of
publication in a peer-reviewed scientific
journal (any such article, manuscript,
abstract, report, poster, presentation, or
other material, a “Manuscript”).

7.1 Pravo publikovani. Bez
ohledu na ¢ast5.1, po dokonceni nebo
ukonceni studie a podle tohoto ¢lanku 7 smi
zdravotnické zarizeni publikovat nebo jinak
zvefejnit nebo predlozit k publikovani
clanek, rukopis, abstrakt, zpravu, plakat,
prezentaci nebo jiny materidl v pisemné
nebo elektronické formé, ktery obsahuje:
(i) analyzu vysledki studie vytvorenou
zdravotnickym zarizenim a/nebo hlavnim
zkouSejicim ve zdravotnickém zarizeni;
(ii) souhrn  protokolu; a (iii) podpirné
udaje vytvorené zdravotnickym zarizenim
a/nebo hlavnim zkouSejicim ve
zdravotnickém zarizeni ve spojeni se studif
a identifikujici  informace tykajici se
hodnoceného pripravku tak, jak by bylo
diivodné pozadovano pro ucely publikace
v odborném védeckém casopise (jakykoliv
takovy clanek, rukopis, abstrakt, zprava,
plakat, prezentace nebo jiny material je
oznacovan dale jako ,rukopis®).

7.2  Multi-Center Publication.
The parties, recognizing the importance of
communicating clinical trial results to the
public and to the medical and scientific
communities in an accurate and complete
manner, intend for the first publication of
the Study to include the results from all of
the Study centers and to appear in a peer-
reviewed scientific journal, in accordance
with the Protocol. Without the prior written
agreement of the Sponsor, the Institution
shall not publish, submit or otherwise
present for publication, directly or
indirectly, any Manuscript prior to the
publication of an article in a peer-reviewed

7.2  Multicentricka publikace.
S prihlédnutim k dilezitosti sdéleni
vysledkt klinického hodnoceni verejnosti
alékarské avédecké komunité presnym
a uplnym zplisobem maji strany v umyslu

do prvni publikace studie zahrnout
vysledky ze vSech studijnich center
azverejnit je vodborném védeckém
Casopise, v souladu s protokolem.

Zdravotnické zatizeni bez predchoziho
pisemného souhlasu zadavatele nebude
publikovat nebo jinak  predkladat
k publikaci, primo ¢i neptimo, jakykoliv
rukopis pred publikovanim  clanku
v odborném védeckém casopise, ktery bude
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scientific journal summarizing the data
generated by all of the Study centers, unless
no such article is so published before the
first anniversary of the finalization of the
clinical study report, in which case the
Institution may publish or submit for
publication a Manuscript without further
delay (subject to the other Sections of this
Article 7).

shrnovat udaje vytvorené vSemi studijnimi
centry; pokud ovSem takovy ¢lanek nebude
publikovan pred prvnim vyroc¢im finalniho
dokonceni  zpravy oklinické studii,
zdravotnické zarizeni miize publikovat
nebo predlozit k publikovani rukopis bez
dalSiho odkladu (v souladu s dalS$imi ¢astmi
tohoto C¢lanku 7).

7.3 Review Period. Not less than
forty-five (45) days prior to submission for
publication or presentation of any
Manuscript, the Institution shall, or shall
cause the Principal Investigator to, provide
the Sponsor with a copy of the Manuscript.
The Institution shall consider in good faith
any comments submitted by the Sponsor
regarding the content thereof, and shall
delete any Confidential Information that the
Sponsor requests in writing be deleted. At
the Sponsor’s request, the Institution shall
delay publication for an additional sixty
(60) days to allow patent applications to be
filed.

7.3 Obdobi pirezkumu. Nejméné
Ctyficet pét (45)dnl pied predloZenim
k publikovani nebo prezentaci rukopisu
zdravotnické zarizeni predlozi, nebo zajisti,
aby hlavni zkousSejici predloZil, zadavateli
kopii rukopisu. Zdravotnické zarizeni zvazi
vdobré vire pripominky predané
zadavatelem ohledné obsahu rukopisu
a odstrani jakékoliv diivérné informace,
jejichz odstranéni zadavatel pisemné
poZaduje. Na Zadost zadavatele odlozi
zdravotnické zarizeni publikovani o dalSich
Sedesat (60) dnli, aby umoznilo podani
patentovych prihlasek.

7.4  Use of Name. Neither party
may use the name, logo, or trademark of the
other party or its employees or Affiliates in
any press release, publicity, or advertising
without the prior written approval of the
other party, except as required by
Applicable Law or expressly permitted by
this Agreement.

7.4 Pouziti jména. Zadna ze
stran nesmi pouZivat jméno, logo nebo
obchodni znacku jakékoliv jiné strany nebo
jejich zaméstnanci nebo piidruzenych
spolecnosti v zadnych tiskovych zpravach,
vefejném  sdéleni nebo reklamnich
materidlech bez predchoziho pisemného
souhlasu druhé strany, vyjma situaci, kdy je
to poZadovano platnymi zakony nebo
vyslovné povoleno touto smlouvou.

7.5 Disclosure by Institution.
The Institution shall have the right to
include the Study title and any other

7.5 Zverejnéni zdravotnickym
zarizeni. Zdravotnické zatrizeni bude mit
pravo uvést nazev studie ajiné verejné
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information publicly available on any
registry in which the Study is listed
pursuant to Section 3.5, in any list of active
or past clinical trials conducted by the
Institution published on the Institution’s
website or in an Institution print
publication; provided, however, that no
additional information, whether about the
Study, the Investigational Drug, or the
Sponsor, may be included.

dostupné informace v libovolném registru,
v némz je studie uvedena podle ¢asti 3.5, do
jakéhokoliv seznamu aktivnich nebo
ukoncenych klinickych hodnoceni
provadénych ve zdravotnickém zatizeni na
webu  zdravotnického zafizeni nebo
v tiSténé publikaci zdravotnického zarizeni;
avSak za predpokladu, Ze nesmi byt pridany
zadné dodate¢né informace o studii,
hodnoceném pripravku nebo zadavateli.

7.6  Disclosure by Sponsor. The
Institution and Principal Investigator
acknowledge that the Sponsor is required
by applicable laws and pharmaceutical
industry codes of conduct to document and
publicly disclose certain transfers of value
made to healthcare professionals and
healthcare  organizations, and such
disclosures may include information about
the payments or other transfers of value
provided to Institution and/or the Principal
Investigator and Study Staff under this
Agreement. The Sponsor may store and use
information relating to the Institution,
Principal Investigator and/or Study Staff
and arising out of this Agreement for the
purpose of its business and may publicly
disclose in its discretion such information
(including, but not limited to, the name and
professional address of the Institution
and/or the Principal Investigator and Study
Staff, any financial and in-kind payments
received under this Agreement, the nature
of the engagement and any other payment
or service-related information) as may be
deemed appropriate by Sponsor for the
fulfillment of its transparency obligations or
as may otherwise be dictated by Applicable
Law or any pharmaceutical industry codes
of conduct to which the Sponsor or any of its

7.6 Zverejnéni zadavatelem.
Zdravotnické zarizeni ahlavni zkouSejici
berou na védomi, Ze =zadavatel ma
povinnost plynouci zplatnych zakoni
akodexti  farmaceutického  primyslu
dokumentovat a zverejnit urcita hodnotna
plnéni predana zdravotnickym

pracovnikiim a zdravotnickym organizacim
aze takové zverejnéni muze zahrnovat
informace o platbach a dalSich hodnotnych
plnénich poskytnutych zdravotnickému
zatrizeni a/nebo hlavnimu zkouSejicimu
apersondlu studie podle této smlouvy.
Zadavatel milze uchovavat a pouzivat
informace vztahujici se ke zdravotnickému
zarizeni, hlavnimu zkousSejicimu a/nebo
persondlu studie avyplyvajici z  této
smlouvy pro ucely svého podnikani a mize
dle svého rozhodnuti tyto informace
zvefejnit (mimo jiné vcetné jména
a pracovni adresy zdravotnického zarizeni
a/nebo hlavniho zkouSejiciho a personalu
studie, jakychkoliv finan¢nich nebo vécnych
uhrad prijatych podle této smlouvy, povahy
spoluprace ajakékoliv jiné informace
souvisejici s platbami nebo sluzbami), jak
miiZze zadavatel povazovat za vhodné pro
splnéni  svych  povinnosti  ohledné
transparentnosti nebo jak miize byt jinak
narizeno platnymi zakony nebo kodexy
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Affiliates is subject. For such purposes, the
Sponsor may transfer such information to
its Affiliates and/or third-party service
providers, who may be established in a
different jurisdiction to the Institution and
Principal Investigator, which jurisdiction
may not offer the same level of protection
for personal information. Payments to the
Institution for work done by specified
individuals may reference both the
Institution and the individual. In accordance
with applicable data protection laws, the
Principal Investigator and Study Staff may
contact the Sponsor at any time to correct
any mistakes or request deletion of their
personal information held by Sponsor.

farmaceutického primyslu, kterym
zadavatel nebo jeho pridruZené spolec¢nosti
podléhaji. Pro takové ucely miize zadavatel
predat takové informace svym
pridruZenym spole¢nostem a/nebo
nezavislym poskytovatelim sluzeb (treti
strané), ktefi mohou mit sidlo v misté
s jinou uzemni prislusnosti nez
zdravotnické zarizeni a hlavni zkouSejici,
kde nemusi platit stejna droven ochrany
osobnich 1udaji. Platby zdravotnickému
zarizeni za praci vykonanou
specifikovanymi jednotlivci mohou
odkazovat jak na zdravotnické zarizeni, tak
na jednotlivce. V souladu s platnymi zakony
o ochrané osobnich Udaji mize hlavni
zkousejici apersonal studie kdykoliv
kontaktovat zadavatele a poZadovat opravu
chyb nebo odstranéni svych osobnich udajt
v drZeni zadavatele.

7.7 Acknowledgment. The
Institution shall publicly acknowledge in
any Manuscript the Sponsor’s financial or
editorial contribution to the research, and
the Institution may use the Sponsor’s name
for that purpose.

7.7  Priznani prispévku.
Zdravotnické zarizeni vefejné prizna
vjakémkoliv rukopisu finan¢ni nebo

redakéni prispéni zadavatele k vyzkumu.
Pro tento ucel smi zdravotnické zarizeni
pouzit nazev zadavatele.

