CLINICAL TRIAL AGREEMENT

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., havingan address at
777 Old Saw Mill River Road, Tarrytown,
NY 10591 United States (“Sponsor”),
Fakultni nemocnice Hradec Kralové,
having an address at Sokolska 581,500 05
Hradec Kralové — Novy Hradec Kraloveé,
Czech Republic (“Institution”)

and

I -ving an
address at Klinika onkologie a radioterapie
Fakultni nemocnice Hradec Kralové,
Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Krélové, Czech Republic
(“Principal Investigator”).

The Institution and the Principal
Investigator are  hereinafter  called
“Institution/ Principal Investigator” when it
isintended that they be referred to jointly.

WHEREAS, the Sponsor desires to conduct
a clinical study (“Study”) of REGN3767
Fianlimab (“Investigational Drug”) as part
of a multi-center study under a protocol
R3767-ONC-2011 entitled “A Phase 3
Trial of Fianlimab (REGN3767, anti-LAG-
3) + Cemiplimab versus Pembrolizumab
in Patients with Previously Untreated
Unresectable Locally Advanced or
Metastatic Melanoma” (as the same may
be amended from time to time, the
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SMLOUVA O KLINICKEM HODNOCENI

Tuto smlouvu oklinickém hodnoceni
(dale jen ,smlouva“), ktera nabyva platnosti
vden pripojeni posledniho podpisu a

vstoupi v ucinnost kdatu uverejnéni
smlouvy v registru smluv (dale jen ,datum
acinnosti®), uzaviely spolecnost

Regeneron Pharmaceuticals, Inc., se
sidlem na adrese 777 Old Saw Mill River
Road, Tarrytown, NY 10591 Spojené
staty americké (dale jen ,zadavatel“) a
Fakultni nemocnice Hradec Kralové, se
sidlem na adrese Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové,
Ceska republika (dale jen ,poskytovatel)
a
I - esou
zaméstnani: Klinika onkologie a
radioterapie Fakultni nemocnice Hradec
Kralové, Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Ceska
republika (délejen ,hlavni zkouSejici®).

Poskytovatel ahlavni zkouSejici jsou dale
oznacovani jako ,poskytovatel / hlavni

zkousSejici“, kdyz se na né odkazuje
spolecné.

JELIKOZ si zadavatel preje provadét
klinickou studii (dale jen ,studie)

pripravku REGN3767 Fianlimab (dale jen
,hodnoceny pripravek®) v ramci
multicentrické studie podle protokolu
R3767-ONC-2011 nazvaného ,Studie faze
3 Fianlimab (REGN3767, anti-LAG-3) +
cemiplimab versus pembrolizumab u
pacientii s drive nelécenym
neresekovatelnym lokalné pokrocilym
nebo metastatickym melanomem® (ktery
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“Protocol”), a copy of which isincorporated
herein by reference as Exhibit 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;

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.

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 BusinessPark,
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 under this
Agreement.
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muze byt ¢as od Casu aktualizovan, déle jen
.protokol“),jehoz kopie je zaclenéna do této

smlouvy prostrednictvim odkazu jako
priloha A;

JELIKOZ poskytovatel ma
prostory/ zarizeni  aodborné  znalosti
k provadéni studie asouhlasilo
sprovedenim  studie za  podminek
stanovenych dale;

JELIKOZ zadavatel povéfil spole¢nost

Regeneron Ireland Designated Activity
Company, zalozenou podle zakonti 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
sevztahujek implementaci spravnéklinické
praxe pri provadéni klinickych hodnoceni
|éCivych pripravkl pro humanni pouziti;

JELIKOZ zadavatel najal podle samostatné
smlouvy  organizaci ICON Clinical
Research Limited, spole¢né sjejimi
klinickymi pridruzenymi spolecnostmi, jak
je definovano nize (dale jen ,CRO"), se
sidlem na adrese South County Business
Park, Leopardstown, Dublin 18, Irsko
aby jednala jako zastupce =zadavatele
asmluvni vyzkumna organizace pfi fizeni,
koordinaci auskutecnovani povinnosti
zadavatele v souvislosti se studii, jejiz
provadéni je zamyS$leno vtéto smlouvé.
Strany timto potvrzuji asouhlasi, Ze
zadavatel bude mit pravo delegovat
libovolné ze svych prav apovinnosti podle
této smlouvy na CRO, vcetné téch, které se
tykaji plateb, podani regulacnim Giradim
akomunikace, ale déle zlistane odpovédnou
stranou podle této smlouvy.
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WHEREAS, Sponsor has engaged,
pursuant to a separate contract, Parexel
International (IRL) Limited together with
its clinical Affiliates, as defined below,
(“Payment Agent”), having an address at
One Kilmainham Square, Inchicore Rd,
Dublin 8, 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 and the administration of
payments herunder. The parties hereto
acknowledge and agree that Sponsor shall
have the right to delegate any of its rights
and obligations hereunder to Payment
Agent, but shall remain the liable party
under this Agreement.

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

1. SCOPE OF WORK.

1.1 Principal Investigator. The
Institution shall conduct and supervise the
Study through Principal Investigator. 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 affiliation with
the Institution ceases, whereupon the
Sponsor will have a right of approval with
respect to the designation of anew Principal
Investigator, and this Agreement shall be
amended.

Expected duration of the study: [Jj
]
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VZHLEDEM K TOMU, JELIKOZ zadavatel
najal podle samostatné smlouvy spolecnost
Parexel International (IRL) Limited
spolecné s jejimi klinickymi pridruzenymi
spoleCnostmi, jak je definovano nize,
(,platebni  agent”), s adresou One
Kilmainham Square, Inchicore Rd,
Dublin 8, Irsko , aby jednala jako zastupce
zadavatele a smluvni vyzkumna organizace
pri Ttizeni, koordinaci auskutecnovani
povinnosti zadavatele v souvislosti se studii,
jejiz provadéni je zamySleno v této smlouvé
a spravu plateb podle ni. Smluvni strany
berou na védomi a souhlasi s tim, Zze
Sponzor bude mit pravo pienést jakakoli ze
svych prav a povinnosti podle této Smlouvy
na Platebniho agenta, ale ziistane
odpovédnou stranou podle této Smlouvy.

PROTO NYNi sohledem na vzijemné
prisliby uvedené v této smlouvé se smluvni
strany dohodly nasledovné:

1. ROZSAH PRACI.

1.1 Hlavni zkousejici.
Poskytovatel  bude studii  provadét
adohlizet na ni prostrednictvim hlavniho
zkouSejiciho. Poskytovatel bude neprodlené
informovat zadavatele, pokud hlavni
zkousejici nebude schopen nebo ochoten
pokracovat ve studii nebo pokud spoluprace
hlavniho zkousSejiciho s poskytovatelem
skonci, nacez zadavatel bude mit pravo
schvalit jmenovani nového hlavniho
zkouSejiciho v ramci pisemného dodatku.

Predpokladana délka trvani studie: -
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1.2 Conduct of the Study. The
Institution and Principal Investigator shall
conduct the Study in accordance with this
Agreement, the Protocol, all reasonable
written instructions of the Sponsor, and all
applicableinternational, European, national
and local laws and regulations, including,
without limitation, any  applicable
requirements of the United States Food and
Drug Administration (“FDA”) and the
International Conference on Harmonization
Good Cinical 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,
REGULATION (EU) 2016/679 OF THE
EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 27 April 2016 on the protection
of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing

Directive  95/46/EC  (General Data
Protection Regulation), hereinafter the
“GDPR”, the Act No. 110/2019 Coll. on

Personal Data Processing, the Act on
Pharmaceuticals No. 378/2007 Coll., as
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/ Principal  Investigator shall
refrain from, and shall cause any other
employee, contractor, or agent performing
or assisting with the Study on behalf of the
Institution/ Principal Investigator (“Study
Staff’) to refrain from using the
Investigational Drug in any manner that is
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1.2  Provadéni studie.
Poskytovatel ahlavni zkouSejici budou
provadét studii v souladu stouto smlouvou,
protokolem,v8emi primérenymi pisemnymi
pokyny zadavatele avSemi platnymi
mezindrodnimi, evropskymi, narodnimi a
mistnimi zakony aptedpisy, mimo jiné
véetné platnych pozadavkid amerického
Utadu pro kontrolu potravin aléciv (délejen
,FDA") apokynli Mezinarodni konference
pro harmonizaci o spravneé klinické praxi
(dale jen ,ICH GCP*), veSkerych platnych
pozadavkli Evropské agentury pro léCivé
pripravky (European Medicines Agency,
déle jen ,EMA®), Evropské komise nebo
prislusnych narodnich Giradli nebo platnych
pozadavkii Helsinské deklarace, NARIZENI
EVROPSKEHO PARLAMENTU A RADY (EU)
2016/ 679 zedne 27.dubna 2016 o ochrané
fyzickych osob
v souvislosti se zpracovanim osobnich Gdajt
a o volném pohybu téchto dajt a o zruseni

smérnice 95/46/ES (obecné narizeni
o ochrané osobnich udaja), dale jen ,GDPR",
zakona ¢.110/2019 Sb. o zpracovani

osobnich (dajt, zadkona ¢.378/2007 Sb.,
olécivech, vplatném znéni, zakona
€.372/2011 Sb., ozdravotnich sluzbach,
v platném znéni, vyhlasky ¢.226/2008 Sb.,
ospravne  klinické  praxi abliz8ich
podminkéach klinického hodnoceni |éCivych
pripravkl, avyhlasky ¢.84/2008 b,
o spravne lékarenské praxi (déle jen ,platné
zakony“). Poskytovatel / hlavni zkouS$ejici
nebudou pouzivat hodnoceny pfripravek
Zzadnym zpusobem, ktery je vrozporu
sustanovenimi protokolu nebo je mimo
jeho ramec nebo ktery je vrozporu
spisemnymi pokyny zadavatele, azajisti
totéz od vSech ostatnich zaméstnanci,
dodavatelli nebo zastupcti, kteti provadeéji
studii nebo na ni spolupracuji jménem
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contrary to the provisions of, or outside the
scope of, the Protocol or that is contrary to
Sponsor’swritten instructions.

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

14 Informed Consent. The
Principal Investigator 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/ Principal Investigator  shall
conduct the Study in a manner consistent
with the Informed Consents. The Sponsor
shall supply the informed consent form to
the Investigator.

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

shall be in writing and sent to the
Institution/ Principal Investigator.

1.6  Supervision. The
Institution/ Principal  Investigator shall

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.
Version Date: 11 January 2022
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poskytovatele/ hlavniho zkouS$ejiciho (dale
jen ,personal studie®).

1.3  Schvaleni.
ziskaji schvaleni studie
protokolem apisemného
informovaného souhlasu
v ¢asti 1.4), které budou oboustranné
prijatelné pro poskytovatele/ hlavniho
zkouS$ejiciho azadavatele, ataké ziskaji
jakékoliv jiné schvéleni pozadované pro
studii ze strany prislusnych internich
bezpecnostnich nebo reviznich komisi.

Zadavatel/ CRO
vsouladu s
formuléare
(definovaného

1.4 Informovany souhlas.
Hlavni zkouSejici ziska od kazdé osoby
Ucastnici se studie (dale jen ,studijni

subjekt®) platny informovany souhlas (dale
jen informovany souhlas®), ktery bude
podepsany studijnim subjektem abude
radné dokumentovany. Poskytovatel/ hlavni
zkousSejici budou provadét studii v souladu
sinformovanymi souhlasy. Formular
informovaného souhlasu doda zkousejicimu
zadavatel.

1.5 Dodatky protokolu.
Zadavatel mlize kdykoliv zménit protokol.
Jkykoliv dodatek protokolu bude mit
pisemnou formu abude zaslan
poskytovateli/ hlavhimu zkouSejicimu.

1.6 Dohled. Poskytovatel/ hlavni
zkouS8ejici budou dohlizet na personal
studie azajisti, aby byl personal studie
radné vyskolen, kvalifikovan a certifikovan
aaby byl informovan o pfrislusnych
podminkach této smlouvy adodrzoval je.
Poskytovatel/ hlavni  zkouS$ejici vyvinou
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Institution/ Principal Investigator shall use
its reasonable best efforts to maintain
consistency of Study Staff throughout the
duration of the Study.

1.7 Enrollment. The Principal
Investigator shall use its reasonable best
efforts to enroll a minimum of.patientsto
the Study. Sponsor may limit the Principal
Investigator’s enrollment of Study Subjects
based upon enrollment patterns at other
Study centers.

2. RECORDS, REPORTING, AND
AUDITS.
21 Study Materials. The

Institution/ Principal Investigator shall keep
and maintain, 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 Institution for the
Sponsor (“Study Materials”).

22 Record Retention. The
Institution must, and must ensure that
Principal Investigator will, retain all
essential study documents, including Study
Materials, source documents, and Study
Subject medical records for at least fifteen
(15) years following the completion or
discontinuation of the Study, or longer, if a
longer period is required by relevant
regulatory authorities. If the Institution or
Version Date: 11 January 2022
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primérené nejlepSi Usili k zachovani
stejného personalu studie po celou dobu
trvani studie.

1.7 Nabor. Hlavni zkousSejici
vyvine primérené nejlepsi Usili k naboru
minimainé [oacienti do studie. Zadavatel
milize omezit ndbor studijnich subjekti
hlavnim zkouSejicim na zakladé postupu
naboru v jinych studijnich centrech.

