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CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement”) is valid as of the last
date of signature and made effective as of the date of publication
in the Contracts Register (“‘Effective Date”) by and among:

Labcorp Drug Development Inc.,

located at 206 Carnegie Center, Princeton, NJ 08540, USA, Tax
ID No.: 22-3265977, represented by (REDACTED), and its
affiliates

(hereinafter referred to as “Labcorp”); and

Thomayer University Hospital

with registered office at Videriska 800, 140 59 Prague 4, Kr¢,
Czech Republic, Company ID: 00064190, Tax ID: CZ00064190,
Bank: Ceska narodni banka (Czech National Bank), Account
number: 34534-36831041/0710, IBAN: CZ29 0710 0345 3400
3683 1041, SWIFT: CNBACZPP, a state contributory
organization established by the Ministry of Health of the Czech
Republic, full wording of the organizational deed under file no.
MZDR 17268-IV/2012, registered in Commercial Register of the
Municipal Court in Prague, Section Pr, entry 1043, represented
by doc. MUDr. Zdenék Bene§, CSc., director

(hereinafter referred to as “Institution”) and

(REDACTED),

with the place of work at Clinic of Oncology 1st Faculty of
Medicine Charles University and Thomayer University Hospital,
Thomayer University Hospital, Videriska 800, 140 59 Prague 4 —
Krc, Czech Republic (hereinafter referred to as “Investigator”)

Whereas, Labcorp, Institution and Investigator are hereinafter
referred to individually as “Party” and collectively as “Parties”;

Whereas, is acting in its capacity as a contract research
organization as defined in ICH-GCP 1.20 as an independent
contractor (REDACTED) (“Sponsor”), who intends to conduct the
Study (as defined below) and has retained Labcorp (under a
separate agreement) to act on behalf of the Sponsor and provide
certain Study-related services as delegated by the Sponsor,
including entering into clinical trial agreements with sites
participating in conducting the clinical research study (“Study”)
detailed below:

SMLOUVA O PROVEDENI KLINICKEHO HODNOCENI

Tato smlouva o provedeni klinického hodnoceni (dale jen
"Smlouva") se uzavira ke dni pfipojeni posledniho podpisu a
nabyva Uucinnosti dnem zvefejnéni v Registru smiuv (dale
jen"Datum Géinnosti") mezi t&mito Smluvnimi stranami:

Labcorp Drug Development Inc.,

206 Carnegie Center, Princeton, NJ 08540, USA, DIC 22-
3265977, zastoupena (REDACTED), a jeji pfidruzené spolecnosti
(dale jen "Labcorp"); a

Fakultni Thomayerova nemochnice

se sidlem: Videriska 800, 140 59 Praha 4 - Kré&, Ceska republika,
ICO: 00064190, DIC: CZ00064190, Banka: Ceska narodni banka,
Cislo Gctu: 34534-36831041/0710, IBAN: CZ29 0710 0345 3400
3683 1041, SWIFT: CNBACZPP, statni pfispévkova organizace
zfizena Ministerstvem zdravotnictvi CR, Uplné znéni zfizovaci
listiny €.j. MZDR 17268-1V/2012, zapsana v obchodnim rejstfiku
vedeném Méstskym soudem v Praze oddil Pr, vl. 1043,
zastoupena: doc. MUDr. Zdefikem Bene$em, CSc., feditelem

(dale jen "Zdravotnické zafizeni") a

(REDACTED),

s mistem vykonu prace Onkologické klinika 1. LF UK a FTN,
Fakultni Thomayerova nemocnice, Videriska 800, 140 59 Praha
4 - Kr¢&, Ceska republika

(dale jen "Zkousejici")

Jelikoz, jsou spole€nost Labcorp, Zdravotnické zafizeni a
ZkouSejici zde dale oznaCovani jednotlivé jako ,Strana“ a
spole¢né jako ,Strany*;

Jelikoz, spole¢nost Labcorp jako smluvni vyzkumna organizace,
jak je definovana ve smérnici ICH-GCP 1.20, jedné jako nezavisly
dodavatel spole¢nosti (REDACTED) (déle jen ,Zadavatel”), ktera
ma v Umyslu provést studii (jak je definovana nize) a najala
spoleCnost Labcorp (na zakladé samostatné smlouvy), aby
jednala jménem Zadavatele a poskytovala urcité sluzby
souvisejici se Studii, které jsou delegovany Zadavatelem, véetné
uzavirani dohod o Klinickém hodnoceni se zuCastnénymi
pracovist pfi provadéni nize uvedené vyzkumné klinické studie
(dale jen "Studie") popsané nize:
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Study Drug: | (REDACTED) (hereinafter as “Study Drug”) Studijni Iék: | (REDACTED) (dale jen “Studijni Iék”)
Study Title: (REDACTED) (hereinafter referred to as the Nazev (REDACTED)’, jak vyplyva z pozdéjSich
‘Protocol’) protokolu: zmén, dopinéni a dprav  Protokolu
zaclenéného do této smlouvy odkazem
(dale jen “Protokol”)
Protocol No.: | (REDACTED) Protokol &is.: | (REDACTED)

Whereas, Investigator has the knowledge and experience to
undertake the Study and Labcorp wishes to engage Institution
and Investigator to conduct the Study;

Whereas, Institution and Investigator desire to participate in
conducting the Study;

Now, therefore, the Parties hereto agree as follows:

1. CONDUCT OF THE STUDY

(@) Institution and/or Investigator shall ensure that all persons
who have involvement in the Study and who are
employees, independent contractors or agents of
Institution and/or Investigator, including but not limited to
pharmacy, laboratory. radiology, pathology, cardiology
and nursing staff (hereinafter ,Research Staff’) are
adequately trained, have the knowledge and experience
to undertake the Study and shall accurately, efficiently and
expeditiously perform the Study in a professional and
competent manner in compliance with monitoring and
escalation process. Institution shall ensure and warrant
compliance with the provisions and requirements of this
Agreement by Research Staff. Wherever, in this
Agreement, reference is made to obligations which are
incumbent on the Institution and/or Investigator for
services which may be performed by Research Staff, such
reference is intended to include Research Staff.

(b) By agreeing to the terms and conditions of this Agreement
and performing the services for Labcorp, Institution and
Investigator each represent and warrant that it/he/she is
not in violation of any terms and conditions of any
agreement for services or employment with any other
individual or entity.

Jelikoz, ZkouSejici ma znalosti a zkuSenosti k provedeni Studie
a spolecnost Labcorp si pfeje zadat Zdravotnickému zafizeni a
ZkouSejicimu provedeni Studie.

Jelikoz, Zdravotnické zafizeni a ZkouSejici se chtéji podilet na
provadéni Studie;

Se proto nyni Smluvni strany dohodly takto:

1. PROVEDENI STUDIE

(a) Zdravotnické zafizeni a/nebo ZkouSejici zajisti, aby
vechny osoby UCastnici se Studie, které jsou
zaméstnanci, nezavislymi dodavateli nebo z&stupci
Zdravotnického zafizeni alnebo ZkouSejiciho, zejména
pracovnici 1ékarny, laboratofe, radiologie, patologie Ci
kardiologie a zdravotnicky personal (dale jen "Vyzkumny
personal”) byly odpovidajicim zplsobem vyskoleny, mély
znalosti a zkuSenosti k provedeni Studie a provadély Studii
pfesné, rychle a (¢inné a profesionalnim a kompetentnim
zplsobem v souladu s procesem sledovani a eskalace.
Zdravotnické zafizeni zajisti a zaruCi dodrZovani
ustanoveni a pozadavki této smlouvy Vyzkumnym
personalem. Pokud je v této Smlouvé uveden odkaz na
zavazky, z nichz Zdravotnickému zafizeni a/nebo
ZkouSejicimu plynou povinnosti vzhledem ke sluzbam,
které muZe poskytovat Vyzkumny personal, takovy odkaz
je i odkazem na Vyzkumny persondl.

(b) Udélenim svého souhlasu s podminkami této Smlouvy a
provedenim sluzby pro spolecnost Labcorp Zdravotnické
zafizeni i ZkouSejici samostatné prohlaSuji a zaruCuji, ze
neporuduji podminky jakékoli smlouvy na sluzby nebo
pracovni smlouvy s Zadnou jinou fyzickou Ci pravnickou
osobou ¢i jinym subjektem.
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(c) To the extent terms and conditions in this Agreement and
the Protocol conflict, the terms and conditions of the Protocol
shall control with respect to scientific, medical, patient
consent, and any other issues directly relating to the conduct
of the Study and keeping of records (e.g. case report forms)
associated therewith, and the provisions of the main body of
this Agreement shall control with respect to all other issues.

Institution agrees to perform formal patient screening and
randomisation for the Study only after Labcorp has
confirmed in writing (which could be via email) to Institution
that all essential documents, as defined by ICH-GCP or
equivalent standard, are in place and proper or appropriate
Ethics Committee (‘EC”), Institutional Review Board (IRB”),
Regulatory Authority (as defined in ICH-GCP) and/or other
competent authority approval has been received.

2. APPLICABLE LAW

Institution and Investigator shall conduct the Study in accordance
with the Protocol and this Agreement (each as amended), the
reasonable written instructions from Sponsor or Labcorp
(“‘Instructions”), relevant professional standards of medical
practice, all applicable international, national, state and local laws,
statutes, directives, guidelines, rules and regulations, including all
applicable privacy, data protection or similar law including but not
limited to General Data Protection Regulation 2016/679, anti-
bribery and anti-corruption laws, rules and regulations, ICH-GCP
Guidelines (CPMP/ICH/135/95), and ISO 14155, whether or not
enacted by the local country laws where Institution and/or
Investigator is located or other legally binding requirements or
instructions of any Regulatory Authority applicable to the
performance of a Study (“Applicable Law”).

3. OBLIGATIONS

(a) Anti-Bribery & Anti-Corruption
Investigator and Institution shall not and shall cause its Research
Staff to not violate the laws and regulations of the United States
of America (including the Foreign Corrupt Practices Act), any local
laws of the country of operation, the country in which business is
being conducted, or any other relevant country as applicable
(including the United Kingdom Bribery Act of 2010) pertaining to
bribery, improper payments, and kickbacks. Investigator and
Institution shall not and shall cause its Research Staff to not,
either directly or indirectly engage in bribery, or offer, or promise,
or solicit, or make, or receive any “improper payment,” including
cash, loan, gift, travel, entertainment, hospitality, facilitation

(c) V pfipadé rozporu mezi podminkami této Smlouvy a
Protokolu se védecké a |ékarské otézky, jakoz i otazky
tykajici se souhlasu subjektu, a veSkeré dalSi otazky, které
pfimo souviseji s provadénim Studie a vedenim souvisejicich
zaznamu (napf. formulafe zprav), budou fidit podminkami
Protokolu, pfi¢emz ustanovenimi hlavniho textu této Smlouvy
se budou fidit vSechny dalSi otazky.

(d) Zdravotnické zafizeni se zavazuje provést formalni skrining
subjektu a randomizaci pro Studii aZ poté, co spole¢nost
Labcorp pisemné (coz muze byt i prostfednictvim e-mailu)
Zdravotnickému zafizeni potvrdi, ze byly vypracovany
vSechny dllezité dokumenty, jak je definuje smémice
ICH/GCP nebo jeji ekvivalent, nebo Ze bylo ziskano povoleni
od pfislusné Etické komise (dale jen ,EK”), institucionalni
revizni komise (dale jen ,IRB”), regulaéniho Ufadu
(uvedeného v ICH-GCP) a/nebo jiného pfislusného organu.

2. PLATNE ZAKONY

Zdravotnické zafizeni a ZkouSejici provedou Studii v souladu s
Protokolem a touto Smlouvou (kazdy v platném znéni),
pfiméfenymi pisemnymi pokyny Zadavatele nebo spole¢nosti
Labcorp (dale jen "Pokyny"), pfislusnymi profesnimi normami
lékafské praxe, v8emi pfislusnymi mezinarodnimi, narodnimi,
statnimi a mistnimi zakony, stanovami, smérnicemi, pokyny,
pravidly a pfedpisy, véetné vSech platnych pravnich pfedpist na
ochranu soukromi, Udaji nebo podobnych zakond, mimo jiné
véetné obecného nafizeni o ochrané osobnich udaju &. 2016/679,
protiuplatkafskych a protikorup&nich zakond, pravidel a pfedpisu
a smérnice ICH-GCP (CPMP/ICH/135/95) a ISO 14155 bez
ohledu na to, zda jsou sou€asti pravniho fadu statu, kde se
Zdravotnické zafizeni a/nebo ZkouSejici nachézi, nebo jinych
pravné zavaznych pozadavki nebo pokyni jakéhokoli
regulaniho Ufadu tykajicich se provadéni Studie (dale ,Platny
zakon”).

3.  POVINNOSTI

(a) Proti uplaceni & proti korupci
ZkouSejici a Zdravotnické zafizeni nesmi porusit zakony a
pfedpisy Spojenych statd americkych (vCetné zékona o
korup€nich praktikach v zahranici), mistni zakony pfislusné zemé
(vCetné britského zakona o uplatkarstvi z roku 2010) tykajici se
Uplatkarstvi, nepatficnych plateb a nezdkonnych provizi, a zajisti,
Ze tak neucini ani Vyzkumny personal. Zkou$ejici a Zdravotnické
zafizeni se nebudou pfimo €i nepfimo podilet na Uplatkarstvi, ani
nebudou nabizet, slibovat nebo vyZadovat ani provadét &i pfijimat
zadné ,nepatfiéné platby”, véetné hotovosti, pljéek, dard, cest,
zabavy, projevd pohostinnosti, odmén za urychlené vyfizeni,
nezakonnych provizi, politickych nebo dobroginnych pfispévkd,
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payment, kickback, political or philanthropic contribution, anything
of value for the benefit of the Parties or their personnel or any
entity or individual associated with the Parties or their personnel
or for any other perceived benefit as an inducement to act or
refrain from acting, or in order to improperly obtain or retain a
business advantage in relation to this Agreement.

Furthermore, Institution shall cooperate with Labcorp and/or
Sponsor and participate in any investigations, audits, or other
reviews resulting from an alleged violation of the representations
made above, whether formal or informal, as reasonably requested
by Labcorp, Sponsor or its delegates. Such cooperation does not
require the waiver of any existing attorney-client privilege by
Investigator and/or Institution or any right of Investigator and/or
Institution or any of their officers, principals, owners, employees
or agents not to self-incriminate.

(b) Investigator Obligations
Investigator will devote best efforts to accurately and efficiently
perform the work required under this Agreement, which efforts
shall include but are not limited to the following:

(i) exercise of independent medical judgment as to the
compatibility of each Study patient with the Protocol
requirements;

(i) notification of Labcorp and Sponsor, if required of any
deviations from or failure to comply with the Protocol;

(i)

promptly replying to any questions from Labcorp or
Sponsor regarding any matter related to the Study;

promptly notifying Labcorp of any significant changes that
occur at any time during the Study which may affect
Investigator or Institution’s ability to conduct the Study,
including but not limited to, changes in personnel involved
in the Study; and

(v) supervision of Research Staff to ensure compliance with
this Agreement and Applicable Law.

record and document all Adverse Events and laboratory
abnormalities identified in the Protocol as critical to the
safety evaluation;

(vii) report all Serious Adverse Events to Labcorp and/or the
Sponsor without undue delay but not later than within
twenty-four (24) hours of obtaining knowledge of the
events, unless, for certain Serious Adverse Events, the
Protocol provides that no immediate reporting is required

¢ehokoli hodnotného ve prospéch Smiluvnich stran nebo jejich
zaméstnancl nebo jakéhokoli subjektu nebo osoby spojenych se
Smluvnimi stranami nebo jejich zaméstnanci ani pro jakykoli jiny
ocekavany pfinos jako pobidku k urcitému jednani nebo zdrzeni
se tohoto jednani, nebo za UCelem ziskani nebo zachovéani
neopravnéné obchodni vyhody v souvislosti s touto Smlouvou, a
zajisti, ze tak neucini ani Viyzkumny personal.