8. INDEMNITIES AND INSURANCE.

8. ODSKODNENI A POJISTENI.

8.1 Indemnification. The
Sponsor shall indemnify, defend, and hold
harmless the Institution the Principal
Investigator, and Study Staff from any loss,
liability, damage, or expense (including
reasonable attorneys’ fees and costs until
such time as the Sponsor assumes the
defense) from any claim of bodily injury,
illness or death that may arise directly from
the administration of the Investigational

8.1 Odskodnéni. Zadavatel
odskodni zdravotnické zarizeni, hlavniho
zkouSejictho a personal studie, bude je
branit a zbavi je odpovédnosti za jakoukoliv
ztratu, pravni odpovédnost, Skodu nebo
vydaje (vCetné priméfenych poplatki
anakladii na pravni zastoupeni, do doby,
kdy zadavatel prevezme obhajobu) vzniklé
z jakéhokoliv naroku vzneseného na
zakladé ubliZzeni na zdravi, onemocnéni
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Drug or the proper performance of any
procedure required by the Protocol or the
Sponsor’s written instructions; provided,
however, that to the extent that the claim is
a result of (a) the failure of the Institution,
Principal Investigator or Study Staff to
comply with the terms of this Agreement or
to follow the Protocol or the Sponsor’s
written instructions, accepted medical
practice, or Applicable Law, or (b) any act of
negligence or willful misconduct of the
Institution, Principal Investigator or Study
Staff (claims arising from (a) and (b) being
referred to as “Institution Error Claims”),
the Sponsor shall have no such obligation,
and the Institution shall indemnify, defend,
and hold harmless the from any loss,
liability, damage or expense, but only to the
extent arising from any such Institution
Error Claim.

nebo umrti, které muize vyplynout primo
z podani hodnoceného pripravku nebo
fadného provadéni jakéhokoliv postupu
vyZadovaného protokolem nebo pisemnymi
pokyny zadavatele; avSak za predpokladu,
Ze vrozsahu, vjakém je takovy narok
nasledkem (a) nedodrzovani podminek této
smlouvy nebo nedodrZovani protokolu
nebo pisemnych pokynli zadavatele,
zavedené lékarské praxe nebo platnych
zakonil ze strany zdravotnického zarizeni,
hlavniho zkouSejictho nebo personalu
studie nebo (b)jednani z nedbalosti nebo
védomého zanedbani ze strany
zdravotnického zarizeni hlavniho
zkousejiciho nebo personalu studie (naroky
vznikajici podle bodu (a) a (b) se oznacuji
jako  ,naroky  zdGvodu  pochybeni
zdravotnického zarizeni"), zadavatel
nebude mit Zzadné takové povinnosti
a zdravotnické zatizeni zadavatele
odskodni, bude jej chranit a zbavi jej
odpovédnosti, za jakoukoliv ztratu, pravni
odpovédnost, Skodu nebo vydaje, ale pouze
vrozsahu, vjakém budou tyto vyplyvat
z pochybeni jakéhokoliv takového naroku
z diivodu zdravotnického zarizeni.

8.2 Limitation of Liability.
Except for the parties’ indemnification
obligations above or as otherwise

determined by a final adjudicated court
order, neither party hereto shall have any
liability to the other for any special, indirect
or consequential losses or damages suffered
by the other.

8.2 Omezeni odpovédnosti.
S vyjimkou zavazkd odskodnéni smluvnich
stran uvedenych vySe nebo pripadd, kdy
pravomocné narizeni prislusSného soudu
stanovi jinak, nebude mit Zzadna ze
smluvnich stran pravni odpovédnost vici
druhé strané za jakékoliv specialni, nepiimé
nebo nasledné ztraty nebo skody utrpéné
druhou stranou.

8.3 Indemnification Procedure.
The party seeking indemnification (the
“Indemnitee”) shall promptly notify the

8.3 Postup odskodnéni. Strana
pozadujici odskodnéni (dale jen
,0dSkodnovana strana ”) bude bezodkladné
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other party (the “Indemnitor”) of any claim,
loss, or expense likely to lead to a claim for
indemnification, along with all material
related information. If such notice is not
prompt, the Indemnitor’s obligation under
this Article 8 will be reduced to the extent
that such delay prejudices the Indemnitor’s
defense of the claim. The Indemnitor shall
have the right to manage the defense and
settlement of any claim, except that the
Indemnitor may not enter into any
settlement admitting fault on behalf of the
Indemnitee without the Indemnitee’s prior
written approval. The Indemnitee may not
enter into any settlement of any such claim
without the written permission of
Indemnitor. The Indemnitee  shall
reasonably cooperate with the Indemnitor
in the defense of the claim. The Indemnitee
may hire its own counsel, at its own
expense, to monitor the defense. In addition,
the Indemnitee may elect to assume control
of the defense of such claim, in which case
the Indemnitor shall have no obligation to
indemnify or further defend the Indemnitee
with respect to such claim.

informovat druhou stranu (dale jen
,0dSkodnujici strana“) o jakémkoliv naroku,
ztraté nebo nakladech, které
pravdépodobné povedou ke vzneseni
naroku na odskodnéni, spolecné
sveskerymi  zasadnimi  souvisejicimi
informacemi. Pokud nebude takové
oznameni provedeno neprodlené,
povinnost odSkodnujici strany podle tohoto
¢lanku 8 bude omezena v rozsahu, v jakém
takové  prodleni poskodi  obhajobu
odskodnujici strany proti danému naroku.
Odskodnujici strana bude mit pravo vést
obhajobu a vyrovnani jakéhokoliv naroku,
stou vyjimkou, Ze odSkodiujici strana
nesmi pristoupit na jakékoliv vyrovnani

priznavajici  pochybeni odsSkodnované
strany bez predchoziho pisemného
souhlasu odskodnované strany

Odskodiiovana strana nesmi pristoupit na
vyrovnani zadného takového naroku bez
pisemného svoleni odskodnujici strany.
Odskodiiovana strana bude v rozumné mire
spolupracovat s odSkodinujici stranou na
obhajobé proti naroku. OdSkodiniovana
strana si mlze na vlastni vydaje najmout
vlastniho pravnika, ktery bude sledovat
obhajobu. Navic si odSkodnovana strana
zbavena odpovédnosti miize zvolit, Ze
prevezme kontrolu nad obhajobou proti
takovému naroku, avtakovém pripadé
nebude mit odskodnujici strana zZadnou
povinnosti odskodnit / zbavit odpovédnosti
nebo dale obhajovat odSkodiiovanou stranu

zbavenou odpovédnosti sohledem na
takovy narok.
8.4 Insurance. During the term 8.4 Pojisténi. Po dobu trvani

of this Agreement and for three (3) years
thereafter, the Sponsor shall secure and
maintain in full force and effect a liability

platnosti této smlouvy a tii (3) let poté bude
zadavatel mit uzavreno a bude udrzovat v
plné platnosti a UCinnosti pojiSténi
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insurance in accordance with Section 52
Paragraph 3 Letter f) of the Act No.
378/2007 Coll., onpharmaceuticals. Upon
request, Sponsor shall provide to the other
party a certificate of such insurance.

odpovédnosti v souladu s ustanovenimi §
52 odst. 3, pism. f) zakona ¢. 378/2007 Sb.,,
o lécivech. Na vyzadani zadavatel poskytne
druhé strané osvédcCeni o takovém
pojisténi.

Institution will maintain, for
the duration of this Agreement,
(professional liability) insurance pursuant
to Section 45 Paragraph 2 Letter n) of the
Act No. 372/2011 Coll., on health services,
as amended. Upon request, Institution shall
provide to the Sponsor a certificate of
insurance.

Zdravotnické zarizeni bude
udrzovat po dobu trvani platnosti této
smlouvy pojisténi (profesni odpovédnosti)
dle § 45 odst. 2 pism. n) zakona ¢.372/2011
Sb.,, o zdravotnich sluzbach, ve znéni
pozdéjsich predpisu. Zdravotnické
zarizeni na vyzadani poskytne zadavateli
osvédceni o takovém pojisténi.

9. REPRESENTATIONS
COVENANTS.

AND

0. PROHLASENI A UJEDNANI.

9.1 Regulatory Approvals. Each
party represents and warrants that it has
and will maintain during the term of this
Agreement all regulatory approvals
required for the conduct of its respective
activities in connection with the Study, and
that all persons who perform activities
under this Agreement on its behalf
(including, in the case of the Institution, the
Study Staff) have and will have the
necessary expertise, qualifications,
certifications and training, including,
without limitation, training related to
current Good Clinical Practices (“cGCP”).

9.1 Schvaleni
urady. Kazdd ze stran prohlasuje
azaruCuje, Ze ma abude wudrZovat
v platnosti béhem této smlouvy veskera
schvaleni kontrolnich uUfadii pozadovana
pro provadéni prisluSnych cinnosti
v souvislosti se studii, a Ze vSechny osoby,
které provadéji ¢innosti podle této smlouvy
jejim jménem (v pripadé zdravotnického
zatizeni vcetné persondlu studie), maji
abudou mit potifebné odborné znalosti,
kvalifikace, certifikace a Skoleni, mimo jiné
vcéetné Skoleni tykajictho se aktualni
spravné klinické praxe (dale jen ,aSKP“).

kontrolnimi

9.2 Required Filings. In order to
comply with the requirement of the
applicable regulations including, but not
limited to, The Register of Contracts Act No.
340/2015 Coll,, as amended, and guidelines
and regulations issued by the Ministry of the
Czech Republic (hereinafter referred to as

9.2 Povinna registrace. Pro
dodrzeni pozadavkl platnych predpist,
mimo jiné vcetné zdkona ¢.340/2015 Sb.,
o registru smluv, v platném znéni, a pokynti
a predpisti vydanych ministerstvem Ceské
republiky (dale oznacovany jako ,registr
smluv“), strany souhlasi s uvefejnénim
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“Contract Register”), the Parties agree with
the disclosure of this Agreement by the
Institution. The parties have agreed that
information designated as Confidential
Information or trade secret information by
the Sponsor shall be removed before the
Agreement is entered in the Register of
Contracts and that Annexes shall not be
published in the Register of Contracts. The
Sponsor shall provide the redacted version
of this Agreement electronically to the e-
mail address: XXXXXXXXXX in a machine-
readable format, no later than on the date of
full execution of this Agreement and by

doing so, enable that the Redacted
Agreement is published in the Contract
Register. The Institution shall ensure

publication of the Agreement within twenty
(20) days and shall inform the Sponsor and
CRO about the disclosure at e-mail address:
XXXXXXXXXXXXXXXXXXXXXXXXX.

smlouvy zdravotnickym zarizenim. Strany
se dohodly, Ze informace, jez zadavatel
oznaCil za d0vérné informace nebo
obchodni tajemstvi, budou pred tim, nez
bude smlouva vloZena do registru smluv,
odstranény a Ze prilohy nebudou v registru
smluv  zverejnény. Zadavatel zaSle
nejpozdéji vden podpisu této smlouvy
upravenou verzi této smlouvy, ve strojové
Citelném formatu v elektronické podobé na
emailovou adresu XXXXXXXXX, ¢imz
umozni uverejnéni upravené smlouvy
vregistru smluv. Zdravotnické zarizeni
zajisti uverejnéni smlouvy do dvaceti (20)
dnli. Notifikace spravce registru o
uveiejnéni bude zasldna na e-mailovou
adresu: XXXXXXXXXXXXXXXXX

9.3 Debarment. The Institution
certifies that it is not (a) debarred by the
FDA under 21 U.S.C. § 335a or any foreign
equivalent or to the Institution’s knowledge
is not threatened with debarment by a
pending proceeding, action, or
investigation, (b) excluded from
participation in any care program under
any applicable law and is not the subject of
an exclusion proceeding, and (c) otherwise
disqualified under applicable law, or to the
Institution’s knowledge is not threatened
with such disqualification by a pending
proceeding, action, or investigation, from
participating in the Study. The Institution
certifies that it will not engage, directly or
indirectly, any person (including the
Principal Investigator) to perform services
under this Agreement if (a) that person is