2. ZAZNAMY, HLASENI A AUDITY.

21 Materialy ze studie.
Poskytovatel/ hlavni zkou$ejici budou vést
auchovavat, peclivé adostatecné podrobné
k uspokojeni pozadavkl platnych zakont,
takové udaje azaznamy ze studie, jak jsou
vyzadovany protokolem aplatnymi zékony,
mimo jiné vcetné vyplnénych zaznami
subjekti hodnoceni, jakychkoliv
elektronickych databazi, jejichz vytvoreni se
pozaduje podle protokolu, ajakychkoliv
zprav ze studie pripravenych
poskytovatelem pro zadavatele (déle jen
.materialy ze studie®).

22 Uchovani zaznamii.
Poskytovatel musi uchovavat azajisti, ze
hlavni zkouSejici bude uchovéavat, v8echny
zasadni  studijni  dokumenty, vcetné
materialli ze studie, zdrojové dokumentace
azdravotnich zaznami studijnich subjektti
po dobu nejméné patnacti (15)let po
dokonceni nebo predcéasném ukonceni
studie nebo déle, je-li delSi obdobi
vyzadovano prislusnymi regulacnimi urady.
Datum verze: 11.ledna 2022
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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 to a mutually agreed-upon
destination.

The Institution shall conduct archiving free
of charge for 5 years and paid archiving for
following 20 years . An
invoice shall beissued for the paid archiving
after the Agreement has been signed.

Sx months prior to the end of the paid
archiving, the Sponsor shall inform the
Institution that it insists on further
archiving and shall pay any related costs.

In the event that the Sponsor does
not give notice that further archiving is
necessary or fails to pay a fee for further
archiving within the timeframe specified
above, the Institution shale be entitled to
destroy all archived Study documents.

23 Study Subject Medical
Information. The Sponsor may access the
Study Materials during regular business
hours, upon reasonable advance notice to
the Institution/ Principal Investigator. 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/ Principal Investigator records
containing such information to the extent
permitted by Applicable Law and the
express authorization of Informed Consents
from relevant Study Subjects.
Version Date: 11 January 2022
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Pokud nastane situace, kdy poskytovatel
nebo hlavni zkouSejici jiz nadale nemohou
zajistit archivaci, poskytovatel otom musi
informovat zadavatele arelevantni
zaznamy budou premistény na vzajemné
dohodnuté misto.

Poskytovatel provede bezplatnou archivaci
5 let a na dalSich 20 let provede
zpoplatnénou archivaci . Na
zpoplatnénou archivaci bude vystavena
faktura po podpisu smlouvy.

Zadavatel v predstihu 6 mésicii od konce
zpoplatnéné archivace oznami
poskytovateli, Zze trva na dal8i archivaci a
uhradi ndklady stim spojené.

Vptipadé, Ze ve shora uvedené |hité
zadavatel nesdéli pozadavek na dalsi
archivaci ¢i neuhradi poplatek na dalsi
archivaci, je poskytovatel opravnén
k likvidaci vSech archivovanych dokumenti
Studie.

23 Zdravotni informace
studijnich subjekti. Zadavatel mize mit
pristup k materialim ze studie béhem
béznych pracovnich hodin na zékladé
priméreného predchoziho  oznameni
piedaného poskytovateli/ hlavnimu
zkouS8ejicimu.  Zadavatel také bude
dodrZovat veskeré platné zédkony tykajici se
dlvérnosti zdravotnich zaznami ajinych
zdravotnich informaci studijnich subjekti,
bude zachovavat mlcenlivost o osobnich
identifikujicich  informacich  studijnich
subjekti abude jednat v souladu
sinformovanymi souhlasy. Svyhradou vys$e
uvedeného milize zadavatel potizovat kopie

zaznami poskytovatele/ hlavniho
zkouS8ejiciho, které obsahuji  takove
informace, ato vrozsahu povoleném
Datum verze: 11.ledna 2022
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Institution/ Principal Investigator
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  foreign
regulatory agencies. If in connection with
the performance of the Agreement, Sponsor
comes in contact with individually
identifiable information of patients at the
Institution who are not Study Subjects,
Sponsor commits to maintain the
confidentiality of such information and not
use it for any purpose.

24 Periodic Reporting. The
Principal Investigator shall provide Sponsor
with the data called for in the Protocol on
properly completed case report forms
within two (2) business days of collection or
as otherwise specified in the Protocol.

2.5 Adverse Experience
Reporting. The Principal Investigator shall
notify Sponsor of serious adverse
experiences, adverse experiences or drug
reactions of any Study Subject in accordance
with the requirements of the Protocol.

2.6  Audits by the Sponsor. The
Institution/ Principal Investigator 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
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platnymi zakony a podle vyslovného svoleni
prislusnych studijnich subjektd uvedeného
v informovanych souhlasech.
Poskytovatel/ hlavni zkouSejici uznavaji, ze
zadavatel mize predat materialy ze studie
svym partneriim ve vyvoji lékd, jinym
klinickym zkousejicim ve studii, tradu FDA,
agenture EMA, prisluSnym néarodnim
Ufadim a zahrani¢nim regulacnim Gradim.
Pokud zadavatel v souvislosti s plnénim
smlouvy prijde do kontaktu s individualné
identifikovatelnymi  Udaji pacientd u
poskytovatele, kteri nejsou studijnimi
subjekty, zadavatel se zavazuje k zachovani
diveérnosti takovych Gdaji a nepouZije je za
zadnym ucelem.

24 Periodické zpravy. Hlavni
zkouSejici poskytne zadavateli Udaje
pozadované v protokolu v radné

vyplnénych zaznamech subjekti hodnoceni

do dvou (2)pracovnich dnli od jejich
ziskani, nebo jak je jinak stanoveno
v protokolu.

25 Hlaseni nezadoucich

ucinki. Hlavni zkouSejici bude zadavatele
informovat o0 zavaznych nezédoucich
prihodach, nezadoucich prihodach nebo
reakcich na lék ujakéhokoliv studijniho
subjektu v souladu s poZzadavky protokolu.

26 Audity provadéné
zadavatelem. Poskytovatel/ hlavni
zkouSejici zpristupni zadavateli (nebo jeho
zastupci) studijni pracovisté, personal
studie avsouladu splatnymi zakony
tykajicimi se ochrany davérnosti pacientt
také vesSkeré materialy ze studie pro ucely
kontroly aauditu, ato po priméreném
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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.

2.7 Audits by Regulatory
Authorities. Institution shall make
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
recognizesthat the Study and the Institution
is subject to inspection by regulatory
agencies worldwide, including the FDA. The
Institution/ Principal Investigator  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/ Principal Investigator  shall
permit the Sponsor to review and comment
in advance on any written communication
from the Institution/ Principal Investigator
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/ Principal Investigator’s
response to the regulatory authority. The
Institution/ Principal Investigator  shall
promptly provide the Sponsor with copies
of all communications between the
Institution/ Principal Investigator and the
regulatory authority related to such audit
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predchozim oznameni abéhem bézné
pracovni doby. Po prijeti pisemného
oznameni od zadavatele o jakémkoliv
poruSeni protokolu nebo platnych zékoni
zjisténém béhem takového auditu prijmou
hlavni zkouSejici aposkytovatel
bezodkladné opatieni k napravé takovych
poruseni aposkytnou zadavateli potvrzeni
o takovém napravném opatieni.

2.7 Audity provadéné
regulacnimi urady. Poskytovatel
zptistupni regulacnim Gfadim studijni

pracovisté, persondl studie av souladu
splatnymi zakony tykajicimi se ochrany
diveérnosti pacientti také veSkeré materialy
ze studie pro Uucely kontroly aauditu.
Poskytovatel uznava, ze studie
i poskytovatel podléhaji kontrole ze strany
regulacnich Uradl zcelého svéta, vcetné
uradu FDA. Poskytovatel/ hlavni zkouSejici
poskytnou zadavateli neprodlené a piredem
oznameni o jakémkoliv auditu provadéném
regulacnim Uradem, ktery primo souvisi se
studii (nebo pokud predbézné oznameni
neni prakticky proveditelné, poskytnou
ihned poté oznameni o dokonceném
auditu). Vrozsahu, vjakém je to mozné,
poskytovatel/ hlavni  zkouSejici umozni
zadavateli prezkoumat aptipominkovat
predem  jakékoliv  pisemné  sdéleni
poskytovatele/ hlavniho zkousSejiciho
piedavané regulacnimu Uradu v souvislosti
stakovym auditem; avSak za predpokladu,
Ze takovy prezkum negativné neovlivni
vCasnou odpovéd poskytovatele/ hlavniho
zkouSejiciho regulacnimu Uradu.
Poskytovatel/ hlavni zkouSejici
bezodkladné poskytnou zadavateli kopie

veskerych sdéleni mezi
poskytovatelem/ hlavnim zkouSejicim
aregulacnim uradem v souvislosti
Datum verze: 11.ledna 2022
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unless prohibited from so doing by the
regulatory authority, and shall promptly
take action to correct any deficiencies found
by theregulatory authority during the audit.
With respect to a pending audit directly
related to the Study by the FDA,the EMA, the
national competent authorities or by any
comparable foreign regulatory authority,
the Institution/ Principal Investigator 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 isnot directly related to the Study, the
Institution/ Principal Investigator  shall
promptly notify the Soonsor of any findings
of such an audit that may have an adverse
effect on the Institution/ Principal
Investigator’s ability to conduct the Study in
accordance with the Protocol or Applicable
Law.

3. SPONSOR OBLIGATIONS.

31 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.

3.2 Supply of Investigational
Drug. The Sponsor and/ or its Affiliate shall

supply the Institution/ Principal
Investigator with quantities of the
Investigational Drug adequate for the

Institution/ Principal Investigator to
conduct the Study in accordance with the
Protocol. The Investigational Drug shall
remain the sole property of the Sponsor
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stakovym auditem, pokud to regulacnim
uradem neni zakazano, aneprodlené
podniknou kroky k napravé pripadnych
nedostatkli zjisténych regula¢nim Uradem
béhem auditu. Sohledem na nadchazejici
audit primo souvisejici se studii ze strany
ufadu FDA, agentury EMA, pfislusnych
narodnich GOrfadli nebo srovnatelného
zahrani¢niho regula¢niho Gradu umozni
poskytovatel / hlavni zkouSejici zastupcim
zadavatele, aby byli pritomni takovému
auditu, pokud to neni zakazano platnymi
zakony. Sohledem na jakykoliv audit ze
strany regulatniho (radu, ktery ptimo
nesouvisi se studii, poskytovatel/ hlavni
zkouSejici bezodkladné informuji
zadavatele ojakykoliv zjisténich auditu,
ktera mohou mit nezadouci vliv na
schopnost poskytovatele/ hlavniho
zkousSejiciho provadét studii v souladu
s protokolem nebo platnymi zakony.

3. POVINNOSTI ZADAVATELE.

3.1  Dodrzovani zakonii.
Zadavatel bude dodrzZovat platné zédkony pfi
provadéni svych c¢innosti vztahujicich se ke
studii aziskd vSechna schvaleni a souhlasy
pozadované pro zadavatele ve spojeni
s takovymi ¢innostmi.

3.2 Dodavka hodnoceného
pripravku. Zadavatel a/nebo jeho
pridruzend spolecnost doda
poskytovateli/ hlavnimu zkouSejicimu
dostatecna mnozstvi hodnoceného
pripravku tak, aby poskytovatel/hlavni

zkousejici mohli provadét studii v souladu
s protokolem. Hodnoceny pripravek
zlistane nadéle vyhradnim vlastnictvim
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and/ or its Affiliate. The
Institution/ Principal Investigator shall take
reasonable steps to ensure that it has
adequate supplies of the Investigational
Drug, shall store, use, handle, and return or
dispose of the Investigational Drug in
accordance with the Protocol, and shall not
use any Investigational Drug after its
labeled expiration date.

The Investigational Medicinal Product will
be supplied to the Institutions pharmacy
always in properly packaged containers
intended for the Investigational Medicinal
Product and labelled in accordance with Sec.
19(1)(e) of Decree No. 226/2008 Coll. on
Good Clinical Practice.

The Investigational Medicinal
Product shall be delivered to hospital
pharmacy building no. 20 Mondays through
Fridays between 7 AM and 2 PM.

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.

3.4 Subject Injury. The Sponsor
shall reimburse the Institution for the
reasonable and necessary medical expenses
incurredin treating any injury or illnessto 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
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zadavatele a/nebo jeho pridruzené
spolecnosti. Poskytovatel/ hlavni zkousejici
prijmou primérené kroky k zajisténi, ze
budou mit dostatecné zasoby hodnoceného
pripravku, budou hodnoceny pripravek
uchovavat a pouzivat, zachazet s nim a vrati
nebo zlikviduji jej v souladu sprotokolem
anepouziji zadny hodnoceny pripravek po
vyznaceném datu exspirace.

Hodnoceny pripravek bude dodavan do
nemocni¢ni  lékarny, vzdy v tadné
zabalenych  obalech uréenych  pro
hodnoceny pripravek a oznaceny v souladu
s § 19 odst. 1 pism. e) vyhlasky ¢.226/2008
So., 0 spravnéklinické praxi.

Dodavky hodnoceného pripravku se budou
uskutecniovat v Po-Pa od 7.00 h do 14.00 h
do budovy nemocnicni Iékarny €. 20.