Zdravotnické zafizeni bude spolupracovat s Labcorp a/nebo
Zadavatelem a UCastnit se jakychkoliv Setfeni, auditd nebo jinych
kontrol, které vyplynou z udajného poruseni shora ucinénych
ujisténi, at jiz formainich & neformalnich, jak to pfiméfené
pozaduje Labcorp, Zadavatel nebo jeho zastupci. Takova
spoluprace nevyzaduje zfeknuti se jakychkoliv stavajicich prav
vyplyvajicich ze vztahu mezi advokatem a jeho klientem ze strany
ZkousSejiciho a/nebo Zdravotnického zafizeni nebo jakéhokoliv
prava ZkouSejiciho alnebo Zdravotnického zafizeni nebo
kteréhokoliv z jejich vedoucich pracovniki, lend pfedstavenstva,
vlastnik(i, zaméstnancl nebo zastupcl nezplsobit sobé trestni
stihani.

(b) Povinnosti Zkousejiciho
ZkousSejici vynalozi maximalni Usili k pfesnému a efektivnimu
provadéni praci pozadovanych podle této Smlouvy, pficemZ se
zejména zavazuje:
() provést nezavislé lékarské posouzeni, zda jednotlivé
Subjekty hodnoceni splfiuji poZzadavky Protokolu;

(i) informovat spole€nost Labcorp a Zadavatele o jakychkoliv
pfipadnych odchylkach od Protokolu nebo jeho
nedodrzovani;

(i) neprodlené odpovidat na vSechny dotazy spole¢nosti

Labcorp nebo Zadavatele na jakékoli zaleZitosti tykajici se

Studie;

neprodlené spoleénost Labcorp informovat o jakychkoli

vyznamnych zménach, které se vyskytnou kdykoli v

pribéhu Studie a které mohou mit vliv na schopnost

ZkouSejiciho nebo Zdravotnického zafizeni provést Studii,

zejména o zménach pracovniku Ucastnicich se Studie; a

(v) dohliZet na Vyzkumny personal, aby byl zajistén soulad s
touto smlouvou a Platnymi zakony.

(vi) zaznamendvat a dokumentovat vSechny neZadouci

pfihody a laboratorni abnormality identifikované v

protokolu jako kritické pro hodnoceni bezpe€nosti;

(vii) nahlasit vSechny z&vazné nezadouci pfihody spolecnosti
Labcorp a/nebo Zadavateli bez zbyte¢ného odkladu,
nejpozdéji vSak do dvaceti Ctyf (24) hodin od ziskani
znalosti o udalostech, pokud neni pro uréité zavazné
nezadouci pfihody v protokolu stanoveno, ze okamzité
ohlaseni neni vyZadovano.

(iv)
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(c) Joint obligations of the Institution and Investigator

(i) Institution and Investigator each represent and warrants
that there is nothing that they are aware of that would or
could for the duration of the Study: (i) negatively impact on
the proper and safe performance of the Study; or (i) create
a conflict of interest for the Institution or the Investigator for
the performance of the Study (such as participation in
another clinical trial).

(ii) Investigator and/or Institution shall immediately inform
Labcorp and the Sponsor of any actual or perceived conflict
of interest. or any alleged misconduct or breach, the
Institution and the Investigator shall provide all reasonable
assistance to any investigation by or on behalf of the
Sponsor and/or Labcorp.

(iii) Institution and/or Investigator will obtain all relevant
consents and approvals needed for the Study conduct;
such consents and approvals shall be provided by Labcorp
before the initiation of the Study; and the copies of these
documents shall be enclosed as an Annex to the
Agreement.

(iv) ensure that the Investigator will disclose his involvement in
the Study if he participates in any committee that sets
formularies or develops clinical guidelines or is involved in
any decision relating to the Sponsor or if this is imposed on
him based on the requirements of any institution,
committee or scientific organization with which he is
affiliated.

(d) Institution Obligations

(i) Institution agrees that its Research Staff will devote their
best efforts to accurately and efficiently perform the work
required under this Agreement, which efforts shall include
but are not limited to items (i) through (iv) listed in section
3(c) above.

(i) Institution guarantees that the appropriate facilities
(including any equipment, but excluding those to be
provided by Labcorp on behalf of Sponsor to Institution)
necessary and adequate for conducting the Study are
available at Institution.

(iii) In accordance with the law 340/2015 Coll. on Registry of
Contracts, this Agreement and/or any amendment shall be
published on the Contract Registry within thirty (30) days
from last signature. The Parties agree that Institution shall
publish this Agreement, its Exhibits, and any future
amendments, and Labcorp undertakes to deliver a
redacted version of this Agreement for publication prior its
signing (“Final Document”).

(c)
(i)

(i)

(i)

Spoleéné povinnosti Zdravotnického zarizeni a

Zkousejiciho

Zdravotnické zafizeni a ZkouSejici prohlasuji a zarucuiji, ze
podle jejich védomi neexistuje nic, co by mohlo v dobé
trvani studie: (i) negativné ovlivnit fadné a bezpectné
provadéni Studie; nebo (ii) vytvaret stfet zaml pro
Zdravotnické zafizeni nebo ZkouSejiciho pfi provadéni
Studie (jako je napfiklad ucast v jiné vyzkumné klinické
studii).

Zdravotnické zafizeni alnebo ZkouSejici musi neprodiené
informovat Labcorp a Zadavatele o jakémkoli skuteéném
nebo domnélém stfetu zajmi nebo jakémkoli udajném
pochybeni nebo porudeni, Zdravotnické zafizeni a
ZkouSejici poskytnou veSkerou pfiméfenou pomoc pfi
jakémkoli vySetfovani ze strany Zadavatele a/nebo
Labcorp.

Zdravotnické zafizeni a/nebo Zkousejici obdrzi vSechny
pfisludné souhlasy a schvaleni pro provadéni Studie,
pficemZ tyto souhlasy poskytne spoleénost Labcorp pred
zahajenim studie; kopie téchto dokumentd tvofi pfilohu
smlouvy.

zajistit, aby ZkouSejici zvefejnil své zapojeni do Studie,
pokud se Ucastni jakéhokoli vyboru, ktery stanovi Iékopisy
nebo vyviji klinické pokyny nebo je zapojen do jakéhokoli
rozhodnuti tykajiciho se Zadavatele nebo pokud je mu to
ulozeno na zakladé pozadavku kterékoli instituce, vyboru
nebo védecké organizace, se kterou je spojen.

Povinnosti Zdravotnického zafizeni

Zdravotnické zafizeni se zavazuje, ze jeho Vyzkumny
persondl vynaloZi maximalni usili s cilem pfesné a
efektivné provadét prace pozadované podle této Smiouvy,
pfiCemz se zejména jedna o polozky (i) az (iv) uvedené v
bodé 3 pism. c) vySe.

Zdravotnické zafizeni zaruCuje, Ze u sebe zajisti pfislusné
prostory (v€etné pfipadného zafizeni, kromé toho, které
ma jménem Zadavatele Zdravotnickému zafizeni
poskytnout spolecnost Labcorp), které jsou nezbytné a
pfiméfené pro provedeni této Studie.

V souladu se z&konem 340/2015 Sb. o registru smluv bude
tato Smlouva a/nebo veSkeré dodatky zvefejnény
v registru smluv do fficeti (30) dnd od data posledniho
podpisu. Strany souhlasi, Ze Zdravotnické zafizeni
zvefejni tuto Smlouvu, jeji pfilohy a veSkeré budouci
dodatky, a spole¢nost Labcorp se zavazuje, Ze pfed jejim
podepsanim doda redigovanou verzi této Smlouvy (dale
jen ,Koneény dokument”).
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(iv) The Institution shall publish the Agreement without
Confidential Information, Personal Information, and
business and trade secrets, as defined by the Civil Code,
law number 89/2012 Coll. from the agreement to be
published (“Excluded Information”), including, without
limitation, the Protocol, the investigator brochure and the
budget exhibit detailing the costs per procedures. Only the
expected total study budget (contract value) shall be
published. Institution shall only publish the Final Document
in a non-editable searchable PDF format.

(v) Labcorp shall draft the final form of the agreement (“Draft
Publication Document”) for publication (which shall not
contain any Excluded Information) and shall submit the
Draft Publication Document to the Sponsor for review
before the Agreement is expected to be executed.

(vi) Estimated contract value for the purposes of publication
in the Contract Register is CZK 585,302.91.

4, SCHEDULE AND NUMBER OF STUDY PATIENTS

Institution and Investigator shall use best efforts to recruit and
enroll at least (REDACTED) (unless otherwise agreed to by
Labcorp) for the Study according to the inclusion and exclusion
criteria and time schedule specified by the Protocol. Institution
and Investigator shall stop enrollment in accordance with prior
written Instructions.

Treatment of Study subjects shall commence only after any and
all required study persmissions and approvals have been
obtained.

Recruitment of trial subjects is expected to begin in
(REDACTED); estimated end of study: (REDACTED).

5. PERSONAL DATA PROTECTION

() In order to comply with their obligations under the General
Data Protection Regulation 2016/679 (“GDPR”), the
implementing acts by the member states of the European
Union and/or any other applicable law or regulation relating
to the protection of Personal Data (“Data Protection Laws”),
Institution and Investigator, as Subprocessor of the
Personal Data (processed for the purpose of the Study
and/or under this Agreement), agree to, at a minimum,
comply with the obligations of this section. For purposes of
this section, the terms Personal Data, Process/Processing,
Controller, Processor, Sub-processor, and Data Subject

(iv) Zdravotnické zafizeni zvefejni tuto Smlouvu bez
davérnych informaci, osobnich Udaji a obchodnich
tajemstvi vymezenych v zakoné Cislo 89/2012 Sbh.,
ob¢ansky zékonik, které jsou obsazeny ve smlouvé uréené
ke zvefejnéni (déle jen ,Vylouéené informace”) a mezi
néz patfi mimo jiné Protokol, soubor informaci pro
zkousSejiciho a pfiloha s rozpoétem rozepisujici naklady na
jednotlivé postupy. Zvefejnén bude pouze piedpokladany
celkovy rozpocet na studii (smluvni hodnota). Zdravotnické
zafizeni  zvefejni  Kone¢ny  dokument  pouze
v needitovatelném prohledavatelném formatu PDF.
Spoleénost Labcorp vypracuje koncept kone¢né verze
smlouvy ke zvefejnéni (dale jen ,Koncept dokumentu ke
zverejnéni”) (ktery nebude obsahovat Zadné Vyloucené
informace) a pfed pfedpokladanym uzavienim Smlouvy
pfedd Koncept dokumentu ke zvefejnéni Zadavateli ke
kontrole.

Predpokladana hodnota smlouvy pro Gcely zvefejnéni
v registru smluv je 585,302.91 K¢.

4. HARMONOGRAM A POCET SUBJEKTU HODNOCENI

Zdravotnické zafizeni a ZkouSejici musi vyvinout maximalni Usili
s cilem zajistit nabor alespofi (REDACTED) subjektu
Hodnoceni (neni-li se spolecnosti Labcorp dohodnuto jinak) v
souladu s kritérii pro zafazeni a vyfazeni a ¢asovym
harmonogramem  stanovenym  Protokolem. Zdravotnické
zafizeni a ZkouSejici musi nabor zastavit v souladu s pfedchozimi
pisemnymi pokyny.

Lécba subjektd hodnoceni bude zahajena az po obdrzeni
veSkerych potfebnych povoleni a souhlasu.

Predpokladany zaCatek naboru subjektl hodnoceni je
(REDACTED), pfedpokladany  konec  hodnoceni je
(REDACTED).

5. OCHRANA OSOBNICH UDAJU
(a)

V zajmu spinéni svych povinnosti podle obecného nafizeni
0 ochrané osobnich udaju ¢. 2016/679 (dale jen ,GDPR"),
provadécich zakon( ¢lenskych statl Evropskeé unie a/nebo
jakychkoli jinych platnych zakonl nebo pfedpisl
vztahujicich se kochrané osobnich Udajl (dale jen
,Zakony na ochranu osobnich 0daji“) souhlasi
Zdravotnické zafizeni a Zkou$ejici, jako Dil&i zpracovatel
Osobnich udaju (zpracovavanych pro Ucely Studie a/-nebo
pinéni dle pfisluSnych ustanoveni Smlouvy) s tim, Ze
budou dodrzovat minimalné povinnosti této ¢asti. Pro ucely
této casti maji pojmy Osobni udaje,
Zpracovavat/Zpracovani, Spravce, Zpracovatel, Dilci
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shall have the same meaning as in the Data Protection
Laws:

(i) Process Personal data, and ensure that any authorized
person having access to Personal Data, Processes such
Personal Data only on documented instructions from
Labcorp, including with regard to transfers of Personal Data
to a third country or an international organization, unless
required to do so by Applicable Law to which the
Subprocessor is subject; in such a case, the Subprocessor
shall inform Labcorp of that legal requirement before
Processing, unless that law prohibits such information on
important grounds of public interest;

(i) immediately inform Labcorp if, in its opinion, an instruction
infringes any Data Protection Laws;

(iii)immediately inform  Labcorp of any complaint,
communication or request arising from a Data Subject in
relation to the Personal Data;

(iv)to provide Labcorp with full and prompt cooperation and
assistance in relation to any complaint, communication or
request arising from a Data Subject, including:

(1) providing Labcorp with full details of the complaint,
communication or request;

(2) where authorised by Labcorp, complying with a request
from a Data Subject in relation to the Data Subject’s
Personal Data within the relevant timescales set out by
Data Protection Laws and in accordance with Labcorp’s
written instructions;

(3) providing Labcorp with any Personal Data it holds in
relation to a Data Subject, if required, in a commonly-
used, structured, electronic and machine-readable
format;

(4) providing Labcorp with any information requested by
Labcorp relating to the Processing of Personal Data
under this Agreement; and

(5) where authorised by Labcorp, correcting, deleting, or
blocking any Personal Data;

(v) ensure that persons authorised to Process the Personal
Data have committed themselves to confidentiality or are
under an appropriate statutory obligation of confidentiality;

zpracovatel a Subjekt Udajl stejny vyznam, jako maji
v Zakonech na ochranu osobnich udaju:

zpracovavat Osobni Udaje pouze na zékladé doloZenych
pokyn( spole¢nosti Labcorp a zajisti, aby tak Cinily i
vSechny opravnéné osoby, které maji k Osobnim Gdajlim
pistup, v€etné pfipadu, kdy se jedna o predani osobnich
udajl do tfeti zemé nebo mezinarodni organizaci, pokud
mu toto zpracovani jiz neukladaji Platné zakony, které se
na DilCiho zpracovatele vztahuji; v takovém pfipadé musi
Diléi zpracovatel informovat spolecnost Labcorp o tomto
pravnim pozadavku pfed provedenim Zpracovani, ledaze
by tyto pravni pfedpisy toto informovani zakazovaly z
dulezitych dGvodu verejného zajmu;

neprodlené informovat spolecnost Labcorp, pokud by
néktery pokyn podle jeho né&zoru poruSoval Zakony na
ochranu osobnich Gdajg;

neprodlené informovat spoleénost Labcorp o veskerych
stiznostech, sdélenich nebo Zadostech ze strany
nékterého Subjektu udajli v souvislosti s Osobnimi Udaji;

poskytnout spoleCnosti Labcorp plnou a okamZitou
spolupraci a pomoc v souvislosti s veSkerymi stiznostmi,
sdélenimi nebo pozadavky ze strany nékterého Subjektu
udaju veetné nasledujicich tkonu:

(1) poskytnou spole¢nosti Labcorp veSkeré podrobnosti o
stiznosti, sdéleni nebo zadosti;

