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INSTITUTION CLINICAL TRIAL
AGREEMENT

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

Fortrea Inc., with its registered office at 10
Moore Drive, Durham, NC, 27709, USA,
represented by XXX, and its affiliates (hereinafter
referred to as “Fortrea” or “CRO”); and

Fakultni nemocnice Bulovka, with its registered
office in: Budinova 67/2 Prague 8 — Liben,
zipcode 180 81, Czech Republic

Represented by XXX

Company ID: 00064211, Tax ID: CZ00064211
Bank account: 16231081 /0710

Ceska narodni banka

SWIFT: CNBACZPP

variable symbol: XXX

(hereinafter referred to as “Institution”)

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

Whereas, Fortrea is acting in its capacity as a
contract research organization as defined in ICH-
GCP 1.20 as an independent contractor of
ASTRAZENECA AB, 151 85 Sodertilje,
Sweden and its affiliates (“Sponsor”) who intends
to conduct the Study (as defined below) and has
retained Fortrea (under a separate agreement) to
provide certain  Study-related services as
delegated by the Sponsor, including entering into
clinical trial agreements with sites participating in
the clinical research study (“Study”) detailed
below:

SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENI

Tato smlouva o provedeni klinického hodnoceni
(dale jen ,,Smlouva‘) se uzavira ke dni pfipojeni
posledniho podpisu a je G¢inna ode dne zveiejnéni
v Registru smluv (déle jen ,Datum ucinnosti®)
mezi témito Smluvnimi stranami:

Fortrea Inc., se sidlem 8 Moore Drive, Durham,
NC, 27709, Spojené staty americké, zastoupena
XXX, a jeji pridruzené spolecnosti (dale jen
»wFortrea* nebo ,,CRO*); a

Fakultni nemocnici Bulovka, se sidlem
Budinova 67/2, Praha 8 — Libeti, 180 81 Ceska
republika

Zastoupena XXX

ICO: 00064211, DIC: CZ00064211
Cislo uétu: 16231081 /0710

Ceska narodni banka

SWIFT: CNBACZPP

variabilni symbol: XXX

(dale jen ,,Zdravotnické zarizeni®)

JelikoZ jsou spolecnost Fortrea a Zdravotnické
zafizeni zde dale oznacovani jednotlivé jako
»Strana“ a spolecné jako ,,Strany*;

Jelikoz, spolec¢nost Fortrea jedné jakoZto smluvni
vyzkumné organizace, jak je stanoveno ve
smérnicich ICH-GCP 1.20, jako nezavisla smluvni
strana jménem spolecnosti ASTRAZENECA AB,
151 85 Sodertilje, Svédsko a jejich pridruzenych
spolecnosti (,,Zadavatel*), kterd zamysli proveést
Studii (definovanou niZe) anajala spole€nost
Fortrea (v samostatné smlouve), aby poskytovala
ur¢ité sluzby souvisejici se studii, které na ni
delegoval Zadavatel, vcetné¢ wuzavieni smluv
o klinickém hodnoceni s pracovisti, kterd se
ucastni provadeéni klinické vyzkumné klinické
studie (,,Studie*) popsané nize:

Study Camizestrant (AZD9833)
Drug: (hereinafter referred to as “Study
Drug”)

Studijni
1¢k:

Camizestrant (AZD9833) (dale
jen ,,Studijni 16k*)
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Fortrea wishes to engage and Institution desires to
participate in conducting the Study;

Now, therefore, the Parties hereto agree as
follows:

1. CONDUCT OF THE STUDY

(a) Institution agrees that its employee, agent
or contractor XXX, Ustav radiaéni onkologie
FNB a 1. LF UK (hereinafter referred to as
“Investigator”) will conduct the Study at the
Institution under terms and conditions separately
agreed between Fortrea and Investigator.
Wherever, in this Agreement, reference is made to
obligations which are incumbent on the
Investigator, such reference is intended for the
purpose of informing the parties to this
Agreement accordingly.

(b) Institution shall ensure that all persons
who have involvement in the Study and who are
employees, independent contractors or agents of

Protocol | “CAMBRIA-1: A Phase III, Open- Nazev LCAMBRIA-1I: Nezaslepenad,

Title: Label, Randomised Study to Assess protokolu: | randomizovana studie faze Il k
the Efficacy and Safety of posouzeni ucinnosti a
Extended Therapy with bezpecnosti prodlouzené léchy
Camizestrant (AZD9833, a Next camizestrantem (AZD9833, dalsi
Generation, Oral Selective generace peroralniho
Estrogen  Receptor  Degrader) selektivniho degradatoru
versus Standard Endocrine estrogenového receptoru) oproti
Therapy (Aromatase Inhibitor or standardni  endokrinni  léche
Tamoxifen) in  Patients with (inhibitor ~ aromatazy  nebo
ER+/HER2- Early Breast Cancer tamoxifen) u pacienti s casnym
and an Intermediate or High Risk karcinomem prsu ER+/HER2- a
of  Recurrence  Who  Have strednim nebo vysokym rizikem
Completed Definitive recidivy, kteri dokoncili
Locoregional Therapy and at definitivni lokoregionalni terapii
Least 2 Years of Standard a nejméné 2 roky standardni
Adjuvant Endocrine-Based adjuvantni endokrinni lécby bez
Therapy Without Disease recidivy ~ onemocnéni”,  jak
Recurrence” as amended from vyplyvd z pozd€jSich zmén,
time to time and incorporated doplnéni a tuprav, a uvadéném
herein by reference (hereinafter zde  odkazem (dale jen
referred to as the “Protocol”) ,Protokol*)

Protocol | D8531C00002 Cislo D8531C00002

Number: protokolu:

Fortrea si pfeje zapojit Zdravotnické zatizeni do
Studie za ucelem provadéni Studie;

Se proto nyni Strany dohodly nésledujici:

1. PROVEDENI STUDIE

(a) Zdravotnické zatizeni souhlasi s tim, ze
jeho zaméstnanci, zastupci nebo smluvni strany
XXX, Ustav radiaéni onkologie FNB a 1. LF
UK (daéle jen ,,ZkouSejici*) provedou Studii na
pracoviSti Zdravotnického zatizeni v souladu
s podminkami, které byly dohodnuty
v samostatné smlouvé mezi spolec¢nosti Fortrea
a ZkouSejicim. Bude-1i kdekoli v této Smlouvé
uvedena zminka o zavazcich, které spocivaji na
ZkouSejicim, bude takovd zminka urfena pro
ucely fadného informovani Smluvnich stran.

(b) Zdravotnické zatfizeni zajisti, aby vSechny
osoby ucastnici se Studie, které jsou zaméstnanci,
nezavislymi dodavateli nebo zastupci
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Institution and/or Investigator, including but not
limited to study coordinators, clinical research
coordinators, pharmacy, laboratory, radiology,
pathology, cardiology and nursing staff
(hereinafter “Research Staff’) are adequately
trained, have the knowledge and experience to
undertake the Study and shall accurately,
efficiently and expeditiously perform the Study in
a professional and competent manner in
compliance with monitoring and escalation
process. Institution shall ensure and warrant
compliance with the provisions and requirements
of this Agreement by Research Staff. Wherever,
in this Agreement, reference is made to
obligations which are incumbent on the Institution
and/or Investigator for services which may be
performed by Research Staff, such reference is
intended to include Research Staff.

(c) By agreeing to the terms and conditions of
this Agreement and performing the services for
Fortrea, Institution represents and warrants that it
and the Investigator are not in violation of any
terms and conditions of any agreement for services
or employment with any other individual or entity.

(d) To the extent terms and conditions in this
Agreement and the Protocol conflict, the terms and
conditions of the Protocol shall control with respect
to scientific, medical, patient consent, and any other
issues directly relating to the conduct of the Study
and keeping of records (e.g. case report forms)
associated therewith, and the provisions of the main
body of this Agreement shall control with respect to
all other issues.

