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CLINICAL TRIAL AGREEMENT

SMLOUVA O PROVEDENI KLINICKEHO HODNOCENI

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

Tato smlouva o provedeni klinického hodnoceni (dale jen
"Smlouva") je platna ke dni pfipojeni posledniho podpisu a
ucinna ke dni uverejnéni smlouvy v registru smluv (dale jen
"Datum uéinnosti") mezi témito Smluvnimi stranami:

Labcorp Drug Development Inc., 206 Carnegie Center,
Princeton, New Jersey, 08540-6233, USA, Tax ID no. 22-
3265977, represented by based
on the power of attorney

(hereinafter referred to as “Labcorp”); and

Labcorp Drug Development Inc., 206 Carnegie Center,

Princeton, New Jersey, 08540-6233, USA, DIC 22-3265977,
zastoupena h na zakladé plné
moci

(dale jen "Labcorp"); a

General University Hospital in Prague, Organization ID
no.: 00064165, U Nemocnice 499/2, 128 08 Prague 2, Tax
ID no.: 200064165, represented by

, based on the power of
attorney dated 07 June 2019 (hereinafter referred to as
“Institution”) and

Vs$eobecna fakultni nemocnice v Praze, ICO: 00064165,
se sidlem U Nemocnice 499/2, 128 08 Praha 2, DIC:
CZ00064165, zastoupena ,
na zakladé plné moci ze dne 7.6.2019 (dale jen
"Zdravotnické zafizeni") a

, 2" Department of Internal
Medicine — Department of Cardiology and Angiology of the
1st College of Medicine, Charles University and General
University Hospital, Czech Republic (hereinafter referred to
as “Investigator”)

I | inteni Kinka — Kiinika

kardiologie a angiologie 1. LF UK a VFN, Ceska republika
(dale jen "Zkousejici")

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

Jelikoz, jsou spolecnost Labcorp, Zdravotnické zafizeni a
Zkousejici zde dale oznaCovani jednotlivé jako ,Strana“ a
spoleéné jako ,Strany*;

Whereas, Labcorp is acting in its capacity as a contract
research organization as defined in ICH-GCP 1.20 as an
independent contractor of GB002, Inc., 3013 Science Park
Road, Suite 200 San Diego, CA 92121, USA (“Sponsor”) to
assist Sponsor in conducting the clinical research study
detailed below (“Study”):

Jelikoz, spole€nost Labcorp jako smluvni vyzkumna
organizace, jak je definovana ve smérnici ICH-GCP 1.20,
jedna jako nezavisly dodavatel spolecnosti GB002 Inc, se
sidlem 3013 Science Park Road, Suite 200 San Diego, CA
92121, USA (“Zadavatel”) za (¢elem pomoci zadavateli pfi
provadéni klinického hodnoceni popsaného nize (“Studie”):

Study GB002 (oral inhalation) (hereinafter Studijni GB002 (peroraini inhalace) (dale jen

Drug: referred to as “Study Drug”) Iék: “Studijni 1€k")

Protocol A Phase 2, Randomized, Double-Blind, Nazev Randomizovana, dvojité  zaslepena,

Title: Placebo-Controlled, Multi-Center Clinical protokolu: | placebem kontrolovana, multicentricka
Study to Evaluate the Efficacy and Safety klinickd studie faze Il k posouzeni
of Oral Inhalation of GB002 for the ucinnosti a bezpe€nosti peroralni inhalace
Treatment of WHO Group 1 Pulmonary pfipravku GB0O02 pfi lé&bé plicni arterialni
Arterial Hypertension (PAH) as amended hypertenze (PAH) skupiny 1 dle WHO
from time to time and incorporated herein jak vyplyva z pozdéjSich zmén, dopInéni
by reference (hereinafter referred to as the a Uprav Protokolu zaclenéného do této
“Protocol”) smlouvy odkazem (dale jen “Protokol”)

Protocol GB002-2101 Cislo GB002-2101

Number: protokolu:
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Whereas, the Investigator as an employee of Institution has
the knowledge and experience to undertake the Study and
Labcorp wishes to engage Institution and Investigator to
conduct the Study

Jelikoz, ZkouSejici coby zaméstnanec Zdravotnického
zafizeni ma znalosti a zkuSenosti k provedeni Studie a
spoleCnost Labcorp si pfeje zadat Zdravotnickému zafizeni
a Zkousejicimu provedeni Studie.

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

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

Whereas, the Parties agree with the incorporation of the
Regulation of the European Parliament and of the Council
(EU) 2016/679, general data protection regulation, by
reference in this Agreement, with an effective date of the
regulation on 25 MAY 2018 in connection with clinical trials;

Jelikoz, Strany souhlasi se zafazenim nafizeni evropského
parlamentu a rady (EU) 2016/679 obecné nafizeni o
ochrané osobnich udaju odkazem do této Smlouvy, s datem
ucinnosti nafizeni dnem 25. kvétna 2018 v souvislosti s
klinickymi hodnocenimi;

Now, therefore, the Parties hereto agree as follows:

se proto nyni Smluvni strany dohodly takto:

1. CONDUCT OF THE STUDY

1. PROVEDENI STUDIE

(a) 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”) have the knowledge and
experience to undertake the Study and shall perform the
Study in a professional and competent manner. Institution
shall ensure and warrant compliance with the provisions and
requirements of this Agreement by Research Staff.
Obligations set forth by the Agreement for the Institution
and/or Investigator also apply to the Research Staff.

(a) Zdravotnické zafizeni a/nebo ZkouSejici zajisti, aby
vSechny osoby Ucastnici se Studie, které jsou zaméstnanci,
nezavislymi dodavateli nebo zastupci Zdravotnického
zafizeni a/nebo ZkouSejiciho, zejména pracovnici lékarny,
laboratofe, radiologie, patologie ¢i kardiologie a zdravotnicky
personal (dale jen "Vyzkumny personal') maji znalosti a
zkuSenosti k provedeni Studie a provedou Studii
profesionalnim a kompetentnim zpUsobem. Zdravotnické
zafizeni zajisti a zaru¢i dodrzovani ustanoveni a poZadavku
této smlouvy Vyzkumnym personélem. Zavazky stanovené
Smlouvou Zdravotnickému zafizeni a/nebo ZkouSejicimu se
vztahuiji také na Vyzkumny personal.

(b) By signing this Agreement, the Parties represent
and warrant that they are not in violation of any terms and
conditions of any agreement with any other individual or
entity.

(b) Podpisem této Smlouvy Strany prohlasuji a
zarucuji, ze neporusuji podminky jakékoli smlouvy s zadnou
jinou fyzickou €i pravnickou osobou €i jinym subjektem.

(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 this Agreement
shall control with respect to all other issues.

(c) V pfipadé rozporu mezi podminkami této Smlouvy a
Protokolu se védeckeé a Iékafské otazky, jakoz i otazky tykajici
se souhlasu subjektu, a veSkeré dalSi otazky, které pfimo
souviseji s provadénim Studie a vedenim souvisejicich
zaznami (napf. formulafe zprav), budou fidit podminkami
Protokolu, pfi¢emz ustanovenimi této Smlouvy se budou fidit
v8echny dalSi otazky.

(d) The Institution agrees to perform formal patient
screening and randomization for the Study only after
Labcorp submits to the Institution and the Investigator all
documents necessary to conduct the study, as defined by
law (including, but not limited to, the ICF approved by the
Ethics Committees) and after the study has been approved

(d) Zdravotnické zafizeni se zavazuje provést formaini
skrining subjektu a randomizaci pro Studii az poté, co
spole¢nost Labcorp predloZi Zdravotnickému zafizeni a
ZkousSejicimu veSkeré dokumenty nutné pro provedeni studie,
jak jsou definovéany pravnimi pfedpisy (zejména formular ICF
schvaleny etickymi komisemi) a poté, co bude studie schvalena
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by the competent authority (including, but not limited to, the
State Institute for Drug Control).

ze strany pfisludnych organl (zejména Stéatnim Ustavem pro
kontrolu l&Civ).

2. APPLICABLE LAW

2. PLATNE ZAKONY

The Parties shall conduct the Study in accordance with the
Protocol, this Agreement, written instructions from Sponsor
or Labcorp (“Instructions”), relevant professional standards
of medical practice, all applicable international and national
laws, including, but not limited to, privacy laws including Data
Protection Laws, rules and regulations and ICH-GCP
Guidelines (CPMP/ICH/135/95) (“Applicable Law”).

Strany provedou Studii v souladu s Protokolem, touto
Smlouvou, pisemnymi pokyny Zadavatele nebo spoleénosti
Labcorp (dale jen "Pokyny"), pfisluSnymi profesnimi
normami lékafské praxe, vSemi pfislusnymi mezinarodnimi
a vnitrostatnimi platnymi pravnimi pfedpisy, mimo jiné
pfedpisy na ochranu soukromi, véetné zakonu na ochranu
osobnich udajd, pravidly a pfedpisy a smérnicemi ICH-GCP
(CPMP/ICH/135/95) (dale ,Platny zakon™).

3. OBLIGATIONS

3. POVINNOSTI

(a) Anti-Bribery & Anti-Corruption

(a) PROTI UPLACENI & PROTI KORUPCI

Investigator and Institution shall not and shall cause its
Research Staff to not directly or indirectly pay or promise to
pay, or authorize the payment of any money, or give,
promise to give or authorize the giving of anything of value
to any person or entity, whether governmental, quasi-
governmental or private, to obtain or retain business or
secure improper advantage for Labcorp or for Sponsor.
Investigator and Institution shall not and shall cause its
Research Staff to not directly or indirectly receive or solicit
any money or anything of value from any person or entity,
whether governmental, quasi-governmental or private, in
order to secure an improper advantage to such person or
entity. Investigator and Institution will not take any action
which could render Labcorp or Sponsor liable under any
other applicable laws for the prevention of fraud, corruption,
racketeering, money laundering and/or terrorism.

ZkouSejici a Zdravotnické zafizeni nesmi pfimo ani nepfimo
zaplatit, slibit nebo autorizovat zaplaceni penéz, ani
poskytnout, slibit i autorizovat poskytnuti ¢ehokoli
hodnotného jakékoliv osobé nebo subjektu, at uz se jedna o
osobu Ci subjekt viadni, kvazi-viadni nebo soukromy, s cilem
ziskat nebo zachovat obchodni vztah &i zajistit jinou
neopravnénou vyhodu pro spole¢nost Labcorp nebo pro
Zadavatele a zajisti, Ze tak neucini ani Vyzkumny personal.
ZkouSejici a Zdravotnické zafizeni nebudou pfimo (i
nepfimo pfijimat ani vyZadovat penize ani jakoukoli cennou
véc od jakékoli osoby Ci subjektu, at uZ se jedna o osobu i
subjekt vladni, kvazi-vladni nebo soukromy, s cilem ziskat
od této osoby Ci subjektu neopravnénou vyhodu a zajisti, ze
tak neucCini ani Vyzkumny personal. Zkou3ejici a
Zdravotnické zafizeni nepodniknou Zadné kroky, které by
mohly  spoleénost Labcorp nebo Zadavatele Cinit
odpovédnym podle jinych platnych pravnich pfedpist o boji
proti podvodim, korupci, vydirani, prani $pinavych penéz
a/nebo terorismu.