(2) budou-li opravnéni spoleénosti Labcorp, vyhovi
Zadosti ze strany Subjektu Udaju v souvislosti s
Osobnimi Udaji tohoto Subjektu Udaji v pfislusnych
Ihdtach stanovenych Zakony na ochranu osobnich
Udajl a v souladu s pisemnymi pokyny spole¢nosti
Labcorp;

(3) vpfipadé potfeby poskytnou spoleCnosti Labcorp
veskeré Osobni udaje, které o Subjektu Udaji maji, v
béZné pouZivaném, strukturovaném, elektronickém a
strojové Citelném formatu;

(4) poskytnou spoleCnosti Labcorp veSkeré informace
pozadované spole¢nosti Labcorp v souvislosti se
zpracovanim Osobnich Udaju na zakladé této
Smlouvy; a

(5) budou-li opravnéni spole€nosti Labcorp, opravi,
vymazou nebo  zablokuji ~ Osobni  udaje;

zajistit, aby se osoby oprévnéné Zpracovavat Osobni
udaje zavazaly k miCenlivosti nebo aby se na né
vztahovala zakonnd povinnost mi¢enlivosti;
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(vi)take all measures required pursuant to Article 32 of GDPR
including but not limited to security measures relating to the
pseudonymising and encrypting of personal data,
confidentiality, integrity availability and resilience of
processing systems and services, restoration of availability
and access to personal data, regular testing, assessment
and evaluation of the effectiveness of technical and
organizational measures for ensuring the security of
processing and processing risk assessments to prevent
unauthorized disclosure, loss alteration of destruction;

(vii) not engage another Subprocessor or change a current
Subprocessor without the prior written authorization of
Labcorp;

(viii) enterinto the same data protection obligations as set out
in this Agreement with any further Subprocessor engaged
in the Processing of Personal Data;

(ix)take into account the nature of the processing, assists
Labcorp by appropriate technical and organisational
measures, insofar as this is possible, for the fulfilment of
the Labcorp’s obligation to respond to requests for
exercising the Data Subject’s rights laid down in Chapter Il
of GDPR including but not limited to right of access,
rectification erasure, restriction of processing, data
portability, objection to processing and any notifications
thereof;

(x) assists Labcorp in ensuring compliance with the obligations
pursuant to Articles 32 to 36 of GDPR taking into account
the nature of processing and the information available to
the Subprocessor;

(xi)at the choice of Labcorp, deletes or returns all Personal
Data to Labcorp after the end of the provision of services
relating to Processing, and deletes existing copies unless
Applicable Law requires storage of the Personal Data;

(xii) make available to Labcorp all information necessary to
demonstrate compliance with the obligations laid down in
this Section 5 and allow for and contribute to audits,
including inspections, conducted by Labcorp or another
auditor mandated by Labcorp

(b) Where Institution and/or Investigator seeks to transfer
Personal Data required under this Agreement to a non-EU
third party, such transfer of Personal Data shall be
governed by an agreement between Institution and/or
Investigator and the non-EU third party containing terms no
less stringent that those contained in either (i) the Standard
Contractual Clauses for Processors (Commission Decision
C(2010)593) and any amending or superseding clause
approved for the same purpose by the European

(vi) provést vesSkera opatfeni poZadovana podle ¢lanku 32
GDPR, mimo jiné véetné bezpecnostnich opatfeni v
souvislosti s pseudonymizaci a Sifrovanim osobnich udajd,
zachovanim dlvérosti, integrity, dostupnosti a odolnosti
systéml a sluzeb zpracovani, obnoveni dostupnosti a
pfistupu k osobnim udajdm, pravidelného testovani,
hodnoceni a posuzovani ucinnosti technickych a
organizacnich opatfeni k zajisténi bezpe¢nosti zpracovani
a posouzeni rizik zpracovani pro prevenci neopravnéného
sdéleni, ztraty, zmény nebo zniéeni;

(vii) nenajmout jiného DilCiho zpracovatele ani nevyménit
souCasného Dil¢iho zpracovatele bez pfedchoziho
pisemného opravnéni spole¢nosti Labcorp;

(viii) smluvné zavazat jakéhokoli dalSiho Dil¢iho zpracovatele
povéfeného Zpracovanim Osobnich udaju k pInéni
stejnych povinnosti tykajicich se ochrany osobnich udaj,
jaké uklada tato Smlouva;

(ix) s ohledem na charakter zpracovani udaji napomahat
spoleCnosti Labcorp zavadénim vhodnych technickych a
organizacnich opatfeni, pokud to bude mozné, pfi pInéni
zavazku spoleCnosti Labcorp odpovidat na zadosti o
uplatnéni prav Subjektl Udajl uvedenych v kapitole Il
GDPR, mimo jiné v€etné prava na pfistup, opravu, vymaz,
omezeni zpracovani, prenositelnost Udajl, vzneseni
namitky proti zpracovani, a vSechna souvisejici oznameni;

(x) napomahat spole¢nosti Labcorp pfi zajiSténi dodrZovani
povinnosti podle ¢lankd 32 az 36 GDPR se zohlednénim
charakteru zpracovani a informaci dostupnych Dil¢imu
zpracovateli;

(xi) podle rozhodnuti spolecnosti Labcorp vymazat nebo vratit
veskeré Osobni Udaje spole¢nosti Labcorp po skonceni
poskytovani sluzeb spojenych se Zpracovanim a vymazat
jejich existujici kopie, pokud Platné zakony nevyzaduiji
uchovani téchto Osobnich Udaju;

(xii) poskytnout spoleénosti Labcorp veskeré informace nutné k
doloZeni souladu s povinnostmi uvedenymi v této ¢asti 5 a
umoznit provadéni auditi, véetné inspekci, spoleénosti
Labcorp nebo jinym auditorem, kterého spoleCnost
Labcorp povéfi, a u téchto auditd byt ndpomocen.

(b) V pfipadech, kdy bude Zdravotnické zafizeni a/nebo
ZkouSejici usilovat o pfenos Osobnich udaju podle této
smlouvy tfeti strané sidlici v zemi mimo EU, bude se na
tento pfenos Osobnich Udaji vztahovat smlouva mezi
ZkouSejicim a tfeti stranou ze zemé mimo EU obsahujici
podminky, které nebudou méné pfisné nez podminky
uvedené bud (i) ve standardnich smluvnich doloZkach pro
zpracovatele (Rozhodnuti Komise C(2010)593) a
veSkerych doplfiujicich nebo nahrazujicich ustanovenich
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Commission; or (ii) another adequacy mechanism required
under Applicable Law.

(c) Labcorp understands that Institution and/or Investigator is
Controller of Institution and/or Investigator Personal Data
not collected for the purpose of the Study (“Background
Personal Data”). In such a case, Institution and/or
Investigator is Controller and Labcorp is Processor of such
Background Personal Data. Labcorp will comply with the
same obligations in this Section 5 as it relates to Labcorp’s
processing such Background Personal Data

(d) Labcorp may make available such Personal Data to
affiliated companies of Sponsor and/or Labcorp, legal and
regulatory agencies and authorities in compliance with its
privacy statement located at:

(REDACTED)

(e) The Parties agree that the Sponsor, Labcorp and the
Institution and/or Investigator are each considered
Controllers with respect to their separate processing
activities of Personal Data.

(f) Authorization to Collect Personal Data from Principal
Investigator and Study Stuff Members: The Institution and
Investigator hereby expressly consent and agree to obtain
express consents from any persons at the site performing
services in the clinical trialStudy, to authorize the collection,
processing and transfer of such person’s personal data to
other countries other than the person’s own country,
including, without limitation among others, to the United
States, even though data protection may not exist in these
other countries or be as developed there, and with the use
and processing of this persona data for the following
purposes: (a) for the conduct and interpretation of the
clinical triaStudyl; (b) review by governmental or regulatory
authorities; (c) satisfying legal or regulatory requirements;
(d) publication on www.clinicaltrials.gov and websites and
databases that serve a comparable purpose; (€) upon
request of individual patients Study subjects and doctors
provision to individual patientsStudy subjects and doctors
who may be interested in participating in the Study at the
Center and (f) storage in databases for use in selecting
sites in future clinical trials

schvalenych ke stejnému uéelu Evropskou komisi; nebo (ii)
v jiném mechanismu adekvéatnosti vyzadovaném podle
Platnych zakonu.

(c) Spole¢nost Labcorp bere na védomi, ze Sprévcem
Osobnich  Gdaju  Zdravotnického  zafizeni  a/nebo
ZkousSejiciho, které nebyly shroméazdény pro ucely Studie
(dale jen ,Doprovodné osobni udaje”), je Zdravotnické
zafizeni alnebo ZkouSejici. V takovém pfipadé je
Zdravotnické zafizeni a/nebo Zkou$ejici Spravcem a
spole¢nost Labcorp Zpracovatelem téchto Doprovodnych
osobnich (daji. Pokud jde o zpracovani téchto
Doprovodnych osobnich udajd spolecnosti Labcorp, bude
spolecnost Labcorp dodrzovat stejné povinnosti v této ¢asti
5.

(d) Spolecnost Labcorp mize zpfistupnit osobni Udaje svym
pfidruzenym  spoleénostem  alnebo  pfidruzenym
spoleCnostem Zadavatele a/nebo Labcorp a pravnim a
regulaénim agenturam a Ufadim v souladu se svym
ProhlaSenim o zasadach ochrany osobnich (daju na
adrese:

(REDACTED)

(e) Strany se dohodly, Ze Zadavatel, Labcorp a Zdravotnické
zafizeni al-nebo Zkousejici jsou povaZzovani za Spravce
osobnich Udaju, pokud jde o jejich oddélené zpracovani
Osobnich udaju.

() Souhlas se zpracovanim osobnich Udaju Hlavniho
zkoudejiciho a Clen(i studijniho tymu: Zkousejici timto
vyslovné souhlasi, a souhlasi se zajisténim souhlasu osob
provadéjicih Studii, se shromazdovanim, zpracovanim a k
pfenosu osobnich Gdaju do jinych zemi, mimo jiné do USA,
a to i pfesto, Zze ochrana osobnich udaji nemusi v téchto
jinych zemich existovat nebo nemusi byt na stejné drovni,
a s pouzitim a zpracovanim téchto osobnich Udaju pro
nasledujici Ucely: a) provedeni a interpretace Studie; b)
kontrola ze strany vladnich nebo regulacnich organd, c)
spinéni  zakonnych nebo regulacnich pozadavku; d)
zvefejnéni na webu www.clinicaltrials.gov a webovych
strankach a v databazich, které jsou urCeny ke
srovnatelnému (Celu; a e) poskytnuti individualnim
pacientdm a |ékafm, ktefi maji zajem o U&ast v klinickém
hodnoceni na pracovisti, a to na jejich Zadost; a f) ulozeni
v databazich pro pouziti pfi vybéru pracovisté pro klinicka
hodnoceni v budoucnu
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6.

CONFIDENTIALITY

(a) Institution and Investigator shall not, and Institution shall
ensure that Research Staff shall not disclose to any third
party or use for any purposes other than for the
performance of the Study any (i) the terms of this
Agreement; and (i) any business, employee, patient or
customer information or data in any form which is disclosed
or otherwise comes into possession of a Party, directly or
indirectly, as a result of this Agreement and which is of a
confidential or proprietary nature (including, without
limitation, the Study Documentation, any information
relating to business affairs, operations, products,
processes, methodologies, formulae, plans, intentions,
projections, know-how, Intellectual Property, trade secrets,
market opportunities, suppliers, customers, marketing
activities, sales, software, computer and
telecommunications systems, costs and prices, wage
rates, records, finances and personnel). (hereinafter,
collectively " Confidential Information") without the prior
written consent of Sponsor. Such Confidential Information
shall remain the confidential and proprietary property of
Sponsor and shall be disclosed only to Research Staff
bound by obligations of confidentiality consistent with this
Agreement who have a “need to know” for the performance
of the Study. The obligation of nondisclosure shall not
apply to the following Confidential Information:

(i) is orwas already in Institution and/or Investigator’s lawful
possession prior to disclosure by or for Labcorp and/or
Sponsor as shown by Institution and/or Investigator's
prior written records;

(i) is or becomes publicly known through no fault, act or
omission of Institution and/or Investigator;

(iii)is or was lawfully received by Institution and/or
Investigator from a third party legally entitled to disclose
such information in a non-confidential fashion, unless
Institution and/or Investigator knew or should have
known of a restriction as to its use or disclosure; or

(iv)was independently developed by Institution and/or
Investigator without use of or reference to the
Information.

(b) Confidentiality obligations shall survive for ten (10) years
after the expiration or termination of this Agreement.

ZACHOVANI DUVERNOSTI

(a) Zdravotnické zafizeni a ZkouSejici nejsou bez pfedchoziho
pisemného souhlasu Zadavatele opravnéni zadné treti
strané sdélovat a ani pro jiné Ucely pouzivat jakékoli (i)
podminky této smlouvy; a (ii) jakékoli obchodni informace,
udaje o zaméstnancich, pacientech nebo zakaznicich v
jakékoli formé, které jsou sdéleny nebo se jinak octnou v
drzeni nékteré Strany pfimo nebo nepfimo v dusledku této
smlouvy, a které maji divérnou nebo vlastnickou povahu
(zejména Studijni dokumentace, veSkeré informace
tykajici se obchodnich zalezitosti, operace, produkty,
procesy, metodiky, vzorce, plany, zaméry, projekce, know-
how, duSevnih vlastnictvi, obchodni tajemstvi, trzni
pfileZitosti, dodavatele, zakazniky, marketingové &innosti,
prodej, software, poCitaové a telekomunikacni systémy,
naklady a ceny, mzdové sazby, zaznamy, finance a
personal) (spolené dale jen ,Davérné informace”),
pficemz Zdravotnické zafizeni zajisti, aby tak necinil ani
Vyzkumny personal. Takové divémé informace musi
zistat davémym a chranénym majetkem Zadavatele a
budou sdéleny pouze Vyzkumnému ppersonalu, ktery je
vazan povinnosti mi¢enlivosti v souladu s touto Smlouvou
a ktery ma opravnénou potfebu téchto informaci pro Ucely
provadéni Studie. Povinnost zachovavat miCenlivost se
nevztahuje na tyto dGvérné informace:

(i) Informace, které jsou nebo jiz byly v souladu s pravem
ve vlastnictvi Zdravotnického zafizeni a/nebo
ZkousSejiciho dfive, nez mu byly sdéleny spoleCnosti
Labcorp a/nebo Zadavatelem nebo jejich jménem, jak
dokladaji pfedchozi pisemné zaznamy Zdravotnického
zafizeni alnebo Zkousejiciho;

(ii) Informace, které jsou nebo se stanou vefejné znamymi
bez zavinéni, jednani nebo opomenuti Zdravotnického
zafizeni a/nebo Zkousejiciho;

(iii) Informace,  které  Zdravotnické  zafizeni a/nebo
Zkousejici obdrzi nebo obdrzeli zakonnym zptsobem od
tfeti strany, ktera je ze zakona opravnéna tyto informace
sdélit, aniz by musela zachovavat duvérnost, ledaze by
Zdravotnické zafizeni a/nebo ZkouSejici v&déli nebo
méli védét o omezeni jejich pouziti nebo sdéleni;

(iv)Informace, které byly nezavisle vyvinuty Zdravotnickym
zafizenim a/nebo ZkouSejicim bez pouZiti Informaci
nebo bez odkazu na né.

(b) Zavazky davérnosti zustavaji v platnosti po dobu deseti
(10) let po uplynuti platnosti nebo ukonceni této Smlouvy.
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1.

(c) Institution and/or Investigator shall be entitled to disclose | (c)
Information to the extent required by any Applicable Law or
pursuant to any decision, order, subpoena, government or
regulatory requirement or other process of law, provided
that Institution and/or Investigator shall, unless restricted by
Applicable Law or where not practicable, promptly notify
Labcorp and Sponsor of such requirement prior to any
disclosure and shall cooperate with Labcorp and/or
Sponsor to seek to oppose, minimize or obtain the
confidential treatment of the requested disclosure to the
extent of such order or as reasonably practicable. In any
event, Institution, Investigator and/or Research Staff shall
limit such disclosure of Information to the minimum extent
required.