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

34 Zdravotni ujma subjektu.
Zadavatel proplati poskytovateli priméirené
anutné zdravotni vydaje vzniklé pri lécbé
zdravotni ijmy nebo onemocnéni studijniho
subjektu, které primo souvisi spodanim
hodnoceného pripravku nebo fadnym
provadénim libovolného jiného postupu ve
studii v souladu s protokolem apisemnymi
pokyny zadavatele predanymi
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instructions to the Institution/Principal
Investigator. 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 areincurred 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 Sponsor’s
written instructions to the
Institution/ Principal Investigator,
including, without limitation, medical

expenses associated with a pre-existing
medical condition or the progression of the
underlying disease.

3.5 Registration of Study.Tothe
extent required by Applicable Law, it shall
be the responsibility of the Sponsor to
register the Study at (i)
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 (asin effect at thetime 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.

3.6 Communication of
Findings. The Sponsor will use reasonable
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poskytovateli/ hlavnimu zkouSejicimu.
Zadavatel neni povinen poskytnout
kompenzaci za (a) jiné néaklady souvisejici
se zdravotni Ujmou nebo onemocnénim
(napriklad uslé mzdy), (b) zdravotni vydaje,
které jsou uhrazeny soukromou treti
stranou, (c) zdravotni vydaje, ke kterym
doslo nasledkem poruseni protokolu nebo
jiného pochybeni nebo nedbalosti ze strany
jakéhokoliv zastupce nebo zaméstnance
poskytovatele (vcetné persondlu studie),
nebo (d) zdravotni vydaje na zdravotni
Uimu nebo onemocnéni nesouvisejici
shodnocenym pripravkem anesouvisejici
stradnym provadénim jakéhokoliv jiného
postupu vyzadovaného protokolem nebo
pisemnymi pokyny zadavatele predanymi
poskytovateli/ hlavnimu zkous$ejicimu,
mimo jiné vcetné zdravotnich vydaji
souvisegjicich s preexistujicim zdravotnim
stavem nebo zhorSenim  zakladniho
onemocnéni.

3.5 Registrace studie. Vrozsahu
vyZadovaném platnymi zakony bude
zadavatel odpovidat za registraci studie
(i) na webu www clinicaltrials.gov;
(ii) vjiném registru, jehoz pozadavky jsou
v souladu spokyny Mezinarodni komise
vydavatelli lékarskych casopisti (dale jen

~JCMJE") pro registrace  klinickych
hodnoceni, ato vzdy v rozsahu
pozadovaném pokyny komise ICMJE

(platnymi v okamziku zahgjeni studie), aby
vysledky studie splnovaly pozadavky na
publikovani v casopise ICMJE; nebo
(iii) v jakémkoliv jiném registru
pozadovaném pripadné platnymi zakony.

3.6 Informovani o zjisténich.
Zadavatel vyvine primérené usili k tomu,
Datum verze: 11.ledna 2022
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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.

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

4.1 Ownership of Data and
Records. All rights, title, and interest in (i)
the Study Materials, (ii) the Protocol, and
(iif) any other scientific, technical, business,
or other data or information relating to the
Investigational Drug or this Agreement that
is disclosed to the Institution/Principal
Investigator by the Sponsor shall be the sole
and exclusive property of the Sponsor.

42 Ownership of Inventions.
The Institution/ Principal Investigator shall
promptly disclose, and shall causethe 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/Principal
Investigator 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/ Principal
Investigator agrees to execute any
documentsor 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
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aby  bezodkladné ohlasil  hlavnimu
zkouS$ejicimu jakékoliv zjisténé naélezy,
které by mohly ovlivnit bezpecnost
Gcastnikli nebo jejich ochotu pokracovat
v Ucasti ve studii.

4. VLASTNICTVi UDAJ), ZAZNAMU
A DUSEVNI VLASTNICTVi.

4.1  Vlastnictvi udaji
azaznamiu. VSechna prava, pravni tituly
anaroky k(i) materidlim ze studie,
(ii) protokolu  a(iii) jakymkoliv  jinym
védeckym, technickym, obchodnim nebo
jinym udajtim nebo informacim
souvisejicim shodnocenym pripravkem
nebo touto smlouvou, které zadavatel sdéli
poskytovateli / hlavnimu zkouSejicimu, jsou

vyhradnim avyluénym vlastnictvim
zadavatele.

42 Vlastnictvi vynalezii.
Poskytovatel/ hlavni  zkouS$ejici  budou

neprodlené informovat zadavatele a zajisti,
aby personal studie informoval zadavatele
pisemné oveSkerych vynélezech nebo
objevech ucinénych prti provadéni studie
poskytovatelem/ hlavnim zkouSejicim nebo
jejich jménem, které souviseji spodanim
nebo pouzitim hodnoceného pripravku
(dale jen ,vyndlezy®). Zadavatel timto
vlastni veSkeraprava, pravni tituly a naroky
k jakymkoliv vynaleziim
aposkytovatel/ hlavni zkouSejici souhlasi,
ze vyhotovi jakékoliv dokumenty nebo
podniknou jiné dalsi kroky, pokud budou
vyzadovany zadavatelem jako dlikaz
prevodu titulu knim nebo kumoznéni
soudniho vymahani, pridéleni, udrzovani,
opravy nebo rozsiteni libovolného patentu

Datum verze: 11.ledna 2022

Trojstranna smlouva_zadavatel- Poskytovatel-
hlavni zkou$&ejici-CZE

Cislo protokolu: R3767-ONC-2011

Cislo pracovisté: 203001

Page 13 of 61



(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 Inventionsto
Institution.

5. CONFIDENTIALITY.

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/ Principal
Investigator orally or in electronic or
written form;and (c) Inventions. Duringthe
term of this Agreement and for a period of
five (5) years after the expiration or
termination of this Agreement
(“Confidentiality Period”), the
Institution/ Principal Investigator  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 internal safety
and review boards, except as provided in
Section 5.3 or the Protocol. During the
Confidentiality Period, the
Institution/ Principal Investigator 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.
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nebo patentové prihlasky v souvislosti
svynalezy (mimo jiné vcetné postoupent,
prohlaSeni, mistopriseznych prohlaseni
atp.), ato na primérené vydaje zadavatele.
Poskytovatel prohlasuje a potvrzuje, ze
v8echen persondl studie je povinen
postoupit veskera prava, naroky a zajmy
vztahujici se k vynaleziim poskytovateli.

5.  DUVERNOST.

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
jeno  jménem  poskytovateli/ hlavhimu
zkousS$ejicimu 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 micenlivosti®)
bude poskytovatel/ hlavni zkouSejici
uchovavat micenlivost o diivérnych
informacich anesmi predat nebo sdélit
divérné informace zadné jiné treti strané
kromé EK adalSich prislusnych internich
bezpecnostnich areviznich komisi, vyjma

situaci dle ustanoveni v c¢asti5.3 nebo
v protokolu. Po dobu trvani obdobi
micenlivosti mohou poskytovatel/ hlavni

zkousSejici pouzivat davérné informace pfi
provadéni studie, k poskytovani souvisejici
péce pacientim nebo pro jiné nekomer¢ni
interni klinické nebo vzdélavaci Gcely, avsak
nebudou pouzivat diivérné informace pro
zadnéjiné ucely..
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5.2 Exceptions. Notwithstanding
Section 5.1, information shall be deemed not
to be Confidential Information to the extent
that it:

(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);

(b) is lawfully made available
to the Institution, its employees, or its
agents (includingthe Principal Investigator)
by a third party that the Institution
reasonably believes owes no obligation of
confidentiality to the Sponsor; or

(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.

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

(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 Saff are
subject to obligations of confidentiality and
non-use at least asrestrictiveasthosein this
Article 5;
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5.2 Vyjimky. Bez ohledu na
Cast 5.1 seinformace nebudou povazovat za
divérnéinformace do té miry, v jaké:

(a) jsou nebo se pozdéji
stanou verejné znamymi jinym zplisobem
nez porusenim této smlouvy
poskytovatelem, jeho zaméstnanci nebo
jeho zastupci (vcetné hlavniho
zkousSejiciho);

(b) jsou pravoplatné
zptistupnény poskytovateli, jeho
zaméstnancim nebo zastupciim (vcéetné

hlavniho zkousejiciho) tteti stranou,u nizse
poskytovatel diivodné domniva, ze nema
zadnou povinnost zachovani micenlivosti
vuci zadavateli; nebo

(c) jiz byly znamy nebo jsou
nezavisle vytvoreny poskytovatelem, jeho
zaméstnanci nebo zastupci (véetné hlavniho
zkou$ejiciho), jak je dolozeno pisemnymi
zaznamy.

5.3 Povolené predani
informaci. Bez ohledu na ¢ast 5.1 mohou
byt diivérné informace predany do té miry,
v jaké:

(a) jsou sdéleny personalu
studie, ale pouze v rozsahu potrebném ve
spojeni sprovadénim studie apouze
v pripadé, Ze je takovy personal studie
vazan povinnostmi zachovani micenlivosti
anepouziti, které jsou prinejmensim stejné
restriktivni  jako  povinnosti vtomto
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(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;

(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;

(d) isrequired 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/ Principal Investigator shall
use reasonable efforts to disclose the
minimum Confidential Information
necessary to comply with such requirement,
and the Institution/ Principal Investigator
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
limit the disclosure.

5.4 Confidentiality of Terms.
Institution/ Principal Investigator  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.
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¢lanku 5;

(b) jsou sdéleny studijnim
subjektiim nebo perspektivnim studijnim
subjektiim, jak je primérené potiebné nebo
vhodné vpribéhu diskusi  ohledné
informovaného souhlasu nebo provadéni
studie;

(c) jsou sdéleny lékari nebo
studijnimu subjektu, jak je primérené

potirebné nebo vhodné v souvislosti
slécbou studijniho subjektu;
(d) jejich piredani

poskytovatelem je vyzadovano ze zékona
nebo ptikazem libovolného statniho Gradu;
avSak za ptedpokladu, ze kromé sdéleni
ucinénych podle casti 2.7 vyvine
poskytovatel/ hlavni zkousSejici primérené
usili ke sdéleni minima dtvérnych
informaci, které je potiebné ke splnéni
takového pozadavku, a poskytovatel/ hlavni
zkousSejici poskytnou zadavateli predem
oznameni o predani informaci, kde je to
prakticky proveditelné, av opacném
pripadé predaji bezodkladné oznameni o
sdéleni poté, aby se zadavatel mohl pokusit
o predbézny prikaz k omezeni predani
informaci.

5.4 Podminky zachovani
mlcenlivosti. Poskytovatel/ hlavni
zkousejici budou zachovavat mlicenlivost
o podminkach téeto smlouvy, se
zohlednénim casti 7.5 avyjimek
stanovenych v castech 5.2 a5.3.
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6. BIOLOGICAL SAMPLES.

6.1 Definition. “Biological
Sample” means (i) any material collected
from a Study Subject with his/ her consent,
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.

6.2 Collection, Storage and Use
Under Protocol. If the Protocol requiresthe
collection of Biological Samples, then
Institution/ Principal Investigator  shall
collect and use such Biological Samples in
accordance with the Protocol, the Informed
Consent, and in compliance with Applicable
Law. At the request of Sponsor, or if
otherwise required by the Protocol,
Institution/ Principal Investigator  shall
deliver the Biological Samplesto 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.

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

Version Date: 11 January 2022

Tripartite contract_Sponsor-Public Institution-Principal
Investigator-CZE

Protocol Number: R3767-ONC-2011

Site Number: 203001

6. BIOLOGICKE VZORKY.

6.1 Definice. ,Biologicky
vzorek® znamend (i) jakykoliv material
odebrany studijnimu subjektu sjeho

souhlasem, mimo jiné vcetné vzorku krve,
séra, moci, slin, kostni dfené nebo tkané,
a(ii) jakykoliv. hmotny materidl znich
izolovany, mimo jiné vcetné DNA, RNA
adalSich biologickych latek.

6.2 Odbér, uchovavani
a pouziti podle protokolu. Pokud protokol
vyzaduje odbér biologickych vzorki, pak
poskytovatel/ hlavni  zkouS$ejici  budou

odebirat apouzivat takové biologicke
vzorky v souladu s protokolem,
informovanym  souhlasem  aplatnymi

zakony.Na zadost zadavatele, nebo pokud je
to jinak vyZzadovano protokolem, doda
poskytovatel/ hlavni zkouSejici biologické
vzorky  zadavateli nebo  povérenci
zadavatele. Zadavatel bude pouzivat takové
biologické vzorky v souladu sprotokolem,
informovanym  souhlasem  aplatnymi
zakony.

6.3 Uchovani a zniceni.
Poskytovatel a zadavatel, dle situace, budou
uchovavat vS8echny biologické vzorky tak
dlouho, jak to vyzaduje protokol aplatné
zakony. Poskytovatel ani hlavni zkouSejici
nezni¢i ani nepovoli zniceni jakychkoliv
biologickych vzorki vjejich drzeni bez
piedchoziho pisemného souhlasu
zadavatele. Na  zadost zadavatele
poskytovatel bud’ doruci biologické vzorky,
které ma poskytovatel v drzeni, nebo bude
nadale biologické vzorky uchovavat po
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Biological Samples for any period that the
Sponsor may request at Soonsor’s expense.

6.4 Secondary Research.
Institution/ Principal Investigator 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
used for purposes of conducting the
research specified by the Protocol, for
purposes of testing or usein research that is
not described in the Protocol, including
pharmacokinetic, pharmacogenomics, and
biomarker testing and research.