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

Zdravotnického zafizeni
zejména  koordindtoii  studie,  koordinatofi
klinického  vyzkumu,  pracovnici  lékarny,
laboratote, radiologie, patologie ¢i kardiologie a
zdravotnicky personal (dale jen ,,Vyzkumny
personal“) jsou adekvatné¢ vyskoleni, maji
znalosti a zkuSenosti k provedeni Studie a
provedou Studii pifesn¢, rychle a ucinné¢ a
profesiondlnim a  kompetentnim  zpiisobem
v souladu s procesem monitorovani a eskalace.
Zdravotnické zafizeni zajisti a zaru¢i dodrzovani
ustanoveni a  pozadavkii  této  smlouvy
Vyzkumnym personalem. Pokud je v této Smlouvée
uveden odkaz na  zdvazky, z nichz
Zdravotnickému zafizeni a/nebo Zkousejicimu
plynou povinnosti vzhledem ke sluzbam, ktery
muze poskytovat Vyzkumny personal, takovy odkaz
je 1odkazem na Vyzkumny personal.

a/nebo  Zkousejiciho,

(¢) Udélenim svého souhlasu s podminkami této
Smlouvy a provedenim sluzby pro spole¢nost
Fortrea Zdravotnické zafizeni prohlasuje a
potvrzuje, ze Zdravotnické zatizeni ani Zkousejici
neporusuji podminky jakékoli smlouvy na sluzby
nebo pracovni smlouvy s Zadnou jinou fyzickou ¢i
pravnickou osobou ¢i jinym subjektem.

(d) V piipadé¢ rozporu mezi podminkami této
Smlouvy a Protokolu se védecké a lékatské otazky,
jakoz 1 otazky tykajici se souhlasu subjektu, a
veskeré dalsi otazky, které pfimo souviseji s
provadénim Studie a vedenim souvisejicich
zaznamu (napf. formulafe zprav), se budou fidit
podminkami Protokolu, pfi¢emz ustanovenimi
hlavniho textu této Smlouvy se budou fidit vSechny
dalsi otazky.

()  Zdravotnické zafizeni se zavazuje provést
formalni skrinink pacienta a randomizaci pro Studii
az poté, co spolecnost Fortrea pisemné (coz muze
byt 1 prostfednictvim e-mailu) Zdravotnickému
zatizeni potvrdi, Ze byly vypracovany vsechny
podstatné dokumenty, jak je definuje smérnice
ICH/GCP nebo jeji ekvivalent, nebo Ze bylo
ziskano povoleni od pfislusné Etické komise (dale
jen ,,EK”), instituciondlni revizni komise (dale jen
,IRB”), regulacniho tfadu (uvedeného v ICH-
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(f) The estimated duration of the Study at Site is

from conclusion of this Agreement until
September 2036. The estimated value of
financial payment related to the Study

hereunder shall be approximately 733 484
CZK without VAT.

(g) The Study is conducted on the basis of the
approval issued by the State Institute for Drug
Control, on 3July2023, of the reference no.
sukls61293/2023, incorporated as Exhibit C of
this Agreement.

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

3. OBLIGATIONS

(a) Anti-Bribery & Anti-Corruption

Institution shall not and shall cause its Research
Staff to not violate the laws and regulations of the
United States of America (including the Foreign
Corrupt Practices Act), any local laws of the
country of operation, the country in which
business is being conducted, or any other relevant
country as applicable (including the United
Kingdom Bribery Act of 2010) pertaining to

GCP), a/nebo jin¢ho piislusného organu.

€3] Ptedpoklddand doba trvani Studie u
Poskytovatele je od podpisu Smlouvy do zafi
2036. Predpokladana hodnota financnich
plateb v ramci Studie dle této Smlouvy bude
priblizné 733 484 CZK bez DPH.

(2) Studie se provadi na zakladé povoleni
vydaného Statnim ustavem pro kontrolu 1€Civ,
dne 03.07.2023, pod ¢. j. sukls61293/2023, ktery
tvoti Ptilohu C této Smlouvy.

2. PLATNE ZAKONY
Zdravotnické zatizeni provede Studii v souladu s
Protokolem a touto Smlouvou (kazdy v platném

znéni),  pfiméfenymi  pisemnymi  pokyny
Zadavatele nebo spolecnosti Fortrea (dale jen
»Pokyny*), pfisluSnymi profesnimi normami

1¢katské praxe, vSemi ptislusnymi mezinarodnimi,
narodnimi, stditnimi a mistnimi zakony, stanovami,
smérnicemi, pokyny, pravidly a predpisy, vcetné
vSech platnych pravnich piredpisi na ochranu
soukromi, Gdaji nebo podobnych zakonii, mimo
jiné vcetné obecného nafizeni o ochrané osobnich
udaji  ¢.  2016/679, protitplatkaiskych a
protikorupénich zakontli, pravidel a ptedpisi a
smérnic ICH-GCP (CPMP/ICH/135/95) a ISO
14155, bez ohledu na to, zda jsou soucasti
pravniho fadu statu, kde se Zdravotnické zatfizeni
nachazi, nebo jinych pravné zavaznych pozadavka
nebo pokynii jakéhokoli regula¢niho Ufadu
tykajicich se provadéni Studie (déle jen ,,Platné
zakony®).

3. POVINNOSTI

(a) Proti uplaceni & proti korupci

Zdravotnické zafizeni nesmi, a zajisti, Ze tak
neucini ani Vyzkumny personal, porusit zdkony a
pfedpisy Spojenych statl americkych (vcetné
zdkona o korupénich praktikach v zahranici),
mistni zdkony pfislusné zemé (v€etné britského
zékona o uplatkaistvi zroku 2010) tykajici se
uplatkafstvi, nepatficnych plateb a nezdkonnych
provizi. Zdravotnické zatizeni se nebude pfimo ¢i
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bribery, improper payments, and kickbacks.
Institution shall not and shall cause its Research
Staff to not, either directly or indirectly engage in
bribery or offer, or promise, or solicit, or make, or
receive any “improper payment,” including cash,
loan, gift, travel, entertainment, hospitality,
facilitation payment, kickback, political or
philanthropic contribution, anything of value for
the benefit of the Parties or their personnel or any
entity or individual associated with the Parties or
their personnel or for any other perceived benefit
as an inducement to act or refrain from acting, or
in order to improperly obtain or retain a business
advantage in relation to this Agreement.

(b)

Labor
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
housing, any significant costs to be charged to the
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

Anti-Human Trafficking and Ethical

nepiimo podilet na uplatkafstvi, ani nebude
nabizet, slibovat nebo vyzadovat ani provadét ¢i
pfijimat zadné ,nepatficné platby”, vcetné
hotovosti, pujcek, dar, cest, zabavy, projevi
pohostinnosti, odmén za urychlené vyfizeni,
nezakonnych provizi, politickych nebo
dobrocinnych piispévki, ¢ehokoli hodnotného ve
prospéch  Smluvnich  stran nebo  jejich
zaméstnanct nebo jakéhokoli subjektu nebo osoby
spojenych se Smluvnimi stranami nebo jejich
zaméstnanci ani pro jakykoli jiny ocekavany
pfinos jako pobidku k urCitému jednani nebo
zdrzeni se tohoto jednani, nebo za Gcelem ziskéani
nebo zachovani neopravnéné obchodni vyhody v
souvislosti s touto Smlouvou a zajisti, ze tak
neucini ani Vyzkumny personal.

Zakaz obchodovani s lidmi a eticka
prace

Zdravotnické zafizeni se pfimo ani nepiimo nesmi
podilet na zavaznych formach obchodovani s
lidmi, kuplifstvi nebo pouzivat nucenou praci ¢i
nezakonnou détskou praci pii provadéni Studie;
zniCit, skryt, zabavit nebo jinak odepfit pfistup
prostfednictvim  zaméstnance k  osobnim
dokumentim zaméstnance, jako jsou pasy nebo
fidicské prikazy, pouzivat zavadéjici nebo
podvodné praktiky béhem naboru zaméstnanch
nebo nabizeni zaméstnani, jako je nezpfistupnéni
zdkladnich informaci ve formatu a jazyku
srozumitelném pro pracovnika nebo zavazna
uvedeni v omyl bc¢hem ndboru zaméstnanct
ohledné klicovych podminek zaméstnani vcetné
mezd a mimoplatovych vyhod, mista vykonu
prace, zivotnich podminek a bydleni, jakychkoliv
vyznamnych nakladi, které se budou zaméstnanci
uctovat a, bude-li to vhodné, nebezpecné povahy
prace, pouzivani ndborar, ktefi jakymkoliv
zpusobem porusSuji mistni pracovni zdkony zemé,
kde nédbor probihda, pouzivani naborari, kteti uctuji
zaméstnancim ,,naborové poplatky*, poskytovani
¢i sjednavani ubytovani, které nespliiuje normy
hostitelské zem¢ a bezpeCnostni standardy,
neposkytnuti pisemné pracovni smlouvy, naborové
smlouvy nebo podobného pracovniho dokumentu,
pokud to zdkon ¢i smlouva pozaduje, v rodném
jazyce zaméstnance nejméné pet dnli predtim, nez

(b)
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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.