STUDY DRUG AND EQUIPMENT 1.

(a) Institution and Investigator will be provided with sufficient | (a)
amounts of the Study Drug solely for the purpose of
conducting the Study, free of charge; and with available
information on the Study Drug, which Sponsor considers
necessary or useful for conducting the Study.

(b) Institution agrees to limit access to the Study Drug to only |  (b)
Research Staff who, under Investigator’s direct control or
supervision, will be engaged in using the Study Drug as
contemplated by the Protocol

(c) Investigator will maintain a record of receipt and dispensing |  (c)
of the Study Drug.

(d) Upon completion of the Study or early termination thereof, |  (d)
all unused Study Drug, compounds, devices, Labcorp or
Sponsor provided equipment, and related Study materials
furnished to Institution and Investigator by or on behalf of
Sponsor or Labcorp shall be returned or destroyed in
accordance with the Protocol and as directed by Labcorp
at no cost to Institution or Investigator.

(e) Institution and Investigator acknowledge that the Study | (e)
Drug is experimental in nature, and therefore shall exercise
prudence and reasonable care in, and comply with any
Instructions regarding, the use, handling, secure storage,
transportation, disposition and containment of the Study
Drug, including any derivatives thereof.

Zdravotnické zafizeni a/nebo ZkouSejici jsou opravnéni
sdélit Informace v rozsahu stanoveném Platnymi zékony
nebo na zakladé jakéhokoli rozhodnuti, nafizeni, obsilky,
vladniho nebo regulacniho poZadavku nebo jiného
pravniho postupu za predpokladu, Ze Zdravotnické
zarizeni a/nebo ZkousSejici o tomto pozadavku neprodlené
uvédomi, pokud jim v tom nebudou branit Platné zakony
nebo pokud to nebude mozné, spolecnost Labcorp a
Zadavatele dfive, nez toto sdéleni uskute¢ni, a poskytnou
spoleénosti Labcorp a/nebo Zadavateli sou¢innost v Usili
zabranit pozadovanému sdéleni, minimalizovat ho nebo
zajistit dvérmé zachazeni s pozadovanym sdélenim v
rozsahu tohoto pfikazu nebo jak to bude pfiméfenym
zplsobem proveditelné. Zdravotnické zafizeni, ZkousSejici
a/nebo Vyzkumny personal v kazdém pfipadé omezi toto
sdéleni Informaci na minimalni pozadovany rozsah.

STUDIJNI LEK A VYBAVENI

Zdravotnickému zafizeni a ZkouSejicimu bude bezplatné
poskytnuto dostate¢né mnozstvi Studijniho léku, a to
vyhradné pro uéely provadéni Studie, a s dostupnymi
informacemi o Studijnim léku, které Zadavatel povazuje za
nutné nebo uzitecné pro provadéni Studie.

Zdravotnické zafizeni se zavazuje, ze omezi pfistup ke
Studijnimu léku pouze na Vyzkumny personal, ktery bude
pod pfimou kontrolou nebo dohledem Zkousejiciho
pouzivat Studijni Iék zpisobem dle Protokolu

ZkouSejici povede zaznamy o pfijmu a vydeji Studijniho
léku.

Po dokonceni Studie nebo jejim pfedéasném ukonceni se
veSkery nepouzity Studijni Lék, preparaty, zafizeni,
vybaveni  poskytnuté  spolenosti Labcorp  nebo
Zadavatelem a souvisejici materialy pro hodnoceni
poskytnuté Zdravotnickému zafizeni a ZkouSejicimu
Zadavatelem nebo spoleCnosti Labcorp €i jejich jménem
musi vratit nebo zni¢it v souladu s Protokolem a podle
pokynu spoleénosti Labcorp, pfiemz naklady na vraceni
¢i zniCeni neponese ani Zdravotnické zafizeni, ani
Zkousejici.

Zdravotnické zafizeni a ZkouSejici berou na védomi, Ze
Studijni Lék je experimentalni povahy, a proto musi pfi
pouzivani, manipulaci, bezpeéném skladovani, pfepravé,
nakladani a uchovavani Studijniho Léku, vCetné vSech
jeho derivatd, jednat obezfetné a s pfiméfenou péci a v
souladu s pfipadnymi pokyny.
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(f) The Institution and Investigator hereby undertakes:

(i) toreceive, store and dispense the Study Drug and

(i) to handle the Study Drug in accordance with Act No.
378/2007, Collection of Laws on therapeutic agents
amended by Regulation No. 226/2008, Collection of Laws,
on good clinical practice and the detailed conditions of the
clinical assessment of therapeutic agents.

(iii) Study Drug will be delivered to pharmacy Lékarna
Fakultni Thomayerovy nemocnice (hereinafter the
‘Pharmacy”), contact person for recipt, storage and
distribution of Study Drug will be specified in the Study
Delegation Log (hereinafter the “Pharmacist”).

(iv) Sponsor/CRO completed the internal forms of Institution in
Exhibit K. The Contracting Partners shall return the
equipment once the Study is completed.

() Institution, through third party providers, will be provided
with the following equipment:
()(REDACTED), free of charge, properly packaged and
labeled, to be used solely for the purposes of the conduct
of the Study.

(h) Institution and Investigator understand and agree that
Institution and Investigator fees will be offset if the
Institution, Investigator and/or Research Staff are negligent
with any equipment provided, including misuse, damage or
loss.

8. REPORTING STUDY DRUG SAFETY

Study Drug safety reporting shall be conducted strictly as per
Protocol, ICH-GCP and Applicable Laws.

9. DEREGISTRATION

Institution, on behalf of itself and Research Staff, and Investigator
each represent and warrant that neither it/he/she, nor any other
person retained by it/he/she to perform the Study pursuant to this
Agreement (i) has previously been “struck-off’, debarred,
deregistered, suspended or otherwise had it/his/her right to
conduct clinical studies or government health care programs or to
practice in a healthcare profession, as a result of any professional
misconduct, revoked by any national, foreign or international
authority/organization, (i) is aware of the initiation of any action,
suit, claim, investigation or legal or administrative proceedings
relating to disqualification, deregistration or debarment or
restriction of Institution, Investigator or any person performing
services under this Agreement, (iii) has been charged with crimes

(f) Zdravotnické zafizeni a ZkouSejici se timto zavazuji:

(i) pfevzit, uskladnit a vydavat Studijni lék a

(if) nakladat se Studijnim Lékem podle zakona €. 378/2007,
o lédivech, ve znéni vyhlasky €. 226/2008, o spravné
klinické praxi a bliz8ich podminkach klinického hodnoceni
léCivych pFipravkd.

(iii)Hodnoceny 1écivy pfipravek bude doddvan do Lékarny
Fakultni Thomayerovy nemocnice (dale jen ,lékarna”),
kontaktni osoba pro pro pfijem, skladovani a distribuci
Studijniho léku bude uvedena v zaznamu &lend studijniho
tymu (Delegation Log) (dale jen ,lékamik”).

(iv)Zadavatel/CRO vyplInil interni  formuléfe Poskytovatele,
které jsou Pfilohou J. Smluvni partnefi vybaveni po
skonceni Studie vrati Zadavateli

(g) Zdravotnickému  zafizeni  bude  prostfednictvim
poskytovatell tretich stran poskytnuto toto vybaveni:
() (REDACTED), a to bezplatné, fadné zabaleny a oznaceny,
uréeny k pouziti vyhradné pro Ucely provadéni Studie.

(h) Zdravotnické zafizeni a ZkouSejici berou na védomi a
souhlasi, Ze v pfipadé nedbalého zachézeni s jakymkoli
poskytnutym vybavenim, v€etné jeho nespravného pouziti,
poskozeni nebo ztraty, ze strany Zdravotnického zafizeni,
Zkousejiciho a/nebo Vyzkumnych pracovnikli bude $koda
zapoctena proti jejich odméné.

8.  HLASENi BEZPECNOSTI STUDIJNIHO LEKU

HI&Seni bezpec€nosti studijniho Iéku musi byt provedeno vyhradné
podle Protokolu, smérnice ICH-GCP a Platnych zakonu.

9. ZRUSENi REGISTRACE

Zdravotnické zafizeni svym jménem a jménem svého
Vyzkumného personalu a ZkouSejici samostatné prohlasuji a
zarucuji, ze on sam ani zadna jina osoba, které zadal provadéni
Studie podle této Smlouvy, (i) nebyla v minulosti "vySkrtnuta",
vylougena, odregistrovana , jeji ¢innost nebyla pozastavena ani
ji jakykoli narodni, zahranitni nebo mezinarodni organ Ci
organizace neodnala pravo provadét klinické studie nebo se
UcCastnit vladnich programd zdravotni péce nebo provozovat
zdravotnické povolani v dusledku jakéhokoli profesionalniho
pochybeni, (i) si neni védoma zahajeni jakéhokoli opatfeni,
soudniho procesu, stiznosti, vySetfovani nebo soudniho nebo
spravniho fizeni souvisejiciho s vyloucenim, zruSenim registrace
nebo suspendovanim i omezenim Cinnosti Zdravotnického
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resulting in the revoking of such right, (iv) is listed on, or owned
or controlled by anyone on, any restricted persons list of a
national, foreign or international authority/organization, or (v) is
owned or controlled by anyone located in Cuba, the Crimea
region, Iran, North Korea, or Syria, or any other embargoed
destination. Institution, on behalf of itself and its Research Staff,
and Investigator shall inform Labcorp in writing, without delay
should any revocation, deregistration, debarment or sanctioning
be announced during the Study.

10. AUDIT, MONITORING AND INSPECTION

(a) Institution and Investigator shall cooperate with Labcorp,
Sponsor, and any governmental or regulatory authorities in
their efforts to monitor, audit, or inspect the progress of the
Study at Institution. Authorized representatives of Labcorp
and Sponsor shall have the right, upon reasonable
advance notice, and during regular business hours, to:

() examine and inspect Institution and Investigator's
facilities used for the performance of the Study;

(ii) inspect and copy all data and work products related to
the Study; and

(iiif) examine source documents and other medical records
of Study patients reasonably necessary to monitor the
Study.

(b) In the event Institution or Investigator receives notice that
Institution or Investigator shall be the subject of an
investigation or audit by any governmental or Regulatory
Authority, the Party receiving such notice shall notify
Labcorp immediately. In the event the Party does not
receive prior notice of said investigation or audit, the Party
shall notify Labcorp as soon as practicable after receiving
knowledge of said investigation or audit. Institution or
Investigator will provide Labcorp and Sponsor copies of all
Study specific materials, external correspondence,
statements, forms and records that Institution or
Investigator receives, obtains or generates pursuant to any
such investigation, including providing Labcorp and
Sponsor a reasonable opportunity to comment in advance
on any correspondence generated by Institution or
Investigator to the appropriate authority.

zafizeni a/nebo Zkousejiciho nebo jakékoli osoby poskytujici
sluzby podle této Smlouvy, nebo (iii) nebyla obvinéna z trestnych
¢inG s dusledkem odejmuti takového prava, (iv) neni uvedena na
seznamu nebo fizena subjektem uvedenym na seznamu
omezenych osob jakéhokoli narodniho, zahrani¢niho nebo
mezinarodniho Ufadu/organizace nebo (v) neni fizena jakymkoli
subjektem se sidlem na Kubg, v oblasti Krymu, v iranu, Severni
Korei nebo v Syrii nebo v jakékoli jiné destinaci, na kterou se
vztahuje embargo. Zdravotnické zafizeni svym jménem a
jménem svého Vyzkumného personalu a ZkouSejici jsou povinni
spoleCnost Labcorp bez odkladu pisemné informovat, pokud
béhem provadéni Studie dojde k odejmuti, zrudeni registrace,
vylouceni nebo k néjaké sankci.

10.  AUDIT, MONITOROVANI A INSPEKCE

(a) Zdravotnické zafizeni a Zkou$ejici musi spolupracovat se
spolecnosti Labcorp, Zadavatelem a pfislusnymi viadnimi
a regulaénimi organy v jejich usili o sledovani, audit nebo
kontrolu pribéhu Studie ve Zdravotnickém zafizeni.
Povéreni zastupci spole¢nosti Labcorp a Zadavatele maji
na zakladé upozornéni ucinéného s pfimérenym
pfedstihem a v bézné pracovni dobé tato prava:

() zkoumat a kontrolovat prostory Zdravotnického
zafizeni a ZkouSejiciho vyuZivané pro provadéni
Studie;

(i) kontrolovat a kopirovat veSkera data a vysledky prace
spojené se Studi; a

(iii) zkoumat zdrojové dokumenty a jiné Iékafské zaznamy
0 Subjektech hodnoceni, které jsou pfiméfené
nezbytné ke sledovani Studie.

(b) V pfipadg, ze Zdravotnické zafizeni nebo ZkouSejici obdrZi
oznameni, ze maji byt pfedmétem vySetfovani nebo auditu
ze strany jakéhokoliv statniho nebo regulaéniho organu,
musi subjekt, kterému je toto ozndmeni doruceno,
neprodlené informovat spole¢nost Labcorp. V pfipadé, ze
subjekt neobdrzi pfedchozi oznameni o zminéném
vySetfovani nebo auditu, je o tom povinen co nejdfive poté,
co se dozvi o vySetfovani nebo auditu, informovat
spole¢nost  Labcorp. Zdravotnické zafizeni nebo
ZkouSejici poskytnou spole¢nosti Labcorp a Zadavateli
kopie vSech specifickych materiald o Studii, externi
korespondenci, pfikazy, formulafe a zaznamy, které
Zdravotnické zafizeni nebo ZkouSejici ziska ¢i vytvofi na
zakladé takového vySetfovani, a poskytne také spole¢nosti
Labcorp a Zadavateli pfiméfenou moznost se prfedem
vyjadiit k veSkeré korespondenci, kterou Zdravotni
zafizeni nebo Zkousejici pro dany organ vytvori.
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1.

(c) Institution and/or Investigator shall promptly correct all | (c)
errors identified by Sponsor, Labcorp or their
representatives during any audit, as well as any items that
are identified as being non-compliant with the Protocol,
ICH-GCP Guidelines or with Investigator's obligations
under this Agreement.

(d) Institution and/or Investigator will, as required by Applicable |  (d)
Law and ICH-GCP, ensure that Study monitors have direct
access to all requested Study-related records and suitable
access to all relevant subject information pertaining to the
Study, as appropriate and as described in the signed Study
informed consent. Further, neither Labcorp nor its staff will
be required to enter into separate confidentiality
agreements or any other terms and conditions or undertake
any tests or procedures for the purpose of disclosing Study
information or monitoring the Study.

PUBLICATION 1.

(a) All data or results arising out of the performance of this | (a)
Study shall be considered Confidential Information as
defined above and shall not be used for the commercial
benefit of Institution or Investigator.

(b) The Institution and the Investigator shall be entitled to | (b)
publish the results of, or make presentations related to, the
Study, as indicated in this Section. If this Study is part of a
multi-center clinical trial, Institution and Investigator agree
not to independently publish the results of the Study until
first occurrence of one of the following: (i) multi-center
primary Publication is published; (i) no multi-center primary
publication is submitted within two years after conclusion,
abandonment, or termination of the Study at all sites; or (iii)
Sponsor confirms in writing there will be no multi-center
primary Publication. All such publications or presentations
shall (i) be consistent with academic standards and
International Committee of Medical Journal Editors
(ICMJE) guidelines, (ii) not be false or misleading, (i)
comply with all Applicable Laws, (iv) not be made for any
commercial purpose.

(c) The Institution and/or the Investigator shall provide the | (c)
Sponsor with copies of any materials relating to the Study
that either intends to publish (or submit for publication) or
make any presentations relating to, at least thirty (30) days
in advance of publication, submission or presentation.