7. PUBLICATION AND DISCLOSURE.

741 Right of Publication.
Notwithstanding  Section 5.1, upon
completion or termination of the Study and
subject to this Article 7, the
Institution/ Principal  Investigator 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)
supportingdatagenerated 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
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obdobi, které zadavatel milize pozadovat,
ato nanaklady zadavatele.

6.4  Sekundarni vyzkum.
Poskytovatel/ hlavni  zkouS$ejici  nesmi
(i) pouzivat biologicke vzorky ziskané podle
protokolu, (ii) odebirat dodatecna mnozstvi
biologickych vzorkil (tj. prekracujici
mnozstvi, jejichz odbér stanovuje protokol)
a/nebo (iii) uchovavat jakakoliv mnozstvi
biologickych vzorkl nepouzivana pro Gcely
provadéni  vyzkumu  specifikovaného
protokolem pro Ucely testovani nebo pouziti
ve vyzkumu, které nejsou popsany
v protokolu, vcetné farmakokinetického
afarmakogenomického vyzkumu
atestovani a vyzkumu biomarker .

7. PUBLIKOVANI A ZVERENNENI.

7.1 Pravo publikovani. Bez
ohledu na cast 5.1, po dokonceni nebo
ukonceni studie a podle tohoto ¢lanku 7 smi
poskytovatel/ hlavni zkouSejici publikovat
nebo jinak zverejnit nebo predlozit
k publikovani ¢lanek, rukopis, abstrakt,
zpravu, plakat, prezentaci nebo jiny
materidl v pisemné nebo elektronické
formé, ktery obsahuje: (i) analyzu vysledki
studie vytvorenou poskytovatelem a/ nebo
hlavnim zkouSejicim u poskytovatele;
(ii) souhrn  protokolu; af(iii) podpiirné
udaje vytvorené poskytovatelem a/nebo
hlavnim zkouSejicim u poskytovatele ve
spojeni se studii aidentifikujici informace
tykajici se hodnoceného ptipravku tak, jak
by bylo diivodné pozadovano pro Ucely
publikace v odborném védeckém casopise
(jakykoliv takovy c¢lanek, rukopis, abstrakt,
zprava, plakat, prezentace nebo jiny
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publication in a peer-reviewed scientific
journal (any such article, manuscript,
abstract, report, poster, presentation, or
other material, a “Manuscript”).

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/ Principal Investigator 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 scientific journal
summarizingthe datagenerated 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/ Principal
Investigator may publish or submit for
publication a Manuscript without further
delay (subject to the other Sections of this
Article 7).

7.3 Review Period. Not less than
forty-five (45) days prior to submission for
publication or presentation of any

Manuscript, the Institution/Principal
Investigator shall provide the Sponsor with
a copy of the Manuscript. The
Institution/ Principal Investigator  shall

consider in good faith any comments
submitted by the Sponsor regarding the
content thereof, and shall delete any
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materidl je oznacovan dale jako ,rukopis®).

7.2 Multicentricka publikace.
Spftihlédnutim k dilezitosti sdéleni
vysledkli klinického hodnoceni verejnosti
alékarské avédecké komunité presnym
auplnym zptisobem maji strany v imyslu
do prvni publikace studie zahrnout
vysledky ze vSech studijnich center
azverejnit je vodborném védeckém
casopise, v souladu s protokolem.
Poskytovatel / hlavni zkouSejici bez
predchoziho pisemného souhlasu
zadavatele nebudou publikovat nebo jinak
predkladat k publikaci, pfimo ¢i neptrimo,
jakykoliv rukopis pred publikovanim ¢lanku
v odborném védeckém casopise, ktery bude
shrnovat Gdaje vytvorené vSemi studijnimi
centry; apokud takovy clanek neni
publikovan pred prvnim vyrocim finalniho
dokonceni  zpravy oklinické  studii,
poskytovatel/ hlavni  zkouS$ejici mohou
publikovat nebo predlozit k publikovani
rukopis bez dalsiho odkladu (svyhradou
dalSich Casti tohoto clanku 7).

7.3 Obdobi pirezkumu. Nejméné
Ctyricet pét (45)dnl pred predlozenim
k publikovani nebo prezentaci rukopisu

poskytne poskytovatel/hlavni zkouSejici
zadavateli kopii rukopisu.
Poskytovatel/ hlavni zkouSejici zvazi
vdobré vire pripominky predané

zadavatelem ohledné obsahu rukopisu
avymazou jakékoliv divérné informace,
jejichz vymaz zadavatel pisemné pozaduje.
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Confidential Information that the Sponsor
requests in writing be deleted. At the
Sponsor’s request, the Institution/ Principal
Investigator shall delay publication for an
additional sixty (60) days to allow patent
applications to befiled.

7.4 Use of Name. No party may
use the name, logo, or trademark of any
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.

7.5 Disclosure by Institution/
Principal Investigator. The
Institution/ Principal Investigator shall have
the right to include the Study title and any
other 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/ Principal Investigator published
on the Institution/ Principal Investigator’s
website or in an Institution/ Principal
Investigator print publication; provided,
however, that no additional information,
whether about the Study, the Investigational
Drug, or the Sponsor, may be included.

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
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Na zadost zadavatele odlozi
poskytovatel/ hlavni zkouS$ejici publikaci
o dalSich Sedesat (60) dnli, aby umoznili
podani patentovych prihlasek.

7.4 Pouziti jména. Ziadna ze
stran nesmi pouzivat jméno, logo nebo
obchodni znacku jakékoliv jiné strany nebo
jejich  zaméstnancii nebo pridruzenych
spolecnosti v tiskovych zpréavach,
propagacnich nebo reklamnich materialech
bez predchoziho pisemného souhlasu druhé
strany, vyjma situaci, kdy je to pozadovano
platnymi zédkony nebo vyslovné povoleno
touto smlouvou.

7.5 Zverejnéni poskytovatelem
/ hlavnim zkousejicim.
Poskytovatel/ hlavni zkou$ejici budou mit
pravo zahrnout nézev studie ajiné
informace verejné dostupné v libovolném
registru, vnémz je studie uvedena podle
Casti 3.5, do jakéhokoliv seznamu aktivnich
nebo ukoncenych klinickych hodnoceni
provadénych u poskytovatele/ hlavnim
zkousejicim na webu
poskytovatele/ hlavniho zkousejiciho nebo
v tisténé publikaci poskytovatele/ hlavniho
zkouSejiciho; av8ak za predpokladu, Ze
nesmi byt zahrnuty zadné dodatecné
informace o studii, hodnoceném pripravku
nebo zadavateli.

76 Zverejnéni  zadavatelem.
Poskytovatel ahlavni zkouSejici berou na
védomi, ze zadavatel ma povinnost plynouci
zplatnych zékont a kodext
farmaceutického primyslu dokumentovat

Datum verze: 11.ledna 2022

Trojstranna smlouva_zadavatel- Poskytovatel-
hlavni zkou$&ejici-CZE

Cislo protokolu: R3767-ONC-2011

Cislo pracovisté: 203001

Page 20 of 61



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 itstransparency 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
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 theindividual. 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.
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azverejnit urcita hodnotna plnéni predana
zdravotnickym pracovnikim
azdravotnickym organizacim aze takové
zverejnéni miulze zahrnovat informace
o platbach adalSich hodnotnych plnénich
poskytnutych poskytovateli a/ nebo
hlavnimu zkouSejicimu apersonalu studie
podle této smlouvy. Zadavatel muze
uchovavat apouzivat informace vztahujici
se ke poskytovateli, hlavnimu zkous$ejicimu
a/nebo personadlu studie avznikajici na
zakladé této smlouvy pro ucely svého
podnikani a miize dle svého rozhodnuti tyto
informace zverejnit (mimo jiné vcetné
jména apracovni adresy poskytovatele
a/ nebo hlavniho zkouS$ejiciho apersonélu
studie, jakychkoliv financ¢nich nebo vécnych
Uhrad prijatych podle této smlouvy, povahy
spoluprace ajakékoliv jiné informace
souvisejici splatbami nebo sluzbami), jak
muze zadavatel povaZzovat za vhodné pro
splnéni  svych povinnosti  ohledné
transparentnosti nebo jak muze byt jinak
narizeno platnymi zékony nebo kodexy
farmaceutického pramyslu, kterym
zadavatel nebo jeho ptidruzené spolecnosti
podléhaji. Pro takové Ucely miize zadavatel
predat takovéinformace svym pridruzenym
spolec¢nostem a/ nebo nezavislym
poskytovatellim sluzeb (tieti strané), kteri

mohou fungovat vjiné jurisdikci nez
poskytovatel ahlavni zkouSejici, kde
nemusi platit stejna Udroven ochrany

osobnich (daji. Platby poskytovateli za
pré&ci vykonanou specifikovanymi
jednotlivei mohou odkazovat jak na
poskytovatele, tak najednotlivce. V souladu
splatnymi zdkony oochrané osobnich
Udaji muze hlavni zkouSejici apersondl
studie kdykoliv kontaktovat zadavatele
apozadovat opravu chyb nebo vymaz svych
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7.7 Acknowledgment. The
Institution/ Principal  Investigator  shall
publicly acknowledge in any Manuscript the
Sponsor’s financial or editorial contribution
to the research, and the
Institution/ Principal Investigator may use
the Sponsor’s name for that purpose.

8. INDEMNITIES AND INSURANCE.

8.1 Indemnification. The
Sponsor shall indemnify, defend, and hold
harmless the Institution and its officers,
directors, employees, and agents (including
the Principal Investigator) 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 that
may arise directly from the administration
of the Investigational 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
failureof the Institution or one of its officers,
employees, or agents (including the
Principal Investigator) 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 or
one of its officers, employees, or agents
(including the Principal Investigator)
(claims arising from (a) and (b) being
referred to as “Institution Error Claims”),
the Sponsor shall have no such obligation,
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osobnich udajii v drzeni zadavatele.

7.7  Priznani
Poskytovatel/ hlavni

prispévku.
zkouSejici  verejné
priznaji v jakémkoliv rukopisu financni
nebo redakéni prispévek zadavatele
k vyzkumu a poskytovatel/ hlavni zkouSejici
smeéji pro tento Ucel pouzit nazev
zadavatele.

8. INDEMNITA A POJSTENI.

8.1 Odskodnéni/ beztrestnost.
Zadavatel zbavi odpovédnosti, bude chranit
azajisti poskytovatele ajeho funkcionare,
reditele, zaméstnance azastupce (vcetné
hlavniho zkouS$ejiciho) ve véci jakékoliv
ztréaty, zavazku, Skody nebo vydaji (véetné
primérenych poplatkii avydaja za pravni
zastoupeni, do doby, kdy zadavatel
prevezme obhajobu) vzniklych
zjakéhokoliv naroku ohledné ublizeni na
zdravi, které mize vyplynout primo
zpodani hodnoceného pripravku nebo
radného provadéni jakéhokoliv postupu
vyZzadovaneho protokolem nebo pisemnymi
pokyny zadavatele; avSak za predpokladu,
Ze vrozsahu, vjakém je takovy narok
vysledkem (a) nedodrzovani podminek této
smlouvy nebo nedodrzovani protokolu
nebo pisemnych pokynli zadavatele,
zavedené lékarské praxe nebo platnych
zakoni ze strany poskytovatele nebo
nékterého z jeho funkcionaid, zaméstnanct
nebo zastupct (véetné hlavniho
zkousSejiciho) nebo (b) jednani z nedbalosti
nebo védomého zanedbani poskytovatele
nebo nékterého zjeho funkcionard,
zaméstnanci nebo  zastupci (vcetné
hlavniho zkouSejiciho) (naroky vznikajici
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and the Institution shall indemnify, defend,
and hold harmless the Sponsor (and its
officers,directors,employees, and agents, as
applicable) from any loss, liability, damage
or expense, but only to the extent arising
from any such Institution Error Claim.

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

determined by a final adjudicated court
order, no party hereto shall have any
liability to the other for any special, indirect
or consequential losses or damages suffered
by the other.

8.3 Indemnification Procedure.
The party seeking indemnification (the
“Indemnitee”) shall promptly notify the
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
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podle bodu(a) a(b) se oznacuji jako
.,naroky  zpochybeni  poskytovatele®),
zadavatel nebude mit zadné takové
povinnosti aposkytovatel zbavi
odpovédnosti, bude chranit azajisti
zadavatele (ajeho funkcionéare, reditele,
zaméstnance a zastupce, dle situace) ve véci
jakékoliv ztraty, zavazku, Skody nebo
vydajl, ale pouze vrozsahu, vjakém tyto
vznikaji na zakladé naroki zpochybeni
poskytovatele.

8.2 Omezeni odpovédnosti.
Svyjimkou zavazkl odskodnéni smluvnich
stran uvedenych vySe nebo pripadi, kdy
pravomocné narizeni prislusného soudu
stanovi jinak, nebude mit 2za&dna ze
smluvnich stran odpovédnost vici druhé
strané za jakékoliv specialni, nepfimé nebo
nasledné ztraty nebo Skody utrpéné druhou
stranou.

8.3 Postup zbaveni
odpovédnosti. Strana pozadujici zbaveni
odpovédnosti/ odSkodnéni (dale jen ,strana
zbavena odpovédnosti”) bude bezodkladné
informovat druhou stranu (déale jen
,0d8kodnujici strana“) o jakémkoliv naroku,

ztraté nebo nakladech, které
pravdépodobné povedou k zadosti
o zbaveni odpovédnosti, spolecné
sveskerymi zasadnimi souvisejicimi

informacemi. Pokud takové oznameni neni
okamzité, povinnost odskodnujici strany
podle tohoto clanku 8 bude omezena
vrozsahu, vjakém takové zpozdéni
poskozuje obhajobu odskodnujici strany
proti danému néaroku. Odskodnujici strana
bude mit pravo ridit obhajobu avyrovnani
jakéhokoliv naroku, kromé toho, ze
odskodnujici strana nesmi pristoupit na
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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 thedefense. 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.