Furthermore, Institution shall cooperate with
Fortrea 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 Fortrea, Sponsor or its
delegates. Such cooperation does not require the
waiver of any existing attorney-client privilege by
Investigator and/or Institution or any right of
Investigator and/or Institution or any of their
officers, principals, owners, employees or agents
not to self-incriminate.

c) Institution undertakes to ensure that
Investigator, who is employed or engaged by
Institution, appropriately performs its/his/her
functions in the framework of the Study.

(d) Institution also 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 the following:

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

Fortreanotification of Fortrea and
Sponsor, if eequired of any deviations
from or failure to comply with the

(i)

zaméstnanec odejde ze své zemé puvodu, nebo
neuhrazeni ¢i nerefundovani nakladt na zpétnou
pfepravu po skonceni zaméstnani zaméstnanciim,
ktefi byli piivedeni do zem¢ za tcelem plnéni této
smlouvy.

Zdravotnické zafizeni bude spolupracovat s
Fortrea a/nebo Zadavatelem a ucastnit se
jakychkoliv Setfeni, auditi nebo jinych kontrol,
kter¢ vyplynou z udajného poruSeni shora
ucinénych ujisténi, at’" jiz formalnich i
neformalnich, jak to pfiméfené¢ pozaduje Fortrea,
Zadavatel nebo jeho zastupci. Takova spoluprace
nevyzaduje zifeknuti se jakychkoliv stdvajicich
prav vyplyvajicich ze vztahu mezi advokatem a
jeho klientem ze strany ZkouSejictho a/nebo
Zdravotnického zafizeni nebo jakéhokoliv prava
Zkousejiciho a/nebo Zdravotnického zatizeni nebo
kteréhokoliv z jejich vedoucich pracovniki, ¢lent
predstavenstva, vlastnikii, zaméstnanci nebo
zastupcll nezpusobit sobé trestni stihani.

(c) Zdravotnické zafizeni se =zavazuje, Ze
zajisti, aby ZkouSejici, ktery je Zdravotnickym
zafizenim zaméstnan, fadné provadél své Cinnosti
v ramci studie.

(d) Zdravotnické zatizeni rovnéz souhlasi, ze
jeho Vyzkumny persondl vynalozi své nejlepsi
usili na to, aby pfesné a efektivné vykonaval praci
vyplyvajici z této Smlouvy, pficemz tyto Cinnosti
budou zejména zahrnovat:
(1) provést nezavislé I¢karské posouzeni,
zda jednotlivé Subjekty hodnoceni
splnuji pozadavky Protokolu;

(i) informovani spolecnosti Fortrea a
Zadavatele o jakémkoli odchyleni se
od Protokolu nebo jeho nedodrzovani;

Procotol;

(iii) promptly replying to any questions (i11) neprodlené¢ odpovidat na vSechny
from Fortrea or Sponsor regarding any dotazy spolecnosti Fortrea nebo
matter related to the Study; Zadavatele na jakékoli zéleZitosti

tykajici se Studie;
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(iv) promptly notifying Fortrea of any
significant changes that occur at any
time during the Study which may
affect Investigator or Institution’s
ability to conduct the Study, including
but not Ilimited to, changes in
personnel involved in the Study.

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

f) Joint obligations of the Institution and
Investigator:

Institution and Investigator each represent and
warrant that there is nothing that they are aware of
that would or could for the duration of the Study:

(i) negatively impact on the proper and safe
performance of the Study; or (ii) create a conflict
of interest for the Institution or the Investigator
for the performance of the Study (such as
participation in another clinical trial).

(i1) Investigator and/or Institution shall
immediately inform Fortrea and the Sponsor of
any actual or perceived conflict of interest. or any
alleged misconduct or breach, the Institution and
the Investigator shall provide all reasonable
assistance to any investigation by or on behalf of
the Sponsor and/or Fortrea.

(iv) neprodlene spole¢nost Fortrea
informovat o jakychkoli vyznamnych
zméndch, které se vyskytnou kdykoli v
prabéhu Studie a které mohou mit vliv
na schopnost Zkousejictho nebo
Zdravotnického  zafizeni  provést
Studii, zejména o zménéch pracovnikli
ucastnicich se Studie

(e) Zdravotnické zafizeni zajisti, aby bylo
odpovidajici  pracovist¢  (vCetné¢  veskerého
vybaveni, ale s vyjimkou toho, které bude

Zdravotnickému zafizeni poskytnuto spolecnosti
Fortrea jménem Zadavatele), nezbytné a vhodné k
provedeni Studie, ve Zdravotnickém zafizeni
k dispozici.

(f) Spole¢né povinnosti Zdravotnického
zatizeni a ZkousSejiciho
Zdravotnické zafizeni a zkousSejici

prohlasuji a zarucuji, ze si nejsou védomi
ni¢eho, co by mélo nebo mohlo po dobu
trvani Studie:

(1) negativné ovlivnit fadné a bezpecné
provadéni Studie; nebo (ii) vytvofit stiet
z4mi pro Zdravotnické zafizeni nebo
ZkouSejictho  pfi  provadéni  Studie
(naptiklad  0cCast vjiném  klinickém
hodnoceni); a

Zdravotnické
informovat
a Zadavatele
o jakémkoli skutecném nebo
pfedpokladaném  stfetu  z&4mid  nebo
udajném  pochybeni nebo  poruseni,
Zdravotnické zafizeni a ZkouSejici budou
pfiméfené napomocni pii jakémkoli Setfeni
provadéném Zadavatelem a/nebo
spole€nosti Fortrea nebo jejich jménem.

(i)
zatizeni
spolecnost

ZkouSejici  a/nebo
budou okamzité
Fortrea

(i11)  Institution and/or Investigator will obtain (1))  Zdravotnické  zafizeni  a/nebo

all relevant consents and approvals needed for the Zkousejici  ziskaji vSechna relevantni

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

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

(h) The Institution shall publish the
Agreement in the form of Final Document
without Confidential Information, Personal
Information, and business and trade secrets, as
defined by the Civil Code, law number 89/2012
Coll. from the agreement to be published
(“Excluded Information”), including, without
limitation, the Protocol, the investigator brochure
and the budget exhibit detailing the costs per
procedures. Only the expected total study budget
(Agreement value) shall be published. Institution
shall only publish the Final Document in a non-
editable searchable PDF format.

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

(2

(h)

(1)

(iv)  zajisti, aby Zadavatel zvefejnil
svoji ucast ve Studii, pokud je c¢lenem
jakékoli komise, kterd stanovuje piedpisy
nebo vytvairi pokyny pro klinickou praxi,
nebo se ucastni jakéhokoli rozhodovani
tykajiciho se Zadavatele, nebo pokud je
nanéj tato povinnost uvalena na zakladé
pozadavka libovolné instituce, komise
nebo védecké organizace, ke které je
pridruzen.

Podle zakona ¢. 340/2015 Sb. o registru
smluv musi byt tato Smlouva i veskeré jeji
dodatky zvefejnény v registru smluv do
tiiceti (30) dni od posledniho podpisu.
Smluvni strany souhlasi s tim, Ze
Zdravotnické zafizeni tuto Smlouvu, jeji
ptilohy 1 veskeré budouci dodatky zvetejni,
a spolecnost Fortrea se zavazuje, ze pred
podpisem poskytne upravenou verzi této
Smlouvy ke zvefejnéni (,,Konecny
dokument”).

Zdravotnické zafizeni zvefejni Smlouvu ve
form¢  Konecného  dokumentu  bez
Duvérnych informaci, Osobnich udaji a
obchodnich tajemstvi, jak je uvedeno v
obcanském zakoniku, zakon ¢. 89/2012 Sb.
(,Vyloucené informace”), mimo jiné
véetné Protokolu, ptirucky zkouSejiciho a
pfilohy s rozpoctem, kde jsou uvedeny
ndklady na jednotlivé postupy. Bude
zvetejnén pouze celkovy piedpokladany
rozpocet studie (hodnota Smlouvy).
Zdravotnické zafizeni zvetfejni pouze
Kone¢ny dokument v needitovatelném
prohledavatelném forméatu PDF.

Spole¢nost Fortrea navrhne konecnou
formu Smlouvy (,,Navrh dokumentu ke
zverejnéni”’) ke zvetejnéni (ktera nebude
obsahovat zddné Vyloucené informace) a
pfed ocekdvanym uzavienim Smlouvy
pfedlozi Navrh dokumentu ke zvefejnéni
Zadavateli k posouzeni.
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4. SCHEDULE AND NUMBER OF
STUDY PATIENTS

Institution shall use its best efforts to recruit and
enroll 8 patients, unless otherwise agreed to by
Fortrea, for the Study according to the inclusion
and exclusion criteria and time schedule specified
by the Protocol. Institution shall stop enrollment
in accordance with prior written Instructions.