Zdravotni zafizeni a/nebo ZkouSejici bezodkladné opravi
vSechny chyby zjisténé Zadavatelem, spolecnosti Labcorp
nebo jejich zastupci v pribéhu jakéhokoli auditu, jakoZ i
veskeré poloZky oznacené za neodpovidajici Protokolu,
smérnici ICH-GCP nebo povinnostem Zkou$ejiciho podle
této Smiouvy.

Zdravotnické zafizeni a/nebo ZkouSejici zajisti, aby méli
monitofi studie pfimy pfistup ke v8em poZadovanym
zaznamum souvisejicim se Studii a pfiméfeny pfistup ke
véem pfislusnym informacim tykajicim se Studie, jak
vyZaduji Platné zakony a ICH-GCP, a to podle potfeby a
jak je uvedeno v podepsaném informovaném souhlasu ke
Studii. Dale spole¢nost Labcorp ani jeji zamésntanci
nebudou muset uzavfit samostatnou smlouvu o zachovani
miCenlivosti ani spliovat jiné podminky pro ucely sdéleni
informaci o Studii nebo monitorovani Studie.

ZVEREJNENI

VSechny Udaje a vysledky vyplyvajici z plnéni této Studie
se povazuji za Davérné informace dle vySe uvedené
definice, a nesmi byt pouzity pro komeréni prospéch
Zdravotnického zafizeni nebo Zkousejiciho.

Zdravotnické zafizeni a ZkouSejici jsou opravnéni
zvefejfiovat vysledky studie nebo prezentovat souvisejici
Udaje ze studie, jak je uvedeno v tomto &lanku. Pokud je
tato  Studie soucasti multicentrického  Kklinického
hodnoceni, Zdravotnické zafizeni a Zkou3ejici souhlasi s
tim, ze vysledky Studie nezvefejni samostatné az do
prvniho vyskytu nékterého z nasledujicich pfipadu: (i) je
publikovana primarni multicentricka publikace; (i) do dvou
let po dokonceni, opusténi nebo prfedCasném ukonCeni
studie na v8ech pracovistich neni pfedloZzena primarni
multicentrickd publikace; nebo (iii) Zadavatel pisemné
potvrdi, Ze nebude existovat primarni multicentricka
publikace. VSechny takové publikace nebo prezentace (i)
musi byt v souladu s akademickymi standardy a pokyny
Mezinarodniho vyboru editor( |ékafskych Casopisy, (ii)
nesmi byt nepravdivé nebo zavadgjici, (iii) musi spliovat
v8echny Platné zékony, (iv) nesmi byt u€inény pro Zadny
komercni ucel.

Zdravotnické zafizeni alnebo ZkouSejici poskytnou
Zadavateli kopie vSech material vztahujicich se ke studii,
které bud zamysli zvefejnit (nebo predlozit ke zvefejnéni),
nebo prezentovat, nejméné fficet (30) dnd pred
zvefejnénim, predlozenim ke zvefejnéni nebo prezentaci.
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(d) At the request of the Sponsor and/or Labcorp, the
Institution and/or the Investigator:

(i) shall not include in or shall remove from any proposed
publication any Confidential Information, errors or
inaccuracies; and

(i) shall withhold publication, submission for publication or
presentation for a period of ninety (90) days from the
date on which the Sponsor receives the material to allow
the Sponsor to take such measures as the Sponsor
considers necessary to preserve its proprietary rights
and/or protect its Confidential Information.

(e) The Institution and the Investigator shall include the
following acknowledgement in all publications and
presentations relating to the Study, as well as in any
financial disclosure information relating to the Study:
‘REDACTED.” A copy of any publications and
presentations relating to the Study, shall be provided to the
Sponsor on publication or presentation, and the Sponsor
shall be entitled to make copies of and distribute the
publication or presentation as it considers necessary.

() The Sponsor has a long-standing commitment to
transparency, and the Institution and the Investigator
acknowledge that the Sponsor shall post the Study on
clinical trial registries and publish the results on clinical trial
results databases in such format (including (REDACTED)),
and/or provide such results to the Regulatory Authorities
and in accordance with Applicable Law.

(9) If Sponsor invites the Investigator to be an author of a
Sponsor-managed publication, the Investigator shall agree
to comply with ICMJE authorship criteria. The Investigator
shall direct, draft and/or review the proposed publication,
approve the final version of the publication to be published
and retain full responsibility for its content. Sponsor
financial support for this research, any other financial
relationship with Sponsor, as well as any other relevant
financial relationships as required by the journal or
congress shall be disclosed in the publication. Any
authorship, medical writing, editorial or logistical support
provided to the Investigator or the Institution by the
Sponsor in respect of publication shall be subject to the
Sponsor's publications policy, details of which are available
at (REDACTED) No compensation shall be provided in
respect of any such authorship.

(d)

Na zadost Zadavatele nebo spoleCnosti

Zdravotnické zafizeni a/nebo Zkousejici:

() nesmi do navrhované publikace zahrnout ani z ni
odstranit jakékoli Duvérné informace, chyby nebo
nepresnosti; a

(i) musi odmitnout zvefejnéni, podani k zvefejnéni nebo
prezentaci po dobu devadesati (90) dn( ode dne, kdy
Zadavatel obdrzi materidl, &imZz umoZni Zadavateli
pfijmout takova opatfeni, kterd povazuje za nezbytna
pro zachovani svych vlastnickych prév a/nebo ochranu
svych Davérnych informaci.

Labcorp

Zdravotnické zafizeni a ZkouSejici uvedou nasledujici
potvrzeni ve vSech publikacich a prezentacich tykajicich
se Studie, a rovnéZ ve vSech zvefejiovanych finan¢nich
informacich tykajicich se Studie: ,REDACTED." Kopie
jakychkoli publikaci a prezentaci tykajicich se Studie bude
poskytnuta Zadavateli pfi publikovani nebo prezentaci a
Zadavatel je opravnén kopirovat a distribuovat publikaci
nebo prezentaci, pokud to povazuje za nutné.

Zadavatel je dlouhodobé zavazan k transparentnosti a
Zdravotnické zafizeni a ZkouSejici berou na védomi, ze
Zadavatel uvede Studii v registrech klinickych hodnoceni a
zvefejni vysledky v databazich vysledki klinickych studii v
takovém formatu (v¢etné (REDACTED)) a/nebo poskytne
takové vysledky Regulaénim orgéndm, v souladu s
Platnymi zakony.

Pokud Zadavatel nabidne ZkouSejicimu autorstvi
publikace v gesci Zadavatele, ZkouSejici bude souhlasit
s dodrzovanim autorskych kritérii ICMJE. Zkou$ejici bude
fidit, napiSe koncept nebo zkontroluje navrzenou publikaci,
schvali koneénou verzi ¢lanku k publikaci a ponese plnou
odpovédnost za jeho obsah. V publikaci bude uvedena
finan¢ni podpora Zadavatele tohoto vyzkumu, jakékoli jiné
finanéni vztahy se Zadavatelem, jakoZ i vSechny ostatni
relevantni finanéni vztahy podle poZadavku periodika nebo
kongresu. Otazky tykajici autorstvi, Iékai'ské publicistiky,
redak¢ni nebo logistické podpory poskytnuté Zkousejicimu
nebo Zdravotnickému zafizeni Zadavatelem v souvislosti
s publikaci budou podiéhat publikatnim z&sadam
Zadavatele; jejich podrobnosti jsou dostupné na webovych
strankdch  (REDACTED).  V souvislosti s takovym
autorstvim nebude poskytnut Zadny honoraf.
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12. DATA AND REPORTS

Institution and/or Investigator shall submit all data, reports,
queries, and other requested information in a timely manner.
Institution and/or Investigator shall maintain Study reports as
required by the Protocol and Instructions. Institution and
Investigator agree to provide Labcorp with the data called for in
the Protocol via the appropriate electronic data capture system in
accordance with the schedule communicated by Labcorp and in
compliance with the Electronic Access Terms and Conditions
attached hereto as Exhibit A and incorporated by reference into
this Agreement.

13. INTELLECTUAL PROPERTY

(@) Except for intellectual property owned or controlled by
Institution and/or Investigator prior to the Effective Date or
developed or acquired by or for Institution and/or
Investigator after the Effective Date independently of the
Study services, any registerable right, title and interest in,
arising from, or relating to inventions, ideas, discoveries,
improvements,  know-how, procedures, processes,
formulations, software (including codes), data, designs,
information, technology, innovations, improvements,
developments suggestions, work product, results and
reports, works of authorship, including copyrights, patents
and patent applications, whether now existing or hereafter
created, developed, arising or otherwise coming into being
by or for Institution, Investigator and/or Research Staff
during the course of this Study as a result of performing
Study services (“Inventions”) shall be promptly disclosed to
Sponsor and shall become, be and remain the exclusive
property of Sponsor. Institution and Investigator will assign
and shall ensure all Research Staff assign all right, title, and
interest in and to such Inventions and all intellectual
property rights with respect thereto, to Sponsor or its
Designee (any person designated by the Sponsor in writing
who undertakes activities on behalf of the Sponsor in
relation to the Study, which may include an Affiliate or the
Contract research organization), free and clear of all liens,
claims, and encumbrances. All such property is intended
to be the result of “work for hire” for the benefit of Sponsor.
Upon Sponsor's request, and at Sponsor’s sole cost and
expense, Institution and Investigator shall take (and will
cause Research Staff to take) such actions as Sponsor
deems necessary or appropriate to perfect Sponsor's
exclusive ownership of such property and obtain patent or
other proprietary protection in Sponsor's name with respect
to any of the foregoing.

12.  UDAJE A ZPRAVY

Zdravotnické zafizeni a/nebo ZkouSejici pfedloZi veskeré udaje,
zpravy, dotazy a dal$i pozadované informace véas. Zdravotnické
zafizeni a/nebo Zkousejici jsou povinni vést hodnotici zpravy, jak
vyZaduje Protokol a Pokyny. Zdravotnické zafizeni a Zkou3ejici
se zavazuji poskytnout spoleénosti Labcorp data pozadovana v
Protokolu prostfednictvim pfisludného elektronického systému
sbéru dat v souladu s harmonogramem sdélenym spole¢nosti
Labcorp a v souladu s Podminkami pro elektronicky pfistup, které
tvofi Pfilohu A k této Smlouvé, které jsou zahrnuty odkazem do
této Smiouvy.

13.  DUSEVNI VLASTNICTVi

(@) S vyjimkou dudevniho vlastnictvi, které Zdravotnické
zafizeni a/nebo ZkouSejici vlastnili nebo ovladali pfed
Datem ucinnosti nebo které bylo samostatné vyvinuto nebo
ziskano Zdravotnickym zafizenim a/nebo ZkouSejicim
nebo jejich jménem po Datu Ucinnosti nezavisle na
poskytovani sluzeb v ramci Studie, musi byt veSkera
registrovatelnd prava, naroky a zajmy tykajici se nebo
vyplyvajici z vynalezl, napadu, objev(, zlepSeni, know-
how, postupl, proces(, slozeni, softwaru (véetné kodu),
dat, navrht, informaci, technologie, inovaci, vylepSeni,
vysledkd vyvoje, navrht, vysledku prace, vysledka a zprav,
autorskych dél, vCenté autorskych prav, patenii a
patentovych pfihladek, at jiz existujicich nebo nasledné
vytvofenych, vyvinutych, vyplyvajicich z nebo jinak
vzniklych ze strany Zdravotnického zafizeni, Zkousejiciho
a/nebo Vyzkumného personalu v pribéhu této Studie v
dusledku poskytovani sluzeb v ramci Studie (dale jen
,Vynalezy“) musi byt neprodlené sdéleny Zadavateli a
stanou se a nadéle zlstanou jeho vyhradnim majetkem.
Zdravotnické zafizeni a ZkouSejici postoupi a zajisti, Ze
veSkery Vyzkumny persondl postoupi Zadavateli veSkera
prava, vlastnicka prava a podily k témto Vynalezim a
veSkerym praviim dusevniho vlastnictvi k nim, a zajisti, aby
totéZ Zadavateli nebo jeho uréenému Zastupci (jakékoli
0sobé pisemné jmenované Zadavatelem, ktera vykonava
¢innosti jeho jménem v souvislosti se Studii, a kterou mize
byt pfidruzena spoleCnost nebo smluvni vyzkumna
organizace) zaru€il i veSkery Vyzkumny personal, pficemz
tyto musi byt prosty vSech z&stavnich prév, néroku a
vécnych bfemen. VySe uvedené statky budou vytvoreny
jako tzv. ,work for hire* (dilo na objednévku) ve prospéch
Zadavatele. Na zadost Zadavatele a na jeho vyhradni
naklady a vydaje pfijmou Zdravotnické zafizeni a
ZkousSejici takova opatfeni, ktera Zadavatel povazuje za
nezbytnd nebo vhodna k upevnéni vylutného vlastnictvi
tohoto majetku a ziskéni patentu nebo jiné proprietarni
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(b) Neither Labcorp nor Sponsor shall transfer to Institution or | (b)
Investigator (or Research Staff) by operation of this
Agreement or by any other means any patent right,
copyright or other proprietary or property right of Labcorp
or Sponsor.

(c) Study Drug is and shall remain the sole property of | (c)
Sponsor. The transfer of physical possession of the Study
Drug hereunder, and/or the possession or use of the Study
Drug by Institution and Investigator, shall neither constitute
nor be construed as a sale, lease, or offer to sell or lease
the Study Drug or other transfer of title in or to the Study
Drug.

14. INDEMNITY, LIABILITY AND INSURANCE 14,

(@) Labcorp and Sponsor shall not be responsible for, and | (a)
Institution and Investigator shall indemnify, defend and hold
Labcorp and Sponsor harmless from any loss or third party
claim resulting from Institution, Investigator or Research
Staff's negligence, willful misconduct, or their breach of this
Agreement.

(b) Institution and Investigator undertake to: (b)
(i) notify Labcorp and Sponsor promptly of any action or
negligence which can result in claims against
Sponsor, Labcorp, Institution, Investigator or
Research Staff, in relation to the Study, or of filing of

such claim; and

(ii) fully cooperate with Sponsor and/or Labcorp to
determine the actions in the cases referred to above,
and take no action that could harm the interests of
Sponsor in Labcorp.

(c) The Sponsor will ensure that, before the Study | (c)
commencement, a liability insurance is concluded for it as
the sponsor and Principal Investigator pursuant to § 58
para. 2 of the Act on Pharmaceuticals, through which also
a compensation for the event of death of subjects or for
case of damage to health of subjects who are the subjects

ochrany jménem Zadavatele s ohledem na kterykoli z vySe
uvedenych statkd, pfi¢emz zajisti pfijeti téchto opatfeni i ze
strany Vyzkumného personalu.

Ani spoleCnost Labcorp ani Zadavatel na Zdravotnické
zafizeni ani ZkousSejiciho (nebo Vyzkumny personal) na
zakladé této Smlouvy ani jinak nepfevedou Zz&adna
patentova, autorska ani jina vlastnicka prava spole¢nosti
Labcorp nebo Zadavatele.

Studijni lék je a zlstava ve vyhradnim vlastnictvi
Zadavatele. Pfevod fyzické drzby Studijniho 1éku podle
této Smlouvy, a/nebo jeho drzba &i pouziti ze strany
Zdravotnického  zafizeni a ZkouSejiciho nesméji
pfedstavovat ani se povazovat za prodej, pronajem nebo
nabidky k prodeji ¢i pronajmu Studijniho léku, ani za
pfevod vlastnického prava k nému.

NAHRADA SKODY, ODPOVEDNOST A POJISTENI

Spoleénost Labcorp a Zadavatel nebudou nést
odpovédnost a Zdravotnické zafizeni odskodni, obhaji a
ochrani spoleénost Labcorp a Zadavatele pfed jakoukoli
Skodou nebo narokem ucinénym teti stranou vyplyvajicim
z nedbalosti, umysiného nespravného jednani nebo
poruseni této Smlouvy ze strany Zdravotnického zafizeni,
Zkousejiciho, nebo Vyzkumného personalu, pficemz jsou
Zdravotnické zafizeni a ZkouSejici povinni za tyto ztraty a
naroky spole¢nost Labcorp a Zkousejiciho odSkodnit,
branit je pfed nimi a zbavit je za né odpovédnosti.