(b) Anti-Human Trafficking and Ethical Labor

(b) Zakaz pasovani lidi a eticka prace

Institution shall not directly or indirectly engage in severe
forms of trafficking in persons, procure commercial sex acts,
or use forced labor or unlawful child labor in the performance
of the Study; destroy, conceal, confiscate, or otherwise deny
access by an employee to the employee’s identity
documents, such as passports or drivers’ licenses; use
misleading or fraudulent practices during the recruitment of
employees or offering of employment, such as failing to
disclose in a format and language accessible to the worker,
basic information or making material misrepresentations
during the recruitment of employees regarding key terms
and conditions of employment, including wages and fringe
benefits, the location of work, the living conditions and

Zdravotnické zafizeni se pfimo ani nepfimo nesmi podilet
na krutych formach paSovani osob, kuplifstvi nebo pouzivat
nucenou praci ¢i nezdkonnou détskou praci pfi provadéni
Studie; znicit, skryt, zabavit nebo jinak odepfit pfistup
prostfednictvim zaméstnance k osobnim dokumentim
zaméstnance, jako jsou pasy nebo fidi¢ské prikazy,
pouzivat zavadgjici nebo podvodné praktiky béhem néboru
zameéstnancl nebo nabizeni zaméstnani, jako je
nezpfistupnéni zékladnich informaci ve formatu a jazyku
srozumitelném pro pracovnika nebo zavazna uvedeni v
omyl b&hem naboru zaméstnanci ohledné kliCovych
podminek zaméstnani véetné mezd a mimoplatovych vyhod,
mista vykonu prace, Zivotnich podminek a bydleni,

housing, any significant costs to be charged to the | jakychkoliv vyznamnych nakladi, které se budou
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employee, and, if applicable, the hazardous nature of the
work; use recruiters that fail in any way to comply with local
labor laws of the country in which the recruiting took place;
use recruiters that charge “recruiting fees” to employees;
provide or arrange housing that fails to meet the host country
and safety standards; fail to provide a written employment
contract, recruitment agreement, or similar work paper, if
required by law or contract, in the employee’s native
language at least five days before the employee parts from
his or her country of origin; or fail to provide or reimburse
return transportation costs upon the end of employment for
employees who were brought into a country for the purpose
of performance of this contract.

zaméstnanci U¢tovat a, pfipadné, nebezpetné povahy
prace, pouzivani naborafi, ktefi jakymkoliv zplsobem
porusuji mistni pracovni zakony zemé, kde nabor probiha,
pouzivani naborar(, ktefi uctuji zaméstnancim ,naborové
poplatky, poskytovani & sjedndvani ubytovani, které
nesplfiuje normy hostitelské zemé a bezpecnostni
standardy, neposkytnuti pisemné pracovni smlouvy,
naborové smlouvy nebo podobného pracovniho dokumentu,
pokud to zakon i smlouva pozaduje, v rodném jazyce
zaméstnance nejméné pét dnu predtim, nez zaméstnanec
odejde ze své zemé pivodu, nebo neuhrazeni &i
nerefundovani nakladd na zpétnou prepravu po skonceni
zaméstnani zaméstnancum, ktefi byli pfivedeni do zemé za
ucelem pInéni této smlouvy.

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, statutory bodies, employees or agents not to self-
incriminate.

Zdravotnické zafizeni bude spolupracovat s Labcorp a/nebo
Zadavatelem a U€astnit se jakychkoliv Setfeni, auditl nebo
jinych kontrol, které vyplynou z Udajného poruseni shora
ucinénych ujisténi, at' jiz formalnich &i neformalnich, jak to
pfiméfené pozaduje Labcorp, Zadavatel nebo jeho zastupci.
Takové spoluprace nevyzaduje zfeknuti se jakychkoliv
stavajicich prav vyplyvajicich ze vztahu mezi advokatem a
jeho klientem ze strany ZkouSejiciho a/nebo Zdravotnického
zafizeni nebo jakéhokoliv prava Zkou$ejiciho a/nebo
Zdravotnického zafizeni nebo kteréhokoliv z jejich
vedoucich pracovnikd, statutarnich organl, zaméstnanc
nebo zastupcl nezplsobit sobé trestni stihani.

Notwithstanding any other provision herein, the obligation of
Sponsor and/or CRO to enter into any obligation under this
Agreement shall be, at all times, subject to its ability to do so
in a manner consistent with all applicable anti-boycott laws
and regulations. Sponsor and CRO shall not be required to
take, or to refrain from taking, any action where to do so
would be inconsistent with or penalized under applicable
anti-boycott laws.

Aniz by tim bylo dotCeno jakékoliv jiné ustanoveni této
smlouvy, povinnost Zadavatele a/nebo CRO splnit své
zavazky podle této Smlouvy je po celou dobu podfizena
jejich schopnosti tak ucinit zplisobem, ktery je ve shodé se
vSemi platnymi zakony a pfedpisy proti bojkotu. Zadavatel a
CRO nejsou povinni provést jakoukoliv Cinnost, Ci se
jakékoliv ¢innosti zdrzet, pokud by to bylo v rozporu s
platnymi zakony proti bojkotu ¢i by to bylo jimi postihovano.

() Investigator Obligations

Investigator will devote his/her best efforts to accurately and
efficiently perform the work required under this Agreement,
which efforts shall include but are not limited to the following:

(c) Povinnosti Zkousejiciho

ZkouSejici  vynalozi maximalni Usili k pfesnému a
efektivnimu provadéni praci poZzadovanych podle této
Smlouvy, pfi¢emz se zejména zavazuje:

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

()  provést nezavislé lékarské posouzeni, zda
jednotlivé  Subjekty  hodnoceni  spliuji
pozadavky Protokolu;

(i) notification of Labcorp and Sponsor and
EC/IRB of any deviations from or failure to
comply with the Protocol;

(i) informovat spole¢nost Labcorp a Zadavatele
a EK/IRB o jakychkoliv pfipadnych
odchylkdch od Protokolu nebo jeho
nedodrzovani;

)

promptly replying to any questions from

)

neprodlené odpovidat na vSechny dotazy
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Labcorp or Sponsor regarding any matter
related to the Study;

spoleénosti Labcorp nebo Zadavatele na
jakékoli zaleZitosti tykajici se Studie;

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

neprodlené spolecnost 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 pracovnikl ucastnicich
se Studie

(d) Institution Obligations

(d) Povinnosti Zdravotnického zafizeni

(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.

()  Zdravotnické zafizeni se zavazuje, Ze jeho
Vyzkumny personal vynalozi maximalni usili s
cilem pfesné a efektivné provadét prace
pozadované podle této Smlouvy, pficemz se
zejména jedna o polozky (i) az (iv) uvedené v
bodé 3 pism. c) vy3e.

(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.

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

4, SCHEDULE AND NUMBER OF STUDY
PATIENTS

4. HARMONOGRAM A POCET _SUBJEKTU
HODNOCEN

Institution and Investigator shall use its/his/her best efforts to
recruit and enroll up to 4 patients, 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.

Zdravotnické zafizeni a ZkouSejici musi vyvinout maximalni
usili s cilem zajistit nabor az 4 subjektt Hodnoceni, neni-li
se spoleCnosti Labcorp dohodnuto jinak, v souladu s kritérii
pro zafazeni a vyfazeni a Casovym harmonogramem
stanovenym Protokolem. Zdravotnické zafizeni a ZkouSejici
musi nabor zastavit v souladu s pfedchozimi pisemnymi

pokyny.

Expected duration of the Study — last visit of the last patient
is expected in February 2022. The estimated value of the
Agreement is 200,000 CZK.

Pfedpokladana délka trvani Studie — posledni navstéva
posledniho  subjektu se oCekdva vulnoru 2022.
Pfedpokladana hodnota smlouvy je 200 000- K.

applicable privacy and data security laws, Institution and
Investigator agree to comply with the terms of this
Agreement.

5. PERSONAL DATA OF INVESTIGATOR AND | 5. OSOBNi __ UDAJE _ ZKOUSEJICIHO A
RESEARCH STAFF VYZKUMNEHO PERSONALU
(a) In order to comply with their obligations under | (a) V zajmu splnéni svych povinnosti podle platnych

zakon( o ochrané soukromi a bezpecnosti Udaju souhlasi
Zdravotnické zafizeni a Zkou$ejici s tim, Zze budou v
souvislosti s ochranou Udaji dodrzovat podminky této
Smlouvy.
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(b) Parties agree that Sponsor acts as the Data Controller
and the Institution acts as a Data Processor in relation to the
coded Personal Data of the Study patients obtained in
accordance with the Informed Consent Form and the
Personal Data of the Investigator and Institution’s
employees obtained under this Agreement. Institution acts
as the Data Controller in relation to any medical records that
Investigator obtained from Study patients and to any other
personal data that Investigator gathered or generated during
the Study so as to form its independent medical opinion in
accordance with the Study Protocol.

(b) Strany souhlasi, Zze Zadavatel jedna jako Spravce
udajl a Zdravotnické zafizeni jedna jako Zpracovatel udajl
ve vztahu ke kdédovanym Osobnim Udajim subjektl
Hodnoceni  ziskanym v souladu s Formulafem
informovaného souhlasu a Osobnim udajim Zkousejiciho a
zaméstnancl Zdravotnického zafizeni ziskanym dle této
Smlouvy. Zdravotnické zafizeni jedna jako Spravce Udajl ve
vztahu k jakymkoli zdravotnim zaznamum, které ZkouSejici
ziskal od subjektd Hodnoceni, a jakymkoli dal$im osobnim
udajum, které Zkousejici shromazdil nebo vygeneroval v
pribéhu Studie pro Ucely provadéni jeho nezavislého
lékafského Usudku v souladu s Protokolem Studie.

(c) Parties agree to introduce and, for the period this
Agreement is in effect, apply suitable operational, technical,
and organizational measures to protect personal data in
accordance with applicable regulations (including but not
limited to Regulation (EU) 2016/679, General Data
Protection Regulation), which they will gather and process
for purposes associated to the Study, against accidental or
unlawful destruction, alteration, unauthorized disclosure of,
or access to data or any other unlawful handling of data..

(b) Smluvni strany se zavazuiji zavést a po dobu platnosti
této smlouvy uplatfiovat vhodna provozni, technicka a
organizacni opatfeni na ochranu osobnich udaju dle
pfislusnych pravnich predpist (zejména dle nafizeni EU
2016/679, obecné nafizeni o ochrané osobnich daja), které
budou shromazdovat a zpracovavat pro Ucely souvisejici se
studii, proti ndhodnému nebo nezakonnému zniceni,
pozménovani, neopravnénému sdélovani, pfistupu k nim a
pfipadnym dal$im nezakonnym zplsoblm nakladani s nimi.

(d) In the event that the site where the clinical trial is
conducted (i.e., Institution and Investigator) will process
relevant personal data of the Study patients exclusively for
purposes associated with the Study and pursuant to
Sponsor’s instructions, it will be the Processor of such
personal data pursuant to applicable personal data
protection laws.

(c) V pfipadé, Ze bude misto provadéni klinického
hodnoceni (fi. zdravotnické zafizeni a zkouSejici)
zpracovavat relevantni osobni udaje subjektd Hodnoceni
vyhradné pro Ucely souvisejici se studii a podle
zadavatelovych pokynl, bude zpracovatelem takovych
osobnich Gdaju podle platnych predpisti o ochrané osobnich
udaja.