5. PERSONAL DATA PROTECTION
AND HUMAN BIOLOGICAL SAMPLES
“Controller” means the natural or legal person,
public authority, agency or other body which,
alone or jointly with others, determines the
purposes and means of the processing of personal
data.

“Personal data” means any information relating to
an identified or identifiable natural person (‘Data
Subject’); an identifiable natural person is one
who can be identified, directly or indirectly, in
particular by reference to an identifier such as a
name, an identification number, location data, an
online identifier or to one or more factors specific
to the physical, physiological, genetic, mental,
economic, cultural or social identity of that
natural person.”

“Personal Data Breach” means a breach of
security leading to the accidental or unlawful
destruction, loss, alteration, unauthorized
disclosure of, or access to, personal data
transmitted, stored or otherwise processed.”

(a) The Parties agree that the Sponsor and the
Institution are each considered data controllers
with respect to their separate processing
activities of Personal Information.

(b) The Parties shall, at all times throughout the
term of this Agreement, comply with all
applicable data protection/privacy and human
biological sample laws, rules and regulations,
as amended from time to time, with respect

4. HARMONOGRAM A  POCET
SUBJEKTU HODNOCENI

Zdravotnické zafizeni vyvine maximalni Gsili s
cilem zajistit nabor 8 pacientd, neni-li se
spolecnosti Fortrea dohodnuto jinak v souladu se
vstupnimi a vyluCovacimi kritérii a
harmonogramem stanovenym timto Protokolem.
Zdravotnické zafizeni ukon¢i nabor v souladu s

ptedchozimi pisemnymi pokyny.

5. OCHRANA OSOBNICH UDAJU A
LIDSKYCH BIOLOGICKYCH VZORKU
»opravee znamend fyzickou nebo pravnickou
osobu, vetfejny orgdn, ufad nebo jiny subjekt, ktery
sdm nebo spolecné s ostatnimi urcuje ucely
a prostifedky zpracovani osobnich udaja.

,»Osobni udaje* znamenaji jakékoli informace
tykajici se identifikované nebo identifikovatelné
fyzické osoby (,,Subjekt udaji®);
identifikovatelnd fyzickd osoba je takova osoba,
kterou Ize identifikovat pfimo ¢i nepfimo, zejména
odkazem na urcity identifikator, napiiklad jméno,
identifika¢ni  Cislo, lokac¢ni udaje, sitovy
identifikator nebo najeden ¢i vice zvlastnich
prvku fyzické, fyziologické, genetické, psychickeé,
ekonomické, kulturni nebo spolecenské identity
této fyzické osoby.

»Poruseni zabezpeceni osobnich udaji“ znamena
poruseni zabezpeceni vedouci k ndhodnému nebo
neopravnénému  znieni, ztraté, pozménéni,
neopravnénému  zpfistupnéni nebo  pfistupu
k osobnim udajim, které byly pfenaSeny, ulozeny
nebo jinak zpracovany.

(a) Strany souhlasi, Ze jak Zadavatel, tak
Zdravotnické zatizeni se jednotlivé povazuji
za kontrolory udaji s ohledem na jejich
samostatné zpracovani Osobnich informaci.

(b) Strany budou v prabéhu celého trvani této
Smlouvy dodrzovat vSechny platné zékony
na ochranu udaji/soukromi a zakony, pravidla
apfedpisy vplatném znéni o nakladéani
s lidskymi biologickymi vzorky, s ohledem
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to the collection, use, processing, storage,
transfer, modification, deletion and/or
disclosure of any Personal Information and
human biological samples under this
Agreement and Regulatory Requirements.

(c) Both the Sponsor and the Parties shall
maintain  appropriate  technical and
organizational security measures to protect
the Study Subjects and Study Staff’s Personal
Data they process in relation to this
Agreement.

(d) The Institution shall appoint a person that
shall act as a primary point of contact and
shall respond to all Data Subject’s rights
exercised by the Study Subjects and/or the
Study Staff in respect to processing of their
Personal Data in relation to this Agreement
(‘Data Subject’s Request’). The Institution
shall inform the Sponsor and/or CRO and
request its assistance in responding to a Data
Subject’s Request only to the extent the
Institution is unable to manage and respond
to the Data Subject’s Request without
information which could only be provided by
the Sponsor and/or CRO. To the extent, the
Sponsor and/or CRO needs to provide
information to the Institution, the Institution
shall inform the Sponsor and/or CRO within
3 days upon receiving the Data Subject’s
request. Under such circumstances, the
Sponsor and/or CRO shall cooperate with the
Institution and shall provide the Institution
with, subject to Applicable Law, the
requested information and undertake any
reasonable actions to enable the Institution to
respond to the Data Subject’s Request. The
Institution shall, upon the reasonable request
by Sponsor and/or CRO, provide Sponsor
and/or CRO with any information, undertake
any actions or provide assistance to the
Sponsor and /or COR as may be required by
the Sponsor and/or CRO to respond to a Data
Subject’s request.

(e) If a Personal Data Breach occurs in relation to

na ziskani, pouzivani, zpracovavani,
uchovavani, pfenos, modifikaci, vymaz a/nebo
pfedavani  Osobnich  udaji  a lidskych
biologickych vzorkii podle této Smlouvy
a Regulac¢nich pozadavkai.

(c) Zadavatel i Strany jsou povinny udrzovat
vhodna technicka a organizacni bezpecnostni
opatieni k ochran¢ osobnich udaji Subjekta
studie a Persondlu studie, které maji
v souvislosti s touto Smlouvou ve svém drzeni.

(d) Zdravotnické zafizeni jmenuje osobu, ktera
bude jednat jako hlavni kontaktni osoba a bude
reagovat nauplatnéni vSech prav Subjekty
hodnoceni  a/nebo  Persondlem  studie
v souvislosti se zpracovanim jejich Osobnich
udaji  ve vztahu ktéto smlouvé (,,Zadost
Subjektu udaji“). Zdravotnické zatfizeni je
povinno informovat Zadavatele a/nebo CRO
a pozadat o spolupraci pfi vyfizovani Zadosti
Subjektu tdaji pouze v rozsahu, v jakém neni
Zdravotnické  zafizeni  schopno  vyfesit
a odpovédet na tuto zadost Subjektu tdaji bez
informaci, které mulze poskytnout pouze
Zadavatel a/mebo CRO. Pokud Zadavatel
a/nebo CRO musi poskytnout informace
Zdravotnickému zatfizeni, informuje o této
skuteCnosti Zdravotnické zafizeni Zadavatele
a/nebo CRO wvelhGt¢ 3 dnt po obdrzeni
zadosti Subjektu udajli. Za takovych okolnosti
bude Zadavatel a/nebo CRO spolupracovat
se Zdravotnickym  zafizenim  a v souladu
s platnymi piedpisy poskytne Zdravotnickému
zafizeni poZadované informace a provede
takové  pifiméfené Ukony, aby mohlo
Zdravotnické zafizeni odpovédét na Zadost
Subjektu  udaji.  Na piiméfenou  Zadost
Zadavatele a/nebo CRO poskytne
Zdravotnické zatizeni Zadavateli a/nebo CRO
informace, provede ukony ¢i poskytne
sou¢innost Zadavateli a/nebo CRO tak, jak
bude Zadavatel a/mebo CRO vyzadovat
k odpovédi na zadost Subjektu udaja.

(e) Pokud dojde ve vztahu k Osobnim udajim
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®

any Study Subjects or Study Staff’s Personal
Data processed in relation to this Agreement
and it is likely that such breach poses a risk to
an individual’s rights and freedoms (a
“Reportable Breach”), the Institution must
notify the relevant supervisory authority
without undue delay and at the latest within 72
hours after having become aware of such
breach. If such Reportable Breach poses a
high risk to the affected individuals, then the
Institution shall also inform them, unless the
Institution has put in place effective technical
and organizational protection measures that
ensure that the risk is no longer likely to
materialise. The Institution shall notify the
Sponsor and/or CRO of any Reportable
Breach no later than 24 hours after having
become aware of such Reportable Breach.

The Institution and Investigator shall notify
Fortrea and the Sponsor immediately of any
accidental, unlawful or unauthorized use or
disclosure of Personal Information or human
biological samples of which it becomes aware.