Zdravotnické zafizeni a Zkou3ejici se zavazuii:

(i) informovat spoleCnost Labcorp a ZkouSejiciho bez
zbyte€ného odkladu o vesSkerém jednani nebo
nedbalosti, které mohou vést ke vzniku narokd vidi
Zadavateli, spole¢nosti Labcorp, Zdravotnickému
zafizeni, ZkouSejicimu nebo Vyzkumnému personalu
ve vztahu ke Studii, nebo o vzneseni takového naroku;
a

(i) piné  spolupracovat se Zadavatelem a/nebo
spoleCnosti Labcorp s cilem stanovit ve vyse
uvedenych pfipadech pfislusné kroky, a nepfijmout
zadné kroky, které by mohly poSkodit z&jmy
Zadavatele na spole¢nosti Labcorp.

Zadavatel zajisti, ze pfed zahajenim Studie bude pro ného
jako Zadavatele a Hlavniho zkouSejiciho uzavieno
pojisténi odpovédnosti za Skodu ve smyslu § 58 odst. 2
zakona o |éCivech, jehoz prostfednictvim bude zajiSténo i
odSkodnéni v pfipadé smrti subjektd hodnoceni nebo v
pfipadé Skody vzniklé na zdravi subjektd hodnoceni v
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15.

Payee Name

Payee Address

Payee Tax ID

Payee Contact Email

Payee Contact Number

to the Study conduct will be ensured. The certificate of
insurance forms Exhibit E to this Agreement.

Institution, Investigator and all Research Staff have such
current licenses and permits as they may be required to
hold to enable them to perform the Study services,
including but not limited to medical licenses and licenses
or permits to operate medical facilities.

Investigator shall throughout the performance of the Study
either be a member of a national medical indemnity
scheme or maintain professional and general liability
insurance in amounts appropriate to cover his/her liability
for any damage which may be caused as a result of fault
or negligence of Investigator or Research Staff in the
performance of their obligations under this Agreement.
Proof of such insurance shall be provided to Labcorp or
Sponsor upon request.

The Institution maintains general liability insurance
(including contractual liability) sufficient to cover the
Institution's obligations. The insurance coverage does not
cover damage to health caused by the clinical trial. At the
request of the Sponsor and / or the CRO, the Institution
shall submit a general liability insurance certificate. For
the avoidance of doubt, it is understood that the Insurance
Policy of the Institution is not an insurance contract for the
clinical trial.

PAYMENTS

All payments will be made payable to the following payees
(“Payee(s)”) in accordance with the fee split delineated in
Exhibit B within forty-five (45) days of receipt of invoice:

Thomayer University Hospital
Videnska 800, 140 59 Prague 4 -
Krc, Czech Republic
CZ00064190

study.payments@ftn.cz

(REDACTED)

15.

Pfijemce platby
Adresa Pfijemce platby
DIC PFijemce platby

Kontaktni e-mail pfijemce

dusledku provadéni Studie. Potvrzeni o uzavfeném
pojisténi je Pfilohou E této smlouvy.

Zdravotnické zafizeni, ZkouSejici a veSkery Vyzkumny
persondl jsou drZiteli platnych licenci a povoleni, které jsou
vyzadovany pro poskytovani sluzeb v ramci Studie, mimo
jiné vCetné Iékarskych licenci a licenci nebo povoleni
provozovat zdravotnicka zafizeni.

ZkouSejici bude po celou dobu provadéni Studie bud
¢lenem narodniho programu zdravotniho od$kodnéni nebo
bude wudrzovat odborné a vSeobecné pojisténi
odpovédnosti za Skodu s limity pInéni, které dostaduji k
pokryti jeho odpovédnosti za Skody, které mohou byt
zpisobeny v dlsledku zavinéni nebo nedbalosti
Zkousejiciho nebo Vyzkumného personalu pfi pinéni jejich
povinnosti podle této Smiouvy. Doklad o tomto pojisténi
poskytne spolecnosti Labcorp ¢i Zadavateli na vyzadani.

Zdravotnické zafizeni udrZuje pojisténi  obecné
odpovédnosti (vCetné smluvni odpovédnosti) postacujici
ke kryti zavazk(i Zdravotnického zafizeni. Pojistné kryti se
nevztahuje na poSkozeni zdravi zplisobené klinickym
hodnocenim. Na Zadost Zadavatele a/nebo CRO pfedlozi
Zdravotnické zafizeni osvédéeni o uzavieném pojisténi
obecné odpovédnosti. Pro vylou€eni vSech pochybnosti se
rozumi, Ze pojistna smlouva Zdravotnického zafizeni neni
pojistnou smlouvou pro klinické hodnoceni

PLATBY

V8echny platby budou vyplaceny témto pfijemcim (dale
jen "Pfijemce platby" i "Pfijemci platby") v souladu s
rozdélenim poplatkli definovanym v Pfiloze B do Ctyficeti
péti (45) dnu od obdrZeni faktury:

Fakultni Thomayerova
nemocnice

Videfiska 800, 140 59 Praha 4 -
Kr&, Ceska republika

CZ00064190

study.payments@ftn.cz

platby

Kontaktni Cislo pfijemce

(REDACTED)

platby
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(b)

The approved payments for the Study and related
services to be conducted by Institution and Investigator
are provided for in the budget attached hereto as Exhibit
B and incorporated by reference herein (“Exhibit B”). The
payments noted in Exhibit B include all applicable
overheads due to any Party or entity as result of or in
connection with the Study.

Payments are dependent upon the performance of
procedures in full compliance with the Protocol and its
amendments, IRB or EC authorized Protocol modification
and this Agreement, as well as the timely and satisfactory
submission of complete and correct data on the CRFs.
Payee(s) will not be compensated for any Study patients
who were enrolled without a properly executed ICF, who
do not meet the inclusion/exclusion criteria, or that are
deemed violations of or deviations from the Protocol or
this Agreement. Payments are dependent upon the
reports and other information required by this Agreement
and the Protocol being submitted to Labcorp in a timely
and satisfactory manner. Payment for partially completed
cases or visits, including but not limited to early
withdrawals, suspension of Protocol procedures for safety
reasons, or to enable compliance with regulatory
guidance, shall be made on a pro-rata basis for services
performed according to Exhibit B. Notwithstanding the
foregoing, if this Agreement is terminated by Labcorp or
Sponsor due to Institution or Investigator’s failure to enroll
a Study patient, any advance payment for patient
compensation already provided shall be promptly returned
to Labcorp/Sponsor. All start-up fees (Administrative,
Pharmacy Start-up, Site Start-up) are non-refundable.

Payee shall be responsible for compensating all persons
or entities involved in the conduct of the Study.

Except as expressly provided for in this Agreement and its
exhibits and attachments, no payments will be made to
Institution, Investigator or any other person or entity in
connection with the Study. Payment for any costs outside
of this Agreement and its exhibits and attachments must
be approved in advance in writing by Labcorp.

If a dispute arises between the Parties in respect of any
part of an invoice, Labcorp shall notify Payee promptly of
the particulars of the dispute, and Labcorp may withhold

(b)

Schvalené platby za Studii a souvisejici sluzby, které maji
Zdravotnické zafizeni a ZkouSejici provadét, jsou uvedeny
v rozpoctu pfilozeném k této Smlouvé jako Pfiloha B a
zaclenény zde odkazem (dale jen "Pfiloha B"). Platby
uvedené v Pfiloze B zahrnuji vSechny pfislusné rezijni
naklady splatné kterékoli Smluvni strané nebo subjektu v
dusledku Studie nebo v souvislosti s ni.

Platby jsou podminény postupem v pIném souladu s
Protokolem a jeho dodatky, Upravami protokolu
schvalenymi IRB nebo EK a touto Smlouvou, jakoz i
v€asnym a uspokojivym predlozenim Uplnych a spravnych
Udajl z formulafd subjektt hodnoceni (Case Report Form).
Pfijemce &i pfijemci plateb neziskaji nahradu za subjekty
hodnoceni, které byly do Studie zafazeny bez Fadné
provedeného informovaného souhlasu, které nesplfiuji
kritéria pro zafazenilvylouCeni nebo jejichZ zafazeni Ize
povazovat za poruSeni nebo odchylku od Protokolu nebo
této Smlouvy. Platby jsou podminény pfedloZenim zprav
a dalSich informaci pozadovanych podle této Smlouvy a
Protokolu spoleCnosti Labcorp, a to v€as a uspokojivym
zplsobem. Platba za Castecné provedené pfipady nebo
navstévy, mimo jiné vCetné. pfipadl pred¢asného
odstoupeni, nedodrzeni Protokolu z bezpeénostnich
dlvodl nebo z diivodu dodrzeni regulacnich pokyn(, musi
byt provedena na pomérném zakladé za sluzby provedené
podle Prilohy B. Pokud je tato Smlouva bez ohledu na vyse
uvedené ukonéena ze strany spole¢nosti Labcorp nebo
Zadavatele v dusledku toho, Ze Zdravotnické zafizeni nebo
ZkouSejici nezafadili subjekt hodnoceni, poskytnuta
zaloha na kompenzace pacientd musi byt neprodlené
vracena  spoleCnosti  Labcorp/Zadavateli.  VeSkeré
zahajovaci poplatky (administrativni, zahajovaci poplatek
Lékarny, laboratorni zahajovaci poplatek a Site Start-up)
jsou nevratné.

Pfijemce platby je povinen poskytnout ndhradu viem
osobam ¢i subjektdm, které se podileji na provadéni
Studie.

Zdravotnickému zafizeni, Zkou$ejicimu nebo jakékoli dalSi
0sobé nebo entité zapojené do studie nebudou ucinény
zadné jiné platby. Nahrady za veSkeré naklady vynalozené
mimo ramec této Smlouvy a jejich pfiloh a doplikd musi
byt pfedem pisemné schvéleny spoleénosti Labcorp.

V pfipadé sporu mezi Smluvnimi stranami tykajicimu se
jakékoli Casti faktury je spoleCnost Labcorp povinna
bezodkladné oznamit Pfijemci platby podrobnosti sporu, a
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16.

payment of the disputed part of the invoice provided that
Labcorp and Payee endeavor promptly to act and in good
faith to resolve the dispute.

Institution and/or Investigator shall not bill any third party
for any Study Drug or other items or services furnished by
Sponsor through Labcorp in connection with the Study, or
any services provided to patients in connection with the
Study for which payment is made as part of the Study,
except as may be specifically authorized by the Exhibit B.

Where required by Applicable Law, Labcorp may report all
payments to Payee(s) as payment to a qualifying
healthcare professional.

Parties confirm that all payments and transfers of value
are reasonable and consistent with fair market value in the
relevant jurisdiction. Parties agree that the compensation
being paid hereunder does not exceed fair market value
for the services being provided, and that no payments are
being provided for the purpose of inducing anyone to
purchase or prescribe any drugs, devices or products. In
addition, Institution shall not (i) bill any patient, insurer, or
governmental agency for any items, visits, services or
expenses provided or paid for by, or on behalf of, Sponsor,
and/or (i) provide any money or item of value to any
government official or representative to improperly
influence government actions.

TERM AND TERMINATION

The term of this Agreement shall begin on the Effective
Date and shall continue until all services have been
properly completed and all queries resolved, unless
sooner terminated in accordance with this Agreement.

Labcorp, with written authorization from Sponsor,
reserves the right to terminate this Agreement;

(i) upon thirty (30) days written notice to Institution;

(i) upon immediate effect if Sponsor terminates its
clinical research agreement with Labcorp for the
conduct of the Study;

(iii) if Sponsor reasonably considers Study data integrity
is compromised;

16.

spoleénost Labcorp mlze zadrzet platbu sporné Casti
faktury za predpokladu, ze se spolenost Labcorp a
PFijemce platby snazi jednat rychle a v dobré vife spor
vyfesit.

Zdravotnické zafizeni a/nebo ZkouSejici nesmi vyuctovat
zadné treti strané jakykoli studijni I€k ani jiné poloZky nebo
sluzby  poskytnuté  Zadavatelem  prostiednictvim
spole¢nosti Labcorp v souvislosti se Studii, ani jakékoli
sluzby poskytnuté subjektim hodnoceni v souvislosti se
Studii, za néz je v ramci Studie stanovena platba, kromé
pfipadl vyslovné povolenych v Pfiloze B.

Pokud to vyzaduji Platné zakony, mlZe spolecnost
Labcorp vykazat vSechny platby Pfijemcim plateb jako
platby pro kvalifikovaného zdravotnického pracovnika.

Strany potvrzuji, ze vSechny platby a pfevody hodnot jsou
pfiméfené a konzistentni s trzni hodnotou v pfisludné
jurisdikci. Strany souhlasi s tim, Ze odmény, které maji byt
poskytnuty podle této smlouvy, nepfesahuiji trzni hodnotu
poskytovanych sluzeb a s tim, Ze nebudou uhrazeny zadné
platby za uCelem pfimét kohokoliv k nakupu nebo
pfedepisovani jakychkoli léka, prostfedk( nebo produktd.
Zdravotnické zafizeni nebude (i) UCtovat Zzadnému
pacientovi, pojistiteli nebo viadnimu organu zadné polozky,
navstévy, sluzby nebo vydaje poskytované nebo hrazené
pfimo a nebo v zastoupeni za zadavatele, a/nebo (ii)
poskytovat finan¢ni prostfedky ¢i hodnotné véci Zadnému
vladnimu ufednikovi nebo zastupci, aby tak nepatficnym
zpUsobem ovlivnili viadni kroky.

DOBA PLATNOSTI A UKONCENI

Smilouva vstoupi v platnost v Den platnosti a jeji platnost
potrvd do fadného dokonCeni v8ech sluzeb a vyfeSeni
v&ech dotazd, pokud neni ukonéena dfive v souladu s touto
Smiouvou.

Spoleénost Labcorp si na zakladé pisemného povoleni od
Zadavatele vyhrazuje pravo vypovédét tuto Smlouvu;

(i) na zakladé vypovédi s fficetidenni (30) vypovédni
dobou doruc¢ené Zdravotnickému zafizent;

(i) s okamzitou UCinnosti, jestlize Zadavatel ukondi
smlouvy o provadéni klinického hodnoceni se
spolecnosti Labcorp za ucelem provadéni Studie;

(i) pokud bude mit Zadavatel divodné podezfeni, Ze je
ohroZena integrita Studijnich Udaju;
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(d)

17.

(iv) if there is a reasonable belief that Applicable Law
would be violated should the Study services continue;
or

if Investigator has failed to recruit or enroll a sufficient
number of Study patients for participation in the Study
to make it likely that the statistical requirements
applicable to the Study will be met, as determined by
Sponsor.

(v)

Immediately upon receipt of a notice of termination of this
Agreement, Investigator shall, to the extent required by
ICH-GCP, cease entering patients into the Study, shall
cease conducting procedures to the extent medically
permissible on Study patients already entered into the
Study and Institution, Investigator and their Research
Staff shall refrain from incurring additional costs and
expenses to the extent possible.

The Parties agree that upon termination of the Services in
so far as they relate to Labcorp Personal Data, Institution
and all its Subprocessors,, shall, at the choice of Labcorp,
return all Labcorp Personal Data and the copies thereof to
Labcorp, or securely destroy all Labcorp Personal Data
and certify to Labcorp that it or they have done so, unless
a European Union or European Member State law to
which Institution or a Subprocessor are subject prevent
Institution or a Subprocessor from returning or destroying
all or part of Labcorp Personal Data. In such a case,
Institution warrants that it will guarantee the confidentiality
of Labcorp Personal Data and will not actively Process
Labcorp Personal Data further, and will guarantee the
return and/or destruction of Labcorp Personal Data as
requested by Labcorp when the legal obligation to not
return or destroy the information is no longer in effect

In the event of termination of this Agreement, the sum
payable under this Agreement shall be limited to prorated
fees based on actual work properly and timely performed
through the date of termination pursuant to the Protocol
as determined in accordance with Exhibit B. Any funds
not due Payee(s) but already paid to Payee shall be
returned to Labcorp within thirty (30) days of the site close-
out visit by Labcorp.