(e) As the Data Controller, Sponsor must ensure access and
use of the system for entering and processing clinical trial
data (eCRF) under this agreement, and that provision of
such access and use will not violate any third party rights.
Sponsor must ensure that the system for entering and
processing clinical trial data meets the requirements for the
entirety, accuracy, reliability, and secure backup of entered
data, and that it is suitable for said purpose.

(d) Zadavatel coby spravce Udaji musi zajistit pfistup a
pouzivani systému pro zadavani a zpracovani Udajl z
klinického hodnoceni (eCRF) dle této smlouvy a Ze tim
nebude porudeno jakékoliv pravo tfeti strany. Zadavatel
musi zajistit, aby systém pro zadavani zpracovani Udaji z
klinickém hodnoceni splioval pozadavky na Uplnost,
pfesnost, spolehlivost, bezpecné zalohovani vioZzenych dat
a byl vhodny pro dany tcel.

(f) Parties agree to immediately inform the other party if they
discover any unauthorized access, acquisition, or
publication or any actual or suspected breach of security,
accidental, unlawful, or misappropriation, loss, damage to,
disclosure of, destruction of, or other compromise of the
security, confidentiality, or integrity of personal data and
confidential information associated with the Study (“Security
Incident’). Such notice will summarize to a reasonable
extent the details of the Security Incident and corrective
actions undertaken by the affected Party.

(e) Smluvni strany se zavazuji bezodkladné navzajem
informovat, pokud zjisti jakykoliv neautorizovany pfistup,
pofizeni nebo zvefejnéni ¢i skuteCné nebo domnélé
poruseni bezpe€nosti, nahodné, nezakonné nebo nevhodné
ztraty, poskozeni, vyzrazeni nebo jiné nevhodné nakladani
s osobnimi udaji a divémymi informacemi spojenymi se
studii (,bezpe€nostni incident®). Takové upozornéni bude
shrnovat detaily v rozumné mife o bezpe€nostnim incidentu
a opravna opatfeni podniknuta dotéenou smiuvni stranou.

6. CONFIDENTIALITY

6. ZACHOVANI DUVERNOSTI
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(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 data, records or other
information disclosed to Institution and Investigator by
Labcorp, Sponsor, Sponsor’s independent contractors or
generated as a result of this Study (hereinafter, collectively
"Information") without the prior written consent of Sponsor.
Such 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 Information:

(a) Zdravotnické zafizeni a ZkouSejici nejsou bez
pfedchoziho pisemného souhlasu Zadavatele opravnéni
Zadné ffeti strané sdélovat a ani pro jiné ucely pouzivat
jakékoli Udaje, zaznamy ani jiné informace, které sdéli
spoleCnost Labcorp, Zadavatel, nezavisly dodavatel
Zadavatele Zdravotnickému zafizeni a ZkouSejicimu, nebo
které vzniknou na zakladé této Studie (spole¢né déle jen
JInformace“), pfi¢emz Zdravotnické zafizeni zajisti, aby tak
necinil ani Vyzkumny personal. Takové informace musi
zUstat davérnym a chranénym majetkem Zadavatele a
budou sdéleny pouze Vyzkumnému personalu, ktery je
vazan povinnosti mi¢enlivosti v souladu s touto Smlouvou a
ktery ma opravnénou potrebu téchto informaci pro ucely
provadéni Studie. Povinnost zachovavat miéenlivost se
nevztahuje na tyto informace:

(i) Information thatis or becomes publicly available
through no fault of Institution, Investigator or
Research Staff;

(i) Informace, které jsou nebo se stanou vefejné

dostupnymi  bez zavinéni Zdravotnického
zafizeni, ZkouSejiciho nebo Vyzkumného
personalu;

(i) Information that is disclosed to Institution,
Investigator, and/or Research Staff by a third
party legally entitted to disclose such
information in a non-confidential fashion;

(i) Informace, které Zdravotnickému zafizeni,
ZkouSejicimu a/nebo Vyzkumnym pracovnikiim
sdéli tfeti strany opravnéné sdélit takové
informace  zplsobem, ktery  zachovani
miéenlivosti neporusi;

(iii) Information that is already known to Institution,
Investigator, and/or Research Staff as shown by
its prior written records;

(iii) Informace, které jsou jiz Zdravotnickému
zafizeni, ZkouSejicimu a/nebo Vyzkumnému
persondlu znamy, jak dokazuji pfedchozi

pisemné zaznamy;

(iv) Information required to be disclosed to a
government authority or by order of a court of
competent jurisdiction, provided that to the
extent permissible by law (i) such disclosure is
subject to all applicable governmental or judicial
protection available for like material and
Institution and Investigator cooperates with
Sponsor in seeking such protection as
reasonably requested thereby; (ii) reasonable
advance notice is given to Sponsor; and (iii)
Institution, Investigator, and/or Research Staff
shall take reasonable steps to limit the scope of
such disclosure.

Informace, které musi byt sdéleny organu statni
spravy nebo na zakladé pfikazu pfislusného
soudu za predpokladu, Ze v zakonem
povoleném rozsahu (i) se na takové zvefejnéni
vztahuje veskera vefejna nebo soudni ochrana
dostupna pro podobny materiél a Zdravotnické
zafizeni a ZkouSejici  spolupracuji  se
Zadavatelem v jeho Usili dosahnout takové
ochrany, jakou mze rozumné pozadovat; ii) je
Zadavatel s  pfiméfenym  predstihem
upozornén; a (iii) Zdravotnické zafizeni,
ZkouSejici a/nebo Vyzkumny personal ugini
pfiméfené kroky k omezeni rozsahu takového
sdéleni.

The Sponsor/Labcorp is required to maintain confidentiality
of the information about the Institution that it becomes aware
of in relation to the conduct of the Study and fulfilment of this
Study, and to take all necessary steps to ensure this
information is not disclosed to third parties. The

Zadavatel/Labcorp je povinen zachovavat micenlivost o
informacich o Zdravotnickém zafizeni, se kterymi se
seznami v souvislosti s provadénim Studie a plnénim této
Smlouvy, a ucinit veSkeré potfebné kroky, aby tyto informace
nebyly zpfistupnény tfetim osobam. Obdobnou povinnosti
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Sponsor/Labcorp employees and other persons authorized
by Sponsor, who participate in the performance of this
Agreement and/or in the conduct of the Study will also be
bound by a similar confidentiality obligation.

mi€enlivosti  budou  vézany také  zaméstnanci
Zadavatele/Labcorp a dal$i osoby podilejici se na pinéni této
smlouvy z povéfeni Zadavatele a/nebo na provadéni Studie.

The Sponsor/Labcorp is also obligated to maintain
confidentiality about the facts that the Institution designates
as secret and confidential facts. The Sponsor/Labcorp is
also required to maintain confidentiality about the facts of
such nature that their disclosure could cause harm to the
Institution regardless of whether they have the nature of
personal, business or other information. Regardless of the
above or anything else in this paragraph 6, on the contrary,
exemptions stated in items (i) — (iv) apply under similar
conditions as in the case of their application to confidential
information of the Institution, and do not apply to any
information that the Sponsor/Labcorp is required to disclose
by law, or the disclosure of which is permitted by law.

Zadavatel/Labcorp se zavazuje zachovavat miCenlivost
i 0 skutenostech, které Zdravotnické zafizeni oznadi jako
skuteCnosti utajované a divérné. Zadavatel/Labcorp je dale
povinen zachovavat mi¢enlivost o skute¢nostech, které jsou
takového charakteru, Ze mohou v pfipadé zvefejnéni pfivodit
Zdravotnickému zafizeni Ujmu bez ohledu na to, zda maji
povahu osobnich, obchodnich ¢i jinych informaci. Bez
ohledu na shora uvedené ¢i na cokoli jiného v tomto odstavci
6, naopak, plati vyjimky uvedené v bodech (i) - (iv) za
podobnych podminek jako v pfipadé jejich aplikace na
davérné informace Zdravotnického zafizeni a neuplatni se
na zadné informace, které je Zadavatel / Labcorp dle zakona
povinen zvefejnit, nebo jejichz zvefejnéni je zékonem
povoleno.

1. STUDY DRUG AND EQUIPMENT

7. STUDIJNI LEK A VYBAVENI

(a) Institution and Investigator will be provided with
sufficient amounts of the Study Drug, comparator/placebo
(as specified in the Protocol), solely for the purposes of the
conduct of the Study, free of charge. Available information
on the Study Drug, which Sponsor considers necessary or
useful for conducting the Study, will also be provided.

(a) Zdravotnickému zafizeni a ZkouSejicimu bude
bezplatné poskytnuto dostatetné mnozstvi Studijniho Iéku,
srovnavaciho |éCiva/placeba (jak je stanoveno Protokolem)
a to vyhradné pro ucely provadéni Studie. Rovnéz budou
poskytnuty dostupné informace o Studijnim Iéku, které
Zadavatel povazuje za nutné nebo uZite¢né pro provadéni
Studie.

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

(b) Zdravotnické zafizeni se zavazuje, Ze omezi
pfistup ke Studijnimu Iéku pouze na Vyzkumny personal,
ktery bude pod pfimou kontrolou Zkouejiciho pouzivat
Studijni Iék zplsobem dle Protokolu.

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

(c) ZkouSejici povede zaznamy o pfijmu a vydeji
Studijniho léku.

(d) Upon completion of the Study or early termination
thereof, 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 to the
Sponsor in accordance with the Protocol and as directed by
Labcorp at no cost to Institution or Investigator.

(d) Po dokonéeni Studie nebo jejim pfedCasném
ukonceni se veSkery nepouzity Studijni lék, preparaty,
zafizeni, vybaveni poskytnuté spolecnosti Labcorp nebo
Zadavatelem a souvisejici materidly pro hodnoceni
poskytnuté Zdravotnickému zafizeni a ZkouSejicimu
Zadavatelem nebo spolecnosti Labcorp Ci jejich jménem
musi vratit zpét Zadavateli v souladu s Protokolem a podle
pokynU spoleénosti Labcorp, pfiemz naklady na vraceni
neponese ani Zdravotnické zafizeni ani ZkouSejici.

(e) Institution and Investigator acknowledge that the
Study Drug is experimental in nature, and therefore shall
exercise prudence and reasonable care in, and comply with
any Instructions regarding, the use, handling, secure

(e) Zdravotnické zafizeni a Zkou3ejici berou na
védomi, ze Studijni 1€k je experimentalni povahy, a proto
musi pfi pouzivani, manipulaci, bezpeéném skladovani,
pfepravé, nakladani a uchovavani Studijniho léku, vEetné
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storage, transportation, disposition and containment of the

vSech jeho derivat(, jednat obezietné a s pfiméfenou péci a

Study Drug, including any written instructions of the | v souladu s  pfipadnymi  pisemnymi  pokyny

Sponsor/Labcorp. Zadavatele/Labcorp.