(g) Except for any information that is provided to

the Sponsor or the Fortrea monitor, which
shall include any source data including the
Personal Information of the Study Subjects,
any other information provided to Fortrea or
the Sponsor shall always be de-identified or
key coded. Further, no information other than
the information provided to complete the
Study shall be provided to Fortrea or the
Sponsor under this Agreement.

(h) The Institution and the Investigator each agree

that:

(1) Fortrea or the Sponsor may collect and use

®

(g) Vyjma

Subjekti hodnoceni nebo Personalu studie
zpracovavanych ve vztahu ktéto Smlouvé
k poruseni zavazkii v souvislosti s Osobnimi
udaji, pfi¢emz toto poruseni znamena riziko
pro prava asvobody jednotlivce (,,Poruseni
podléhajici oznamovaci povinnosti), je
Zdravotnické zafizeni povinno informovat
prislusny organ dohledu, ato bez odkladu
nejpozdéji do 72 hodin poté, co se o takovém
poruseni dozvéd€lo. Pokud takové Poruseni
podléhajici oznamovaci povinnosti pfedstavuje
pro dotéené osoby vysoké riziko, pak je
Zdravotnické zafizeni povinno informovat i
tyto osoby, pokud nepiijalo u¢inna technicka
aorganizani bezpecnostni opatfeni, ktera
zajisti, ze jiz bude nepravdépodobné, aby se
riziko  vyplnilo.  Zdravotnické  zafizeni
informuje Zadavatele a/nebo CRO o kazdém
Poruseni podléhajicim oznamovaci povinnosti
nejpozdéji do 24 hodin poté, co se o takovém
Poruseni podléhajicim oznamovaci povinnosti
dozvédélo.

Zdravotnické zafizeni a Zkousejici
bezodkladn¢ oznami spolecnosti Fortrea
a Zadavateli veSkeré ndhodné, nezakonné nebo
neopravnéné pouziti nebo predani Osobnich
udajii nebo lidskych biologickych vzorkd,
o kterych se dozvi.

informaci, které jsou predavany
monitorovi Zadavatele nebo spolecnosti
Fortrea akteré budou zahrnovat zdrojové
udaje vcetné¢ osobnich informaci Subjektt
hodnoceni, budou vSechny ostatni informace
poskytnuty  spoleCnosti ~ Fortrea  nebo
Zadavateli vzdy v anonymizované nebo
kédované podobé. Kromé toho nebudou
spolecnosti Fortrea ani Zadavateli podle této
Smlouvy poskytnuty zadné jiné informace,
kromé& téch, které jsou tieba k dokonceni
Studie.

(h) Zdravotnické zatfizeni a ZkouSejici souhlasi,

ze:

(1) spolecnost Fortrea nebo Zadavatel mohou
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Personal Information about the
Investigator, Institution and Study Staff,
such as contact information and
professional credentials etc., for the
purposes of conducting the Study,
compliance with statutory or ethical
requirements for the purpose of
identifying skills, facilities and any other
information relevant to the performance of
clinical trials being conducted by the
Sponsor and/or Fortrea and as required by
applicable law. The Institution and/or the
Investigator shall inform Study Staff of
their right to check the accuracy and
modify/rectify/update (as the case may be)
any Personal Information by notification
to the Sponsor or Fortrea.

(i1)) the  Personal Information of the
Investigator and Study Staff will be
transferred and processed outside of Czech
Republic including to countries that may
not have been assessed as having adequate
privacy laws. Regardless of the country to
which the Personal Information may be
transferred, Fortrea and the Sponsor shall
take steps to ensure that they and their
affiliates, agents, subsidiaries and
suppliers comply with the applicable
regulations and laws and shall take
reasonable steps to protect the security of
such Personal Information.

(1) The Investigator agrees and shall procure that

the Study Staff agree that the Sponsor or
Fortrea or a designated third party shall have
the right to the extent necessary for the
purposes of and in accordance with applicable
law to disclose, process and store his/her
Personal Information in connection with this
Study to a Regulatory Authority and IEC,
which may be located outside of Czech
Republic and which may not offer an
equivalent level of data protection.

(j) Insofar the Institution and/or Investigator

(j) Pokud

shromazd’'ovat a pouzivat osobni informace
o Zkousejicim, Zdravotnickém  zfizeni
a Persondlu studie, naptiklad kontaktni
informace audaje o odborné kvalifikaci

atp., pro ucely provadéni Studie,
dodrzovani zékonnych a etickych
pozadavkd, pro ucely stanoveni

dovednosti, zafizeni a dalSich informaci
relevantnich pro klinickd hodnoceni
provadéna zadavatelem a/nebo spolecnosti
Fortrea a dle pozadavki platnych zakonil.
Zdravotnické zafizeni a/nebo Zkousejici
budou informovat Persondl studie o jejich
pravu kontrolovat piesnost
a upravovat/opravovat/aktualizovat ~ (dle
potieby) jakékoliv Osobni informace
ozndmené Zadavateli nebo spolecnosti
Fortrea;

(i1) osobni informace Zkousejiciho a Personalu
studie budou zaslany a zpracovavany
mimo tuzemi Ceské republiky, véetné zemi,
které nemusely byt vyhodnoceny jako
zem¢ s adekvatnimi zdkony na ochranu
osobnich udaji. Bez ohledu na to, do které¢
zem¢ mohou byt Osobni informace
odeslany, spole¢nost Fortrea a Zadavatel
podniknou kroky k zajiSténi, Ze oni sami
ajejich ptidruZzené spolecnosti, zastupci,
dcefiné spolecnosti a dodavatelé¢ dodrzi
platné piedpisy azakony a pfijmou
pfiméfend opatfeni k zajiSténi bezpe€nosti
takovych Osobnich informaci.

(1) ZkouSejici souhlasi a zajisti souhlas Persondlu

studie stim, Ze Zadavatel nebo spolec¢nost
Fortrea nebo povétena tieti strana budou mit
pravo vrozsahu potfebném pro dané ucely

avsouladu splatnymi zakony zpracovat
auchovavat  jejich  Osobni  informace
ve spojeni  stouto  Studii apredat je

Regulacnimu tUfadu a NEK, které se mohou
nachazet mimo Ceské republiky a které
nemusi nabizet ekvivalentni uUroven ochrany
udaju.

a/nebo

Zdravotnické zatizeni
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discloses its Study Staff, employees or any
other individual’s Personal Information to
Fortrea or the Sponsor for the purpose or in
connection with this Agreement, the Institution
and/or the Investigator shall inform all such
individuals with regard to the processing of
their Personal Information, including in
connection with Fortrea and/or the Sponsor’s
audit rights set out herein. The Institution
and/or Investigator shall ensure that such
disclosure is done in accordance with any
applicable Regulatory Requirements, including
information and consent requirements to allow
Fortrea and/or the Sponsor the possibility to
process the received Personal Information for
the purposes set out in the Agreement without
fulfilling any other formality. The Institution
and/or Investigator shall also consider any
instructions which may be sent electronically
or in writing, from time to time, by Fortrea
and/or the Sponsor, in respect of the
information that should be provided to
individuals for the fulfilment of this Section.

(k) Both of the Parties and Sponsor shall
indemnify, defend, and hold each other
harmless from and against any and all
liabilities, claims, losses, suits, judgments, and
reasonable legal fees arising from any breach,
negligent act, error or omission of relevant

data protection obligations under this
Agreement by the other Party, its staff or
Subcontractors.

6. CONFIDENTIALITY

(a) Institution shall not, and Institution shall
ensure that the Investigator and Research Staff
shall not disclose to any third party or use for any
purposes other than for the performance of the
Study: (i) the terms of this Agreement; and (ii)
any business, employee, patient or customer
information or data in any form which is disclosed
or otherwise comes into possession of a Party,
directly or indirectly, as a result of this Agreement
and which is of a confidential or proprietary
nature (including, without limitation, the Study

Zkousejici pfeda osobni informace Personalu

studie, zaméstnanci nebo jinych osob
spolecnosti Fortrea nebo Zadavateli pro ucely
nebo ve spojeni s touto Smlouvou,

Zdravotnické zatizeni a/nebo Zkousejici budou
vSechny takové osoby informovat s ohledem
na zpracovani jejich Osobnich informaci,
véetné spojitosti s pravy auditu spolecnosti
Fortrea a/nebo Zadavatele stanovenymi v této

Smlouvé. Zdravotnické zafizeni a/nebo
Zkousejici zajisti, Ze takové piedani se
uskutecni v souladu s platnymi Préavnimi
pfedpisy, vcetné¢ informace a pozadavku

na souhlas, ktery povoli spolecnosti Fortrea
a/nebo Zadavateli moznost zpracovat obdrzené
Osobni informace pro ucely stanovené v této
Smlouvé bez nutnosti splnit dal§i formality.
Zdravotnické zatizeni a/nebo ZkouSejici také
zvazi jakékoli pokyny, které mohou byt cCas
od casu zaslany elektronicky nebo pisemné
spoleCnosti  Fortrea a/nebo  Zadavatelem
s ohledem nainformace, které maji byt
pfedany jednotliveiim pro naplnéni tohoto
bodu.