9.3 Zakaz c¢innosti.
Zdravotnické zarizeni potvrzuje, Ze (a) mu
nebyla zakazana ¢innost uradem FDA podle
ustanoveni amerického zakona 21 U.S.C.
§ 335a nebo jinym obdobnym zahrani¢nim
urfadem, ani dle védomi zdravotnického
zarizeni mu nehrozi zdkaz c¢innosti podle
zaddného probihajiciho rizeni, Zaloby nebo
Setfeni, (b) nebylo vylouceno z ucasti
vzadném zdravotnim programu podle
prislusnych pravnich predpisti a nepodléha
fizeni  ovylouceni a(c)neni jinak
diskvalifikovano podle prislusnych
pravnich predpisi ani mu dle védomi
zdravotnického =zarizeni nehrozi Zadna
takova diskvalifikace na zakladé
probihajictho tizeni, Zaloby nebo Setieni
z Ucasti ve studii. Zdravotnické zarizeni
potvrzuje, Ze nenajme, primo ¢i nepiimo,
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debarred by the FDA or any foreign
equivalent or to the Institution’s knowledge
is threatened with debarment by a pending
proceeding, action, or investigation, (b) that
person is excluded from participation in any
health care program or is the subject of an
exclusion proceeding, or (c) that person is
otherwise disqualified under applicable
law, or to the Institution’s knowledge is
threatened with such disqualification by a
pending proceeding, action, or
investigation, from participating in the
Study. The Institution certifies that it will
immediately notify the Sponsor in writing if
any such debarment, exclusion, or
disqualification occurs, or if any such
debarment, exclusion, or disqualification
proceeding, action, or investigation is
commenced or, to the Institution’s
knowledge, is threatened, with respect to
any such person. The Sponsor certifies that
it is neither debarred by the FDA under 21
US.C. § 335a or otherwise disqualified
under federal or state law and that it will not
use any persons that are either debarred by
the FDA under 21 U.S.C. § 335a or otherwise
disqualified under federal or state law to
assist the Sponsor in conducting the Study.

Zadnou osobu (vCetné hlavniho
zkousSejiciho) k provadéni sluzeb podle této
smlouvy, pokud (a) dana osoba ma zakaz
¢innosti ze strany uradu FDA nebo jiného
obdobného zahrani¢niho uradu ani dle
védomi zdravotnické zarizeni ji nehrozi
zakaz cinnosti na zakladé probihajiciho
tizeni, Zaloby nebo Setfeni, (b) dana osoba
je vyloucena zucasti na federalnim
zdravotnim programu podle platnych
pravnich predpisi nebo podléha ftizeni
o vylouceni, nebo (c) dana osoba je jinak
diskvalifikovana podle platnych pravnich
predpist nebo dle védomi zdravotnického
zarizeni hrozi takova diskvalifikace na
zakladé probihajiciho rizeni, Zaloby nebo
Setfeni zucasti ve studii. Zdravotnické
zarizeni potvrzuje, Ze bude okamZité
pisemné informovat zadavatele, pokud
dojde  ktakovému zakazu cCinnosti,
vylouceni nebo diskvalifikaci nebo pokud je
zahdjeno tizeni o takovém zakazu Cinnosti,
vylouceni nebo diskvalifikaci, Zalobé nebo
Setfeni nebo pokud je zdravotnickému
zarizeni znamo, Ze takové vylouceni hrozi v
souvislosti s takovou osobu. Zadavatel
potvrzuje, Ze mu nebyla zakdzdna Cinnost
uradem FDA podle ustanoveni amerického
zakona 21 U.S.C. § 335a ani neni jinak
diskvalifikovan podle federalniho nebo
statniho zakona a Ze nevyuzije Zadné osoby,
kterym byla zakazdna ¢innost ufadem FDA
podle ustanoveni amerického zdkona 21
US.C. § 335a nebo které byly jinak
diskvalifikovany podle federalniho nebo
statniho zakona, k tomu, aby zadavateli
pomahaly pri provadénti studie.

9.4 Fair Market Value. Each
party represents that the compensation
provided under this Agreement represents

9.4 Spravedliva trzni hodnota.
Kazda ze stran prohlasuje, Ze finan¢ni
odmény poskytované podle této smlouvy
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the fair market value of the activities
performed by the Institution, has been
negotiated in an arm’s-length transaction,
and has not been determined in any manner
with regard to any implicit or explicit
agreement to provide favorable
procurement decisions with regard to the
Sponsor’s products, or to the value or
volume of any business or referrals
generated between the parties.

predstavuji spravedlivou trzni hodnotu
Cinnosti  provadénych  zdravotnickym
zarizenim, byly sjednany objektivné
anebyly stanoveny zplsobem, ktery by
zohlediioval implicitni nebo explicitni
dohodu zajistit piiznivé rozhodnuti
o zakdzkach tykajicich se produkti
zadavatele nebo hodnoty nebo objemu
zakazek nebo doporuceni vznikajici mezi
stranami.

9.5 No Charge. The Institution
covenants that it will not charge any Study
Subject or any third party for (i) the
Investigational Drug, or (ii) any items or
services that are funded by the Sponsor
under this Agreement or that are provided
without charge by the Sponsor for Study
purposes.

9.5 Bez poplatki. Zdravotnické
zarizeni se zavazuje, Ze nebude uctovat
studijnim subjektim nebo tieti strané
poplatky za (i) hodnoceny pripravek, nebo
(ii) jakékoliv polozky nebo sluzby, které
jsou financovany zadavatelem podle této
smlouvy nebo jsou poskytnuty bezplatné
zadavatelem pro ucely studie.

9.6 Power and Authority. The
Institution represents that it has the
requisite power and authority to cause all
Study Staff to comply with the Institution’s
obligations under this Agreement.

9.6 Pravomoc a opravnéni.
Zdravotnické zarizeni prohlasuje, Ze ma
potfebnou pravomoc a opravnéni k tomu,
aby zajistilo, aby personal studie, dodrzoval
zavazky zdravotnického zarizeni podle této
smlouvy.

9.7 Institution Disclosures. The
Institution: (a) shall cause the Principal
Investigator to provide to the Sponsor a
completed and signed Site Information
Form and a curriculum vitae or other
statement of qualifications showing the
education, training, and experience that
qualifies the Principal Investigator as an
expert in the clinical investigation of the
Investigational Drug for the use under
investigation; (b) shall cause, before the
commencement of the Study, during the
course of the Study, and for up to one year

9.7 Poskytovani informaci
zdravotnickym zarizenim. Zdravotnické
zatizeni (a) zajisti, aby hlavni zkousSejici
poskytnul zadavateli vyplnény a podepsany
formula s informacemi o pracovisti
a Zivotopis nebo jiné prohlaseni o kvalifikaci
dokladajici vzdélani, Skoleni a odbornost,
na zakladé které je hlavni zkousSejici
kvalifikovan jako odbornik pro Kklinické
zkouSeni hodnoceného pripravku pro
pouziti vramci Kklinického hodnoceni;
(b) pred zahajenim studie, v pribéhu
trvani studie a po dobu az jednoho roku po
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after the completion or termination of the
Study, at the Sponsor’s reasonable request,
the Principal Investigator and any sub-
investigator to disclose to the Sponsor (and
afterwards to notify the Sponsor of any
relevant changes to) any financial
arrangement between the Sponsor and any
investigator (whether Principal
Investigator or sub-investigator, and
including any spouse or dependent child
thereof) as to which the value of the
compensation could be influenced by the
outcome of the Study, any significant
payments of other sorts from the Sponsor,
any  proprietary interest in  the
Investigational Drug, or any significant
equity interest in the Sponsor held by the
Principal Investigator or sub-investigator,
and including any spouse or dependent
child thereof; and (c) shall comply, and shall
ensure that the Principal Investigator and
any sub-investigator comply, with all
applicable disclosure requirements related
to conflict of interest that are imposed by
the applicable law.

dokonceni nebo predfasném ukonceni
studie zajisti, Ze na zakladé opodstatnéné
zadosti zadavatele hlavni zkousejici a kazdy
pripadny spoluzkouSejici zadavateli sdéli
(apoté oznami zadavateli  veSkeré
relevantni zmény) informace o finan¢nim
ujednani mezi zadavatelem a kterymkoliv
zkousSejicim lékarem (at jiz hlavnim
zkousejicim nebo spoluzkousejicim, véetné
jejich manzelli/manzelek nebo
vyzivovanych déti), vzhledem k némuz by
hodnota finan¢ni odmény  mohla byt
ovlivnéna vysledkem studie, informace o
vyznamnych platbach jiného druhu od
zadavatele o pfipadném majetkovém podilu
na hodnoceném ptipravku, nebo o
vyznamném podilu zkousSejictho nebo
spoluzkousejictho na kapitdlu zadavatele,
avcéetné jejich manzeli/manZelek nebo
vyzivovanych  déti; a(c)dale bude
zdravotnické zarizeni dodrzovat a zajisti, Ze
hlavni zkousSejici a kazdy spoluzkousejici
budou dodrZovat vSechny prislusné
pozadavky na oznamovaci povinnost
tykajici se stretu zajmd, které vyzadovany
prisluSnymi pravnimi predpisy.

9.8 Inside Information.
Institution on behalf of the Principal
Investigator, understands that the

information provided by Sponsor in
connection with the Study may be

9.8 Interni informace.
Zdravotnické zarizeni jménem hlavniho
zkousejiciho bere na védomi, Ze informace
poskytnuté zadavatelem v souvislosti se
studii mohou byt povaZovany za podstatné,

considered to be material, nonpublic | neverejné informace, které by mohly
information that could affect the market | ovlivnit trZzni cenu kmenovych akcif
price of the common stock of Sponsor or | zadavatele = nebo  pripadné  dalsich
possibly other companies when and if it is | spolecnosti, pokud by doslo kjejich
made public. zvefejnéni.

9.9 Anti-bribery. 9.9 Protikorup¢ni ujednani.
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(a) The parties acknowledge
that the Sponsor and its representatives and
agents are bound by all applicable anti-
corruption and anti-bribery laws and
regulations, including but not limited to, the
United States Foreign Corrupt Practices Act
(FCPA) and United Kingdom Bribery Act.
Institution, on behalf of itself and Principal
Investigator, represents, warrants, and
covenants that it will not cause, and will
direct Study Staff not to cause, Sponsor or its
representatives or agents to be in breach of
their responsibilities through any act as
described in this Section.

(a) Strany berou na védomi,
Ze zadavatel a jeho zastupci a jednatelé jsou
vazani vSemi platnymi protikorup¢nimi
a protiuplatkarskymi zakony a predpisy,
mimo jiné vcetné amerického zakona
o korup¢nich praktikach v zahranic¢i (FCPA)
a britského  protikorupéniho  zakona.
Zdravotnické zatizeni svym jménem a
jménem hlavniho zkousejiciho prohlasuje,
zarucuje azavazuje se, Ze nepriméje ani
nenaridi persondlu studie, aby primél
zadavatele nebo jeho zastupce a jednatele,
aby porusili své povinnosti jakymkoliv
jednanim popsanym v této ¢asti.