REPLACEMENT

In the event that Investigator becomes either unwilling or
unable to perform the duties required by this Agreement,
Institution and Investigator will cooperate, in good faith
and expeditiously, to find a replacement investigator with
similar qualifications acceptable to Sponsor and Labcorp;

17.

(iv) existuje-li odGvodnény predpoklad, ze pfi pokracovani
poskytovani sluzeb v ramci Studie by do8lo k poruSeni
Platnych zakonu; nebo

pokud se Zkoudejicimu nepodafi nabrat nebo do
Studie zafadit dostatecny poCet subjektd hodnoceni
pro Ucast ve Studii tak, aby bylo pravdépodobné, ze
budou napInény statistické pozadavky vztahujici se ke
Studii uréené Zadavatelem.

(v)

lhned po obdrzeni ozndmeni o ukonéeni této Smlouvy je
ZkousSejici povinen v rozsahu poZzadovaném smérnici ICH-
GCP zastavit zapis subjektd hodnoceni do Studie, prestat
v |ékafsky mozném rozsahu provadét postupy na
subjektech hodnoceni, které jiz byly do Studie zapsany, a
Zdravotnické zafizeni, ZkouSejici a jejich Vyzkumny
personal jsou povinni zamezit vzniku dodate¢nych nakladu
a vydajl v nejvyssi mozné mife.

Strany souhlasi s tim, Ze po ukon&eni poskytovani sluzeb
v rozsahu, vnémz se tykaji osobnich Udaji Labcorp,
Zdravotnické zafizeni a vSichni jeho DilCi zpracovatelé,
vrati podle rozhodnuti Labcorp v8echny osobni udaje
Labcorp a jejich kopie Labcorp, nebo bezpecné znici
vSechny osobni Udaje Labcorp a potvrdi Labcorp, Ze tak
ucinily, pokud zékon Evropské unie nebo jejiho ¢lenského
statu, jimz se fidi Zdravotnické zafizeni nebo DilCi
zpracovatel, nebrani Zdravotnickému zafizeni &i Dil¢imu
zpracovateli ve vraceni i zni¢eni vSech osobnich udajl
Labcorp nebo jejich ¢asti. V takovém pfipadé Zdravotnické
zafizeni zaruCuje, ze zajisti divérnost osobnich udaju
Labcorp a nebude déle aktivné zpracovavat osobni Udaje
Labcorp a zaruéi vraceni a/nebo zni¢eni osobnich udajl
Labcorp, jak to Labcorp pozaduje, kdyz jiz zakonna
povinnost nevratit a nezni€it informace neni dale u¢inna.

V pfipadé ukongeni této Smlouvy se ¢astka splatna podle
této Smlouvy omezi na pomémé poplatky na zakladé
skute¢né prace radné a v€as provedené do data ukonceni
podle Protokolu, jak je stanoveno v souladu s Pfilohou B.
Veskeré prostredky, které nejsou Pfijemci ¢i Pfijemcim
plateb splatné, ale které jim jiz byly vyplaceny, musi byt
vraceny spole¢nosti Labcorp do fficeti (30) dnl ode dne
zavére¢né navstévy spolecnosti Labcorp.

NAHRADNiICI

Pokud ZkouSejici bud nechce nebo nemlZze plnit
povinnosti podle této Smlouvy, Zdravotnické zafizeni a
Zkousejici budou v dobré vife a bez pritahu spolupracovat
na nalezeni nahradniho ZkouSejiciho s obdobnou
kvalifikaci pfijatelného pro Zadavatele a spole€nost
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however Investigator shall continue to be bound by the
provisions herein relating to Confidentiality, Debarment,
Financial Disclosure, Publication, Intellectual Property,
Indemnity, Liability and Insurance notwithstanding
Investigator’s replacement hereunder.

(b) In the event a substitute acceptable to Sponsor and
Institution is not found within a reasonable time period,
this Agreement may be terminated in accordance with the
Term and Termination section herein. Institution’s and
Investigator's cooperation in finding an acceptable
replacement does not release them from their obligations
to perform this Agreement up to and including the effective
date of termination.

18. RECORD RETENTION

(@) All Essential Documents as defined in ICH-GCP
Guidelines will be retained in accordance with Applicable
Law, ICH-GCP and the Protocol.

(b) Institution or Investigator must obtain written permission
from Sponsor prior to the destruction of any Study
document at any time. Investigator will contact Sponsor
for authorization prior to the destruction of any essential
Study documents or in the event of accidental loss or
destruction of any essential Study documents.
Investigator will also notify Labcorp should Investigator
relocate or move the Study related files to a location other
than that specified in the submitted Study documentation.

(c) Institution and Investigator shall retain the records, reports
and data relating to the Study for a period of not less than
fifteen (15) years from the completion of the Study unless
Sponsor provides written permission to dispose of them
earlier or notice requiring their longer retention.

19.  ASSIGNMENT

This Agreement may not be assigned or transferred by Institution
or Investigator without the prior written consent of Labcorp and
Sponsor. Labcorp may assign or transfer this Agreement upon
written notice to Institution. In the event Labcorp assigns or
transfers this Agreement to a third party who will assume all
obligations hereunder, Institution and Investigator shall release
and forever discharge Labcorp and its subsidiaries and affiliates
from any and all liabilities and obligations of Labcorp arising under
the Agreement.

Labcorp; ZkouSejici vSak bude i nadale vazan
ustanovenimi této Smlouvy tykajicimi se ddvérnosti,
vylouéeni, poskytovani finanénich informaci, zvefejfiovani,
dudevniho vlastnictvi, odkodnéni, odpovédnosti a
pojisténi bez ohledu na nahrazeni Zkous$ejiciho podle této
Smiouvy.

(b) V pfipadg, ze nedojde k nalezeni nahradnika pfijatelného
pro Zadavatele a Zdravotnické zafizeni v pfiméfené |huté,
mize byt tato Smlouva vypovézena v souladu s
ustanovenimi o dobé trvani a ukonéeni podle této Smiouvy.
Spoluprace Zdravotnického zafizeni a ZkouSejiciho pfi
hledani pfijatelného nahradnika je nezbavuje povinnosti
plnit tuto Smlouvu aZ do (a vCetné) ucinného data
ukonceni.

18. UCHOVAVANI ZAZNAMU

(@) VSechny Dulezité Dokumenty, které jsou definovany ve
smérnicich ICH-GCP, budou uchovavany v souladu s
Platnymi zakony, smérnicemi ICH-GCP a Protokolem.

(b) Zdravotnické zafizeni nebo ZkouSejici jsou kdykoli pred
zniéenim jakéhokoli dokumentu tykajiciho se Studie
povinni  ziskat pisemné povoleni od Zadavatele.
ZkouSejici se obrati na Zadavatele se zadosti o povoleni
pfed zni¢enim veSkerych Dulezitych dokumentl tykajicich
se Studie nebo v pfipadé jejich ndhodné ztraty nebo
znieni. ZkouSejici bude rovnéz informovat spoleénost
Labcorp v pfipadé, Ze pfemisti nebo pfesune dokumenty
tykajici se Studie na jiné misto nez je uvedeno v
pfedlozené Studijni dokumentaci.

(c) Zdravotnické zafizeni a ZkouSejici budou uchovévat
zaznamy, zpravy a Udaje tykajici se Studie po dobu
nejméné patnacti (15) let od dokonceni Studie, pokud
Zadavatel neposkytne pisemné povoleni zlikvidovat je
dfive nebo oznameni vyzadujici jejich delSi uchovani.

19. POSTOUPENi SMLOUVY

Zdravotnické zafizeni nebo Zkou$ejici nesmi tuto Smlouvu
postoupit nebo prevést bez piedchoziho pisemného souhlasu
spoleénosti Labcorp a Zadavatele. Spole¢nost Labcorp mize tuto
Smlouvu postoupit nebo prevést na tfeti stranu po pfedioZeni
pisemného oznameni Zdravotnickému zafizeni. V pfipadé, ze
spoleénost Labcorp postoupi nebo pfevede tuto Smlouvu na teti
stranu, ta pfevezme vSechny povinnosti podle této Smiouvy,
Zdravotnické zafizeni zprosti a navzdy zbavi spole¢nost Labcorp
a jeji pfidruzené spolecnosti veSkerych zévazk( a povinnosti
spoleCnosti Labcorp plynouci z této.
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20. INDEPENDENT CONTRACTOR

Each of the parties to this Agreement shall act as an independent
contractor and not be interpreted, on any basis, as an appointee,
employee, servant or representative of the other party.
Accordingly, the employee(s) of one Party shall not be regarded
as employee(s) of the other Party and none of the Parties shalll
conclude a contract or agreement with a third party the meaning
of which obligates or binds the other contractual Party. For the
avoidance of doubt Labcorp shall not be liable to Payee for any
employer related taxes and Payee shall not be entitled to enroll in
any employee benefits of Labcorp.

21. PUBLICITY

Neither Institution, Investigator, nor its Research Staff shall (i)
use the name, trademark or logo of Labcorp or Sponsor; (ii) state
or imply that Labcorp or Sponsor endorses or approves any
service, material, product or compound regarding the Study
services; or (iii) disclose the existence of this Agreement or
its/his/her association with Labcorp or Sponsor without the
express written approval of the Party whose name is the subject
of the potential use, disclosure or statement except as required
by law.

22. GOVERNING LAW

This Agreement shall be construed in accordance with the laws
of Czech Republic without regard to its conflict of laws provisions.

23. SURVIVAL

Provisions herein regarding Confidentiality, Debarment, Audits,
Monitoring and Inspection, Publication, Intellectual Property,
Indemnity, Liability and Insurance, Record Retention,
Assignment, Third-party rights, Governing Law and any
compliance provisions relating to: Transparency, Anti-bribery,
Anti-corruption and Conflicts of Interest shall survive upon
expiration or termination of this Agreement.

24,  THIRD-PARTY RIGHTS

The Institution and Investigator acknowledge that the Sponsor is
the sponsor of the Study and in order to satisfy pre-existing
contractual obligations owed by the Labcorp to Sponsor, the
Parties agree that the Sponsor and its affiliates are the intended
third-party beneficiaries of the rights under this Agreement (in
particular the IP rights), and accordingly has concomitant
enforceable rights in relation to this Agreement. The Parties
acknowledge that conferring third-party beneficiary status upon

20. NEZAVISLA SMLUVNI STRANA

V8echny smluvni strany budou vykonavat funkci nezavislé
smluvni strany a nebudou v zadném pfipadé povazovany za
povéfené osoby, zaméstnance, pomocniky nebo zastupce dané
strany. Zaméstnanci jedné Strany nebudou proto povazovani za
zaméstnance druhé Strany a Zadna Strana neuzavie smlouvu
nebo dohodu s tfeti stranou, coz by smluvné zavazovalo druhou
smluvni Stranu. Pro vylou¢eni pochybnosti spole¢nost Labcorp
nenese V0Ci Prijemci platby odpovédnost za dané tykajici se
zaméstnavatell a Pfijemce platby neni opravnén k U¢asti na
zaméstnaneckych vyhodach spolecnosti Labcorp.

21. UVEREJNENi SMLOUVY

Zdravotnické zafizeni ani ZkouSejici nebo jeho Vyzkumny
persondl nejsou opravnéni (i) pouZivat nazev, ohrannou znamku
nebo logo spolecnosti Labcorp nebo Zadavatele; (i) uvadét nebo
naznacovat, Ze spole¢nost Labcorp nebo Zadavatel podporuje
nebo schvaluje jakékoli sluzby, material, pfipravek nebo
slou¢eninu v souvislosti se sluzbami poskytovanymi v rédmci
Studie nebo (iii) zvefejnit existenci této Smlouvy nebo svij vztah
ke spoleCnosti Labcorp nebo Zadavateli bez vyslovného
pisemného souhlasu Smiluvni strany, jejiz jméno je pfedmétem
mozného pouziti, zvefejnéni nebo prohlaseni, s vyjimkou pfipadl
vyzadovanych zakonem.

22. ROZHODNE PRAVO

Tato Smlouva musi byt vykladana v souladu s pravem Ceské
republiky bez ohledu na kolizni ustanoveni.

23. PRETRVANI PLATNOSTI USTANOVENI

Ustanoveni této Smlouvy tykajici se Dlvérnosti, Vylu¢ovani,
Auditl, Monitorovani a Kontroly, zvefejfiovani, DuSevniho
vlastnictvi, Nahrady $kod, Odpovédnost a pojisténi, Uchovavani
zaznam(, Postoupeni, Prava tfetich stran, rozhodného prava a
jakékoli ustanoveni o dodrZovani pfedpisi tykajici se:
Transparentnosti, Boje proti Uplatkafstvi, Boje proti korupci a
Stretl zajmud zlstavaji v platnosti i po vyprSeni nebo ukonéeni
platnosti této Smlouvy.

24. PRAVA TRETICH STRAN.

Zdravotnické zafizeni a ZkouSejici potvrzuji, ze Zadavatel
financuje tuto Studii, a s cilem naplnit jiz existujici smluvni
zavazky, které spole¢nost Labcorp viuci Zadavateli ma, se strany
dohodly, Zze Zadavatel a jeho pfidruzené spoleCnosti jsou
obmyslenymi tfetimi stranami, které poZzivaji prav podle této
smlouvy (zejména prava duSevniho vlastnictvi), a maji proto
souvisejici vynutitelng prava ve vztahu k této Smlouvé. Strany
berou na védomi, Ze udéleni postaveni obmyslené treti strany
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the Sponsor and its affiliates is a direct and material purpose of
the Parties entering into the Agreement. To the extent Applicable
Law does not allow vesting of any rights directly in Sponsor under
this Agreement, such rights will vest in the Labcorp, on the
Sponsor’s behalf. Rights under this Section cannot be modified
without Sponsor’s consent. Except for the third-party beneficiary
rights granted to the Sponsor and its affiliates in this Agreement,
no person who is not a party to this Agreement shall have any
rights under it and shall not be able to enforce any term of this
Agreement

25. MISCELLANEOUS
(@) This Agreement, and any and all exhibits, attachments,
etc., constitutes the entire agreement among the Parties
regarding the Study and supersedes all prior and
contemporaneous agreements and understandings,
whether written or oral.

(b) This Agreement, and any and all exhibits, attachments,
etc., may be modified only by written document signed by
the Parties hereto.

(c) If any provision of this Agreement conflicts with the law
under which this Agreement is to be construed or if any
such provision is held invalid by a court, such provision
shall be deemed to be restated to reflect as nearly as
possible the original intentions of the Parties in
accordance with applicable law and the remainder of this
Agreement shall remain in full force and effect.

(d) Waiver or forbearance by any Party with respect to a
breach of any provision of this Agreement or any
applicable law shall not be deemed to constitute a waiver
with respect to any subsequent breach of any provision
hereof.

(e) If any dispute, controversy or claim arises out of this
Agreement, the Parties agree that they will attempt in
good faith to resolve the matter through negotiations. If
negotiations fail to resolve the dispute, controversy or
claim, the Party may submit the matter to an appropriate
court in the Czech Republic for resolution. The
proceedings shall be conducted in the official language,
i.e. Czech.

(f) This Agreement shall be binding upon the Parties, their
heirs, successors, and permitted assigns.