4] The Institution and Investigator hereby undertake: | (f) Zdravotnické zafizeni a Zkou$ejici se timto
zavazuji:

(i) that the Study Drug shall be handled in
accordance to good pharmacy, storage and
distribution practice according to Act No.
378/2007 Sb., Collection of Laws, on
therapeutic agents amended by Regulation
No. 226/2008 Sb., Collection of Laws, on
good clinical practice and the detailed
conditions of the clinical assessment of
therapeutic agents and in accordance to
Regulation No. 229/2008 Sb., Collection of
Laws, on the manufacture and distribution of
therapeutic  agents including  current
exceptions.

(i) Ze se Studijnim Iékem bude nakladano v
souladu se spravnou lékarenskou,
skladovaci a distribuCni praxi podle
zakona €. 378/2007 Sb., o léCivech, ve
znéni vyhlasky €. 226/2008 Sb., o spravné
klinické praxi a blizS8ich podminkach
klinického hodnoceni Ié€ivych pfipravku, a
v souladu s vyhlaSkou €. 229/2008 Sb., o
vyrobé a distribuci léCiv, vCetné stavajicich
vyjimek.

The Sponsor/Labcorp will secure the distribution of the
Study Drug shipment to the Institution’s pharmacy where it
is received and checked by the responsible pharmacists (in
accordance with the Sponsor’s instructions — i.e. if it is not
damaged, in case of special transport requirements, if
those requirements have been complied with, confirms the
receipt of the shipment); subsequently the Investigator
picks up the Study Drug with an internal requisition form for
the site, where he/she is fully responsible for it.

Zadavatel / Spole¢nost Labcorp zajisti distribuci zasilky
Studijniho 1éku do Iékarny Zdravotnického zafizeni, kde je
odpovédny farmaceut pfevezme a zkontroluje (v souladu
s instrukcemi zadavatele — tzn. neni-li poskozena, v
pfipadé zvlastnich pozadavkd na transport, byly-li tyto
pozadavky dodrZeny, pfijem zasilky potvrdi), nasledné si
na interni zadanku Zkousejici Studijni 1€k vyzvedne na
centrum, kde je za né pIné zodpovédny.

Responsible pharmacist: HVLP Department, Ke Karlovu
2, Praha 2, responsible pharmacist

, tel.

Odpovédny farmaceut: Oddéleni HVLP, Ke Karlovu 2,
2, odpovédny farmaceut

Praha

i tel.

The Institution will be informed of the drug order delivery to
the pharmacy at least two (2) business da

s before the
delivery of the shipment, by an email sent to-
or . Labcorp will provide

delivery to:

Zdravotnické zafizeni bude informovano, kdy bude
objednavka lé¢iva dodana do Iékérny nejméné dva (2)
pracovni dny pfed doru€enim zasilky, a to bud e-mailem
odeslanym na adresu ,, Nebo
na Cislo nebo
. Labcorp zajisti dodavku na

Hospital Pharmacy — HVLP Department
General University Hospital in Prague
Ke Karlovu 2

120 00 Prague 2

Czech Republic

Nemocnicéni Iékarna - Oddéleni HVLP
VSeobecna fakultni nemocnice v Praze
Ke Karlovu 2

120 00 Praha 2

Ceska republika

Pharmacy and/or responsible pharmacist can be changed
upon written notification by the Institution to the Sponsor
and Labcorp and will be effective upon Labcorp’s written
approval

Informace o lékarné a odpovédném farmaceutovi mohou
byt aktualizovany na z&kladé pisemného oznameni
Zadavateli a spoleCnosti Labcorp ze strany Instituce a
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nabudou ucinnosti ke dni pisemného schvaleni ze strany
spoleCnosti Labcorp.

The Sponsor, as the waste producer, agrees to secure, at
its own expense, through Labcorp, transfer of the unused
Study Drug to the authorized person during and after the
end of the Study, in accordance with the provisions of Act
no. 541/2020 Coll. on waste, and its implementing
regulations, as amended.

Zadavatel prostfednictvim spoleénosti Labcorp se jako
puvodce odpadu zavazuije, Ze zajisti na vlastni naklady, jak
v pribéhu, tak i po skonceni Studie, pfedani nepouzitého
Studijniho Iéku opravnéné osobé v souladu s ustanovenimi
zak. €. 185/2001 541/2020 Sb., o odpadech a jeho
provadécimi predpisy, ve znéni pozdéjSich predpisul.

The returnable packages will not be collected from the
pharmacies but directly from the Study site.

Vratné obaly se nebudou vyzvedavat v |ékarnach, ale
pfimo v misté realizace Studie.

The Sponsor, through Labcorp, declares that all conditions
set forth by the applicable laws for the Study Drug
production (import) and distribution to the Institution have
been met.

Zadavatel prostfednictvim spole¢nosti Labcorp prohladuie,
Ze jsou spinény veSkeré podminky stanovené pfislusnymi
pravnimi pfedpisy pro vyrobu (dovoz) Studijniho Iéku a jeho
distribuci do Zdravotnického zafizeni.

(9) Institution will be provided by third party providers
with the following equipment:
(i) ECG machine, eCOA tablet, smartphones
for PRO completion from ERT will be provided to
the Institution, free of charge, properly packaged
and labeled, solely for the purposes of the conduct
of the Study. Upon completion of the Study or early
termination thereof and after written approval by
Labcorp or Sponsor, ECG machine, eCOA tablet,
smartphones for PRO completion from ERT shall
be returned as instructed by Labcorp or Sponsor.

(9) Zdravotnickému  zafizeni externi
dodavatelé toto vybaveni:

(i) pfistroj EKG, tablet eCOA, chytré telefony
pro dokoneni PRO z ERT budou poskytnuty
Zdravotnickému  zafizeni, bezplatng, Fadné
zabalené a oznacené, uréené vyhradné pro Ucely
provadéni Studie. Pfi ukonCeni Studie nebo jejim
pfedCasném ukonéeni a po pisemném schvéleni
spoleCnosti Labcorp nebo Zadavatelem se musi
pfistroj EKG, tablet eCOA, chytré telefony pro
dokonceni PRO z ERT vrétit podle pfislusnych
pokynu spole¢nosti Labcorp nebo Zadavatele.

poskytnou

(h) Institution understands and agrees that it is
expected for them to provide for the purposes of
the conduct of the Study 12-lead ECG, lab kits for
hematology, blood chemistry and serum pregnancy
testing as well as tests for urinary pregnancy with
no involvement from Labcorp/Sponsor.

(h) Zdravotnické zafizeni je srozuméno a souhlasi
stim, Ze pro UCely provadéni Studie se od négj
oCekava, Ze poskytne 12svodové EKG, laboratorni
soupravy pro hematologii, krevni biochemii a
téhotensky test ze séra a moCi, bez zapojeni
spoleCnosti Labcorp/Zadavatele.

(i) Institution and Investigator shall exercise reasonable care
and comply with any Instructions regarding the use
and storage of Equipment. Institution and
Investigator understand and agree that fees will be
offset if the Investigator and/or Institution is
negligent with any equipment provided, including
misuse, damage or loss.

(i) Zdravotnické zafizeni a ZkouSejici vynaloZi pfiméfenou
pédi a budou dodrZovat pokyny ohledné pouzivani a
skladovani vybaveni. Zdravotnické zafizeni a
ZkousSejici berou na védomi a souhlasi, Zze v pfipadé
jejich nedbalého zachazeni s jakymkoli poskytnutym
vybavenim, vCetné jeho nesprdvného pouZiti,
poSkozeni nebo ztraty, bude Skoda zapoctena proti
jejich odméné.

8. REPORTING STUDY DRUG SAFETY

8. HLASENI BEZPECNOSTI STUDIJNIHO LEKU

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

Hi&Seni bezpecnosti studijniho 1éku musi byt provedeno
vyhradné podle Protokolu a smérnic ICH-GCP.
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9. DEREGISTRATION

9. ZRUSENI REGISTRACE

Institution, on behalf of itself and its Research Staff, and
Investigator each represent and warrant that neither
itthe/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 or
otherwise had it/his/her right to conduct clinical studies
revoked by any national, foreign or international
authority/organization, (i) is aware of the initiation of any
proceedings involving his/her disqualification, deregistration
or debarment, or (iii) has been charged with crimes resulting
in the revoking of such right. Institution, on behalf of itself
and its Research Staff, and Investigator shall inform Labcorp
without delay should any revocation, deregistration or
debarment be announced during the Study.

Zdravotnické zafizeni svym jménem a jménem svého
Vyzkumného personalu a Zkou$ejici samostatné prohladuji
a zaruCuji, Ze oni sami ani zadna jina osoba, které bylo
zadéano provadéni Studie podle této Smlouvy, (i) nebyla v
minulosti "vySkrtnuta", vylouCena, odregistrovana ani ji
jakykoli narodni, zahraniéni nebo mezinérodni organ ¢i
organizace neodriala pravo provadét klinické studie, (ii) si
nejsou védomi zahdjeni jakéhokoli Fizeni souvisejiciho
s jejich vylouCenim, zruSenim registrace nebo vyloucenim,
nebo (iii) nebyli obvinéni z trestnych €inl s dlsledkem
odejmuti takového_prava. Zdravotnické zafizeni svym
jménem a jménem svého Vyzkumného personalu a
ZkouSejici jsou povinni spoleénost Labcorp bez odkladu
informovat, pokud bé&hem provadéni Studie dojde k
odejmuti, zruSeni registrace nebo vylouceni.

10. AUDIT, MONITORING AND INSPECTION

10. AUDIT, MONITOROVANI A INSPEKCE

(a) Institution and Investigator are required to
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 to the Investigator, and
during regular business hours, to:

(a) Zdravotnické zafizeni a ZkouSejici jsou povinni
spolupracovat se spoleCnosti Labcorp, Zadavatelem a
pfislusnymi viadnimi a regulaCnimi organy v jejich Usili o
sledovani, audit nebo kontrolu prdbéhu Studie ve
Zdravotnickém zafizeni. Povéfeni zastupci spoleénosti
Labcorp a Zadavatele maji na zakladé upozornéni
uCinéného s pfiméfenym predstihem Zkou3ejicimu a v
bézné pracovni dobé tato prava:

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

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

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

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

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

(iif) zkoumat zdrojové dokumenty a jiné |ékafské
zaznamy o Subjektech hodnoceni, které jsou
pfiméfené nezbytné ke sledovani Studie.

Monitoring and audit according to this section of the
Agreement can be conducted while respecting the legal
obligations of the Institution, primarily the obligation of
confidentiality, trade secrets of the Institution and personal
data protection, where the Institution has the right to restrict
access to documents (records, data) in order to prevent
violation of the protection of personal data of third parties or
its trade secrets. The Sponsor/Labcorp is required to bind all
persons participating in the inspection according to this
section of the Agreement by the obligation of confidentiality.