8.4 Insurance. During the term
of this Agreement and for three (3) years
thereafter, the Sponsor shall carry liability
insurance in the type appropriate and
customary for the conduct and sponsorship
of clinical trials (or maintain a comparable
program of self-insurance) in accordance
with Sec.58(2) of Act No.378/2007 Coll.,on
pharmaceuticals. Upon request, Sponsor
shall provide to the other party a certificate
of such insurance or evidence of such a self-
insurance plan.

The Contracting Parties acknowledge that
the Institution is under no statutory
obligation to be insured for the conduct of
the Study. The Institution has taken out a
statutory insurance for the provision of
routine health care pursuant to Sec.
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jakékoliv vyrovnani priznavajici pochybeni
strany  zbavené  odpovédnosti bez
predchoziho pisemného souhlasu strany
zbavené odpovédnosti. Strana zbavena
odpovédnosti nemiize pristoupit na
vyrovnani za&dného takového naroku bez
pisemného svoleni odSkodnujici strany.
Strana  zbavena odpovédnosti  bude
vrozumné mite spolupracovat
s odSkodnujici stranou na obhajobé proti
naroku. Strana zbavena odpovédnosti miize
na vlastni vydaje najmout vlastniho
pravnika, ktery bude sledovat obhajobu.
Navic si strana zbavena odpovédnosti mlize
zvolit, ze prevezme kontrolu nad obhajobou
proti takovému néaroku, avtakovém
pripadé nebude mit odskodnujici strana
Zzadnou povinnosti odskodnit/ zbavit
odpovédnosti nebo dale obhajovat stranu
zbavenou odpovédnosti sohledem na
takovy nérok.

84 Pojisténi. Po dobu trvani
platnosti této smlouvy a tri (3) let poté bude
zadavatel mit uzavieno pojisténi
odpovédnosti vhodného aobvyklého typu
pro provadéni asponzorovani klinickych
hodnoceni (nebo bude udrZzovat
srovnatelny program samopojisténi) v
souladu s § 58 odst. 2 zakona ¢. 378/2007
So., o lécCivech. Na vyzadani zadavatel
poskytnedruhéstrané osvédceni o takovém
pojisténi nebo doklad o planu
samopojisténi.

Smluvni strany berou na védomi, Ze
poskytovatel nema zakonnou povinnost byt
pojistén naprovadéniklinického hodnoceni.
Poskytovatel ma uzaviené zakonné
pojisténi nabéznéposkytovani pécedle §45
odst. 2 pism. n) zdkona o zdravotnich
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45(2)(n) of the Act on Health Care Services,
while such insurance also covers the
Investigator.

9. REPRESENTATIONS AND
COVENANTS.
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/ Principal Investigator, the Study
Staff) have and will have the necessary
expertise, qualifications, certifications and
training, including, without Ilimitation,
training related to current Good Clinical
Practices (“cGCP”).

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 regulationsissued by the Ministry of the
Czech Republic (hereinafter referred to as
“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 shall not be published in

the Register of Contracts. The Institution
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sluzbé&ch, stim, Zze timto pojisténim je kryt i
zkouSejici.

9. PROHLASENI A UEDNANI.

9.1  Schvaleni regulacnimi
uirady.Kazdaze stran prohlasuje a zarucuje,
Zze ma abude udrzovat v platnosti béhem
této smlouvy v8echny souhlasy regulacnich
GUradli  poZadované  pro provadeéni
prislusnych cinnosti v souvislosti se studii
a ze vSechny osoby, které provadéji ¢innosti
podletéto smlouvy jejim jménem (v pripadé
poskytovatele/ hlavniho zkousSejiciho
vCetné persondlu studie), maji abudou mit
potifebné odborné znalosti, kvalifikace,

certifikaci askoleni, mimo jiné vcetné
Skoleni tykajiciho se aktualni spravné
klinické praxe (dale jen ,aSKP*).

9.2 Povinna podani. Pro

dodrZeni pozadavkli platnych piedpist,
mimo jiné vcetné zakona ¢.340/2015 Sb,,
o registru smluv, v platném znéni, a pokynt
a piredpisii vydanych ministerstvem Ceské
republiky (dale oznacovany jako ,registr
smluv®), strany souhlasi s uverejnénim
smlouvy poskytovatelem. Strany se
dohodly, Ze informace, jez zadavatel oznacil
za davérné informace nebo obchodni
tajemstvi, budou pred tim, nez bude
smlouva vloZzena do registru smluv,
odstranény a Ze nebudou v registru smluv
uverejnény.. Poskytovatel zajisti uverejnéni
smlouvy do sedmi (7) dni a bude

informovat zadavatele a CRO o uveiejnéni
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shall ensure publication of the Agreement
within seven (7) days and shall inform the
Sponsor and CRO about the disclosure at e-

mail address |

The Institution requires an approved final
version of the Agreement to be sent prior to
the signing of the Agreement in a machine-
readable format and with the text which the
Sponsor considers Confidential Information
or atrade secret having been redacted. The
Institution isobliged to obtain the Sponsor’s
consent prior to making any changes to the
final version of the Agreement in addition to
the text redacted by the Sponsor.

The expected total remuneration
under this Agreement is CZK 5.550.000.

9.3 Debarment. The Institution
certifies that it is not (a) debarred by the
FDA, SUKL 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 federal
health care program and is not the subject of
an exclusion proceeding, and (c) otherwise
disqualified under appropriate legal
regulation, 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 debarred by
the FDA, SUKL 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
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na e-mailovou adresu:

Poskytovatel vyzaduje pred podpisem
smlouvy zaslat odsouhlasenou finalni verzi
smlouvy ve strojové citelném formatu s
podbarvenym textem, ktery zadavatel
povazuje za divérné informace nebo
obchodni tajemstvi. Poskytovatel je povinen
ziskat souhlas zadavatele pred tim,nezbude
konecnou verzi smlouvy dale ménit nad
ramec podbarveného textu ze strany
zadavatele.

Predpokladana celkova odména dle této
Smlouvy je 5.550 000 K¢.

9.3 Zakaz c¢innosti. Poskytovatel
osvédcuje, ze (a) mu nebyla zakazana
¢innost uradem FDA, SUKL nebo jiného
zahrani¢niho ekvivalentu ani dle védomi
poskytovatele nehrozi zékaz ¢innosti podle
nadchazejiciho tizeni, zaloby nebo Setieni,
(b) nebylo vylouceno =zucasti vzadném
federalnim zdravotnim programu
anepodléha ftizeni ovylouceni a(c) neni
jinak diskvalifikovano podle prislusnych
pravnich predpisi ani mu dle védomi
poskytovatele nehrozi takova diskvalifikace
podle nadchazejiciho tizeni, zaloby nebo
Setfeni zUcasti ve studii. Poskytovatel
potvrzuje, Ze nenajme, primo ¢i neprimo,
Zzadnou osobu (véetné hlavniho
zkouSejiciho) k provadéni sluzeb podle této
smlouvy, pokud (a) dand osoba ma zékaz
cinnosti ze strany Uradu FDA, SUKL nebo
jiného zahrani¢niho ekvivalentu ani dle
védomi poskytovatele ji nehrozi zékaz
¢innosti podle nadchazejiciho rizeni, Zaloby
nebo Setreni, (b) dana osoba je vyloucena
Datum verze: 11.ledna 2022
Trojstranna smlouva_zadavatel- Poskytovatel-

hlavni zkou$&ejici-CZE
Cislo protokolu: R3767-ONC-2011

Cislo pracovisté: 203001

Page 26 of 61



excluded from participation in any federal
health care program or is the subject of an
exclusion proceeding, or (c) that person is
otherwisedisqualified under applicablelaw,
or to the Institution’s knowledge is
threatened with such disqualification by a
pending proceeding, action, or
investigation, from participating in the
Study. The Principal Investigator certifies
that he/ she has never been debarred by any
regulatory authority nor threatened with
debarment by a pending proceeding, action,
or investigation or otherwise disqualified
under local law. The Institution/ Principal
Investigator certifies that it/ he/she 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/ Principal
Investigator's knowledge, is threatened,
with respect to any such person or to the
Principal Investigator him/herself. The
Sponsor certifies that it is neither debarred
by the FDA under 21 USC. § 335a or
otherwise disqualified under federal or
statelaw and that it will not use any persons
that are either debarred by the FDA under
21 USC. § 335a or otherwise disqualified
under federal or state law to assist the
Sponsor in conducting the Study.

9.4 Fair Market Value. Each
party represents that the compensation
provided under this Agreement represents
the fair market value of the activities
performed by the Institution and/or
Principal Investigator, has been negotiated
in an arm’s-length transaction, and has not
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zUcasti na federalnim  zdravotnim
programu nebo podléha tizeni o vylouceni,
nebo (c) dana osoba je jinak
diskvalifikovana podle prislusnych

pravnich predpisi nebo dle védomi
poskytovatele hrozi takova diskvalifikace
v nadchazejicim rizeni, Zalobé nebo Setreni
zUcasti ve studii. Hlavni zkouSejici
potvrzuje, Ze mu nikdy nebyla zaké&zana
cinnost zadnym regulacnim Gradem ani mu
nehrozil zakaz cinnosti v nadchazejicim
frizeni, Zalobé nebo Setieni ani nebyl jinak
diskvalifikovan podle mistnich zakond.
Poskytovatel/ hlavni zkouS$ejici potvrzuji, Zze
okamzité budou pisemné informovat
zadavatele, pokud dojde k takovému zékazu
¢innosti, vylouceni nebo diskvalifikaci nebo
pokud je zahajeno rizeni o takovém zakazu
cinnosti, vylouceni nebo diskvalifikaci,
Zaloba nebo Settreni nebo hrozi dle védomi
poskytovatele/ hlavniho zkouSejiciho
s ohledem na takovou osobu nebo hlavniho
zkouS$ejiciho. Zadavatel potvrzuje, Zze mu
nebyla zakdzana c¢innost uradem FDA podle
ustanoveni amerického zakona 21 USC. §
335a ani neni jinak diskvalifikovan podle
federalniho nebo statniho zakona a ze
nevyuzije zadné osoby, kterym Dbyla
zakdzana cinnost U(radem FDA podle
ustanoveni amerického zédkona 21 U.SC. §
335anebo které byly jinak diskvalifikovany
podle federalniho nebo statniho zékona, k
tomu, aby zadavateli pomahaly pfi
provadéni studie.

9.4  Spravedliva trzni hodnota.
Kazda ze stran prohlasuje, Ze kompenzace
poskytnuté podle této smlouvy predstavuji

spravedlivou trzni hodnotu cinnosti
provadénych  poskytovatelem  a/nebo
hlavhim  zkouS$ejicim, byly sjednany

objektivné anebyly stanoveny zptisobem,
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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.

95 No Charge. The
Institution/ Principal Investigator
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.

9.6 Power and Authority. The
Institution/ Principal Investigator
represents that it has the requisite power

and authority to cause all Study Saff to
comply with the Institution/Principal
Investigator’s obligations under this
Agreement.

9.7 Institution/ Principal
Investigator Disclosures. The

Institution/ Principal Investigator (a) shall
provide to the Sponsor a completed and
signed Ste 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 after the completion
or termination of the Study, at the Sponsor’s
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ktery by zohlediioval implicitni nebo
explicitni dohodu poskytnout pfriznivé
rozhodnuti o zakdzkach sohledem na
zadavatele nebo hodnotu nebo objem
obchodu nebo doporuceni vznikajici mezi
stranami.

9.5 Bez poplatkii.
Poskytovatel/ hlavni zkouSejici se zavazuiji,
Ze nebudou Uctovat studijnim subjektim
nebo treti 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 Pravomoc aopravnéni.
Poskytovatel/ hlavni zkousSejici prohlasuiji,
Ze maji potiebnou pravomoc aopravnéni

primét persondl studie, aby dodrzoval
zavazky poskytovatele/ hlavniho
zkouSejiciho podle této smlouvy.

9.7 Sdéleni informaci
poskytovatelem/hlavhim zkousejicim.
Poskytovatel / hlavni zkouSejici
(a) poskytnou zadavateli vyplnény
apodepsany formular s informacemi

o pracovisti a Zivotopisnebo jiné prohlaseni
o kvalifikacich dokladajici vzdélani, Skoleni
aodbornost, ktera kvalifikuje hlavniho
zkouSejiciho jako odbornika pro klinické

zkou$eni hodnoceného pripravku pro
pouziti vramci klinického hodnoceni;
(b) primé&ji pred zahdjenim klinického

hodnoceni, v pribéhu trvani studie apo
dobu az jednoho roku po dokonceni nebo
ukonceni studie na primérenou Zzadost
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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 FDA, the EMA, or other regulatory or
governmental authorities.