(k) Obé smluvni strany a Zadavatel se vzajemné
odskodni abudou se hajit nebo kryt proti
ztratdam  plynoucim  z jakychkoliv zavazk,
narokd, ztrat, zalob, rozsudkll a pfiméfenych
vydajii na pravni sluzby plynoucich z poruseni,
nedbalostniho jednani, chyb nebo opomenuti
v souvislosti s pfislusSnymi zévazky ochrany
udaju podle této Smlouvy druhé Strany, jejiho
personalu nebo Subdodavatelti.

6.  ZACHOVANIi DUVERNOSTI

(a) Zdravotnické zafizeni nesmi zvefejnit a
Zdravotnické zatizeni musi zajistit, aby ZkouSejici
a Vyzkumny persondl nezvetejnil zadnym tfetim
strandm nebo nepouzil pro zadné jiné Ucely nez
pro ucely Studie: (i) ustanoveni této Smlouvy
a (ii) jakékoli informace nebo udaje souvisejici
sobchodem, zaméstnanci, pacienty  nebo
zakazniky v libovolné forme, které jsou sdé€leny
nebo jinak pfedany Strang, at’ uz piimo ¢i
nepiimo, v dasledku uzavieni této Smlouvy
akteré jsou divérné nebo chranéné povahy
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Documentation, any information relating to
business affairs, operations, products, processes,
methodologies, formulae, plans, intentions,
projections, know-how, Intellectual Property,
trade secrets, market opportunities, suppliers,
customers, marketing activities, sales, software,
computer and telecommunications systems, costs
and prices, wage rates, records, finances and
personnel) Fortrea(hereinafter, collectively
“Confidential Information”) without the prior
written consent of Sponsor. Such Confidential
Information shall remain the confidential and
proprietary property of Sponsor and shall be
disclosed only to the Investigator and Research
Staff bound by obligations of confidentiality
consistent with this Agreement who have a “need
to know” for the performance of the Study. The
obligation of nondisclosure shall not apply to the
following Confidential Information:

Confidential Information that is or
was already in Institution and/or
Investigator’s  lawful  possession
prior to disclosure by or for Fortrea
and/or Sponsor as shown by
Institution and/or Investigator’s prior
written records;

(1)

Confidential Information that is or
becomes publicly known through no
fault, act, or omission of Institution
and/or Investigator;

(i)

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

or

(111)

(zejména dokumentace Studie, jakékoli informace
0 obchodnich zélezitostech, provozu, produktech,
procesech,  metodikach, slozeni,  planech,
zémerech, predpovédich, know-how, duSevnim
vlastnictvi, obchodnich tajemstvich, trznich
prilezitostech, dodavatelich, zakaznicich,
marketingovych c¢innostech, prodeji, softwaru,
pocitacovych a telekomunikac¢nich systémech,
nakladech  acenach, mzdach, zaznamech,
financich a zaméstnancichFortrea (spolecné dale
jen ,.Divérné informace*“) bez predchoziho
pisemného souhlasu Zadavatele. Takové Duvérné
informace zUstanou 1 nadale divérnym a
soukromym majetkem Zadavatele a budou
zptistupnény pouze Zkousejicimu a Vyzkumnému
personalu vazanému zavazkem mlcCenlivosti v
souladu s touto Smlouvou, ktery ma piistup k
informacim potfebnym k provedeni Studie.
Zavazek mlcenlivosti se nebude vztahovat na
nasledujici informace:

(i) Duvérné informace, které jsou nebo jiz
byly v souladu s pravem ve vlastnictvi
Zdravotnického zafizeni a/nebo
Zkousejictho diive, nez jim byly
sdéleny spolecnosti Fortrea a/nebo
Zadavatelem nebo jejich jménem, jak
dokladaji ptedchozi pisemné zaznamy
Zdravotnického zafizeni a/nebo
Zkousejiciho;

(i1)) Duvérné informace, které jsou nebo se
stanou vefejné zndmymi bez zavinéni,
jednéni nebo opomenuti Zdravotnického
zatizeni a/nebo Zkousejiciho;

(i11) Duavérné informace, které Zdravotnické
zafizeni a/nebo ZkousSejici obdrzi nebo
obdrZel zdkonnym zplsobem od tieti
strany, ktera je ze zékona opravnéna
tyto informace sdélit, aniz by musela
zachovavat  divérnost, ledaze by
Zdravotnické zafizeni a/nebo ZkousSejici
védeéli nebo meli védeét o omezeni jejich
pouziti nebo sdéleni; nebo
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Confidential Information that was
independently developed by
Institution  and/or  Investigator
without use of or reference to the
Information.

(iv)

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

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

7. STUDY DRUG AND EQUIPMENT

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

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

(©) Institution shall not hinder Investigator in
maintaining a record of receipt and dispensing of

(iv) Duvérné informace, které byly nezavisle
vyvinuty  Zdravotnickym  zafizenim
a/nebo  ZkousSejicim  bez  pouziti
Informaci nebo bez odkazu na né¢.

(b) Zdravotnické zafizeni je opravnéno sdélit
Informace v rozsahu stanoveném Platnymi zékony
nebo na zaklad¢ jakéhokoli rozhodnuti, nafizeni,
obsilky, vladniho nebo regulacniho pozadavku
nebo jiného pravniho postupu za predpokladu, ze
Zdravotnické zafizeni o tomto pozadavku
neprodlen¢ uvédomi, pokud mu v tom nebudou
branit Platné zakony nebo pokud to nebude mozné,
spole¢nost Fortrea a Zadavatele diive, nez toto
sdéleni uskutecni, a poskytne spolecnosti Fortrea
a/nebo Zadavateli soucinnost v Usili zabranit
pozadovanému sd¢€leni, minimalizovat ho nebo

zajistit davérné zachdzeni s pozadovanym
sdélenim v rozsahu tohoto ptikazu nebo jak to
bude priméfenym  zpusobem  proveditelné.

ZkouSejici a/nebo Vyzkumny personal v kazdém
ptipadé omezi toto sdéleni Informaci na minimalni
pozadovany rozsah.

(©) Zavazky zachovéani divérnosti zlstanou v
platnosti po dobu deseti let po uplynuti platnosti
nebo ukonceni této smlouvy.

7.  STUDIINI LEK A VYBAVEN{

(a) Zdravotnickému zafizeni bude bud’ pfimo
nebo prostfednictvim ZkouSejictho bezplatné
poskytnuto dostatecné mnoZstvi Studijniho Léku
(dale téz jako ,hodnoceny pripravek™), a to
vyhradné pro ucely provadéni Studie, s
dostupnymi informacemi o Studijnim Léku, které
Zadavatel povazuje za nutné nebo uZitecné pro
provadéni Studie.

(b) Zdravotnické zatizeni se zavazuje, ze
omezi piistup ke Studijnimu Léku pouze na
Vyzkumny Persondl, ktery bude pod piimou
kontrolou nebo dohledem Zkousejictho pouZzivat
Studijni Lék zpiisobem dle Protokolu.

(©) Zdravotnické zafizeni nebude branit
Zkou$ejicimu ve vedeni zdznaml o piijjmu a
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the Study Drug.

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

(e) Institution acknowledges 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 storage,  transportation,
disposition and containment of the Study Drug,
including any derivatives thereof.

®

The Institution hereby undertakes:
(i) to receive, store and dispense the
Study Drug and

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

(g) Institution, through third party providers, will
be provided with the following equipment:

(1) device ePROs (eDiary STK X3), 1 pc, in
value of XXX excl. VAT, will be
provided to Institution free of charge,
properly packaged, solely for the purposes
of the conduct of the Study. Upon
completion of the Study or early

vydeji Studijniho Léku.