Monitorovani a audit dle tohoto ¢lanku Smlouvy mize byt
provadén pfi  respektovani  zakonnych  povinnosti
Zdravotnického zafizeni, pfedevsim povinnosti mi¢enlivosti,
obchodniho tajemstvi Zdravotnického zafizeni a ochrany
osobnich Udaju, pfiemz je Zdravotnické zafizeni opravnéno
omezit pfistup k dokumentim (zaznamdm, udajim) tak, aby
zamezilo poru$eni ochrany osobnich (daju tretich osob
nebo svého obchodniho tajemstvi. Zadavatel/Labcorp je
povinen zavazat veSkeré osoby podilejici se na kontrole dle
tohoto Clanku smlouvy Kk zachovavani povinnosti
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No personal data of a Trial subject or other information
based on which the Trial subject could be identified will be
disclosed to the Sponsor/Labcorp or other persons
authorized by the Sponsor without a prior written consent of
the Trial subject. Inspection by persons authorized by the
Sponsor/Labcorp will only be allowed after the prior
submission of a written authorization by the Sponsor.

micenlivosti. Bez pfedchoziho pisemného souhlasu subjektu
Hodnoceni nebudou Zadavateli/Labcorp ani jinym osobam
povéfenym Zadavatelem, zpfistupnény zadné osobni udaje
tykajici se subjektu Hodnoceni nebo jiné informace, na
zakladé kterych by bylo moZné identifikovat subjekt
Hodnoceni. Kontrola ze strany osob povéfenych
Zadavatelem/Labcorp bude umoznéna pouze po
pfedchozim pfedlozeni pisemného povéfeni Zadavatele.

Regardless of the above, the monitors of the
Sponsor/Labcorp have the right to review the source
documentation, including the health documentation of the
Trial subjects, and compare them during monitoring/audit.
However, the monitors of the Sponsor/Labcorp are not
authorized to make any records/copies, excerpts from the
source documentation. It is also not acceptable for the
monitors of the Sponsor/Labcorp to request lending of the
source documentation. The Investigator or another study
team member will always be present during monitoring and
audit.

Bez ohledu na shora uvedené, pfi provadéni
monitoringu/auditu maji monitofi Zadavatele/Labcorp pravo
nahlizet do zdrojové dokumentace, vCetné zdravotni
dokumentace subjektd Hodnoceni, a tyto navzéjem
porovnavat. Monitofi Zadavatele/Labcorp vSak nejsou
opravnéni pofizovat si jakékoli zaznamy/kopie, vypisy ze
zdrojové dokumentace. RovnéZ neni pfipustné, aby monitofi
Zadavatele/Labcorp  z&dali o  zapujéeni  zdrojové
dokumentace. ZkouSejici ¢i jiny ¢len studijniho tymu bude
vzdy pfitomen pfi provadéni monitoringu a auditu.

(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.

(b) V pfipadé, 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
doru¢eno, neprodlené informovat spoleénost 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 spoleénost Labcorp. Zdravotnické zafizeni nebo
ZkouSejici poskytnou spoleCnosti Labcorp a Zadavateli
kopie vSech specifickych materiald o Studii, externi
korespondenci, pfikazy, formulafe a zaznamy, které
Zdravotnické zafizeni nebo ZkousSejici ziska Ci vytvofi na
zakladé takového vysetfovani, a poskytne také spoleénosti
Labcorp a Zadavateli pfiméfenou moznost se pfedem
vyjadiit k veSkeré korespondenci, kterou Zdravotni zafizeni
nebo Zkousejici pro dany organ vytvofi.

(c) Institution and/or Investigator shall promptly correct
all 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-

(c) Zdravotni zafizeni a/nebo Zkousejici bezodkladné
opravi v8echny chyby zjisténé Zadavatelem, spoleénosti
Labcorp nebo jejich zastupci v pribéhu jakéhokoli auditu,
jakoZ i veSkeré polozky oznaCené za neodpovidajici

GCP Guidelines or with Investigator’s obligations under this | Protokolu, smérmici ICH-GCP  nebo  povinnostem
Agreement. ZkouSejiciho podle této Smiouvy.

1. PUBLICATION 1. PUBLIKACE

(a) All data or results arising out of the performance of | (a) V8echny Udaje a vysledky vyplyvajici z plnéni této

this Study shall be considered Information as defined above

Studie se povazuji za informace dle vySe uvedené definice,
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and shall not be used for the commercial benefit of
Institution, Investigator or Research Staff.

a nesmi byt pouzity pro komer¢ni prospéch Zdravotnického
zafizeni, Zkou$ejiciho nebo Vyzkumného personalu.

(b) If a certain clinical trial is a part of a multi-center
clinical trial, the Institution and the Investigator in this clinical
trial may not publish data gathered in the individual centres
or any centres associated with them until the results of the
complete clinical trial are published as a whole, in the
publication of the results of such clinical trial. If such multi-
center clinical trial is not accepted for publication within 18
months from the completion of the Study in all centres, or if
the Sponsor confirms that no multi-center publication will be
created, the Institution and/or the Investigator may publish
the results from their Institution independently in accordance
with this section of the Agreement and the ICMJE rules.

(b) Pokud je urcité klinické hodnoceni soudasti
multicentrického  klinického hodnoceni, Zdravotnické
zafizeni a ZkouSejici tohoto klinického hodnoceni nemohou
publikovat Udaje zjiSténé v jednotlivych centrech nebo v
kterychkoliv centrech, s nimiz jsou spojeny, do doby, nez
jsou publikovany vysledky z kompletniho klinického
hodnoceni jako celek, a to v publikaci vysledkd takového
klinického hodnoceni. Neni-li takovéto multicentrické
klinické hodnoceni pfijato k publikaci béhem 18 mésicl po
dokonéeni Studie ve vSech centrech, nebo Zadavatel
potvrdi, ze Zadnou multicentrickou publikaci nevytvori, mize
Zdravotnické zafizeni a/nebo ZkouSejici publikovat vysledky
ze svého Zdravotnického zafizeni samostatné v souladu s
timto ¢lankem smlouvy a pravidly ICMJE.

12. DATA AND REPORTS

12. UDAJE A ZPRAVY

Institution and/or Investigator shall submit all data, reports,
queries, and other requested information within the deadline
specified in the Protocol. Institution and/or Investigator shall
maintain Study reports as required by the Protocol and
Instructions specified in section 2 of this Agreement.
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 Protocol
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.

Zdravotnické zafizeni a/nebo ZkousSejici predloZi veSkeré
udaje, zpravy, dotazy a dal$i pozadované informace ve Ihaté
stanovené Protokolem. Zdravotnické zafizeni a/nebo
ZkouSejici jsou povinni vést hodnotici zpravy, jak vyZaduje
Protokol a Pokyny uvedené v¢l. 2 této Smilouvy.
Zdravotnické zafizeni a ZkouSejici se zavazuiji poskytnout
spolenosti Labcorp data poZadovana v Protokolu
prostfednictvim pfisluSného elektronického systému shéru
dat v souladu s harmonogramem Protokolu a v souladu s
Podminkami pro elektronicky pfistup, které tvofi Pfilohu A k
této Smlouve, které jsou zahrnuty odkazem do této Smlouvy.

13. INTELLECTUAL PROPERTY

13. DUSEVNI VLASTNICTVI

(a) Any inventions or discoveries (whether patentable
or not), innovations, suggestions, ideas, work product,
results and reports made or developed by Institution,
Investigator and/or Research Staff during the course of this
Study shall be promptly disclosed to Sponsor and shall
become, be and remain sole and the exclusive property of
Sponsor. Institution and Investigator hereby assign and shall
ensure all Research Staff assign all right, title, and interest
in and to such inventions or discoveries (whether patentable
or not), innovations, suggestions, ideas, work product and
reports, and all intellectual property rights with respect
thereto, to Sponsor, 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

(a) Veskeré vynalezy a objevy (bez ohledu na to, zda
jsou zpusobilé k patentovani, & nikoli), inovace, navrhy,
napady, vysledky prace, vysledky a zpravy, které
Zdravotnické zafizeni, Zkou$ejici a/nebo Vyzkumny
personal vytvofi nebo vyvinou v pribéhu této Studie musi
byt neprodlené sdéleny Zadavateli a stanou se, budou a
nadale zlstanou jeho vyhradnim majetkem. Zdravotnické
zafizeni a ZkouSejici timto postoupi a zajisti, ze veSkery
Vyzkumny personal postoupi Zadavateli veSkera prava,
vlastnicka prava a podily k témto vynalezim nebo objevim
(bez ohledu na to, zda jsou zpUsobilé k patentovani, i
nikoli), inovacim, navrhim, napaddm, vysledkim prace,
vysledkim a zpravadm, a veSkerym pravim dusevniho
vlastnictvi k nim, a zajisti, aby totéz Zadavateli zaru€il i
veskery Vyzkumny personal, pfiemZ tyto musi byt prosty
vSech zastavnich prav, narokli a vécnych bfemen. Vyse
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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.

uvedené statky budou vytvoreny jako “zaméstnanecké dilo”
ve prospéch Zadavatele. Na Zadost Zadavatele a na jeho
vyhradni naklady a vydaje pfijmou Zdravotnické zafizeni a
ZkouSejici takova opatfeni, ktera Zadavatel povazuje za
nezbytnd nebo vhodnad k upevnéni vyluéného vlastnictvi
tohoto majetku a ziskani patentu nebo jiné proprietarni
ochrany jménem Zadavatele s ohledem na kterykoli z vy3e
uvedenych statkd, pficemz zajisti pfijeti téchto opatfeni i ze
strany Vyzkumného personalu.

(b) Neither Labcorp nor Sponsor shall transfer to
Institution or 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 Sponsor.

(b) Ani  spoleCnost Labcorp ani Zadavatel na
Zdravotnické zafizeni nebo ZkouSejici (nebo Vyzkumny
persondl) na zakladé této Smlouvy ani jinak nepfevedou
zadna patentova, autorska ani jina vlastnickd prava
Zadavatele.

() Study Drug is and shall remain the sole property of
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.

() Studijni lék je a zUstava ve vyhradnim vlastnictvi
Zadavatele. Pfevod fyzické drzby Studijniho Iéku podle této
Smlouvy, alnebo jeho drzba & pouziti ze strany
Zdravotnického  zafizeni a  ZkouSejiciho  nesméji
pfedstavovat ani se povazovat za prodej, pronajem nebo
nabidky k prodeji & prondjmu Studijniho |éku, ani za pfevod
vlastnického prava k nému.

14. INDEMNITY, LIABILITY AND INSURANCE 14, NAHI@AIVJA' UJMY, ODPOVEDNOST A
POJISTENI
(a) Labcorp and Sponsor shall not be responsible for, | (a) Spoleénost Labcorp a Zadavatel nebudou nést

and 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 Staffs negligence, willful misconduct, or their
breach of this Agreement.

odpovédnost a Zdravotnické zafizeni odSkodni, obhaji a
ochrani spoleénost Labcorp a Zadavatele pfed jakoukoli
Skodou nebo narokem ucinénym tfeti stranou vyplyvajicim z
nedbalosti, umysiného nespravného jednani nebo poruseni
této Smlouvy ze strany Zdravotnického zafizeni,
Zkousejiciho, nebo Vyzkumného personalu, pfiCemz jsou
Zdravotnické zafizeni a Zkou$ejici povinni za tyto ztraty a
naroky spolecnost Labcorp a Zkousejiciho odSkodnit, branit
je pffed nimi a zbavit je za né odpovédnosti.

(b)

Institution and Investigator undertake to:

(b) Zdravotnické zafizeni a ZkouSejici se zavazuiji:

(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

(i) informovat spole¢nost Labcorp a Zadavatele bez
zbyte€ného odkladu o veSkerém jednani nebo nedbalosti,
které mohou vést ke vzniku narokd v0¢i Zadavateli,
spoleénosti Labcorp, Zdravotnickému zafizeni,
ZkouSejicimu nebo Vyzkumnému personalu ve vztahu ke
Studii, nebo o vzneseni takového naroku; a

(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 and
Labcorp.