9.8 Inside Information.
Institution and Principal Investigator
understand that the information provided
by Sponsor in connection with the Study
may be considered to be material, nonpublic
information that could affect the market
price of the common stock of Sponsor or
possibly other companies when and if it is
made public. Institution and/or Principal
Investigator and others associated with
either or both of them in the conduct of the
Study may beviewed as “insiders” who have
gained this material nonpublic information
as a result of participation in the Study.
Therefore,the Principal Investigator agrees

that neither he/she nor any member of
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zadavatele hlavniho zkousSejiciho
ajakéhokoliv spoluzkousejiciho, aby predali
zadavateli (apoté oznamili zadavateli
pripadné relevantni zmény) informace
ofinanénim ujednani mezi zadavatelem
ajakymkoliv zkouS$ejicim Iékarem (at jiz
hlavnim zkouSejicim nebo
spoluzkousejicim, vcetné jejich
manzeld/ manzelek nebo vyZivovanych
déti), sohledem na to, jaka vySe
kompenzace by mohla byt ovlivnéna
vysledkem studie, jakékoliv vyznamne
platby jiného druhu od zadavatele, jakékoliv
majetkové  zamy na  hodnoceném
pripravku, nebo  vyznamné  zajmy
zkouS$ejiciho nebo spoluzkous$ejiciho na
kapitdlu  zadavatele, avcetné jejich
manzeli/ manzelek nebo vyZivovanych déti;
a(c) budou dodrZovat azajisti, Ze hlavni
zkousSejici a jakykoliv spoluzkousejici budou
dodrZzovat vSechny platné pozadavky
o predani informaci, které se vztahuji ke
stietu zajm, které jsou ukladany uradem
FDA, agenturou EMA nebo jinymi
regulacnimi nebo statnimi trady.

9.8 Interni informace.
Poskytovatel ahlavni zkouS$ejici berou na
védomi, ze informace  poskytnuté
zadavatelem ve spojeni se studii by semohly
povazovat za zasadni, neverejné informace,
které by mohly ovlivnit trzni cenu
kmenovych akcii zadavatele nebo pripadné
dalSich spolecnosti, kdyz a pokud by doslo
k jejich zverejnéni. Poskytovatel a/nebo
hlavni zkouSejici a ostatni osoby spojované
sjednim z nich nebo s obéma pri provadéni
studie mohou byt nahliZzeni jako ,zasvécené
osoby“, které ziskaly zasadni neverejné
informace vdiasledku Gcasti ve studii.
Hlavni zkouSejici proto souhlasi, ze on ani
jakykoliv clen jeho blizké rodiny (nebo jiné
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his/ her immediate family (or other people
sharing their household) will buy or sell, or
advise others to buy or sell, the common
stock of Sponsor during the pendency of the
Study or as aresult of the Study, at any time
until the results of the Study are publicly
available. The Principal Investigator agrees
that he/she will inform all appropriate
persons associated with the Study of this
agreement and the terms and conditions of
this Section 9.8.

9.9  Anti-bribery.

(a) The parties acknowledge
that the Sponsor and itsrepresentatives 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 and Principal Investigator
represent, warrant, and covenant that they
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.

(b) In performing the Study
and/ or services under this Agreement the
Institution, and Principal Investigator, (i)
agree that it has not and shall not, and will
direct their 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
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osoby sdilegjici jejich domacnost) nebudou
kupovat nebo prodavat nebo radit ostatnim,
aby prodali nebo kupovali kmenové akcie
zadavatele béhem pribéhu studie nebo
v disledku studie, ato v libovolném case az
do té doby, nez budou verejné dostupné
vysledky studie. Hlavni zkou$ejici souhlasi,
ze bude informovat prislusné osoby
spojované se studii otomto ujednani
apodminkach této casti 9.8.

9.9 Protikorupc¢ni ujednani.

(a) Strany berou na védomi,
Ze zadavatel ajeho zastupci ajednatelé jsou

vazani vSemi platnymi protikorupcnimi
aprotiuplatkarskymi zakony apredpisy,
mimo jiné vcetné amerického zakona

o zahrani¢nich  korupcnich  praktikach
(FCPA) a britského protikorup¢niho zakona.
Zdravotnické zarizeni ahlavni zkouSejici
prohlasuji, zarucuji azavazuji se, ze
nepriméji ani nenaridi persondlu studie, aby
primél zadavatele nebo jeho =zastupce
ajednatele, aby porusili své povinnosti
jakymkoliv jednanim popsanym v této casti.

(b) Pii  provadéni  studie
a/nebo sluzeb podle této smlouvy
poskytovatel a hlavni zkouSejici
(i) prohlasuji, ze neuskutecnili

aneuskutecni ani nenaridi personalu studie
pirimo ¢i neptrimo uskutecnit nabidku, slib,
schvaleni nebo prijeti jakékoliv platby nebo
¢ehokoliv hodnotného, vcéetné Uplatk, dart
a/ nebo prispévkl jakémukoliv verejnému
Ciniteli, regulacnim Giadiim ani jiné osobé,
ani je od takovych osob nepfijmou, za
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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 agentsimmediately upon
becoming aware of any breach under this
Section.

10. TERM AND TERMINATION.

10.1 Term. This Agreement shall
become valid on the day of signature by all
contracting parties and shall take effect on
the day of publication in the Register of
Contracts 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/ Principal Investigator to
Sponsor; or (b) the date on which the Study
isterminated as provided for herein.

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

10.3 Procedures Upon Early
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Ucelem nepatficného ovlivnéni, vyvolani
nebo odméneéni jakéhokoliv ¢inu,
opomenuti nebo zachovani obchodu,
a(ii) budou dodrzovat vSechny platné
protikorupcni aprotiuplatkarské zakony a
piredpisy. Poskytovatel nebo hlavni
zkouS8ejici  budou ihned informovat
zadavatele nebo jeho zastupce ¢i jednatele,
pokud se dozvi o poruseni této casti.

10. DOBA _ TRVANi A UKONCENi

PLATNOSTI.

10.1 Doba trvani. Tato smlouva
nabude platnosti ke dni podpisu vSemi
smluvnimi stranami a dcinnosti k datu
uverejnéniv registru smluv abudeplatnaaz
do doby Sesti (6) mésici po drivéjsSim
ztéchto dat: (a) datum, kdy je studie
dokonena afinalni Udaje zklinického
vyzkumu jsou poskytnuty
poskytovatelem/ hlavnim zkous$ejicim
zadavateli; nebo (b) datum, kdy je studie
ukoncenadle ustanoveni v této smlouvé.

10.2 Ukonceni. Zadavatel miize
kdykoliv ukoncit tuto smlouvu po piedchozi
pisesmné vypovédi slhitou patnacti
(15) dnii predané poskytovateli/ hlavnimu
zkouS8ejicimu, ato podle svého uvazeni.
Poskytovatel nebo hlavni zkouS$ejici mohou
ukoncit tuto smlouvu po predchozi pisemné
vypovédi slhlitou patnacti (15) dnt
piedané zadavateli, pokud poskytovatel
nebo hlavni zkouSejici stanovi, ze je
ukonceni studie nutné pro bezpecnost
studijnich subjekti.

10.3 Postupy pri predc¢asném
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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/ Principal Investigator  shall
cease enrolling Study 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
stepsto 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.

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 a separate Loan
agreement. 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,undertaketo
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
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ukonceni. Pokud je tato smlouva ukoncéena
pred dokoncenim studie, po prijeti nebo
pripadné po predani vypovédi,
poskytovatel/ hlavni  zkouS$ejici  ihned
ukonc¢i  nabor studijnich subjekti
aprestanou provadét postupy stanovené
v protokolu vrozsahu, vjakém je to
z|ékarského hlediska mozné avhodné,
apodniknou v8echny primérené kroky
k minimalizaci dalSich nakladl. V pripadé
ukonceni pied dokoncenim studie zadavatel
uhradi poskytovateli (i) zavazky vzniklé
vsouladu srozpottem a platebnimi
podminkami, které poskytovatel za pouziti
rozumného Usili nemize stornovat nebo
omezit, (ii) primérené vydaje vzniklé ve
spojeni sbezpecnym vyrazenim studijnich
subjektd  ze studie, af(iii) vzajemné
odsouhlasené vydaje vzniklé po ukonceni.

104 Vybaveni. Vpripadé, ze je
poskytovateli poskytnuto vybaveni
k pouziti  béhem  studie, zadavatel,
opravnény zastupce zadavatele a/nebo
vybrany dodavatel najaty zadavatelem nebo
jeho zastupcem k dodani vybaveni poskytne
vybaveni poZadované pro studii (déle jen
,vybaveni“) poskytovateli pro pouZiti ve
studii, jak je popsano v samostatné smlouvé
o vypujcce, Poskytovatel timto souhlasi, ze
bude vybaveni pouzivat vyhradné v souladu
sprotokolem apouze pro Uucely studie.
Poskytovatel se zavazuje azajisti, aby se
hlavni zkousSejici zavézal, Zze bude zachézet
svybavenim s nalezitou péci a obezietnosti
aze bude dodrZzovat pokyny k pouzivani
vybaveni ataké pokyny poskytnuté
zadavatelem, opravnénym  zastupcem
zadavatele a/ nebo dodavatelem vybranym
anajatym  zadavatelem pro dodani
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provide the Equipment. Neither the
Institution nor Principal Investigator will be
liable for the depreciation or normal wear
and tear to the Equipment. Promptly
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 and Principal
Investigator 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 and Principal Investigator each
agreesthat it will not alter or modify in any
way these questionnaires or diagnostic
tools or use these questionnaires or
diagnostictools 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
diagnostictools.

The Sponsor undertakes not to
supply to the Institution any medical device
for the purpose of conducting the Study
unless a separate loan agreement for such
medical device has been concluded.

10.5 Return of Property. Upon
termination or expiration of this Agreement,
the Institution/ Principal Investigator shall
return to the Sponsor within thirty (30)
days, at the Sponsor’s expense, any
unexpended funds previously paid or
advanced to Institution, any remaining
Version Date: 11 January 2022
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vybaveni. Poskytovatel ani hlavni zkousSejici
nebudou odpovidat za odpisy nebo bézné
opotrebeni vybaveni. Vybaveni bude
urychlené po ukonceni nebo vyprSeni
platnosti této smlouvy vraceno zadavateli
nebo jeho opravnénému zastupci na
primérené naklady zadavatele, podle
pisemnych pokynli dodanych zadavatelem,
opravnénym zastupcem zadavatele a/ nebo
dodavatelem vybranym anajatym
zadavatelem k dodani vybaveni. Pokud je to
relevantni, jakékoliv dotazniky nebo
diagnostické nastroje sdilené zadavatelem s
poskytovatelem a hlavnim zkouS$ejicim za
Ucelem provadéni studie budou pouzity
vyhradné pro Ucely studie azilstanou
vlastnictvim zadavatele nebo tteti strany,
ktera je poskytla. Poskytovatel a hlavni
zkousejici jednotlivé souhlasi s tim, ze
nebudou zadnym zplisobem ménit ani
upravovat tyto dotazniky nebo diagnostické
nastroje ani je nebudou pouzivat pro jiné
Ucely nez k provadeéni studie a pouzivanim
téchto dotazniki nebo diagnostickych
nastroji neziskaji zadna prava dusevniho
vlastnictvi.

Zadavatel se zavazuje, Ze nedoda
poskytovateli Zzadny zdravotnicky
prostiedek pro Ucely provadéni klinického
hodnoceni, aniz by byla uzaviena separatni

smlouva o} vypujcce k tomuto
zdravotnickému prostiedku.
10.5 Vraceni majetku. Po

ukonceni nebo vypr$eni platnosti smlouvy
vrati poskytovatel/ hlavni zkouSejici
zadavateli béhem tficeti (30)dni na
néklady zadavatele jakékoliv nevycerpané
fondy drive nebo zalohové vyplacené
poskytovateli, jakykoliv zbyvajici
Datum verze: 11.ledna 2022
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Investigational Drug (except as required by
law), , and any copies of Confidential
Information that are in the possession or
under the control of the Institution or the
Principal Investigator; provided, however,
that the Institution/ Principal Investigator
may retain a copy of such Confidential
Information to the extent required by
Applicable Law. At the Sponsor’s request
and expense, the Institution/Principal
Investigator shall dispose of the remaining
Investigational Drug in accordance with
Sponsor’sinstructions, subject to Applicable
Law.

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
and Payment Terms.

11. MISCELLANEOUS.

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 legal remedies. . No express
or implied waiver by a party of any breach
or default will be construed as a waiver of a
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hodnoceny pripravek (vyjma situaci
vyzadovanych  ze  zékona) akopie
divérnych informaci, které jsou v drzeni
nebo pod kontrolou poskytovatele nebo
hlavniho zkousSejiciho; avsak za
predpokladu, ze  poskytovatel/ hlavni
zkouSejici si smi ponechat kopii takovych
divérnych informaci v rozsahu
pozadovaném podle platnych zakonl. Na
zadost anédklady zadavatele zlikviduje
poskytovatel/ hlavni  zkouS8eji  zbyvajici
hodnoceny pripravek vsouladu spokyny
zadavatele, s vyhradou platnych zakoni.

10.6 Zavérecné vyuctovani. Po
vyprSeni nebo predéasném ukonceni
platnosti této smlouvy doda poskytovatel
zadavateli zavérecné vyuctovani dluznych
castek (aptrimérenou podptlrnou
dokumentaci), se  zohlednénim jiz
vyplacenych adoposud nevyplacenych
Castek podle rozpoctu a platebnich
podminek aproplatitelnych vydaji podle
Casti 10.3, dluznych ¢i splatnych jednou
stranou druhé. Zavérecné vyuctovani bude
dodano a nerozporované splatné castky
budou uhrazeny v casovém horizontu

stanoveném v rozpoctu aplatebnich
podminkach.
11.  RUZNA USTANOVENI.