(d) Po dokoneni Studie nebo jejim
predCasném ukonceni se veSkery nepouzity
Studijni Lék, preparaty, =zafizeni, vybaveni

poskytnuté spolecnosti Fortrea nebo Zadavatelem
a souvisejici materidly pro hodnoceni poskytnuté
Zdravotnickému zafizeni bud piimo nebo
prostiednictvim ZkousSejiciho Zadavatelem nebo
spolecnosti Fortrea ¢i jejich jménem musi vratit
nebo zni¢it v souladu s Protokolem a podle
pokynii spolecnosti Fortrea, pficemz naklady na
vraceni ¢i zni¢eni neponese ani Zdravotnické
zafizeni.

(e) Zdravotnické zafizeni bere na védomi, ze
Studijni Lék je experimentalni 1é¢ivo, a proto musi
postupovat obezietn¢ a opatrn¢ a dodrzovat
vSechny Pokyny tykajici se pouziti, zachazeni,
bezpecného skladovani, pfenosu, likvidace a
ochrany Studijniho Léku, vcetné vSech jeho
derivata.

®

Zdravotnické zafizeni se timto zavazuje:
(1) ptevzit, uskladnit a vydavat
Studijni Lék a
(i)  nakladat se Studijnim Lékem
podle zdkona ¢. 378/2007, o
1éCivech, ve znéni vyhlasky ¢.
226/2008, o spravné klinické
praxi a blizSich podminkach
klinického hodnoceni 1écivych
ptipravku.

(&)

Zdravotnickému zatizeni bude poskytnuto
prostifednictvim poskytovatell tietich stran
toto vybaveni:

(i) Zdravotnickému zafizeni bude
poskytnuto zafizeni ePROs (eDiary
STK X3), 1 ks, vhodnote XXX bez
DPH, a to bezplatn¢, fadné zabalené
vyhradné pro ucely provadéni Studie.
Po dokonCeni studie nebo po jejim

Page 16 of 53

AZ 8485168 CAMBRIA Czech Institution Agreement Template Version 1 12Jan23_Translated into Czech for Czech Republic_23-Jan-2023

Confidential and Proprietary




Protocol Ref: D8531C00002
Fortrea Ref: 000000231053

Czech Institution Template: Version 20221018
Sponsor/Study Approved Template: Version 1, 12012023

termination thereof and after written
approval by Fortrea or Sponsor, device
ePROs (eDiary STK X3) shall be returned
as instructed by Fortrea or Sponsor.

(i) eConsent tablet (Lenovo Duet 3), 1 pc, in
value of XXX excl. VAT will be provided
to 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 Fortrea or Sponsor, eConsent
tablet (Lenovo Duet 3) shall be returned as
instructed by Fortrea or Sponsor.

(h) Institution understands and agrees that it is
expected for them to provide for the purposes of
the conduct of the Study local hematology and
chemistry safety assessments expected per
protocol as well as the urinary pregnancy test kits
with no involvement from Fortrea or Sponsor.

(1) Institution shall and shall cause Research Staff
to exercise reasonable care and comply with any
Instructions regarding the use and storage of
equipment. Institution understands and agrees
that fees will be offset if Institution or its
Research Staff is negligent with any equipment
provided, including misuse, damage or loss.

() Any additional equipment that might be
provided to Institution by third party providers
will be subject to the same terms and conditions
of this clause and will be communicated to
Institution with a side letter. Investigator and
Institution agree to utilize any such equipment
solely for the purposes of the conduct of the
Study.

pred¢asném ukonceni a po pisemném
schvaleni spolec¢nosti Fortrea nebo
Zadavatele bude zafizeni ePROs
(eDiary STK X3)vraceno podle pokynt
spole¢nosti Fortrea nebo Zadavatele.

(ii) Zdravotnickému zatizeni bude
poskytnuto zafizeni eConsent tablet
(Lenovo Duet 3), 1 ks, v hodnote XXX
bez VAT, a to zdarma, fadné zabalené,
vyhradné pro ucely provadéni Studie.
Po dokonceni Studie nebo po jejim
pred¢asném ukonceni a po pisemném
schvaleni spolec¢nosti Fortrea nebo
Zadavatele bude zafizeni eConsent
tablet (Lenovo Duet 3) vraceno podle
pokyni  spolecnosti  Fortrea nebo
Zadavatele.

(h) Zdravotnické zafizeni bere na védomi a
souhlasi s tim, Ze se od n¢j ocekava, ze pro
ucely provadéni  Studie  zajisti  mistni
hematologickd a  chemickd bezpecnostni
hodnoceni pifedpokladand podle protokolu,
jakoz i soupravy pro té¢hotenské testy z moci bez
zapojeni spole¢nosti Fortrea nebo Zadavatele.

(1) Zdravotnické zafizeni vynaloZi, a zajisti,
aby tak ucinil 1 Vyzkumny personal, pfiméfenou
péci a bude dodrzovat jakékoliv Pokyny ohledné
pouzivani a uchovavani Vybaveni. Zdravotnické
zafizeni bere na védomi a souhlasi, ze v piipade
nedbalého zachédzeni s jakymkoli poskytnutym
vybavenim, vcetné jeho nespravného pouziti,
poskozeni nebo ztraty, ze strany Zdravotnického
zafizeni a/nebo Vyzkumnych pracovnikli bude
Skoda zapoctena proti jejich odméng.

) Jakékoli dalSi vybaveni, které by mohlo
byt poskytnuto Zdravotnickému zafizeni tfetimi
stranami, bude podléhat stejnym podminkdm
tohoto  ustanoveni a  bude sdéleno
Zdravotnickému zafizeni pravodnim dopisem.
Zkousejici a Zdravotnické zafizeni souhlasi s
tim, ze budou takové vybaveni pouZzivat
vyhradné pro ucely provadéni Studie.
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8. REPORTING STUDY DRUG SAFETY

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

9. DEREGISTRATION

Institution, on behalf of itself and Research Staff
represents and warrants that neither it, nor any
other person retained by it to perform the Study
pursuant to this Agreement (i) has previously
been  “struck-off’, debarred, deregistered,
suspended or otherwise had it/his/her right to
conduct clinical studies or government health care
programs or to practice in a healthcare profession,
as a result of any professional misconduct,
revoked by any national, foreign or international
authority/organization, (ii) 1is aware of the
initiation of any action, suit, claim, investigation
or legal or administrative proceedings relating to
disqualification, deregistration or debarment or
restriction of Institution, Investigator or any
person performing services under this Agreement,
(ii1) has been charged with crimes resulting in the
revoking of such right, (iv) is listed on, or owned
or controlled by anyone on, any restricted persons
list of a national, foreign, or international
authority/organization, or (v) 1is owned or
controlled by anyone located in Cuba, the Crimea
region, Iran, North Korea, or Syria, or any other
embargoed destination. Institution, on behalf of
itself and its Research Staff and Investigator shall
inform Fortrea in writing, without delay should
any revocation, deregistration, debarment, or
sanctioning be announced during the Study.

10. AUDIT, MONITORING AND
INSPECTION
(a) Institution shall cooperate with Fortrea,

Sponsor, and any governmental or regulatory
authorities in their efforts to monitor, audit, or

8.  HLASENI BEZPECNOSTI
STUDIJNIHO LEKU

Hlaseni bezpecnosti Studijniho Léku musi byt
provedeno vyhradné podle Protokolu, smérnice
ICH-GCP a Platnych zakon.

9.  ZRUSENI REGISTRACE

Zdravotnické zafizeni svym jménem a jménem
svého Vyzkumného Personalu samostatné
prohlasuje a zarucCuje, Ze ono samo ani zadna jina
osoba, které zadalo provadéni Studie podle této
Smlouvy, (i) nebyli v minulosti "vysSkrtnuti",
vylouceni, odregistrovéani, jejich ¢innost nebyla
pozastavena ani jim jakykoli narodni, zahrani¢ni
nebo mezinarodni organ ¢i organizace neodnala
pravo provadét klinické studie nebo se ucastnit
vladnich  programG  zdravotni péce nebo
provozovat zdravotnické povolani v disledku

jakéhokoli profesiondlniho pochybeni, (ii) si
nejsou védomi zahajeni jakéhokoli opatient,

soudniho procesu, stiznosti, vySetfovani nebo
soudniho nebo spravniho fizeni souvisejiciho s

vyloucenim, zrusenim registrace nebo
suspendovanim ¢i omezenim ¢innosti
Zdravotnického zatizeni, ZkouSejiciho nebo

jakékoli osoby poskytujici sluzby podle této
Smlouvy, nebo (iii) nebyli obvinéni z trestnych
¢ind s disledkem odejmuti takového_prava, (iv)
nejsou uvedeni na seznamu nebo fizeni subjektem
uvedenym na seznamu omezenych osob
jakéhokoli  narodniho,  zahranicniho  nebo
mezinarodniho Ufadu/organizace nebo (v) nejsou
fizeni jakymkoli subjektem se sidlem na Kubé, v
oblasti Krymu, v franu, Severni Koreji nebo v
Syrii nebo v jakékoli jiné destinaci, na kterou se
vztahuje embargo. Zdravotnické zafizeni svym
jménem a jménem ZkouSejictho a svého
Vyzkumného Persondlu jsou povinni spolecnost
Fortrea bez odkladu pisemn¢ informovat, pokud
behem provadéni Studie dojde k odejmuti, zruseni
registrace, vylouceni nebo k néjaké sankci.