(i) plné spolupracovat se Zadavatelem a/nebo
spolecnosti Labcorp s cilem stanovit ve vy3e uvedenych
pfipadech pfislusné kroky, a nepfijmout Zadné kroky, které
by mohly poskodit z&jmy Zadavatele a spole¢nosti Labcorp.
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() Labcorp hereby declares and warrants that the

the clinical trial in accordance with Section 52, Paragraph 3,
Letter f) of Act No. 378/2007 Coll. on pharmaceuticals, as
amended.

Sponsor has procured liability insurance for the conduct of

(c) Labcorp timto prohlaSuje a uijistuje, ze Zadavatel
ma uzaviené zakonné pojisténi odpovédnosti za provadéni
klinického hodnoceni podle § 52 odst. 3 pism. f) zakona &.
378/2007 Sb., o lécivech, ve znéni pozdéjSich predpist.

(d) The Institution, the Investigator and all Research
Staff are holders of valid licenses and authorizations that
are required for the provision of health care services in the
Czech Republic and that are required to perform activities
in the Study.

(d) Zdravotnické zafizeni, ZkouSejici a veSkery
Vyzkumny personal jsou drziteli platnych licenci a povoleni,
ktere jsou vyzadovany k poskytovani zdravotnich sluzeb
v Ceské republice a které jsou vyzadovany k vykonavani
¢innosti v ramci Studie.

(e) The Institution declares that it has procured
insurance in accordance with Section 45, Paragraph 2,
Letter n) of Act no. 372/2011 Coll. on health care services,
as amended, and will maintain such insurance for the
duration of the Study.

(e) Zdravotnické zafizeni prohladuje, Ze méa sjednano
pojisténi dle § 45 odst. 2 pism. n) zékona €. 372/2011 Sb.,
0 zdravotnich sluzbach, ve znéni pozdéjSich pfedpist a
bude udrzovat takové pojisténi v pribéhu trvani Studie.

4] The obligation of the Sponsor to the Institution is
specified in a separate Sponsor’s Indemnity Obligation.

f) odpovédnost Zadavatele vici Zdravotnickému zafizeni je
feSena  samostatnym  od3kodfiovacim  prohlasenim
s nazvem Zavazek zadavatele k nahradé ujmy.

15.  PAYMENTS

15. PLATBY

(a) All payments will be made payable to this following
payee (‘Payee(s)’) in accordance with the fee split
delineated in Exhibit B:

(a) VSechny platby budou vyplaceny tomuto pfijemci
(dale jen "Pfijemce platby" &i "Pfijemci platby") v souladu s
rozdélenim poplatk( definovanym v Pfiloze B:

Payee | Payee | Payee Payee Payee Jméno | Adresa DIC Konta | Kontak
Name | Address | Tax Contact | Contact Pfijemc | Prijemce | Prijemce | ktnie- tni
ID Email Number e platby | platby platby mail Cislo
Gener | UNemoc | CZ00 pfijem | pfijemc
al nice 06416 ce e
Univer | 499/2, 5 lath latb
sity 128 08 VSeobe | UNemoc | CZ00064 i
Hospit | Prague 2, cna nice 165
alin Czech fakultni | 499/2,
Pragu | Republic nemocni | 128 08
e ce Praha 2,
vPraze | Ceska
republika

The Institution acknowledges that the Investigator entered
into a separate agreement with the Sponsor or Labcorp,
based on which the Investigator and his/her study team will
be compensated for the performance of the clinical trial of
the Study Drug (hereinafter “Separate Agreement”).

Zdravotnické zafizeni bere na védomi, ze Zkousejici uzavfel
se Zadavatelem anebo Labcorp samostatnou smlouvu, na
zakladé, které bude ZkouSejici a jeho studijni tym odménén
za provedeni klinického hodnoceni Studijniho 1éku (dale jen
,Separatni smlouva®).

(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

(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
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noted in Exhibit B include all applicable overheads due to
any Party or entity as result of or in connection with the Study
(except the payments to the Investigator or their study team
according to the Separate Agreement).

uvedené v Pfiloze B zahrnuji v3echny pfislusné reZijni
naklady splatné kterékoli Smluvni strané nebo subjektu v
dusledku Studie nebo v souvislosti sni (vyjma plateb
ZkouSejicimu a jeho studijnimu tymu dle Separatni
smlouvy).

(c) Payments are dependent upon the performance of
procedures in full compliance with the Protocol and this
Agreement, as well as the timely and proper submission of
complete and correct data on the CRFs. The Payee 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. Payment
for partially completed cases, i.e., early withdrawals, 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, all advance
payments (unless non-refundable as agreed in this
Agreement) shall be promptly returned to Labcorp.

(c) Platby jsou podminény postupem v piném souladu
s Protokolem a touto Smlouvou, jakoZ i v€asnym a fadnym
predloZenim Uplnych a spravnych udajd z formulari subjektd
hodnoceni (Case Report Form). Pfijemce plateb neziska
nahradu za subjekty hodnoceni, které byly do Studie
zafazeny bez fadné provedeného informovaného souhlasu,
které nesplfiuji kritéria pro zafazeni/vylouCeni nebo jejichZ
zafazeni Ize povazovat za porudeni nebo odchylku od
Protokolu nebo této Smlouvy. Platba za ¢aste¢né provedené
pfipady, tj. pfipady pfed€asného odstoupeni, musi byt
provedena na pomérném zakladé za sluzby provedené
podle Prilohy B. Pokud je tato Smlouva bez ohledu na vyse
uvedené ukonCena ze strany spole€nosti Labcorp nebo
Zadavatele v dUsledku toho, ze Zdravotnické zafizeni nebo
Zkousejici nezafadili subjekt hodnoceni, vSechny zalohy
(pokud nejsou dle této Smlouvy nevratné) musi byt
neprodlené vraceny spole¢nosti Labcorp.

(d) Except as expressly provided for in this Agreement
and its exhibits and attachments, no payments (other than
payments to the Investigator and his study team according
to the Separate Agreement) will be made to Institution,
Investigator or any other person 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.

(d) Zdravotnickému zafizeni, ZkouSejicimu nebo
jakékoli dalsi osobé zapojené do studie nebudou ucinény
zadné jiné platby (vyjma plateb ZkouSejicimu a jeho
studijnimu tymu dle Separatni smlouvy). Nahrady za veSkeré
naklady vynaloZené mimo ramec této Smlouvy a jejich pfiloh
a doplnkd musi byt pfedem pisemné schvaleny spole¢nosti
Labcorp.

(e) 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.

(e) Zdravotnické zafizeni a/nebo ZkouSejici nesmi
vyUctovat zadné tfeti strané jakykoli studijni Iék ani jiné
polozky  nebo  sluzby  poskytnuté  Zadavatelem
prostfednictvim 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.

16. TERM AND TERMINATION

16. DOBA PLATNOSTI A UKONCENI

@) The term of this Agreement shall begin on the date
of its signature by all Parties and shall continue until all
services have been properly completed and all queries
resolved, unless sooner terminated in accordance with this
Agreement.

(a) Smlouva vstoupi v platnost v den jejiho podpisu
vSemi stranami a jeji platnost potrva do fadného dokonceni
v8ech sluZeb a vyfeSeni vSech dotazl, pokud neni ukonéena
dfive v souladu s touto Smlouvou.

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

(b) Spole¢nost Labcorp si na zakladé pisemného
povoleni od Zadavatele vyhrazuje pravo vypovédét tuto
Smlouvy;
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(i) upon thirty (30) days written notice to
Institution; or

(i) na zakladé vypovédi s fficetidenni (30)
vypovédni dobou dorucené Zdravotnickému
zafizeni; nebo

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

(i) s okamzitou ucinnosti, jestlize Zadavatel
ukonci smlouvy o provadéni klinického hodnoceni
se spoleCnosti Labcorp za Ucelem provadéni
Studie; nebo

(iif) 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.

(iii) pokud se Zkou$ejicimu nepodafi nabrat
nebo do Studie zafadit dostatecny pocet subjektu
hodnoceni pro Ucast ve Studii tak, aby bylo
pravdépodobné, Ze budou naplnény statistické
pozadavky vztahujici se ke Studii urCené
Zadavatelem.

(c)

Either Party may terminate this Agreement by written
notice to the other Party, which will take effect
immediately, if

(c)

Kazda ze Smluvnich stran mlze od této Smlouvy
odstoupit pisemnym oznamenim druhé Smiuvni strané
s okamzitou platnosti, pokud

(i) the other Party breaches any provisions of this
Agreement, and such breach is not remedied within
thirty (30) days of the breaching Party’s receipt of a
written notice requesting such a remedy;

() druhd Smluvni strana porusi jakékoli ustanoveni
této Smlouvy, a toto poruSeni neni napraveno ve |hité
tficeti (30) dnG ode dne doruceni pisemného oznameni
o tomto poruseni Smluvni strané, v némz se pozaduje
naprava;

(ii)_either Party reasonably considers that risk to the
Study patients associated with continuation of the
Study becomes unacceptable for scientific or Study
patients’ safety and welfare reasons;

(i) kterakoli ze Smiuvnich stran se divodné domniva,
Ze se riziko pro subjekty hodnoceni v souvislosti s
pokraCovanim Studie stane nepfijatelnym  pro
védeckou bezpednost nebo bezpednost subjektu
hodnoceni a z duvodd jejich dobrych Zivotnich
podminek;

(iii) any relevant certificate, authorization, approval or
exemption for conducting the Study is revoked,
suspended or expires without renewal; or

(iii) dojde ke zruSeni, pozastaveni nebo uplynuti doby
platnosti bez obnoveni jakéhokoli relevantniho
osvédCeni, opravnéni, povoleni nebo vyjimky pro
provadéni Studie; nebo

(iv) The Sponsor understands that termination of
employment relationship between the Investigator and
the Institution is the right of the Institution and will not
be considered a violation of this Agreement. The
Institution is required to notify Labcorp/Sponsor of such
termination of employment relationship between the
Institution and the Investigator immediately. If the
Parties to the Agreement cannot agree on the person
of the new Investigator who would accept obligations
of the Investigator according to this Agreement, either
Party to the Agreement has the right to terminate this
Agreement within fifteen (15) days from notification of
the end of participation of the Investigator.

(iv) Zadavatel bere na védomi, ze ukonCeni
pracovnépravniho  vztahu  Zkousejiciho  se
Zdravotnickym zafizenim je pravem Zdravotnického
zafizeni a nebude povazovano za poruSeni této
Smlouvy.  Zdravotnické  zafizeni je  povinno
bezodkladné oznamit Labcorp / Zadavateli takovéto
ukonceni pracovnépravniho  vztahu mezi
Zdravotnickym  zafizenim a  ZkouSejicim.
Nedohodnou-li se smluvni strany na osob& nového
ZkouSejiciho, ktery pfijme zavazky ZkouSejiciho dle
této smlouvy, do patnacti (15) dnd od oznameni
ukonCeni UCasti ZkouSejiciho, je kterakoliv ze
smluvnich stran opravnéna od této smlouvy odstoupit.