(b) In performing the Study
and/or services under this Agreement the
Institution, on behalf of itself and Principal
Investigator, (i) agrees that it has not and
shall not, and will direct its Study Staff not
to, 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 authorities 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) shall comply with
all applicable anti-corruption and anti-
bribery laws and regulations. The
Institution or Principal Investigator shall
notify the Sponsor or its representatives or
agents immediately upon becoming aware
of any breach under this Section.

(b)Pfi  provadéni studie
a/nebo sluzeb podle této smlouvy
zdravotnické zarizeni svym jménem a
jménem hlavniho zkousejiciho
(i) prohlasuje, ze neuskutecnili
a neuskutec¢ni ani nenaridi personalu studie
pfimo ¢i nepiimo uskutecnit nabidku, slib,
schvaleni nebo prijeti jakékoliv platby nebo
¢ehokoliv hodnotného, v€etné uplatki, dart
a/nebo prispévkil jakémukoliv vefejnému
Ciniteli, regulacnim Graddm ani jiné osobé,
ani je od takovych osob nepfrijmou, za
ucCelem nepattricného ovlivnéni, vyvolani
nebo  odménéni  jakéhokoliv  Cinu,
opomenuti nebo zachovani obchodu,
a (ii) budou dodrZovat vSechny platné
protikorup¢ni a protiuplatkairské zakony a
predpisy. Zdravotnické zarizeni nebo hlavni
zkouSeji  budou  ihned  informovat
zadavatele nebo jeho zastupce Ci jednatele,
pokud se dozvi o porusSenti této Casti.

(c) For the purpose of
ensuring compliance with applicable anti-
bribery laws and regulations, Institution
agrees that Sponsor or its representatives

(c) Pro ucely zajiSténi
dodrZovani platnych protiuplatkarskych
zakonid a predpisti zdravotnické zarizeni
souhlasi, Ze zadavatel nebo jeho zastupci
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or agents shall have the right to conduct an
investigation or audit of the Institution
during the term of this Agreement to
monitor compliance with the terms of this
Section. The Institution shall cooperate fully
with such investigation or audit, the timing
of which shall be at the sole discretion of the
Sponsor.

budou mit pravo provést Setfeni nebo audit
ve zdravotnickém zatizeni v pribéhu této
smlouvy, aby sledovali dodrZovani
podminek této Casti. Zdravotnické zarizeni
bude plné spolupracovat pri takovém
Setifeni nebo auditu, jejichZ na¢asovani bude
na vyhradnim rozhodnuti zadavatele.

10. TERM AND TERMINATION. 10. DOBA PLATNOSTI A UKONCENI.
10.1 Term. This Agreement shall 10.1 Doba trvani. Tato smlouva
take effect on the date of publication in the | nabyva 1uUCinnosti ke dni uverejnéni

Register of Contracts (Effective Date) and
shall continue until six (6) months after the
earlier of (a) the date on which the Study is
completed, and final clinical research data
are provided by the Institution to Sponsor;
or (b) the date on which the Study is
terminated as provided for herein.

v registru smluv (datum ucinnosti) a bude
platna az do doby Sesti (6) mésicl po datu,
které ztéchto dvou nastane drive:
(a) datum, kdy je studie dokoncena a finalni
udaje z klinického vyzkumu  jsou
poskytnuty  zdravotnickym  zarizenim
zadavateli; nebo (b) datum, kdy je studie
ukoncena dle ustanoveni v této smlouvé.

10.2 Termination. The Sponsor
may terminate this Agreement at any time
upon fifteen (15) days’ prior written notice
to the Institution, in its sole discretion. The
Institution may terminate this Agreement
upon fifteen (15) days’ prior written notice
to the Sponsor if the Institution determines
that termination of the Study is necessary
for the safety of the Study Subjects.

10.2 UKkonceni. Zadavatel miiZe
kdykoliv ukoncit tuto smlouvu po predchozi
pisemné vypovédi predané zdravotnickému
zatizeni s vypovédni lhiitou patnacti (15)
dnt, a to podle svého uvazeni. Zdravotnické
zarizeni miZe ukoncit tuto smlouvu po
predchozi pisemné vypovédi predané
zadavateli svypovédni lhitou patnacti
(15) dnli, pokud zdravotnické =zatizeni
rozhodne, Ze je ukonceni studie nutné pro
bezpecnost studijnich subjekti.

10.3 Procedures Upon Early
Termination. If this Agreement is
terminated before completion of the Study,
upon receipt or giving of notice of
termination, as the case may be, the
Institution shall cease enrolling Study

10.3 Postupy pri predcasném
ukonceni. Pokud je tato smlouva ukonc¢ena
pfed dokoncenim studie, po pfijeti nebo
pripadné po predani vypovédi,
zdravotnické zarizeni ihned ukon¢i nabor
studijnich subjekti a prestane provadét
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Subjects immediately and shall cease
conducting the procedures set out in the
Protocol to the extent that doing so is
medically permissible and appropriate and
shall take all reasonable steps to minimize
further costs. In the event of termination
prior to Study completion, the Sponsor shall
reimburse the Institution for (i) obligations
incurred in accordance with the Budget and
Payment Terms that cannot be cancelled or
mitigated by the Institution using
reasonable efforts, (ii) reasonable costs
incurred in connection with the safe
withdrawal of Study Subjects from the
Study, and (iii) mutually agreed post-
termination expenses.

postupy stanovené v protokolu v rozsahu,
vjakém je to z lékarského hlediska mozné
avhodné, apodnikne vSechny ptimérené
kroky k minimalizaci dalSich nakladd. V
pripadé ukonceni pred dokoncenim studie
zadavatel uhradi zdravotnickému zarizeni
(i) zavazky vzniklé v souladu s rozpoctem a
platebnimi podminkami, které
zdravotnické zarizeni za pouZiti rozumného
usili nemiZe stornovat nebo omezit,
(ii) primérené vydaje vzniklé ve spojeni
s bezpec¢nym vytrazenim studijnich subjekt
ze studie, a (iii) vzajemné odsouhlasené
vydaje vzniklé po ukonceni.

10.4 Equipment. In the event that
equipment is provided to Institution for use
during the Study, Sponsor, Sponsor’s
authorized representative, and/or a vendor
selected and engaged by Sponsor or its
representative to provide equipment will
supply the required Study equipment
("Equipment") to Institution for use in the
Study as described in the table set forth
herein as Exhibit C. Institution hereby
agrees that the Equipment will only be used
in accordance with the Protocol and only for
the Study. Institution will, and will ensure
that Principal Investigator will, undertake
to treat the Equipment with due care and
attention and to observe the Equipment’s
operating instructions as well as any
instructions provided by Sponsor, Sponsor’s
authorized representative, and or any
vendor selected and engaged by Sponsor to
provide the Equipment. Neither the
Institution nor Principal Investigator will be
liable for the depreciation or normal wear
and tear to the Equipment. Promptly

10.4 Vybaveni. V pripadé, ze je
zdravotnickému  zatizeni  poskytnuto
vybaveni k pouziti béhem studie, zadavatel,
opravnény zastupce zadavatele a/nebo
vybrany dodavatel najaty zadavatelem nebo
jeho zastupcem kdodani vybaveni
poskytne vybaveni poZadované pro studii
(dale jen ,vybaveni“) zdravotnickému
zarizeni pro pouZiti ve studii, jak je popsano
v tabulce dale v této smlouvé jako priloha C,
zdravotnické zarizeni timto souhlasi, Ze
bude vybaveni pouZzivat vyhradné v souladu
s protokolem apouze pro ucely studie.
Zdravotnické zarizeni se zavazuje a zajisti,
aby se hlavni zkousSejici zavazal, Ze bude
zachdzet svybavenim sndlezitou péci
a obezretnosti a Ze bude dodrzovat pokyny
k pouzivani vybaveni ataké pokyny
poskytnuté zadavatelem, opravnénym
zastupcem zadavatele a/nebo dodavatelem
vybranym anajatym zadavatelem pro
dodani vybaveni. Zdravotnické zarizeni ani
hlavni zkouSejici nebudou odpovidat za
odpisy nebo bézné opotiebeni vybaveni.
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following the termination or expiration of
this Agreement, the Equipment shall be
returned to Sponsor or its authorized
representative at Sponsor’s reasonable
expense pursuant to written instructions
provided by Sponsor, Sponsor’s authorized
representative, and/or any vendor selected
and engaged by Sponsor to provide the
Equipment. If applicable, any use of
questionnaires or diagnostic tools shared
with the Institution by Sponsor to conduct
the Study shall be used solely for the Study
and shall remain the property of the
Sponsor or the third party providing them.
The Institution agrees that it will not alter or
modify in any way these questionnaires or
diagnostic tools or use these questionnaires
or diagnostic tools for any other purpose
other than to conduct the Study and will not
obtain any intellectual property rights from
the use of these questionnaires or
diagnostic tools.

In the event that equipment is provided to
Institution for use during the Study, a
separate loan agreement shall be concluded
between the parties pursuant to the
provisions of Section 2193 et seq. of Act No.
89/2012 Coll,, the Civil Code, and under Act
No. 375/2022 Coll.,, on Medical Devices.

Vybaveni bude urychlené po ukonceni nebo
uplynuti platnosti této smlouvy vraceno
zadavateli nebo jeho opravnénému zastupci
na primérené naklady zadavatele, podle
pisemnych pokynt dodanych zadavatelem,
opravnénym zastupcem zadavatele a/nebo
dodavatelem vybranym a najatym
zadavatelem k dodani vybaveni. Pokud je to
relevantni, jakékoliv dotazniky nebo
diagnostické nastroje sdilené zadavatelem
se zdravotnickym zarizenim za ucelem
provadéni studie budou pouzity vyhradné
pro ucely studie a zlistanou vlastnictvim
zadavatele nebo treti strany, ktera je
poskytla. Zdravotnické zarizeni souhlasi
s tim, Ze nebude Zaddnym zplisobem ménit
ani upravovat tyto dotazniky nebo
diagnostické nastroje ani je nebude
pouzivat pro jiné ucely nez k provadéni
studie a pouzivanim téchto dotaznikii nebo
diagnostickych nastroji neziskd Zadna
prava dusSevniho vlastnictvi. V piipadé, Ze
bude zdravotnickému zarizeni poskytnuto
vybaveni k pouziti béhem studie, smluvni
strany se zavazuji uzaviit smlouvu o
vypujcce, kterd bude mit nalezitosti dle
ustanoveni § 2193 a nasl. zdkona ¢.89/2012
Sb., obcéansky zakonik a a v ptipadé
zdravotnického prostiredku i naleZitosti
zdkona ¢. 375/2022 Sb., o zdravotnickych
prostredcich.

10.5 Return of Property. Upon
termination or expiration of this
Agreement, the Institution shall, and shall
cause the Principal Investigator to, return to
the Sponsor within thirty (30) days, at the
Sponsor’s expense, any unexpended funds
previously paid or advanced to Institution,
any remaining Investigational Drug (except
as required by law), and any copies of

10.5 Vraceni majetku. Po
ukonceni nebo uplynuti platnosti smlouvy
je zdravotnické zarizeni povinno vratit a
zajisti, aby i hlavni zkouSejici vratil,
zadavateli béhem triceti (30)dnd na
naklady zadavatele jakékoliv nevyCerpané
fondy drive nebo zalohové vyplacené
zdravotnickému zarizeni, jakykoliv
zbyvajici hodnoceny pripravek (vyjma
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Confidential Information that are in the
possession or under the control of the
Institution or the Principal Investigator;
provided, however, that the Institution may
retain a copy of such Confidential
Information to the extent required by
Applicable Law.

situaci vyzadovanych ze zdkona) a kopie
divérnych informaci, které jsou v drzeni
nebo pod kontrolou zdravotnického
zarizeni; avSak za predpokladu, ze
zdravotnické zarizeni si smi ponechat kopii
takovych diavérnych informaci vrozsahu
poZadovaném podle platnych zakonf.