11.1 Opravné prostiredky

avzdani se. Opravné prostiedky uvedené
vtéto smlouvé nejsou vylucné astrana,
ktera utrpi néasledkem poruseni nebo
neplnéni této smlouvy, miize usilovat
oveskeré dalSi opravné prostredky ze
zakona. Jestlize se néktera ze stran vzda
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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
exhaust the same or constitute a waiver of
any other right provided in this Agreement.

11.2 Assignment. No party may
assign this Agreement without the prior
written consent of any 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 morethan 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.

11.3 Independent Contractor. In
performing activities under this Agreement,
the Institution, including the Principal
Investigator and its other employees, is
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vyslovné nebo implicitné nékterého svého
prava v souvislosti sporusenim 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 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 vycerpani ani nebude
znamenat vzdani se jakéhokoliv jiného
prava poskytnutého v této smlouvé.

11.2 Postoupeni. Z&4dna ze stran
nesmi postoupit tuto smlouvu bez
predchoziho pisemného souhlasu druhé
strany, vyjma toho, Ze zadavatel mize
postoupit tuto smlouvu na svou
pridruzenou spolecnost nebo treti stranu
v souvislosti sfuzi nebo prodejem vsech
nebo podstatné casti vSech svych aktiv
souvisegjicich se studii nebo hodnocenym
pripravkem. Pro ucely této smlouvy
,pridruzena spole¢nost” znamena,
s ohledem najakoukoliv korporaci nebo jiny
subjekt, jinou korporaci nebo jiny subjekt,
ktery ptrimo ¢i neptimo kontroluje, je
kontrolovan nebo je spolec¢né pod kontrolou
stakovou korporaci nebo subjektem, kde
.kontrola“® znamena primé ¢i nepiimé
vlastnictvi vice nez padesati procent (50 %)
akcii shlasovacimi pravy subjektu nebo
jakykoliv jiny vztah, ktery Usti ve skutecnou
kontrolu nad rizenim subjektu.

11.3 Nezavisly dodavatel. Pri
provadéni cinnosti podle této smlouvy
jedna poskytovatel, vcetné hlavniho
zkous$ejiciho a dalSich zaméstnancti, jako
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operating as and has the status of an
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. No
party shall have the authority to bind any
other party without that other party’s
express, written permission.

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.

The Sponsor undertakes not to enter
into any other agreement with any of the
Institution’s employees in connection with
this Study.

Thecontracting parties acknowledge
that the initiation visit will not take place
and the Investigational Medicinal Product
will not be supplied until the final document
has been published in the Register of
Contracts.

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

11.4 DalSi zaruky. Kazda ze stran
vyhotovi takové dalSi instrumenty, preda
takové dalSi zaruky aprovede Ccinnosti
pfimérené  potrebné nebo  vhodné
k uskutecnéni ustanoveni této smlouvy.
V8echny strany potvrzuji, ze prislusny
signatar je opravnén kpodpisu této
smlouvy jménem své organizace a Ze tato
osoba je opravnéna zavazat tuto organizaci
k pInéni podminek této smlouvy.

Zadavatel se zavazuje, Ze
v souvislosti stouto studii neuzaviou
zadnou jinou smlouvu s Zadnym

zaméstnancem poskytovatele.

Smluvni strany berou na védomi, ze
nedojde kiniciatni navstévé a dodavce

hodnoceného pripravku do okamziku
uverejnéni konecného dokumentu
v registru smluv.

11.5 Oznameni. Veskera

oznameni piedavana podle této smlouvy
budou pisemna abudou dorucena osobné
nebo budou zaslana doporucenou postou
sdorucenkou a predplacenym postovnym, a
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follows:

To the Institution:

Fakultni nemocnice Hradec Krélové -
Pravni odbor

Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Krélové, Czech Republic

Attention: Dasa Proktlipkova
To the Principal Investigator:

Fakultni nemocnice Hradec Kralové, Klinika
onkologie aradioterapie

Sokolskd 581, 500 05 Hradec Kralove —
Novy Hradec Krélové, Czech Republic

To the Sponsor:
Pharmaceuticals, Inc.

Regeneron

777 Old Saw Mill River Road
Tarrytown, NY 10591

United States

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.

11.7 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
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budou adresované stranam néasledovné:

Poskytovateli:

Fakultni nemocnice Hradec Krélové -
Pravni odbor

Sokolska 581, 500 05 Hradec Kréalové —
Novy Hradec Krélové, Ceska republika

K rukam: Dasi Prokiipkové

Hlavnimu zkousSejicimu:

Fakultni nemocnice Hradec Kralové, Klinika
onkologie aradioterapie

Sokolskd 581, 500 05 Hradec Kralove —
Novy Hradec Krélové, Ceska republika

Zadavateli: Regeneron Pharmaceuticals, Inc.

777 Old Saw Mill River Road
Tarrytown, NY 10591

Spojené staty americke

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

11.7 Cela smlouva;dodatky. Tato
smlouva, spolecné se svymi prilohami, tvori
celou smlouvu stran sohledem na jeji
predmét anahrazuje veSkera predchozi
pisemna nebo Ustni prohlaseni, dohody
nebo ujednani mezi stranami sohledem na
tento predmét. Tuto smlouvu lze upravovat
Datum verze: 11.ledna 2022
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the parties with respect to that subject
matter. This Agreement may only be
amended by a written amendment 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 SUKL and the Institution EC,
shall govern with respect to matters of
science, medical practice, and Study Subject
safety.

Data protection and privacy terms will be
included in a separate GDPR Packet, which
will be executed by the Institution and
Sponsor at the same time as this Agreement
and which includes a Transfer Impact
Assessment (TIA) and a Data Processing
Agreement (DPA), which will encompass
thenon-negotiable EU Standard Contractual
Clauses (SCCs).

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
to render the same valid, legal and
enforceabletothefullest extent permissible.

11.9 Survival. The provisions of
this Agreement which by their nature or

Version Date: 11 January 2022
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pouze formou pisemného  dodatku
podepsaného obéma stranami. V pripadé
rozporu mezi podminkami jakékoliv

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 subjekti
budou rozhodujici podminky protokolu
schvélené SUKLem a EK poskytovatele.

Podminky ochrany Gdajt a soukromi budou
obsazeny v samostatném souboru GDPR
dokumentli, které budou podepsany
poskytovatelem a zadavatelem zaroven
stouto smlouvou a budou obsahovat
posouzeni dopadi predavani (TIA) a
smlouvu o zpracovani osobnich Gdajt
(DPA), jejiz soucasti jsou standardni
smluvni dolozky EU (SCC).

11.8 Oddélitelnost. Pokud bude
jakékoliv ustanoveni této smlouvy shledano
neplatnym, nezakonnym nebo
nevymahatelnym, at iz vcelku, nebo zcasti,
tato smlouva se bude povaZovat za
upravenou, dle potieby po vymazani nebo
Upravé protipravnich ustanoveni aupravé
vedouci k vyvazeni této smlouvy tak, aby
stanovovala totéz platnym, zakonnym
avymahatelnym zptisobem v co neplnéjs§im
povoleném rozsahu.

11.9 Pretrvani ustanoveni.
Ustanoveni této smlouvy, jejichz platnost

Datum verze: 11.ledna 2022
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intent are to survive the termination or

expiration of this Agreement shall so
survive and continue in effect.
11.10 Counterparts. This

Agreement shall be executed in three (3)
counterparts with handwritten signatures,
while each of which is deemed an original,
but all of which together constitutes one
instrument or in one electronic copy with a
qualified electronic signature or with an
advanced electronic signature based on a
qualified certificate

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.

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

This Agreement is drawn up in English and
Czech language versions. In the event of any
conflicts of interpretation, the Czech version
takes precedence.

-Signatures on the Next Page-
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ma& svou povahou nebo zamérem pretrvat
po ukonceni nebo vyprsSeni platnosti této
smlouvy, pretrvaji a zlistanou v platnosti.

11.10 Stejnopisy. Tato smlouva
bude vyhotovena ve tiech (3) stejnopisech
svlastnoruc¢nimi podpisy, pti¢emz kazdy se
povazuje za original avSechny spolecné
tvofi jeden dokument nebo vjednom
vyhotoveni  elektronicky za  pouziti
kvalifikovaného elektronického podpisu
nebo zaruceného elektronického podpisu
zaloZzeného nakvalifikovaném certifikatu.

11.11 Nadpisy. Nadpisy  casti
aclanka vtéto smlouvé jsou pouze pro
ucely odkazovéani aneovlivni vyklad nebo
vyznam ustanoveni této smlouvy.

11.12 Rozhodné pravo. Tato
smlouva se Fidi zakony Ceské republiky, bez
ohledu na volbu prava, astrany se timto
bezpodminecné podrizuji vylucéné jurisdikci
soudti Ceské republiky ve vsech otazkach
tykajicich se této smlouvy.

Tato smlouva je vyhotovena
v anglické a Ceské jazykové verzi. V pripadé
vykladovych rozporli ma prednost verze
Ceska.

— Podpisy na nasledujici strané —

Datum verze: 11.ledna 2022
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IN WITNESS WHEREOF, the parties have NA DUKAZ CEHOZ strany uzaviely tuto
executed this Agreement as of the Effective smlouvu k datu Gcinnosti.
Date.

CRO on behalf of
Regeneron Pharmaceuticals, Inc.

By / Podpis:

Name / Jméno: NS
Title/ Funkce: N

Date/ Datum: 18.7.2023

Institution / Poskytovatel

By / Podpis:

Name/ dméno: MUDr. Ale$ Herman, Ph.D.
Title/ Funkce: director / reditel

Date/ Datum: 31.7.2023

Principal Investigator / Hlavni zkousejici

By / Podpis:
Name/ Jneéno: [N
Date/ Datum: 31.7.2023
Version Date: 11 January 2022 Datum verze: 11.ledna 2022
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Exhibit A

Priloha A

Protocol

Protokol

(Provided under separate cover)

(poskytnuty samostatné)

Version Date: 11 January 2022

Tripartite contract_Sponsor-Public Institution-Principal

Investigator-CZE

Protocol Number: R3767-ONC-2011

Site Number: 203001

Datum verze: 11.ledna 2022

Trojstranna smlouva_zadavatel- Poskytovatel-
hlavni zkou$&ejici-CZE

Cislo protokolu: R3767-ONC-2011

Cislo pracovisté: 203001
Page 41 of 61




Exhibit B

Priloha B

Budget and Payment Terms

Rozpocet a platebni podminky

Sponsor provides funding for Principal
Investigator(s) and 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 Payment Agent after such
payments are received by Payment Agent
from Sponsor. Payment Agent shall forward
payments for services performed by the
Principal Investigator(s) and Institution to
the payee (“Payee”) identified below as
follows. The Institution is the Payee.
Remuneration for the Principal Investigator
and collaborators shall be paid according to
the Institution’sinternal guideline.

A. START-UP PAYMEN: The Payee shall
receive a one-time non-refundable
start-up payment (as listed in
Attachment B-1). Note: Start-Up
Payment will be made upon receipt of
an invoice;

B. AGREEMENT NEGOTIATION FEE
The Payee shall receive a one-off non-
refundable initial payment (as stated in

Exhibit B-1) for negotiating the
Agreement after the Agreement has
been signed.

FEE FOR NEGOTIATING AN

AMENDMENT TO THE AGREEMENT
The Payee shall receive a one-off non-
refundable initial payment (as stated in
Version Date: 11 January 2022
Tripartite contract_Sponsor-Public Institution-Principal

Investigator-CZE
Protocol Number: R3767-ONC-2011

Site Number: 203001

Zadavatel poskytuje financni prostredky na
Ucast hlavniho zkousejiciho(1) a
poskytovatele v této studii, jak je uvedeno v
tabulce rozpoctu, prilozené nize (dale jen
,Rozpocet® nebo Priloha B-1 ). Platby
splatné podle této smlouvy jsou prilichozi
platby od Zadavatele, které budou zaslany
Platebnim agentem poté, co tyto platby
obdrzi Platebni agent od Zadavatele.
Platebni agent preposle platby za sluzby
provedené hlavnim zkouSejicim(i) a
poskytovatelem pftijemci platby (dale jen
.prijemce*), ktery je uveden nize.
Prijemcem plateb je poskytovatel. Odména
hlavnimu zkouSejicimu a spolupracujicim
osobdm bude vyplacena dle vnitini smérnice
poskytovatele.

A. POCATECNI POPLATEK: Pifjemce
obdrzi jednorazovou nevratnou
pocatecni platbu (jak je uvedeno v
Priloze B-1). Poznamka: Pocatecni
platba bude provedena po obdrzZeni
faktury, po podpisu smlouvy.

B. POPLATEK ZA  PROJEDNANI
SMLOUVY
Prijemce  obdrZzi  jednorazovou

nevratnou pocatecni platbu (jak je
uvedenov Priloze B-1) zaprojednani
smlouvy, ato po podpisu smlouvy.

POPLATEK ZA PROJEDNANI
DODATKU KE SMLOUVE
Prijemce  obdrZzi  jednorazovou

nevratnou pocatecni platbu (jak je

Datum verze: 11.ledna 2022
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Exhibit B-1) for negotiating an uvedenov Priloze B-1) zaprojednani
amendment to the Agreement, after the dodatku ke smlouvé, ato po podpisu
Agreement has been signed. dodatku.
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F. FINAL PAYMENTS: At the conclusion F.
of the Study as a whole (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
approximately 10% of the total amount
earned in connection with Screen
Failures) and payments made to date.