GossamerBio GB002-2101 czech Rep CTA | 0rA7T 2 version 080ct2021
Gossamerbio CZE CTA Template FINAL Version, 29Sep2020

Page 17 of 27



Protocol Ref: GB002-2101

Covance Master Template: Version 1, 09Mar2020
Sponsor/Study Approved Template: FINAL Version, 29Sep2020

(d) 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 shall refrain from incurring additional costs and
expenses to the extent possible.

(d) lhned po obdrzeni oznameni o ukonCeni této
Smlouvy je ZkouSejici povinen v rozsahu poZadovaném
smérnici ICH-GCP zastavit zapis subjektti hodnoceni do
Studie, pfestat v Iékafsky mozném rozsahu provadét
postupy na subjektech hodnoceni, které jiz byly do Studie
zapsany a je povinen zamezit vzniku dodatecnych nakladu
a vydajl v nejvy3si mozné mife.

(e) 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 law or Czech Republic laws
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

(e) Strany souhlasi s tim, Ze po ukonceni poskytovani
sluzeb v rozsahu, v némz se tykaji osobnich udajl Labcorp,
Zdravotnické zafizeni a v8ichni jeho Diléi zpracovatelé, vrati
podle rozhodnuti Labcorp vSechny osobni Udaje Labcorp a
jejich kopie Labcorp, nebo bezpecné znici viechny osobni
Udaje Labcorp a potvrdi Labcorp, Ze tak ucinily, pokud pravni
pfedpis Evropské unie nebo pravni predpisy Ceské
republiky, nebrani Zdravotnickému zafizeni ¢i Dil¢imu
zpracovateli ve vraceni Ci zniceni vSech osobnich Udajl
Labcorp nebo jejich &asti. V takovém pfipadé Zdravotnické
zafizeni zaruCuje, Ze zajisti dlvérnost osobnich Udaju
Labcorp a nebude dale aktivné zpracovavat osobni Udaje
Labcorp a zaruci vraceni a/nebo zniCeni osobnich Udajl
Labcorp, jak to Labcorp pozaduje, kdyZz jiz zakonna
povinnost nevratit a neznicit informace neni dale uéinna.

(f) 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 but already paid to Payee shall be
returned to Labcorp within thirty (30) days of the site close-
out visit by Labcorp.

(f) V pfipadé ukonceni této Smlouvy se ¢astka splatna
podle této Smlouvy omezi na pomérné poplatky na zakladé
skuteéné prace fadné a v€as provedené do data ukonceni
podle Protokolu, jak je stanoveno v souladu s Pfilohou B.
Veskeré prostfedky, které nejsou Pfijemci plateb splatné,
ale které jim jiz byly vyplaceny, musi byt vraceny spole¢nosti
Labcorp do tficeti (30) dni ode dne zavérecné navstévy
spolecnosti Labcorp.

17. REPLACEMENT

17. NAHRADNICI

(@) 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; however
Investigator shall continue to be bound by the provisions
herein relating to Confidentiality, Deregistration (or
Debarment), Financial Disclosure, Publication, Intellectual
Property, Indemnity, Liability and Insurance notwithstanding
his or her replacement hereunder.

(a) Pokud ZkouSejici bud’ nechce nebo nemdze plnit
povinnosti podle této Smlouvy, Zdravotnické zafizeni a
ZkouSejici budou v dobré vife a bez pratahd spolupracovat
na nalezeni nahradniho Zkousejiciho s obdobnou kvalifikaci
pfijatelného pro Zadavatele a spoleCnost Labcorp;
ZkouSejici v8ak bude i nadale vazan ustanovenimi této
Smlouvy tykajicimi se duvérnosti, deregistrace (nebo
vylou€eni), poskytovani finan¢nich informaci, zvefejiiovani,
du$evniho vlastnictvi, odSkodnéni, odpovédnosti a pojisténi
bez ohledu na své nahrazeni podle této Smlouvy.

18. RECORD RETENTION

18. UCHOVAVANi ZAZNAMU
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All Essential Documents as defined in ICH-GCP Guidelines
will be retained in accordance with ICH-GCP Guidelines and
the Protocol.

V8echny Dulezité Dokumenty, které jsou definovany ve
smérnicich ICH-GCP, budou uchovavany v souladu se
smérnicemi ICH-GCP a Protokolem.

The Institution will control the study data, source records for
a period of fifteen (15) years from the end of the study in the
Institution or in accordance with the legal requirements,
whichever is longer, and after this period they will be
shredded according to the applicable law. If the Sponsor or
Labcorp are interested in further archiving of the
documentation, they are required to submit their request in
writing to the Institution at least two months before the end
of the agreed archival period and the Institution will arrange
further archival at the expense of the Sponsor or Labcorp.

Zdravotnické zafizeni bude Udaje o studii, zdrojové
zaznamy spravovat po dobu patnacti (15) let po ukonceni
Studie ve Zdravotnickém zafizeni nebo v souladu
se zakonnymi pozadavky podle toho, které z obdobi je delsi,
a po uplynuti této Ihaty budou skartovany dle pfislusnych
pravnich predpisl. V pfipadé, Zze Zadavatel nebo Labcorp
maji zajem na dalSi archivaci dokumentace, jsou povinni
svij pozadavek uplatnit pisemné u Zdravotnického zafizeni
nejméné dva mésice pred uplynutim sjednané doby
archivace a Zdravotnické zafizeni dalSi archivaci na naklady
Zadavatele nebo Labcorp zajisti.

19. ASSIGNMENT

19, POSTOUPENI SMLOUVY

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 to a third party, it is required to immediately notify
the Institution and the Investigator of such assignment in
writing. In the event Labcorp assigns or transfers this
Agreement to a third party, such third party will assume all
obligations hereunder.

Zdravotnické zafizeni nebo ZkousSejici nesmi tuto Smlouvu
postoupit nebo prevést bez predchoziho pisemného
souhlasu spole¢nosti Labcorp a Zadavatele. Spoleénost
Labcorp m0ze tuto Smlouvu postoupit nebo prevést na treti
stranu, o takovém postoupeni je povinna Zdravotnické
zafizeni a Zkousejiciho bezodkladné pisemné informovat. V
pfipadé, ze spoleénost Labcorp postoupi nebo prevede tuto
Smlouvu na fteti stranu, takova tieti strana pfevezme
vSechny povinnosti podle této Smlouvy.

20. INDEPENDENT CONTRACTOR

20. NEZAVISLA SMLUVNi STRANA

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 (the fact that the Investigator is an employee of
the Institution is not considered a breach of this clause).
Accordingly, the employee(s) of one Party shall not be
regarded as employee(s) of the other Party and none of the
Parties shall 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.

V8echny smluvni strany budou vykonavat funkci nezavislé
smluvni strany a nebudou v Zadném pfipadé povaZovany za
povéfené osoby, zaméstnance, pomocniky nebo zastupce
dané strany (skuteCnost, Ze ZkouSejici je zaméstnancem
Zdravotnického zafizeni neni povazovana za poruSeni
tohoto ustanoveni). 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 spoleénost Labcorp nenese viéi
Pfijemci platby odpovédnost za dané tykajici se
zaméstnavatell a Pijemce platby neni opravnén k ucasti na
zaméstnaneckych vyhodach spolecnosti Labcorp.

21. PUBLICITY

21, UVEREJNENI SMLOUVY

Neither Institution, Investigator, nor its Research Staff shall
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 disclosure, except as required by law.

Zdravotnické zafizeni ani ZkouSejici nebo jeho Vyzkumny
personal nejsou opravnéni zvefejnit existenci této Smlouvy
nebo svj vztah ke spole¢nosti Labcorp nebo Zadavateli bez
vyslovného pisemného souhlasu Smiuvni strany, jejiz jméno
je pfedmétem moZného zvefejnéni, s vyjimkou pfipadu
vyZadovanych zakonem.
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The examples where disclosure is required by law according
to the Agreement of the Parties to the Agreement is
publication in the register of contracts in accordance with Act
no. 340/2015 Coll. on the register of contracts. This
publication of Agreement will be performed by the Institution.
The Parties to the Agreement have agreed that trade secrets
designated by the Sponsor will be removed before the
Agreement is entered in the register of contracts, and the
exhibits to the Agreement will not be published in the register
of contracts. Before signing the Agreement, the
Sponsor/Labcorp will send the Institution the final version of
the Agreement in an electronically readable format with
deleted text in the Agreement, that the Sponsor considers to
be a trade secret, by email to . The Institution
will arrange the publication of the Agreement within 10 days
from signature. The Agreement comes into force on the date
of signature of both Parties to the Agreement and becomes
effective on the date of publication in the register of
contracts. Notification of the administrator of the register of
contracts about the publication of the Agreement will be sent
to the email address of the Labcorp authorized person:

Mezi pfipady, kdy je uvefejnéni vyzadovano zakonem, dle
dohody smluvnich stran patfi uvefejnéni v registru smluv ve
smyslu zakona €. 340/2015 Sb., o registru smluv. Toto
uvefejnéni smlouvy provede Zdravotnické zafizeni. Smluvni
strany se dohodly, Zze oznaené obchodni tajemstvi
Zadavatelem, bude pfed zadanim Smlouvy do registru
smluv odstranéno a pfilohy smluv nebudou v registru smluv
uvefejiiovany. Pfed podpisem smlouvy Zadavatel/Labcorp
za8le Zdravotnickému zafizeni finalni verzi Smlouvy ve
strojové Citelném formatu s vySkrtnutym textem Smlouvy,
ktery povaZzuje Zadavatel za obchodni tajemstvi na e-
mailovou adresu . Zdravotnické zafizeni zajisti
uvefejnéni Smlouvy béhem 10 dni od podpisu. Smlouva
nabyva platnosti dnem podpisu smluvnimi stranami a
ucinnosti dnem uvefejnéni v registru smluv. Notifikace
spravce registru smluv o uvefejnéni Smlouvy bude zaslana

na e-mail iovéfené osoby spole¢nosti  Labcorp:

22, GOVERNING LAW AND JURISDICTION

22, ROZHODNE PRAVO A SOUDNI PRISLUSNOST

This Agreement shall be construed in accordance with the
laws of the Czech Republic without regard to its conflict of
laws provisions. Any disputes arising or related to this
Agreement will be decided exclusively by the applicable
courts in the Czech Republic. Local jurisdiction of the court
will be given by the registered address of the Institution.

Tato Smlouva musi byt vykladana v souladu s pravem
Ceskeé republiky bez ohledu na kolizni ustanoveni. Jakékoli
spory vyplyvajici nebo souvisejici s touto Smiouvou budou
rozhodovany vyhradné pfislusnymi soudy Ceské republiky.
Mistni pfislusnost soudu bude dana sidlem Zdravotnického
zafizeni.