10.6 Final Accounting. After the
expiration or early termination of this
Agreement, the Institution shall deliver to
the Sponsor a final accounting of amounts
due (and reasonable supporting
documentation), taking into account
payments made and not yet made under the
Budget and Payment Terms, and expenses
reimbursable pursuant to Section 10.3, from
one party to the other party. The final
accounting shall be delivered and all
undisputed amounts due shall be paid
within the timelines outlined in the Budget

10.6 Zavérecné vyuctovani. Po
uplynuti nebo predCasném ukonceni
platnosti této smlouvy doda zdravotnické
zarizeni zadavateli zavérecné vyuctovani
splatnych Castek (spolu s primérenou
podptrnou dokumentaci), se zohlednénim
jiz vyplacenych a doposud nevyplacenych
castek podle rozpoctu a platebnich
podminek a proplatitelnych vydaji podle
casti 10.3, dluznych ¢i splatnych jednou
stranou druhé. Zavérecné vyuctovani bude
dodano anerozporované splatné Ccastky
budou uhrazeny v cCasovém horizontu

and Payment Terms. stanoveném Vv rozpoctu a platebnich
podminkach.
11. MISCELLANEOUS. 11. RUZNA USTANOVENI.

11.1 Remedies and Waiver. The
remedies provided in this Agreement are
not exclusive and the party suffering from a
breach or default of this Agreement may
pursue all other remedies, both legal,
alternatively or cumulatively. No express or
implied waiver by a party of any breach or
default will be construed as a waiver of a
future or subsequent breach or default. The
failure or delay of any party in exercising
any of its rights under this Agreement will
not constitute a waiver of any such right,
and any single or partial exercise of any
particular right by any party will not

11.1 Opravné prostiredky
avzdani se. Opravné prostiedky uvedené
vtéto smlouvé nejsou vylucné a strana,
ktera utrpi nasledkem poruseni nebo
neplnéni této smlouvy, miZe usilovat
o veskeré dalSi opravné prostredky, jak ze
zakona, tak alternativné nebo kumulativné.
Jestlize se néktera ze stran vzda vyslovné
nebo implicitné nékterého svého prava
v souvislosti s porusenim nebo neplnénim,
nebude to vykladano jako vzdani se prav
v pripadé budouciho nebo nasledného
poruSeni nebo neplnéni. Jestlize néktera ze
stran nebude vymahat nebo odloZi
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exhaust the same or constitute a waiver of
any other right provided in this Agreement.

vymahani svych prav podle této smlouvy,

nebude to vykladano jako vzdani se
takového prava ajednorazové nebo
casteCné uplatnéni kteréhokoliv

konkrétniho prava danou stranou nebude
znamenat jeho vycCerpani ani nebude
znamenat vzdani se jakéhokoliv jiného
prava poskytnutého v této smlouvé.

11.2 Assignment. Neither party may
assign this Agreement without the prior
written consent of the other party, except
that the Sponsor may assign this Agreement
to an Affiliate, or to a third party in
connection with a merger or sale of all or
substantially all of its assets relating to the
Study or the Investigational Drug. For
purposes of this Agreement, “Affiliate”
means, with respect to any corporation or
other entity, another corporation or other
entity that, directly or indirectly, controls, is
controlled by, or is under common control
with such corporation or entity, where
“control” means the direct or indirect
ownership of more than fifty percent (50%)
of the voting securities of an entity, or any
other relationship that results in actual
control over the management of an entity.
The Institution must be promptly informed
of such assignment, whereas an amendment
to the Agreement shall be signed the Parties.

11.2 Postoupeni. Zadna ze stran
nesmi postoupit tuto smlouvu bez
predchoziho pisemného souhlasu druhé
strany, vyjma toho, Ze zadavatel miize
postoupit tuto smlouvu na svou
pridruZenou spolecnost nebo treti stranu
v souvislosti s fuzi nebo prodejem vsSech
nebo podstatné casti vSech svych aktiv
souvisejicich se studii nebo hodnocenym
pripravkem. Pro ucely této smlouvy
,pridruzena spole¢nost” znamena,
sohledem na jakoukoliv korporaci nebo
jiny subjekt, jinou Kkorporaci nebo jiny
subjekt, ktery primo ¢i nepfimo kontroluje,
je kontrolovdn nebo je spole¢né pod
kontrolou stakovou Kkorporaci nebo
subjektem, kde ,kontrola“ znamena piimé
Ci neprimé vlastnictvi vice neZ padesati
procent (50 %) akcii shlasovacimi pravy
subjektu nebo jakykoliv jiny vztah, z néhoz
vyplyva skutecna kontrola nad rizenim
subjektu. O takovémto postoupeni musi byt
zdravotnicke zatizeni bezodkladné
informovano, pricemZ v této souvislosti
bude mezi smluvnimi stranami uzavien
dodatek ke smlouvé.

11.3 Independent Contractor. In
performing activities under this Agreement,
the Institution, including the Principal
Investigator and its other employees, is
operating as and has the status of an

11.3 Nezavisly dodavatel. Pri
provadéni cinnosti podle této smlouvy

jedna  zdravotnické zatizeni, vCetné
hlavniho zkousSejiciho a dalSich
zaméstnanci, jako nezavisly dodavatel
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independent contractor to the Sponsor, and
shall not act as and is not an agent or
employee of the Sponsor. The relationship
between the parties does not constitute a
partnership, joint venture, or agency.
Neither party shall have the authority to
bind the other party without that other
party’s express, written permission.

zadavatele ama tento status anebude
jednat jako zastupce nebo zaméstnanec ani
neni zastupcem nebo zaméstnancem
zadavatele. Vztah mezi smluvnimi stranami
nezaklada partnerstvi, spole¢ny podnik
nebo zastoupeni. Zadna ze stran nebude mit
pravomoc uzavirat zavazky pro jinou stranu
bez vyslovného pisemného souhlasu této
druhé strany.

11.4 Further Assurances. Each
party shall execute such other
instruments, give such further assurances,
and perform acts reasonably necessary or
appropriate to effectuate the provisions of
this Agreement. All parties certify that the
signatory has the authority to sign the
Agreement on behalf of their organization
and that the individual is authorized to
bind the organization to the terms of the
Agreement.

11.4 Dalsi zaruky. Kazda ze stran
vyhotovi takové dalsi listiny, poskytne
takové dalsi zaruky a provede tkony, které
budou priméirené nezbytné nebo vhodné
k uskute¢néni ustanoveni této smlouvy.
VSechny strany potvrzuji, Ze prisluSny
opravnény zastupce je opravnén k podpisu
této smlouvy jménem své organizace a Ze
tento zastupce je opravnén zavazat tuto
organizaci k plnéni podminek této smlouvy.

11.5 Notices. All notices given
hereunder shall be in writing and shall be
delivered by hand or by registered or
certified mail, return receipt requested,
postage prepaid, addressed to the parties as
follows:

11.5 Oznameni. VesSkera
ozndmeni predavana podle této smlouvy
budou pisemna a budou dorucena osobné
nebo budou zasldna doporucenou postou
s doruCenkou a predplacenym poStovnym,
a budou adresovana stranam nasledovné:

To the Institution:/ Zdravotnickému zarizeni:

Vseobecna fakultni nemocnice V Praze

U Nemocnice 499/2, 128 08 Praha 2, Czech Republic

Attention:/

K rukam:

XXXXXXXXXXXX XXX XXX XXX XXX XXX XX XXX XXX XXX XXX XXX XXX XXX XX XXX XXX XXX XXXXX

XXXXXXXXXXXXXXXXXXX

To the Principal Investigator:/ Hlavnimu zkousejicimu:

XXXXXXXXXXXXXXXXXXXXXXXXXXXXX
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I. INTERNI KLINIKA - KLINIKA HEMATOLOGIE

Vseobecna fakultni nemocnice V Praze

U Nemocnice 499/2, 128 08 Praha 2, Czech Republic

To the Sponsor:/ Zadavateli: Regeneron Pharmaceuticals, Inc.

777 0ld Saw Mill River Road

Tarrytown, NY 10591

United States

Attention: XXXXXXXXXXXXXXXXXX

11.6 No Third-party Beneficiary.
This Agreement is for the sole benefit of the
parties and does not confer any rights on
any third party.

11.6 Bez obmyslené treti strany.
Tato smlouva je uzaviena vyhradné ku
prospéchu smluvnich stran aneudéluje
prava zadné tieti strané.

11.7 Entire Agreement;
Amendments. This Agreement, together
with the Exhibits hereto, constitutes the
entire agreement of the parties with respect
to its subject matter, and supersedes all
previous written or oral representations,
agreements, and understandings between
the parties with respect to that subject
matter. This Agreement may only be
amended by a written document signed by
both parties. In the event of any conflict
between the terms of any Exhibit and this
Agreement, this Agreement shall control. In
the event of any conflict between the terms
of the Protocol and this Agreement, the
terms and conditions of this Agreement
shall govern the conduct and obligations of
the parties for all matters, except that the
terms and conditions of the Protocol, as
approved by the competent control
authority under the Clinical Trials
Regulation (CTR), shall govern with respect

11.7 Cela smlouva; dodatky. Tato
smlouva, spole¢né se svymi ptilohami, tvori
uplnou dohodu stran s ohledem na predmét
této smlouvy a nahrazuje veskera predchozi
pisemnd nebo ustni prohlaseni, dohody
nebo ujednani mezi stranami s ohledem na
predmét této smlouvy. Tuto smlouvu lze
upravovat pouze formou pisemného
dokumentu podepsaného obéma stranami.
V pripadé rozporu mezi podminkami
libovolné prilohy atouto smlouvou je
rozhodujici znéni této smlouvy. V pripadé
rozporu mezi podminkami protokolu a

touto smlouvou budou ve vSech
zaleZitostech tykajicich se jednani a
povinnosti smluvnich stran rozhodujici
podminky této smlouvy, avSak v

zaleZitostech tykajicich se védy, lékarské
praxe a bezpecnosti studijnich subjektt
budou rozhodujici podminky protokolu
schvalené prisluSnym kontrolnim organem
podle narizeni o Kklinickych hodnocenich
(CTR).
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to matters of science, medical practice, and
Study Subject safety.

11.8 Severability. If any provision
of this Agreement shall be determined to be
invalid, illegal, or unenforceable, either in
whole or in part this Agreement shall be
deemed amended to delete or modify, as
necessary, the offending provisions and to
alter the balance of this Agreement in order

11.8 Oddélitelnost. Pokud bude
jakékoliv ustanoveni této smlouvy shledano
neplatnym, nezakonnym nebo
nevymahatelnym, at' jiZ vcelku, nebo zcasti,
tato smlouva se bude povaZovat za
upravenou, dle potieby po odstranéni nebo
Upravé protipravnich ustanoveni a upravé

to render the same valid, legal and | vedouci kvyvaZeni této smlouvy tak, aby

enforceable to the fullest extent | stanovovala totéZ platnym, zakonnym

permissible. a vymahatelnym zplisobem vV Cco
nejplnéjsim povoleném rozsahu.