G. EABRLY TERMINATION VISITS: Early G.
Termination visit will be paid per
procedure based on the individual
procedures listed in Attachment B-1.
Sponsor will pay Institution within
forty (40) days of receipt of an
undisputed itemized invoice with
supporting documentation of
procedure(s) performed.

H. PHARMACY FEES: Pharmacy feesshall H.
be paid as a one-time payment and will
be payable upon receipt of an itemized
invoice as defined in Attachment B-1.
Sponsor will pay Payee within forty
(40) 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.

I. RECORD RETENTION/ ARCHIVING 1.

KONECNE PLATBY : Na zavér studie
jako celku (data prijata ze vSech
center, vSechny dotazy vyreSeny,
databaze uzamcena) Zadavatel nebo
Zadavatelem urceny subjekt provede
konecné vyrovnani zbyvajicich 10%
naroku prijemce platby z celkové
Castky ziskané za subjekt studie. Na
zakladé celkové castky uvedené v
tomto dokumentu a pftiblizné 10 % z
celkové castky ziskané v souvislosti s
neuspésSnym screeningem) a dosud
provedenych plateb.

NAVSTEVA .PREDCASNE
UKONCENI“ Navétéva predéasného
ukonceni  bude vyplacena za
proceduru na zakladé jednotlivych
procedur uvedenych v Priloze B-1.
Zadavatel zaplati poskytovateli do
Ctyriceti (40) dnG od doruceni
nesporné faktury s jednotlivymi
polozkami s podptirnou dokumentaci
o provedeném postupu (postupech).

POPLATKY V LEKARNE: Lékarenské
poplatky se plati jako jednorazova
platba a budou splatné po obdrzeni
faktury sjednotlivymi polozkami,jak je
definovano v Priloze B-1 . Zadavatel
zaplati prijemci platby do ¢tyriceti (40)
dnt od doruceni nesporné faktury s
jednotlivymi polozkami. Tyto poplatky
zahrnuji veSkeré naklady spojené s
Iékarnou, véetné, bez omezeni, ziizent,
skladovani lék, vydeje a
odpovédnosti, ro¢ni udrzby a uzavteni.

POPLATEK ZA UCHOVANI

EEE: The Payee shall receive a one time,
record retention fee and Sponsor, will
pay Payee within forty (40) days of

ZAZNAMU/ ARCHIVACNI POPLATEK :
Prijemce obdrzi jednorazovy poplatek
za uchovani zaznamu a Zadavatel
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receipt of an undisputed itemized
invoice asdefined in Attachment B-1. Fee
shall beinvoiced after the Agreement has
been signed.

zaplati prijemci do ctyriceti (40) dni
od doruceni nesporné faktury s
jednotlivymi  polozkami, jak je
definovano v priloze B-1. Poplatek
bude fakturovan po podpisu smlouvy.

SERIOUS ADVERSE EVENTS: Sponsor J VAZNE NEPRIZNIVE UDALOSTI
agrees to pay Payee for actual costs Zadavatel souhlasi s tim, ze zaplati
incurred in the processing and reporting prijemci platby za skutetné naklady
of SAEs that occur in connection with the vzniklé pri zpracovani a hlaseni
Study, up to the limit defined in the zavaznych nezadoucich Gcinkl, ke
Budget per SAE event. Payments will be kterym dojde v souvislosti se studii, az
made within forty (40) days of receipt of dovySelimitu definovaného v rozpoctu
an undisputed itemized invoice as na uddlost SAE. Platby budou
defined in Attachment B-1. provedeny do cCtyriceti (40) dnl od
doruceni nesporné polozkové faktury
jak je definovano v ptiloze B-1.
.ANCILLARY SITE COSTS AND K. DOPLNKOVE NAKLADY A SLUZBY
SERVICES: This Exhibit is intended to POSKYTOVATELE: Tento Priloha ma
include all costs and services related to zahrnovat vesSkeré naklady a sluzby
the Study. In the event that the Principal souvisejici se Studii. V pripadé, ze si
Investigator(s) or Institution wishes to hlavni zkou$ejici nebo poskytovatel
be reimbursed for costs relatingto Study preje, aby mu byly uhrazeny naklady
Subject treatment or expenses that are souvisejici s l|éfbou studovaného
not specified in the per Study Subject subjektu nebo vydaje, které nejsou
budget or fixed costs (“Ancillary Costs specifikovany v rozpoctu na jeden
and Services”), the Institution must studovany subjekt, nebo fixni naklady
obtain prior written approval from (,dopliikové naklady a sluzby®), musi
Sponsor. Examples of Ancillary Costs and poskytovatel ziskat predchozi pisemny
Services include, but are not limited to, souhlas od Zadavatele. Priklady
Study-related supplies, and shipping vedlejSich nakladli a sluzeb zahrnuiji,
materials related to biological samples. ale nejsou omezeny na dodavky
souvisejici se studii a prepravni
In the event Principal Investigator(s) or materialy souvisejici s biologickymi
Institution incur such Ancillary Costs or vzorky.
Services prior to receipt of Sponsor’s V pripadé, ze hlavni zkouSejici nebo
approval, Sponsor will not berequired to poskytovatel zptlisobi takové vedlejsi
pay for such Ancillary Costs and Services. naklady nebo sluzby bez souhlasu
Zadavatele, Zadavatel nebude muset za
If Ancillary Costs or Services have been takové vedlejsi naklady a sluzby platit.
approved by  Sponsor, Principal
Version Date: 11 January 2022 Datum verze: 11.ledna 2022
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Investigator(s) or Institution will invoice
Sponsor for the approved Ancillary Costs
and Services without mark-up as they
areincurred. Sponsor will reimbursethe
Payee up to the maximum defined in
Attachment  B-1 after  receiving
reasonable documentation regarding the
approved Ancillary Costs and Services.
Principal Investigator(s) or Institution
must obtain written approval from
Sponsor before exceeding this amount.

Payments will be made within forty (40)
days of receipt of an itemized invoice.

. OTHER COSTS: For any other costs,
Sponsor, will pay Payee within forty (40)
days of receipt of an undisputed itemized
invoice and as identified in Attachment
B-1.

M.INVOICES: Payee will have sixty (60)

days from the receipt of the final
payment under this Agreement to
identify discrepancies and resolve any
payment disputes.

Pokud byly vedlejsi naklady nebo
sluzby schvaleny Zadavatelem, hlavni
zkouSejici nebo poskytovatel
vyfakturuji Zadavatelovi schvélené
vedlejsi naklady a sluzby bez prirazky,
jakmile vzniknou. Zadavatel uhradi
prijemci platby az do maximalni vyse
definovanév priloze B-1 poté, co obdrzi
primérenou dokumentaci tykajici se
schvalenych vedlejSich nakladi a
sluzeb. Pred prekrocenim této castky
musi hlavni zkouSejici nebo
poskytovatel ziskat pisemny souhlas
od Zadavatele.

Platby budou provedeny do ctyfriceti
(40) dni od doruceni polozkové
faktury.

OSTATNi NAKLADY: Veskeré dalsi
naklady zaplati Zadavatel ptijemci do
Ctyriceti (40) dn od doruceni
nesporné faktury s rozepsanymi
polozkami ajak je uvedeno v priloze B-
1

M.FAKTURY : Prijemce platby bude mit

Sedesat (60) dni od obdrzeni posledni
platby podle této smlouvy na to, aby
identifikoval nesrovnalosti a vyftesil
pripadné spory ohledné platby.
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Final Invoices: Payee must provide
the final invoice to Sponsor within
sixty (60) days of Study site closure.
Sponsor is not liable for payment of
invoices sent after such time.

e SN
g

Konecné faktury: Prijemce platby
musi poskytnout konecnou fakturu
Zadavatelovi do Sedesati (60) dnti od
uzavreni studijniho mista. Zadavatel
neruci za Uhradu faktur odeslanych
po této dobé.
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Payee will have sixty (60) days from
the receipt of the final payment
under this Agreement to identify
discrepancies and resolve any
payment disputes.

If the invoicing data or tax ID number
change, the Sponsor/ Company is obliged to
inform the Institution without delay (Dasa
Prokipkova — Legal Department, e-mail:
dasa.prokupkova@fnhk.cz, Ing. Jtka
HaleSova — Finance and Analysis
Department, jitka.halesova@fnhk.cz).

N. 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 at this Study Subject.

O.PAYMENTS: Thefollowing Payeeis
legally eligible and capable to receive
compensation related to his/ her
performance under this Agreement.

The Sponsor acknowledges that unless it
pays a properly issued invoice on time, the
Institution is entitled by law to statutory
interest for delay in accordance with Sec.
1970 of Act No.89/2012 Coll., Givil Code, as
amended.

All payments will be made to the Payee
listed in the Payment Beneficiary Details
Form in Exhibit D.

Version Date: 11 January 2022
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Prijemce platby bude mit Sedeséat
(60) dni od obdrzeni posledni platby
podle této smlouvy na to, aby
identifikoval nesrovnalosti a vyresil
pripadné spory ohledné platby.

Pii zméné fakturac¢nich Gdaji nebo DIC je
zadavatel/ Spolec¢nost povinen neprodlené
informovat Poskytovatele (Dasa
Proklipkova pravni odbor, e-mail:
dasa.prokupkova@fnhk.cz, Ing. Jtka
HaleSova — Odbor financi a analyz,
jitka.halesova@fnhk.cz).

N. PORUSENi PROTOKOLU: Zadavatel
si vyhrazuje absolutni pravo odmitnout
platbu nebo kompenzovat ¢astky splatné
podle této smlouvy za platbu drive
splatnou za subjekt studie, kdyz u tohoto
subjektu doslo k poruseni protokolu.

O. PLATBY: Nasledujici ptijemce platby
je ze zédkona zptisobily a schopny obdrZet
kompenzaci souvisejici s jeho plnénim
podle této smlouvy.

Zadavatel bere na védomi, Ze pokud
neuhradi radné vystavenou fakturu vcas,
ma poskytovatel ze zakona narok na
zakonné uroky zprodleni vsouladu s §
1970 zakona ¢. 89/2012 Sb., obclansky
zakonik, v platném znéni.

V8echny platby budou provedeny
ptijemci platby uvedenému ve Formular
pro udaje prijemce plateb, ktery tvori
prilohu D smlouvy.

Datum verze: 11.ledna 2022
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Attachment B-1 Priloha B-1

Budget Rozpocet

Study Details / Podrobnosti o studii

Study Code [ Kéd R3767-0NC-2011 Site Fadng Budget / R3767-0NC-2011 Rozpodet
studie: centra
Title/Nazewv:

A PHASE 3 TRIAL OF FIANLIMAB (REGMN3757, ANTI-LAG-3) + CEMIPLIMAB VERSUS PEMBROLIZUMAR IN PATIENTS WITH PREVIQUSLY
UNTREATED UNRESECTABLE LOCALLY ADVANCED OR METASTATIC MELANOMA / FAZE 3 KLINICKEHO HODNOCENT FIANLIMABU
(REGN3767, ANTI-LAG-3) + CEMIPLIMAB vs. PEMBROLIZUMAR LI PACIENTL § NEPREDLECENTM NERESEKOVATELNYM LOKALNE
POKROCILYM NEBO METASTAZIIICIM MELANOMEM

Phase|Faze: 111
Version Date: 11 January 2022 Datum verze: 11.ledna 2022
Tripartite contract_Sponsor-Public Institution-Principal Trojstranna smlouva zadavatel- Poskytovatel-
Investigator-CZE hlavni zkouSejici-CZE
Protocol Number: R3767-ONC-2011 Cislo protokolu: R3767-ONC-2011
Site Number: 203001 Cislo pracovisté: 203001
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Exhibit C

Priloha C

Equipment —in a separate Equipment Separatni smlouva o vypiijcce

Loan Agreement

Version Date: 11 January 2022

Tripartite contract_Sponsor-Public Institution-Principal
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Exhibit D

Priloha D

Payment Beneficiary Details Form

Formular pro udaje prijemce plateb

PAYEE INFORMATION
UDA.E PRiJEMCE PLATEB

Payable To
Splatné komu

Fakultni nemocnhice Hradec Kraloveé

Payee Mailing Address
Dorucovaci adresa ptijemce

Sokolska 581, 500 05
Hradec Krélové —Novy Hradec Krélové,
Ceska republika,

Tax ID No.
DIC

CZ00179906

Attention
Krukam

Ing. Jtka HaleSova

Phone
Telefon

(+420)495 83 3827

Email
E-mail

jitka.halesova@fnhk.cz

Bank Name
Nazev banky

Ceska narodni banka

Bank Branch Address

Adresa pobocky banky Na Prikopé 864/ 28
Bank ABA Routing Number
Smérové Cislo banky ABA 0710

Bank Account Name
Néazev bankovniho Uctu

Fakultni nemocnhice Hradec Kralové

Bank Account Number
Cislo bankovniho U¢tu

24639511/0710

IBAN

GZ2307100000000024639511

Swift Code (Optional)

Kéd Swift (nepovinny) CNBACZPP
NPI
NPI NA

Company Email Contact for Credit

Remittance Advice

E-mailovy kontakt spolecnosti pro
avizo o vyplaceni pripsané polozky

jitka.halesova@fnhk.cz

Version Date: 11 January 2022
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