23. SURVIVAL

23. PRETRVANI PLATNOSTI USTANOVENI

Provisions herein regarding Confidentiality, Deregistration
(or Debarment), Audits, Monitoring and Inspection,
Publication, Intellectual Property, Indemnity, Liability and
Insurance, Record Retention, Assignment, and Governing
Law shall survive upon expiration or termination of this

Ustanoveni této Smlouvy tykajici se Dlvérnosti,
Deregistrace (nebo Vylu€ovani), Auditl, Monitorovani a
Kontroly, zvefejiovani, DuSevniho vlastnictvi, Nahrady
Skod, Odpovédnost a pojisténi, Uchovavani zaznamd,
Postoupeni a rozhodného prava zustavaji v platnosti i po

Agreement. vyprseni nebo ukonceni platnosti této Smiouvy.
24, MISCELLANEOUS 24, DALSI USTANOVENI
(a) This Agreement represents a complete agreement | (a) Tato Smlouva pfedstavuje Uplnou dohodu mezi

between the Parties and at the same time repeals and
supersedes any previous written or oral agreements
between the Parties regarding the subject of the Agreement.

stranami a souc¢asné rusi a nahrazuje veskeré pfedchozi
pisemné nebo Ustni dohody mezi i stranami vztahujici se k
pfedmétu smlouvy.

(b) This Agreement may be modified only by written
document signed by the Parties hereto.

(b) Tuto Smlouvu Ize ménit pouze pisemnym
dokumentem podepsanym Smluvnimi stranami.

(c) This Agreement and its exhibits are executed in the
English and Czech versions. In the event of conflict between

(c) Tato Smlouva ajeji pfilohy jsou vyhotoveny
v anglické a eské jazykové verzi. V pfipadé rozporu mezi
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the English and Czech versions, the Czech wording of the
Agreement prevails.

anglickou a ¢eskou jazykovou verzi bude uréujici Ceska
jazykova verze.

(d) The individual provisions of this Agreement are
separable, i.e. invalidity of one of these provisions does not
cause invalidity of the Agreement as a whole. If any provision
of this Agreement becomes invalid or unenforceable, the
Parties to the Agreement will initiate negotiations in order to
newly regulate their mutual relationships in such way that the
original intent of the Agreement is preserved.

(d) Jednotlivda  ustanoveni této Smlouvy jsou
oddélitelnd v tom smyslu, ze neplatnost jednoho z téchto
ustanoveni nezpUsobuje neplatnost Smlouvy jako celku.
Pokud se jakékoli ustanoveni této Smlouvy stane neplatnym
nebo nevymahatelnym, zahgji smluvni strany jednani za
Ucelem nové Upravy vzajemnych vztaht tak, aby byl
zachovan puvodni zamér Smiouvy.

(e) 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) Pokud se néktera 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 porudeni kteréhokoli ustanoveni
této Smlouvy.

(f) This Agreement is executed in 3 copies with
effectiveness of the original, where each Party receives one
copy. Further, the Parties acknowledge and agree that
Gossamer Bio 002 Limited and Sponsor are third-party
beneficiaries under this Agreement and shall have full right
to enforce any and all obligations owed to it, or to Labcorp
for the benefit of Sponsor, as though it were a party to the
Agreement. The provision of the previous sentence of this
Section 24(f) shall inure to the benefit of Sponsor and its
successors and assigns.

(f) Tato Smlouva je vyhotovena ve 3 stejnopisech s platnosti
originalu, pficemz kazdad strana obdrzi po jednom
stejnopisu. Smiuvni strany dale berou na védomi a souhlasi
s tim, ze spole¢nost Gossamer Bio 002 Limited a Zadavatel
jsou opravnénou treti stranou k pozivani prav podle této
smlouvy a maji plné pravo vymahat veskeré zavazky vuci ni
nebo spoleénosti Labcorp ve prospéch Zadavatele jako by
byly stranou této smlouvy. Ustanoveni pfedchozi véty tohoto
bodu 24, pism. f bude svédCit ve prospéch Zadavatele, jeho
nastupcu a nabyvateld.

(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 delivered
personally, by courier, or five (5) days after the date
postmarked if sent by registered or certified mail, return
receipt requested postage prepaid, to the following address:

(9) Veskera oznameni, ktera jakékoli Smluvni strana musi
nebo mlze ucinit podle této Smlouvy musi mit pisemnou
formu a musi se povazovat za u¢inéna k datu pfijeti, pokud
budou doru¢ena osobné, kuryrni sluzbou, nebo pét (5) dnl
po datu uvedeném na poStovnim razitku v pfipadé zaslani
doporuenym dopisem nebo dopisem s doruenkou na
nasledujici adresu:

If to Labcorp:

Labcorp Drug Development Inc.
206 Carnegie Center

Princeton

New Jersey 08540

USA

Za spolecnost Labcorp:
Labcorp Drug Development, Inc.
206 Carnegie Center

Princeton

New Jersey 08540

USA

If to Institution:

Clinical Trials and Research Department
General University Hospital in Prague

U Nemocnice 499/2

128 08 Prague 2

Czech Republic

Za Zdravotnické zarizeni:

Oddeéleni klinického hodnoceni a vyzkumu
V$eobecna fakultni nemocnice v Praze

U Nemocnice 499/2

128 08 Praha 2

Ceska republika

If to Investigator:

Za Zkousejiciho:
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' I 2 Depariment of Internal

Medicine — Department of Cardiology and Angiology of the
1st College of Medicine, Charles University and General
University Hospital, Prague 2, U Nemocnice 499/2, Czech
Republic

B B . ntemi kinka - Klinika

kardiologie a angiologie 1. LF UK a VFN, Praha 2, U
Nemocnice 499/2, Ceska republika

If to Sponsor:

GB002, Inc.

3013 Science Park Road, Suite 200
San Diego,

CA 92121

USA

Za Zadavatele:

GB002, Inc.

3013 Science Park Road, Suite 200
San Diego,

CA 92121

USA

Any Party may change its notice address and contact person
by giving notice of same in the manner herein provided. For
the avoidance of doubt, an amendment to this Agreement or
any Task Order will not be required in order to provide notice
of a change of address.

Kazda ze Smluvnich stran mize zménit svou doru¢ovaci
adresu a/nebo kontaktni osobu pfislusnym oznamenim
stanovenym v této Smlouvé nebo objednavce. Pro vylougeni
pochybnosti neni tfeba tuto Smlouvu ménit pro ucinéni
0znameni 0 zméné adresy.

(h) The Parties to the Agreement all expressly and
without any reservations declare that they have read this
Agreement, which fully expresses their solemn and free will,
are authorized for this legal action, do not undertake it under
duress nor under clearly disadvantageous conditions, and
as proof of their agreement with its content they attach their
hand-written signatures hereunder.

(h) Smluvni strany shodné&, vyslovné a bez jakychkoli vyhrad
prohladuji, ze si tuto Smlouvu, ktera plné vyjadiuje jejich
vaznou a svobodnou villi, pfecetly, jsou k tomuto pravnimu
Ukonu zpUsobilé, tento neCini v tisni za napadné
nevyhodnych podminek a na dlkaz svého souhlasu s jejim
obsahem niZe pfipojuji své vlastnoruéni podpisy.

Exhibits:

Exhibit A: Conditions for access to electronic data
Exhibit B: Budget and payment summary

Exhibit C: Indemnification Letter (included by reference)

Pfilohy:

Priloha A: Podminky pro pfistup k elektronickym tdajim
Pfiloha B: Rozpocet a prehled plateb

Pfiloha C: OdSkodrovaci dopis (pfipojeno na zakladé
odkazu)

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

ZBYTEK TETO STRANKY JE ZAMERNE PONECHAN PRAZDNY
NASLEDUJE STRANKA S PODPISY
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In witness whereof, this Agreement has been executed below by the parties hereto through their duly authorized
representatives./ Na dikaz ¢ehoz naleZité opravnéni zastupci smiuvnich stran podepisuji nize tuto Smiouvu.

LABCORP DRUG DEVELOPMENT Inc.

Signature / Podpis:
Printed Name / Jméno hdlkovym pismem:
Title / Funkce:

Date / Datum:

VSeobecna fakultni nemocnice v Praze

Signature / Podpis:
Printed Name / Jméno hllkovym pismem:
Title / Funkce:

Date / Datum:

Signature / Podpis:

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

Priloha A : Podminky pro pristup k elektronickym
udajim

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:

ZkouSejici a dali osoby ve Zdravotnickém zafizeni mohou
ziskat uzivatelské jméno a heslo (,Opravnéni uzivatelé®) k
umoznéni pfistupu ke Studijnim Udajum v systému pro
elektronicky sbér dat platném pro Studii (,Systémy*).
UZivatelska jména a hesla jsou poskytnuta na zakladé
poskytnuti  souhlasu od  Zdravotnického  zafizeni,
Zkousejiciho a Opravnénych uzivatell pracovisté k
dodrzovani zavazk( pod|éhajici témto podminkam:

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
hisfher 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.

Opravnéni uzivatelé poskytnou spoleénosti Labcorp urcité
registraCni Udaje v&etné jména, adresy, telefonniho Eisla a
e-mailové adresy, které musi byt pfesné a aktualni. VSichni
Opravnéni uzivatelé berou na védomi, Ze jsou odpovédni
za v8echny své Cinnosti 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 Ci heslo, na které se vztahuji préva jiné
osoby bez poskytnuti opravnéni od takové osoby, nebo (c)
opravnit Zadnou tfeti osobu k pouZivani uzivatelského
jména a/nebo hesla.

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.

Opravnéni uzivatelé souhlasi s tim, Zze budou pfidélena
uzivatelska jména a/nebo hesla uchovavat v divérnosti a
bez prodleni uvédomi spoleénost Labcorp, (a) pokud se
vyskytne ddvod k podezfeni, Ze pfidélené uzivatelské
jméno a/nebo heslo bylo nechténé uvedeno ve znamost
nebo jinak prozrazeno, (b) o jakémkoli zndmém (i
domnélém uzivani uzivatelského jména a/nebo hesla nebo
(c) jakémkoli zndmém nebo domnélém poruSeni
bezpednosti, vetné ztraty, odcizeni & neopravnéného
pouZivani uzivatelského jména a/nebo hesla.

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

Neni-li zde vyslovné uvedeno jinak, Opravnéni uzivatelé
nesmi pfedat & umoznit pouzivani nebo pfistup do Systému
zadné tfeti strané. Opravnéni uZzivatelé, Zdravotnické
zafizeni a ZkouSejici musi Systémy pouzivat pouze k
zakonnym ucCellm 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 vytvafet derivaty
Systéml nebo zvefejriovat vysledky vykonnosti Systému
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prior written consent. Institution and Authorized Users shall
not transfer, sell, resell, give, distribute or sublicense the
License to any other party.

zadnym tfetim stranam bez pfedchoziho pisemného
souhlasu vlastnika. Zdravotnické zafizeni a Opravnéni
uzivatelé nesmi prenaset, prodavat, opétovné prodavat,
darovat, distribuovat ¢i poskytovat podlicence zadné treti
strané.

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.

NedodrZeni vySe uvedeného bude znamenat poruseni této
Smlouvy, coz mize mit pro Opravnéné uzivatele nebo
Zdravotnické zafizeni za nasledek okamzité zrudeni
pfistupu do Systému.
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Exhibit B: Budget/ Pfiloha B: Rozpocet
WILL NOT BE PUBLISHED IN THE CONTRACTS REGISTER

NEBUDE ZVEREJNENO V REGISTRU SMLUV
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Exhibit C: Indemnification Letter Priloha C: Odskodnovaci dopis
Separate document Samostatny dokument
(Included by reference) (pfipojeno na zakladé odkazu)
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