11.9 Survival. The provisions of 11.9 Pretrvani ustanoveni.

this Agreement which by their nature or
intent are to survive the termination or
expiration of this Agreement shall so
survive and continue in effect.

Ustanoveni této smlouvy, jejichZ platnost
ma svou povahou nebo zamérem pretrvat
po ukonceni nebo uplynuti platnosti této
smlouvy, pietrvaji a zlistanou v platnosti.

11.10 Counterparts. This
Agreement may be executed in two (2) or
more counterparts, each of which is deemed
an original, but all of which together
constitutes one instrument. The Agreement
may be delivered and concluded
electronically with a qualified electronic
signature or with an advanced electronic
signature based on a qualified certificate.

11.10 Stejnopisy. Tato smlouva
miiZze byt vyhotovena ve dvou (2) ¢i vice
stejnopisech, pricemz kazdy se povaZuje za
origindl avSechny spolecné tvoii jeden
dokument. Smlouva mtze byt dorucena
auzaviena elektronicky za  pouZiti
kvalifikovaného elektronického podpisu
nebo zaruceného elektronického podpisu
zaloZeného na kvalifikovaném certifikatu.

11.11 Headings. The Section and
Article headings in this Agreement are for
reference only and shall not affect the
interpretation or meaning of any provision
of this Agreement.

11.11 Nadpisy. Nadpisy  casti
aclankd vtéto smlouvé jsou pouze pro
ucely odkazovani a nemaji vliv na vyklad
nebo vyznam ustanoveni této smlouvy.

11.12 Controlling Law.  This
Agreement shall be governed by the laws of

11.12 Rozhodné pravo. Tato
smlouva se Fidi zakony Ceské republiky, bez
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the Czech Republic, without regard to its
choice of law rules, and the parties hereby
unconditionally submit to the exclusive
jurisdiction of Czech Republic courts, in all
matters relating to this Agreement.

ohledu na volbu prava, astrany se timto
bezpodminecné podrizuji vylucné jurisdikci
soudt Ceské republiky ve vSech otazkach
tykajicich se této smlouvy.

11.13 Language Versions. This
Agreement is made in two languages -
Czech and English. In the event of any
discrepancy between the two language
versions, the Czech language version shall
be decisive.

11.13 Jazykové verze. Tato
smlouva je vyhotovena ve dvou jazycich -
vceStiné a  vanglictiné.  V pripadé
nesrovnalosti mezi obéma jazykovymi
verzemi je rozhodujici ¢eska verze.

-Signatures on the Next Page-

- Podpisy na nasledujici strané -

IN WITNESS WHEREOF, the parties have
executed this Agreement as of the Effective
Date.

NA DUKAZ CEHOZ strany uzaviely tuto
smlouvu k datu platnosti.

ICON Clinical Research Limited on behalf of Regeneron Pharmaceuticals, Inc. / ICON
Clinical Research Limited jménem Regeneron Pharmaceuticals, Inc.

By:/ Podpis:

Name:/ Jméno: XXXXXXXXXXXXXXXXXX

Title:/ Funkce: XXXXXXXXXXXXXXXXXXXX
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Date:/ Datum:

VsSeobecna fakultni nemocnice v Praze

By:/ Podpis:

Name:/ Jméno: XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX

Title:/ Funkce:
XXXXXX XXX XXX XXX XXX XXX XXX XXX XXX XX XXX XXX XX XXX XXX XX XX XXX KX XXX X XXX XXX
X

Date:/ Datum:

READ AND ACKNOWLEDGED:/ PRECETL A SOUHLASI:

By:/ Podpis:

Name:/ Jméno: XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX

Date:/ Datum:

Exhibit A Priloha A
Protocol Protokol
(Provided under separate cover) (poskytnuty samostatné)
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Exhibit B

Priloha B

Budget and Payment Terms

Rozpocet a platebni podminky

Sponsor provides funding for Institution’s
participation in this Study as identified in
the budget table, attached below
(hereinafter “Budget” or Attachment B-1).
Payments due under this Agreement are
pass-through payments from Sponsor that
will be sent by CRO after such payments are
received by CRO from Sponsor. CRO shall
forward payments for services performed

Zadavatel poskytuje finan¢ni prostiedky na
ucast zdravotnického zarizeni v této studii,
jak je uvedeno v rozpocCtové tabulce, ktera je
priloZena niZe (dale jen ,rozpocet” nebo
Pfiloha B-1). Platby splatné podle této
smlouvy jsou prefakturovavané platby od
zadavatele, které budou odeslany CRO poté,
co tyto platby obdrzi CRO od zadavatele.
CRO odesle platbu za sluzby odvedené

received by Sponsor: (a) fully
executed Clinical Study Agreement.

by the Principal Investigator and Institution | hlavnim zkouSejicim a zdravotnickym

to the payee (“Payee”) identified below as | zafizenim prijemci plateb (dale jen

follows: ,prijemce plateb“), Kktery je nize
identifikovan takto:

A. START-UP PAYMENT: The Payee A. POCATECNI PLATBA: Piijemce
shall receive a one-time non- plateb obdrzi jednorazovou
refundable start-up payment (as nevratnou pocatecni platbu
listed in Attachment B-1). Note: (stanovenou v  Priloze B-1).
Start-Up Payment will be made upon Poznamka: PocateCni platba bude
receipt of an invoice when a site uhrazena po prijeti faktury po
initiation visit has been completed at dokonceni  zahajovaci navstévy
the Institution provided that the pracovisté ve zdravotnickém
following documents have been zarizeni za  predpokladu, Ze

zadavatel obdrzel plné uzavienou
smlouvu o klinické studii.

B. STUDY SUBJECT PAYMENTS: The

Payee shall receive visit-based
payments as listed in Attachment B-
1 which shall include all costs
associated with the Study, including,
without limitation, overhead, patient

B. PLATBY ZA STUDIINi SUBJEKTY:
Prijemce plateb obdrZzi platby na

zakladé navstév, jak je uvedeno v
Priloze B-1, které budou zahrnovat
veskeré naklady spojené se studii,
mimo jiné vCetné rezijnich nakladg, ,
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stipend etc. During the performance
of the Study, subsequent payments of
90% of the per visit cost will be paid
semi-annually for each qualified
Study Subject who has completed the
respective visit, after respective data
are entered into Electronic Data
Capture (“EDC”). Study monitor or
Sponsor designee may source verify
such EDC entry at a later scheduled
site visit. Payment reconciliation will
be performed at the end of the Study
against Final Payment. “Completed
Study Subject”: all Study Subjects
will be considered to have completed
the Study upon completion of follow
up assessment and procedures at the
End of Treatment Visit. Payment is
exclusive of VAT. The addition of
VAT at the applicable statutory rate
is governed by the regulation
effective on the date of invoicing by
the Institution. Payment will be
made on the basis of the invoice
issued by the Institution. The invoice
shall be issued by the Institution on
the basis of a calculation of visits
performed and on the basis of a
calculation of separately invoiceable
examinations and  procedures
prepared by the Sponsor and agreed
by the Investigator. Any failure to
provide a calculation of visits and
procedures performed shall not
deprive the Institution of the right to
issue the appropriate invoice
according to the payment terms
agreed in the contract. The invoicing
documents, including the calculation
of the visits performed, will be sent
to the Clinical Trials and Research
Department, U Nemocnice 499/2,

odmén pro pacienty atd. V pribéhu
provadéni studie budou pololetné
hrazeny nasledné platby ve vysi 90%
nakladd na navstévu za Kkazdy
zplsobily studijni subjekt, ktery
dokoncil prislusnou navstévu, poté,
co budou prislusné udaje zadany do

elektronického systému pro
zadavani udaja (,EDC”). Monitor
studie nebo osoba povérena

zadavatelem miize zajistit zdroje k
ovéreni takového zadani do systému
EDC. Vyrovnani plateb bude
provedeno na  konci  studie
v zavéreCné platbé. ,Subjekt, ktery
dokonci studii“: vSechny studijni
subjekty se budou povaZovat za
dokoncené po absolvovani
kontrolniho hodnoceni a vykon pfii
navstévé na konci 1écby. Platba je
uvedena bez DPH. Pfipocteni DPH v
platné zakonné vysi se ridi platnymi
pravnimi normami v den fakturace
zdravotnickym zarizenim. Platba
bude provadéna na  zakladé
fakturace zdravotnickym zarizenim.
Fakturu  vystavi zdravotnickeé
zafizeni na zakladé kalkulace
uskute¢nénych navstév a kalkulace
zvlast fakturovatelnych vysetreni a
procedur vytvorené zadavatelem a
odsouhlasenych zkouSejicim.
Pripadné nedodani  kalkulace
uskute¢nénych navstév a procedur,
nezbavuje zdravotnické zarizeni
prava vystavit prislusnou fakturu dle
platebnich podminek dohodnutych
ve smlouvé. Podklady pro fakturaci
vcéetné kalkulace uskutecnénych
navstév budou zaslana do Oddéleni
klinického hodnoceni a vyzkumu, U
Nemocnice 499/2, Praha 2, 128 08,
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Prague 2, 128 08, Finance Officer -
DO0:0:0:0:0:0:0:0:0:0:0:0:0.0:0:0:0.0:0:0:0:0:0.:0:0:0:0:0.0:0:¢
The invoice is due 45 days from the
date of receipt. All incoming
payments must be clearly identified
by invoice number or specific symbol
5213323201.

referent financi -
D O0:0:0:6.0.0:0:0:0.0.0.0:0:0:6.0.0:0.0:0.0.0.0:0:0:6.0.0:0:0:¢
xxx Doba splatnosti faktury je 45dnt
ode dne doruceni. VeSkeré prichozi
platby musi byt jednoznacné
identifikovany cislem faktury nebo
specifickym symbolem 5213323201.

. SCREEN FAILURES: Screen Failures

(as defined below) will be
reimbursed at 100% of Screening
Visit value in Attachment B-1) per
Screen Failure for up to a maximum
of 1 Screen Failures for every 3 Study
Subjects randomized. Payee shall
receive 90% of the Screen Failure
payment for such Screen Failure,
after data are entered into EDC; the
remaining 10% entitlement is to be
released according to Section D -
Final Payments. A “Screen Failure”
refers to a Study Subject who has
signed the Informed Consent but
failed to meet the
inclusion/exclusion criteria during
the screening phase or who has
signed Informed Consent, meets the
inclusion/exclusion criteria, but who
was not randomized. No payment
will be made for Study Subjects, if
any, who are inappropriately or
improperly screened. Payee must
obtain prior written approval from
Sponsor to be reimbursed for more
than3 Screen Failures.