Zadavateli a jeho pfidruzenym spole¢nostem je pfimym a vécnym
zamérem Stran, které uzaviraji tuto smlouvu. V rozsahu, v jakém
pfislusné pravni pfedpisy nedovoluji udélit jakakoli prava pfimo
Zadavateli na zakladé této Smlouvy, nabyva téchto prav
spole¢nost Labcorp jménem Zadavatele. Prava podiéhajici
tomuto ¢lanku nemohou byt upravena bez souhlasu Zadavatele.
S vyjimkou prav obmyslenych tfetich stran udélenych Zadavateli
a jeho pfidruzenym spoleénostem v této smlouvé nema zadna
osoba, kterd neni stranou této Smlouvy, Zadna préva z ni
vyplyvajici a nebude moci vymahat zadné podminky této
Smlouvy.

25. DALSi USTANOVENI
(a) Tato Smlouva a veSkeré pfilohy, doplfiky atd., tvofi Upinou
dohodu mezi Smiuvnimi stranami ve vztahu ke Studii a
nahrazuji vSechny pfedchozi a doCasné smiouvy a
ujednani, at' uz pisemné nebo Ustni.

(b) Tato Smlouva a veSkeré doplriky, pfilohy atd. Ize ménit
pouze pisemnym dokumentem podepsanym Smluvnimi
stranami.

(c) Je-linékteré ustanoveni této Smlouvy v rozporu s pravnimi
pfedpisy, podle nichz se tato Smlouva vyklada, nebo pokud
je jakékoli takové ustanoveni prohlaseno za neplatné
soudem, musi byt toto ustanoveni povazovano za
pfeformulované tak, aby co nejblize vyjadfovalo plvodni
zamér Smluvnich stran v souladu s platnymi pravnimi
pfedpisy, pfiCemz zbyvaijici ¢ast této Smlouvy zistane v
plné platnosti a U¢innosti.

(d) Pokud se nékterd ze Smluvnich stran vzda svého prava
vzhledem k poruSeni jakéhokoli ustanoveni této Smlouvy
nebo pfislusného zakona, nebo jej promine, nesmi to byt
povazovano za zfeknuti se prava vzhledem k jakémukoli
naslednému poruSeni  kteréhokoli ustanoveni této
Smiouvy.

(e) Pokud z této smlouvy vznikne jakykoli spor nebo narok,
Smluvni strany se zavazuji, ze se pokusi véc vyfesit
jednanim v dobré vife. Pokud se jednanim nepodafi spory
nebo naroky vyresit, mize Smluvni strana pfedloZit véc k
rozhodnuti pfislusnému soudu v Ceské republice. Soudni
fizeni bude vedeno v Ufednim jazyce, jimz je CesStina.

(f) Tato Smlouva je pro ob& Smluvni strany, jejich dédice,
nastupce a pfipustné nabyvatele zéavazna.
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(9) Any notice required or permitted to be given hereunder by
any Party hereto shall be in writing and shall be deemed
given on the date received if sent by courier service,
certified mail with return receipt requested, or by other
means of delivery requiring a written acknowledgment of
receipt upon delivery. All notices will be effective upon
delivery to the following address:

If to Labcorp:

Labcorp Drug Development Inc.,

206 Carnegie Center, Princeton, NJ 08540, USA

With a copy to: General Counsel, 10 Moore Drive, Durham, NC
27709 USA

If to Institution:

Fakultni Thomayerova nemocnice
Attn.: (REDACTED)

Videriska 800

140 59 Praha 4 — Kr¢, Czech Republic

If to Investigator:

(REDACTED)., Onkologické klinika 1 LF UK
Fakultni Thomayerova nemocnice

Videfiska 800

140 59 Praha 4 — Kr¢, Czech Republic

If to Sponsor:
(REDACTED)

Any Party may change its notice address and/or contact person
by giving notice of same in the manner herein provided.

(h) This Agreement shall not be considered accepted,
approved, or otherwise effective until signed below by all
appropriate Parties. Each of the Parties hereto represents and
warrants that the person signing below on such Party’s behalf has
the authority to enter into this Agreement, and that this Agreement
does not conflict with any existing agreement or obligations of
such Party. This Agreement is executed in three (3) counterparts
of which each Party shall receive one.

The Labcorp declare that, in connection with the Study, which is
the subject of this Agreement, they have not and will not conclude
any other agreement regulating their mutual rights and obligations
with Investigator or Sub-Investigators without the participation of
the Institutionlf it is revealed that the Labcorp has concluded such
agreementthe Institution shall be entitled terminate the
cooperation under this Agreement and assign the study to

(9) VeSkera ozndmeni, ktera jakakoli Smiuvni strana musi
nebo mize ucinit podle této Smlouvy musi mit pisemnou
formu a budou se povazovat za udinéna k datu pfijeti,
pokud budou zaslana kurymi sluzbou, doporutenym
dopisem s dorucenkou nebo jinym zpisobem doruéeni, u
kterého je nutné pisemné potvrzeni pifijeti po doruceni.
VeSkerd oznameni budou 0&innd po doruéeni na
nasledujici adresu:

Spoleénosti Labcorp:

Labcorp Drug Development Inc.,

206 Carnegie Center, Princeton, NJ 08540, USA

S kopii pro: General Counsel, 10 Moore Drive, Durham, NC
27709 USA

Zdravotnickému zafizeni:

Fakultni Thomayerova nemochnice

K rukam: (REDACTED)

Videriska 800,

140 59 Praha 4 - Kré, Ceska republika

Zkousejicimu:

(REDACTED)Onkologicka klinika 1 LF UK
Fakultni Thomayerova nemocnice
Videriska 800

140 59 Praha 4 - Kré, Ceska republika

Zadavateli:
(REDACTED)

Kazda ze Smluvnich stran mdze zménit svou doruc¢ovaci adresu
a/nebo kontaktni osobu pfislusnym ozndmenim stanovenym v
této Smlouvé.

(h) Tuto Smlouvu nelze povazovat za schvalenou ani jinak
platnou, dokud nebude podepsana vsemi Smiuvnimi stranami.
Kazda ze Smluvnich stran prohlaSuje a zaruéuje, Ze osoba, kterd
se nize podepisuje jménem této Smluvni strany, je opravnéna
tuto Smlouvu uzavfit, a ze tato Smlouva neni v rozporu s jakoukoli
stavajici smlouvou nebo zavazkem této Smluvni strany. Tato
Smlouva je vyhotovena ve tfech (3) stejnopisech, z nichz kazda
smluvni strana obdrzi po jednom.

Zadavatel a spoleénost Labcorp prohladuiji, Ze v souvislosti se
Studii, ktera je pfedmétem této Smlouvy, neuzavfeli a neuzaviou
bez uCasti Poskytovatele s Hlavnim zkouSejicim i
SpoluzkouSejicimi  z&dnou daldi smlouvu upravujici  jejich
vzajemna prava a povinnosti. V pfipadé zjisténi, ze zadavatel
uzavfel takovou daldi Smlouvu, bude Poskytovatel oprévnén
ukonéit spolupréci dle této Smlouvy a pfevést Studii na
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Sponsor. All costs shall be borne by the Sponsor. Notwithstanding
the previous provision, Institution shall be obliged to ensure the
security of Study Subjects in accordance with applicable laws and
regulations. The State Institute for Drug Control and relevant
ethics committees shall be notified of the breach of the Agreement
and possible the closure of the study site.

In the event of a conflict between the English and Czech versions
of this Agreement, the Czech version shall prevail.

The following Exhibits form an integral part hereof. Appendices
(with the exception of Exhbit A and Exhibit B) will be provided prior
to the execution hereof, will be administered separately and will
be available with Parties:

Exhibit A: Conditions for access to electronic data

Exhibit B: Budget

Exhibit C: Authorization of the State Institute for Drug Control
Exhibit D: Power of Attorney / Delegation Letter

Exhibit E: Insurance certificate

Exhibit F: The version of the contract to be published

Exhibit G: Local Ethics Committee approval

Exhibit H: Extract from the Companies Register

Exhibit I: Written Informed Consent Form of Study subject with
study enrollment

Exhibit J: Conditions for Equipment Provision and Protocol of
Handover/Return of Equipment

THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT BLANK
SIGNATURE PAGE To FoLLOW

Zadavatele. VeSkeré zmafené naklady ponese Zadavatel. Bez
ohledu na pfedchozi ustanoveni plati, Ze zdravotnické zafizeni
vzdy zajisti bezpeénost pacientd ve studii v souladu s platnymi
zakony a nafizenimi. PoruSeni Smlouvy a uzavieni studijniho
pracovidté bude ozndmeno Statnimu Ustavu pro kontrolu léCiv a
pfislusnym etickym komisim.

V pfipadé rozporu mezi anglickou a ¢eskou verzi této smlouvy ma
pfednost a je rozhodujici verze Ceska.

Nedilnou soucasti této smlouvy jsou nasledujici pfilohy. Tyto
pfilohy (s vyjimkou Pfilohy A a Pfilohy B) budou dodany pfed
podpisem smlouvy, budou vedeny separatné a budou k dispozici
u smluvnich stran:

Pfiloha A: Podminky pro pfistup k elektronickym tdajim

Pfiloha B: Rozpocet

Pfiloha C: Povoleni Statniho ustavu pro kontrolu léciv

Pfiloha D: PIna moc/Delegaéni dopis

Pfiloha E: Pojistny certifikat

Pfiloha F: Verze smlouvy ur€ena ke zvefejnéni

Pfiloha G: Souhlas mistni a multicentrické etické komise

Pfiloha H: Vypis z Obchodniho rejstfiku spolecnosti

Pfiloha I: Formulaf pisemného informovaného souhlasu Subjektu
studie se zafazenim do Studie

Pfiloha J: Podminky poskytnuti vybaveni a Protokol o
pfevzeti/vraceni vypUjcky

ZBYTEK TETO STRANKY JE ZAMERNE PONECHAN PRAZDNY
NASLEDUJE STRANKA S PODPISY
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PRIJATO A SCHVALENO / ACCEPTED AND AGREED:

Labcorp Drug Development Inc.

Podpis / Signature:

Jméno / Printed Name: (REDACTED)
Funkce / Title: (REDACTED)

Datum / Date:

FAKUTLNi THOMAYEROVA NEMOCNICE

Podpis / Signature:

Jméno / Printed Name: doc. MUDr. Zdenék Benes$, CSc.

Funkce / Title: Reditel / Executive Director

Datum / Date:

(REDACTED)

Podpis / Signature:

Fukce / Title: ZkousSejci / Investigator

Datum / Date:
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Exhibit A: Electronic Access Terms and Conditions

Investigator and others at Institution may be granted usernames and
passwords (“‘Authorized Users”) to facilitate the entry of Study data
into the electronic data capture system applicable to the Study
(“Systems”).  The usernames and passwords are provided in
exchange for the agreement of Institution, Investigator, and site
Authorized Users obligation to adhere to subject the following Terms
and Conditions:

Authorized Users will provide to Labcorp certain registration
information including name, address, phone number, and email
address all of which must be accurate and kept current. Each
Authorized User acknowledges that he/she is accountable and
responsible for all actions initiated under his/her electronic signature.
Authorized Users may not (a) select or use a username or password
of another person with the intent to impersonate that person; (b) use
a username or password in which another person has rights without
such person's authorization, or (c) permit any third party to use his or
her username and/or password.

Authorized Users agree to keep assigned usernames and/or
passwords confidential and to immediately notify Labcorp (a) if there
is any reason to believe an assigned username and/or password has
been improperly disclosed or otherwise compromised, (b) of any
known or suspected unauthorized use(s) of a username and/or
password, or (c) any known or suspected breach of security,
including loss, theft, or unauthorized use of a username and/or
password.

Except as expressly authorized herein, Authorized Users shall neither
transfer nor permit the use of or access to the Systems by any third
party. Authorized Users, Institution, and Investigator shall use the
Systems only for lawful purposes and in accordance with this
Agreement. Authorized Users and Institution shall not self-host the
Systems on its own servers or those of any third party on its behalf.
Institution and its Authorized Users shall not reverse engineer,
disassemble or decompile the Systems in any manner. Institution and
its Authorized Users shall not copy, enhance, modify, or create
derivative works based on the Systems or disclose the results of
Systems performance benchmarks to any third party without the
Systems owner’s prior written consent. Institution and Authorized Users
shall not transfer, sell, resell, give, distribute or sublicense the License
to any other party.

Failure to comply with the foregoing shall constitute a breach of this
Agreement, which may result in immediate termination of an Authorized
User’s or Institution’s access to the System.

Priloha A: Podminky pro pristup k elektronickym udajim

Zkousejici a dalSi osoby ve Zdravotnickém zafizeni mohou ziskat
uzivatelské jméno a heslo (,Opravnéni uZivatelé*) k umoznéni
pFistupu ke Studijnim Gdajum v systému pro elektronicky sbér dat
platném pro Studii (,Systémy”). Uzivatelskad jména a hesla jsou
poskytnuta na zakladé poskytnuti souhlasu od Zdravotnického
zafizeni, Zkousejiciho a Opravnénych uzivatell pracovisté k
dodrZovani zavazku podléhajici témto podminkam:

Opravnéni uzivatelé poskytnou spoleCnosti Labcorp urcité
registraCni Udaje véetné jména, adresy, telefonniho isla a e-mailové
adresy, které musi byt pfesné a aktualni. VSichni Opravnéni
uzZivatelé berou na védomi, ze jsou odpovédni za vSechny své
¢innosti zapocaté po poskytnuti elektronického podpisu. Opravnéni
uzivatelé nemohou (a) zvolit &i pouzivat uZivatelska jména i hesla
jinych osob za ucelem vydavani se za danou osobu; (b) pouZivat
uZivatelské jméno ¢i heslo, na které se vztahuji prava jiné osoby bez
poskytnuti opravéni od takové osoby, nebo (c) opravnit Zadnou treti
osobu k pouzivani uZivatelského jména a/nebo hesla.

Opravnéni uzivatelé souhlasi s tim, Ze budou pfidélena uZivatelska
jména a/nebo hesla uchovavat v divérnosti a bezprodlené uvédomi
spoleénost Labcorp, (a) pokud se vyskytne divod k podezfeni, ze
pfidélené uZivatelské jméno a/nebo heslo bylo nechténé uvedeno ve
zndmost nebo jinak prozrazeno, (b) o jakémkoli znamém Ci
domnélém uzivani uZivatelského jména a/nebo hesla nebo (c)
jakémkoli zndmém nebo domnélém poruseni bezpec€nosti, véetné
ztraty, odcizeni Ci neopravnéného pouzivani uzivatelského jména
a/nebo hesla.

Neni-li zde vyslovné uvedeno jinak, Opravnéni uzivatelé nesmi
predat ¢i umoznit pouzivani nebo pfistup do Systémud zadné treti
strané. Opravnéni uzivatelé, Zdravotnické zafizeni a ZkouSejici musi
Systémy pouzivat pouze k zakonnym Ucelim a v souladu s touto
Smlouvou. Opravnéni uzivatelé a Zdravotnické zafizeni nesmi sami
hostovat Systémy na svych vlastnich serverech nebo na severech
jakékoli dalsi strany svym jménem. Zdravotnické zafizeni a jeho
Opravnéni uzivatelé nesmi v zadném pfipadé zajiStovat opravy,
demontovat nebo dekompilovat Systémy. Zdravotnické zafizeni a
jeho Opravnéni uzivatelé nesmi kopirovat, vylepSovat nebo vytvaret
derivaty Systémd nebo zvefejiovat vysledky vykonnosti Systém
zadnym tietim stranam bez pfedchoziho pisemného souhlasu
vlastnika. Zdravotnické zafizeni a Opravnéni uzivatelé nesmi
pfenadet, prodavat, opétovné prodavat, darovat, distribuovat ¢i
poskytovat podlicence Zadné tfeti strané.

NedodrZeni vySe uvedeného bude znamenat poruseni této Smlouvy,
coz muze mit pro Opravnéné uzivatele nebo Zdravotnické zafizeni
za nasledek okamzité zruSeni pfistupu do Systému.
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Exhibit B: Budget Priloha B: Rozpocet
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