NEUSPECH VE _ SCREENINGU:
Neuspéchy ve screeningu (jak jsou
definovany nize) budou proplaceny
ve vySi 100 % hodnoty screeningové
navstévy uvedené v Piiloze B-1) za
kazdy neuspéch ve screeningu az do
maximalniho poc¢tu 1 neuspéchti ve
screeningu na kazdé 3
randomizované studijni subjekty.
Piijemce plateb obdrzi 90 % platby
za neuspéch ve screeningu po zadani
udaji do systému EDC; zbyvajicich
10 % naroku bude uvolnéno v
souladu s oddilem D - Zavérectné
platby. ,Netspéch ve screeningu” se
vztahuje na studijni subjekt, ktery
podepsal informovany souhlas, ale v
pribéhu screeningové faze nesplnil
kritéria pro zarazeni/vylouceni,
nebo ktery podepsal informovany
souhlas, spliiuje kritéria pro
zatazeni/vylouceni, ale  nebyl
randomizovany. Za studijni
subjekty, u nichZ byl screening
proveden nevhodné nebo nespravné,
nebude uhrazena zadna
platba.  Prijemce plateb musi
predem ziskat pisemny souhlas od
zadavatele, aby mohlo dojit k Ghradé
vice nez 3 neuspéchii ve screeningu.

. FINAL PAYMENTS: At the

conclusion of the Study as a whole

. ZAVERECNE

PLATBY: Pri
dokonceni celé studie (data byla
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(data received from all sites, all
queries resolved, database locked),
Sponsor or Sponsor designee shall
perform a final reconciliation of
Payee’s remaining 10% entitlement
of the total per Study Subject amount
earned based on the total set forth
herein and 10% of the total amount
earned in connection with Screen
Failures) and payments made to
date.

ziskana ze vSech center, veskeré
dotazy vyreSeny, databaze
uzamknuty) provede zadavatel nebo
jeho povérena osoba konecné
vyrovnani  zbyvajictho  naroku
prijemce plateb ve vysi 10 % z
celkové castky za studijni subjekt
ziskané na zakladé celkové sumy,
ktera je zde uvedena, a 10 % celkové
castky ziskané v souvislosti s
nedspéchem ve screeningu) a plateb
ucinénych k dneSnimu dni.

. EARLY TERMINATION  VISITS:

Early Termination visit will be paid
per procedure based on the
individual procedures listed in
Attachment B-1. Sponsor will pay
Institution within forty-five (45)
days of receipt of an undisputed
itemized invoice with supporting
documentation of procedure(s)
performed.

E. NAVSTEVA PRI PREDCASNEM
UKONCENI: Navstéva pii
pred¢asném ukonceni bude
proplacena podle postupu na
zakladé  jednotlivych  postupt
uvedenych v Priloze B-1. Zadavatel
provede platbu zdravotnickému
zatizeni ve lhité Ctyriceti péti (45)
dnii od obdrzeni nerozporované na
polozky rozepsané faktury
s podkladovou dokumentaci
o provedenych ukonech.

. PHARMACY FEES: Pharmacy fees
shall be paid upon receipt of an
itemized invoice as defined in
Attachment B-1. CRO will pay Payee
within forty-five (45) days of receipt
of an undisputed itemized invoice.
Such fees shall include all cost
associated with the Pharmacy,
including, without limitation, setup,
drug storage, dispensing and
accountability, annual maintenance
and close-out.

F. POPLATKY LEKARNE: Poplatky
1ékarné budou proplaceny po pftijeti
faktury rozepsané na poloZzky, jak je
definovdno v Priloze B-1. CRO
vyplati prijemci plateb thradu do
Ctyriceti péti (45) dnlG od prijeti
nerozporované faktury rozepsané na
polozky. Tyto poplatky zahrnuji
veSkeré vydaje spojené S
lékarenskymi sluzbami, mimo jiné
vCetné zahajeni, uchovavani léki,
vydej a evidenci, ro¢ni udrzbu a
uzavieni.

. RECORD RETENTION/ARCHIVING

FEE: The Payee shall receive a one
time, record retention fee and

G. EVIDENCE ZAZNAMU / POPLATEK
ZA ARCHIVACI: Prijemce plateb

obdrzi jednorazovy poplatek za
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Sponsor, will pay Payee within forty-
five (45) days of receipt of an
undisputed invoice issued after
enrollment of the first patient
together with the first invoicing for
visits as defined in Attachment B-1.

evidenci zaznami a zadavatel vyplati
prijemci plateb uhradu do Ctyriceti
péti  (45) dnG od  prijeti
nerozporované faktury vystavené po
zarazeni prvniho pacienta spolecné s
prvni fakturaci za navstévy, jak je
definovano v Priloze B-1.

. SUBJECT TRAVEL . UHRADA CESTOVNICH NAKLADU
REIMBURSEMENT: PACIENTA:
CRO will reimburse Payee in CRO provede prijemci plateb v

accordance with Attachment B-1 for
expenses incurred by Study Subjects
in connection with their
participation in the Study. Agreed
travel reimbursement and other
expenses to patients enrolled in the
study will be invoiced
retrospectively based on the

patients' participation in the
particular study visit by the
Instituiton and based on

documentation sent by the Study
Clinical Research Monitor and
approved by the Investigator.

The evidence of travel expenses is
collected by the Principal
Investigator or by the Study
Coordinator and then forwarded to
the study CRA. Patients will be
reimbursed after the invoice is paid.
Travel expenses are reimbursed to
patients at the cash desk of the
Intitution or by transfer to the
patient's account. Any questions
regarding subject travel expenses
will be sent to
XXXXXXXXXXXXXXXXXXXX In the event
that there is a conflict between the
informed  consent and  this
Agreement, the informed consent

souladu s Prilohou B-1 uhradu
vydajlii  studijnim subjektim v
souvislosti s jejich ucasti ve studii.
Dohodnuté nahrady cestovnich a
jinych vyloh pacientim zarazenym
do studie budou fakturovany zpétné
na zakladé ucasti pacienti na
studijnich navstévach ve
zdravotnickém zarizeni a na zakladé
podkladii  zaslanych monitorem
studie a schvalenych zkouSejicim.
Evidenci cestovnich nakladt
shromazd'uje hlavni zkousejici nebo
studijni koordinator a nasledné toto
preda monitorovi studie. Nahrady
budou pacientim vyplaceny po
uhradé vystavené faktury. K
proplaceni cestovnich vyloh
pacientim dochazi v pokladné
zdravotnického  zarizeni  nebo
prevodem na Ucet pacienta. Piipadné
dotazy tykajici se cestovnich nahrad
subjektli hodnoceni budou zaslany
na  XXOXXXXXXXXXXXXXXXXXXXXX
V pripadé rozporu mezi
informovanym souhlasem a touto
smlouvou bude mit informovany
souhlas  prednost ve  vSech
zaleZitostech tykajicich se uhrady
cestovnich vydaji subjektu. Pokud
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shall govern and control in all
matters relating to Subject travel
reimbursement. If the amount
exceeds what is allowed for in
accordance with Attachment B-1,
prior written approval from Sponsor
is required.

castka presahne vysi povolenou v
souladu s Prilohou B-1, vyzaduje se
predchozi pisemny souhlas
zadavatele.

I. SERIOUS ADVERSE __EVENTS:
Sponsor agrees to pay Payee for
actual costs incurred in the
processing and reporting of SAEs
that occur in connection with the
Study, up to the limit defined in the
Budget per SAE event. Payments will
be made within forty-five (45) days
of receipt of an undisputed itemized
invoice as defined in Attachment B-1.

ZAVAZNE NEZADOUCI PRIHODY:
Zadavatel souhlasi, Ze prijemci
plateb uhradi skutecné vydaje, k
nimz dojde pfti zpracovani a hlaSeni
zavaznych  neZzadoucich  prihod
(SAE), které se vyskytnou v
souvislosti se studii, a to aZ do vySe
stanovené v rozpoctu za jednu
zavaznou nezadouci piihodu.
Uhrady budou vyplaceny do ¢tyticeti
péti  (45) dnG od  prijeti
nerozporované faktury rozepsané na
poloZky v souladu s Prilohou B-1.

|]. UNSCHEDULED VISITS: Unscheduled

visits that occur after randomization and
not on the same date as a regularly
scheduled Study visit will be paid per
procedure based on the individual
procedures listed in Attachement B-1 of
the Budget. Sponsor through CRO will
pay Institution within forty-five (45)
days of receipt of an undisputed

itemized invoice with supporting
documentation of procedure(s)
performed.

] NEPLANOVANE _ NAVSTEVY:
Neplanované navstévy, které se
uskutecni po randomizaci a nikoli ve
stejny den jako  pravidelné
planovana studijni navstéva, budou
hrazeny podle postupu na zakladé
jednotlivych postupid uvedenych v
priloze B-1 rozpoCtu. Sponzor
prostiednictvim CRO zaplati
instituci do Ctyriceti péti (45) dnii od
obdrZzeni nesporné faktury s
jednotlivymi polozkami s podptrnou
dokumentaci o provedeném postupu
(postupech).

K. OTHER COSTS: For any other costs,
CRO, will pay Payee within forty-five
(45) days of receipt of an undisputed
itemized invoice and as identified in
Attachment B-1.

. OSTATNi NAKLADY: Za veSkeré

dalsi naklady vyplati CRO prijemci
plateb uhradu do Ctyticeti péti (45)
dnli od pfrijeti nerozporované
faktury rozepsané na polozky a v
souladu s pokyny v Priloze B-1.
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L. INVOICES:

L. FAKTURY:

Invoices should be billed to:

Faktury budou fakturované

spolec¢nosti:

Regeneron Pharmaceuticals, Inc.

Regeneron Pharmaceuticals, Inc.

777 01ld Saw Mill River Road

777 0ld Saw Mill River Road

Tarrytown, NY 10591
DIC 13-3444607

Tarrytown, NY 10591
Tax ID 13-3444607

Attention: Accounts Payable

K rukam: Accounts Payable

AND sent electronically to:

A zaslany elektronicky na adresu:

XXXXXXXXXXXXXXXXXXXXXXXXXXX

XXXXXXXXXXXXXXXXXXXXXXXXXX

Please indicate following on the
Subject line:

Na radku s predmétem prosim
uved'te nasledujici text:

e Regeneron, Regeneron
Protocol #, PI name

e Regeneron, cislo protokolu
spolecnosti Regeneron,
jméno hlavniho zkouSejiciho

Payment for invoices will be made
within forty-five (45) days of receipt

Platba za faktury bude uskutec¢néna
do Ctyticeti péti (45) dnli od prijeti

of an original, complete invoice origindlu uplné faktury, ktera
which includes the following obsahuje nasledujici tidaje:
information:
e Institution name e Nazev zdravotnického
zarizeni

e Principal Investigator name

¢ Jméno hlavniho zkousejiciho

e Mailing address

e Postovni adresu

e Protocol number R1979-HM-
2298

e Cislo protokolu R1979-HM-
2298

¢ Project number 0456/0558

e Cislo projektu 0456/0558

e VAT Number, if applicable

e DIC, je-li to relevantni
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e Purchase order

e Objednavku

e Site identification number
203-102

o Identifika¢ni Cislo pracovisté
203-102

e Invoice number and date

e Cislo a datum faktury

e Period for which the invoice
is submitted

e Obdobi, na které se faktura
vztahuje

e Date and description of
services provided, including patient
visits covered

e Datum a popis poskytnutych
sluZzeb, vcetné navstév pacientti, na
které se vztahuje thrada

e Appropriate supporting
documentation (i.e. third-party
invoices, receipts).

¢ Odpovidajici podpiirnou
dokumentaci (tj. faktury tretich
stran, stvrzenky)

Invoices, which exclude any of the
designated information above, may
result in delayed payments.

Faktury, ve kterych budou chybét
vySe pozadované informace, mohou
byt proplaceny se zpoZdénim.

Final Invoices: Payee must provide
the final invoice to Sponsor and CRO
within sixty (60) days of Study site
closure. Sponsor is not liable for
payment of invoices sent after such
time.

Zavérecné faktury: Do Sedesati (60)
dni od uzavieni studijniho
pracovisté musi prijemce plateb
predlozit zavérecnou fakturu
zadavateli a CRO. Zadavatel nenese
odpovédnost za dhradu faktur
zaslanych po uplynuti této doby.

Payee will have sixty (60) 60 days
from the receipt of the final payment
under this Agreement to identify
discrepancies and resolve any
payment disputes.

Prijemce plateb bude mit Sedesat (60)
60 dni od pfrijeti zavérecné platby
podle této smlouvy ke zjiSténi
vesSkerych nesrovnalosti a vyreSeni
veskerych neshod v platbach.

M. PROTOCOL VIOLATIONS: Sponsor
retains the absolute right to deny
payment or offset against sums due
hereunder for a payment previously
due for a Study Subject when a
Protocol Violation has occurred.

M. PORUSENI PROTOKOLU: Zadavatel
si  vyhrazuje absolutni pravo
odmitnout platbu nebo odecist
Castky zdrive splatnych castek v
souladu s timto dokumentem za

Version Date: 11 January 2022
Bi-partite contract_Sponsor-Public Institution-CZE

Protocol NumberXXXXXXXXXXXXXXXXXXXXXX
PI Name: XXXXXXXXXXXXXXXXXXXXXXXXXXXX

Site Number: XXXXXXXXXXXXXXXXXX

Datum verze: 11. ledna 2022

Dvoustranna smlouva_zadavatel-verejné zdravotnické zafizeni-
CZE

Cislo protokolu: XXXXXXXXXXXXXXXXXX

Jméno hlavniho zkousejiciho:
XXXXXXXXXXXXXXXXXXXXXXXXXXXXX

Cislo pracovisté: XXXXXXXXXXX

Page 49 of 72




studijni subjekt v pripadé, Ze doslo k
poruseni protokolu.

N. PAYEE INFORMATION:
The Payee detailed in the Beneficiary
Details form (BDF) provided under
separate cover is legally eligible and
capable to receive compensation
related to his/her performance
under this Agreement.

N. UDAJE 0 PRIJEMCI PLATEB:
Prijemce plateb uvedeny ve
formulafi s ddaji o prijemci
(Beneficiary Details form, BDF)
poskytnutém samostatné je pravné
zpusobily a schopen obdrzet
kompenzaci souvisejici s jeho
plnénim podle této smlouvy.

If any detail is changed in the BDF,
then revised BDF should be sent to
):0.0.0.0.0.:0.0.0.0.0.0.0.0.0.0.0.0.0.:0.:0.0.0.0.0.0.0.¢
XXX

No payments will be made to the
Payee until the following are
completed: (1) execution of this
Agreement, (2) submission of all
regulatory documents by CRO, (3)
IRB/EC approval and (4) CRO receipt
of the completed and signed
Beneficiary Details Form.

Pokud budou jakékoli udaje v BDF
zménény, je tieba zaslat upraveny
BDF na adresu
XXXXXXXXXXXXX XXX

Piijemci plateb nebudou uhrazeny
zadné platby, dokud nebudou
splnény nasledujici podminky: 1)
uzavieni této smlouvy, 2) predloZeni
vSech  regulacnich  dokumenti
spolecnosti CRO, 3) schvaleni
IRB/EK a 4) CRO obdrzi vyplnény a
podepsany formulai s udaji o
ptijemci

O. INSTITUTION’S TAX
IDENTIFICATION NUMBER:
CZ00064165.

0. DANOVE IDENTIFIKACNI CiISLO
ZDRAVOTNICKEHO ZARIZENI:
CZ00064165.
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Attachment B-1 Priloha B-1

Budget Rozpocet

XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
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Exhibit C Priloha C
Equipment Vybaveni
EQUIPMENT FORM FORMULAR PRO VYBAVENI
EQUIPMENT DESCRIPTION # OF UNITS Model Number TOTAL VALUE
PROVIDED TO
POPIS VYBAVENI INVESTIGATIVE SITE CELKOVA
HODNOTA
POCET JEDNOTEK
POSKYTNUTYCH
HODNOTICIiMU
PRACOVISTI
),:0,0,0.0.0.0.0.0.0,0.0.0.0.0.0.0.0.¢ XXX XXXXXXXX XXXXXXXXX
AXXXXXXXXXXXXXXX
TOTAL ESTIMATED VALUE OF EQUIPMENT* XXXXXXXXXX
CELKOVA ODHADOVANA HODNOTA VYBAVENI*

Institution agrees that the equipment | Zdravotnické zarizeni souhlasi, Ze vybaveni
provided by Sponsor is to be used solely for | poskytnuté zadavatelem bude pouZzivat

use in the performance of the Study. vyhradné pro ucely provadéni studie.
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Exhibit D

Priloha D

Payment Beneficiary Details Form Formular pro udaje prijemce plateb
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Exhibit E

Priloha E

THE STANDARD CONTRACTUAL CLAUSES
CONTROLLER TO CONTROLLER -

will be provided separately

STANDARDNI SMLUVNi DOLOZKY
spravce spravci-

bude priloZeno separatné

Data Processing and Protection

Zpracovani a ochrana udaju.

The Parties are Independent Controllers with
regard to the Personal Data processed pursuant
to this Agreement. Institution and Sponsor
agree to Process Personal Data in compliance
with this Agreement, the Protocol, Applicable
Law, the Informed Consent, or any additional
data protection notice provided to any data
subject. The terms Controller, Processor,
Personal Data, Process, and Supervisory
Authority shall have the meanings ascribed to
them as in the EU General Data Protection
Regulation 2016/679 (“GDPR”). The Parties
shall cooperate and assist each other with
respect to any data protection impact
assessments and/or prior consultations with
Government Authorities that may be required in
respect of Processing carried out under the
Agreement; partner with the other party in
responding to any inquiry from an individual,
regulatory or other third party in connection
with data processing related to this CTA;
implement and maintain adequate technical,
organizational, administrative, and physical
practices regarding security, privacy,
continuation, backup, and disaster-recovery
protection that are consistent with leading
industry standards and practices and to protect
against known risks and vulnerabilities when
handling Personal Data. The Parties agree that
Institution is best able to manage data subject
rights requests from study subjects. The
Institution will fulfill these data subject requests
on behalf of the Sponsor. In the event Sponsor
receives a data subject rights request from a

Smluvni strany jsou nezavislymi spravci
osobnich tudaji zpracovavanych podle této
smlouvy. Zdravotnické zarizeni a zadavatel
souhlasi, Ze budou zpracovavat osobni udaje v
souladu s touto smlouvou, protokolem,
platnymi zakony, informovanym souhlasem
nebo jakymkoli dalsim prohlaSenim o ochrané
osobnich 1ddaji poskytnutym jakémukoli
subjektu udaji. Pojmy spravce, zpracovatel,
osobni udaje, zpracovani a dozorovy urad maji
vyznam, ktery je jim pfipisovan v obecném
narizeni EU o ochrané osobnich tudajt
2016/679 (dale jen ,GDPR“). Smluvni strany
budou spolupracovat a poskytnou si vzajemnou
soucinnost vzhledem k jakémukoli posuzovani
dopadu na ochranu osobnich udajti a/nebo k
predchozim konzultacim se statnimi urady,
které mohou byt vyzadovany v souvislosti se
zpracovanim provadénym podle této smlouvy;
budou spolupracovat s druhou stranou pfi
odpovidani na jakékoli dotazy od jednotlivce,
regulacniho uradu nebo jiné treti strany v
souvislosti se zpracovanim osobnich udaji v
souvislosti s touto CTA; zavedou a budou
udrzovat odpovidajici technicka, organizacni,
administrativni a fyzickd opatreni tykajici se
zabezpeceni, ochrany soukromi, pokracovani,
zalohovani a ochrany zotaveni po havarii, které
jsou v souladu se Spickovymi pramyslovymi
standardy a postupy a chrani pred znamymi
riziky a zranitelnostmi pfi praci s osobnimi
udaji. Smluvni strany souhlasi s tim, zZe
zdravotnické zarizeni je nejlépe schopno
spravovat pozadavky subjektii udaji souvisejici
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study subject, Sponsor shall instruct study
subject to contact the respective Institution
directly. Institution shall respond to data
subjects’ requests in accordance with
Applicable Law and the Agreement. No parts of
this Agreement justify any claim by data
subjects or other third parties, nor shall it
constitute a joint or several liability of the
parties. Each party shall be liable to the other
party for all damages including fines caused by
the Processing for which it is responsible. If
Institution suspects or becomes aware of an
Incident, which is an occurrence that could
impact the confidentiality, integrity, or
availability of any Personal Data or Sponsor
Confidential Information, it will (a) provide
notice to Sponsor within forty-eight (48) hours
to allow Sponsor time to comply with Applicable
Law; (b) not reference Sponsor in any public
announcements relating to such Incident
without prior written approval if reasonable;
and (c) take reasonable steps to cooperate with
Sponsor’s investigation of the Incident and
remediate and prevent a recurrence of such
Incident.

s pravy subjektd hodnoceni. Zdravotnické
zarizeni bude vyfizovat tyto poZadavky
subjektd udaji jménem zadavatele. V ptipadé,
Ze zadavatel obdrzi od subjektu hodnoceni
pozadavek souvisejici s pravy subjektu udaju,
vybidne ho, aby kontaktoval pifimo piislusné
zdravotnické zarizeni. Zdravotnické zarizeni
bude odpovidat na pozadavky subjekti tdajt v
souladu s platnymi zakony a smlouvou. Zadna
¢ast této smlouvy nepiiznadvd opravnénost
jakéhokoliv naroku subjektti idajt nebo jinych
tretich stran ani nepredstavuje spolecnou nebo
samostatnou odpovédnost smluvnich stran.
Kazda ze smluvnich stran odpovida druhé
smluvni strané za veSkeré skody, vCetné pokut,
zplsobené zpracovanim, za které je odpovédna.
Pokud ma zdravotnické zarizeni podezieni
nebo se dozvi, Ze doslo k incidentu, coz je
udalost, ktera by mohla ovlivnit zachovani
divérnosti, integritu nebo  dostupnost
jakychkoli osobnich udaji nebo dlvérnych
informaci zadavatele: (a) bude informovat
zadavatele béhem ctyriceti osmi (48) hodin, aby
zadavatel mél ¢as zajistit dodrZeni platnych
zakontl, (b) nebude zminovat zadavatele v
zadnych verejnych oznamenich tykajicich se
takového incidentu bez piredchoziho pisemného
souhlasu, pokud je to pfimérené, a (c) podnikne
primérené kroky pro spolupraci pti vySetfovani
incidentu zadavatelem a napraveni situace a
zabranéni opakovani takového incidentu.
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