10. AUDIT, MONITOROVANI A
INSPEKCE
(a) Zdravotnické zatizeni musi spolupracovat

se spolecnosti Fortrea, Zadavatelem a ptisluSnymi
vladnimi a regulacnimi orgény v jejich usili o
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inspect the progress of the Study at Institution.
Authorized representatives of Fortrea and Sponsor
shall have the right, upon reasonable advance
notice, and during regular business hours, to:

(1) examine and inspect the Institution’s
facilities used for the performance of the Study;

(i1) inspect and copy all data and work
products related to the Study; and

(ii1)) examine source documents and other
medical records of Study patients reasonably
necessary to monitor the Study.

(b) In the event Institution receives notice that
Institution or Investigator shall be the subject of
an investigation or audit by any governmental or
Regulatory Authority, Institution shall notify
Fortrea immediately. In the event Institution
does not receive prior notice of said investigation
or audit, Institution shall notify Fortrea as soon as
practicable after receiving knowledge of said
investigation or audit. Institution will provide
Fortrea 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 Fortrea
and Sponsor a reasonable opportunity to comment
in advance on any correspondence generated by
Institution or Investigator to the appropriate
authority.

(©) Institution shall promptly correct all errors
identified by Sponsor, Fortrea or their
representatives during any audit, as well as any
items that are identified as being non-compliant
with the Protocol, ICH-GCP Guidelines or with
Institution’s obligations under this Agreement.

(d) Institution will, as required by Applicable Law

sledovani, audit nebo kontrolu pribéhu Studie ve
Zdravotnickém  zafizeni. Povéfeni  zastupci
spoleCnosti Fortrea a Zadavatele maji na zaklad¢
upozornéni uc¢inéného s primeérenym piedstihem a
v bézné pracovni dobé tato prava:

(1) zkoumat a kontrolovat prostory
Zdravotnického =zafizeni vyuzivané pro
provadéni Studie;

(i)  kontrolovat a kopirovat veskera data a
vysledky prace spojené se Studii; a

(iii)) zkoumat zdrojové dokumenty a jiné
1ékatské zaznamy o subjektech, které jsou
pfimétené nezbytné ke sledovani Studie.

(b) V ptipad¢, ze Zdravotnické zafizeni obdrzi

oznameni, ze Zdravotnické zafizeni nebo

Zkousejici maji byt predmétem vySetfovani nebo
auditu ze strany jakéhokoliv statniho nebo
regulacniho organu, musi Zdravotnické zafizeni
neprodlené¢ informovat spolecnost Fortrea. V
piipadé, ze Zdravotnické zafizeni neobdrzi
ptedchozi oznameni o zminéném vysetfovani nebo
auditu, je o tom povinen co nejdiive poté, co se
dozvi o vySetfovani nebo auditu, informovat
spole¢nost ~ Fortrea. = Zdravotnické  zafizeni
poskytne spolecnosti Fortrea a Zadavateli kopie
vSech specifickych materidli o Studii, externi
korespondenci, ptikazy, formulafe a zaznamy,
které Zdravotnické zatizeni nebo ZkousSejici ziska
¢1 vytvoii na zdkladé takového vySetfovani, a
poskytne také spolecnosti Fortrea a Zadavateli
pfiméfenou moznost se piedem vyjadfit k veSkeré
korespondenci, kterou Zdravotni zafizeni nebo
Zkousejici pro dany organ vytvoii.

(©) Zdravotnické zatizeni bezodkladné opravi
vSechny chyby zjisténé Zadavatelem, spolec¢nosti
Fortrea nebo jejich zastupci v prubéhu jakéhokoli
auditu, jakoz i veSkeré polozky oznaené za
neodpovidajici Protokolu, smérnici ICH-GCP
nebo povinnostem Zdravotnického zatizeni podle
této Smlouvy.

(d)

Zdravotnické zafizeni =zajisti, aby méli
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and ICH-GCP, ensure that Study monitors have
direct access to all requested Study-related
records and suitable access to all relevant subject
information pertaining to the Study, as
appropriate and as described in the signed Study
informed consent. Further, neither Fortrea nor its
staff will be required to enter into separate
confidentiality agreements or any other terms and
conditions or undertake any tests or procedures
for the purpose of disclosing Study information or
monitoring the Study.

11. PUBLICATION

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

(b) The Institution and the Investigator shall
be entitled to publish the results of, or make
presentations related to, the Study, as indicated in
this Section. If this Study is part of a multi-center
clinical trial, Institution and Investigator agree not
to independently publish the results of the Study
until first occurrence of one of the following: (1)
multi-center primary Publication is published; (i1)
no multi-center primary publication is submitted
within two years after conclusion, abandonment,
or termination of the Study at all sites; or (iii)
Sponsor confirms in writing there will be no

multi-center primary Publication. All such
publications or presentations shall (i) be
consistent ~with academic standards and

International Committee of Medical Journal
Editors (ICMJE) guidelines, (ii) not be false or
misleading, (i11) comply with all Applicable Laws,
(iv) not be made for any commercial purpose.

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

monitofi  studie pfimy pfistup ke vSem
pozadovanym zaznamtim souvisejicim se Studii a
pfiméteny piistup ke vSem piislusSnym informacim
tykajicim se Studie, jak vyzaduji Platné zakony a
ICH-GCP, a to podle potieby a jak je uvedeno v
podepsaném informovaném souhlasu ke Studii.
Dale spolecnost Fortrea ani jeji zaméstnanci
nebudou muset uzaviit samostatnou smlouvu o
zachovani ml€enlivosti ani splitovat jiné podminky
pro ucely sdéleni informaci o Studii nebo
monitorovani Studie.

11.  ZVEREJNENI
(a) Vsechny tdaje a vysledky vyplyvajici z
plnéni této Studie se povazuji za Duvérné

informace dle vySe uvedené definice, a nesmi byt
pouzity pro komerc¢ni prospéch Zdravotnického
zafizeni, nebo Vyzkumného personélu.

(b) Zdravotnické zafizeni a ZkousSejici jsou
opravnéni  zvetejnit vysledky Studie, nebo
poskytnout prezentaci tykajici se Studie, jak je
uvedeno v této Casti. Pokud je Studie soucasti
multicentrického klinického hodnoceni,
Zdravotnické zatizeni a ZkousSejici se zavazuji, ze
nebudou nezavisle publikovat vysledky Studie,
dokud nedojde k jednomu z nésledujiciho: (i) je
zvefejnéna multicentrickd primarni publikace;
(i1) do dvou let po dokonceni, opuSténi nebo
pfed¢asném ukonceni Studie na vSech pracovistich
neni zvefejnéna zadnd multicentrickd primarni
publikace; nebo (ii1) Zadavatel pisemné potvrdi, ze
se neuskutecni z4dnd multicentrickd primarni

publikace. VSechny takové publikace nebo
prezentace (i) budou v souladu s akademickymi
standardy apokyny Mezinarodnitho vyboru
redaktori  Iékatfskych casopisi (International

Committee of Medical Journal Editors, ICMIJE),
(i1) nebudou 1zivé nebo =zavadé¢jici, (ii1) budou
v souladu se vSemi Platnymi zakony
a (iv) nebudou uc¢inény z komerc¢nich divodu.

(©) Zdravotnické zafizeni a/nebo ZkouSejici
poskytnou Zadavateli kopie vSech materidld o
Studii, které se chystaji publikovat (nebo piedlozit
k publikovani) nebo uvést v prezentaci, a to
nejmén¢ tficet (30) dni pied publikovanim,
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in advance submission or

presentation.

of publication,

(d) At the request of the Sponsor and/or

Fortrea, the Institution and/or the Investigator:
(1) shall not include in or shall remove
from any proposed publication any
Confidential Information, errors or
1naccuracies; and
(i1) shall withhold publication,
submission for publication or presentation
for a period of ninety (90) days from the
date on which the Sponsor receives the
material to allow the Sponsor to take such
measures as the Sponsor considers
necessary to preserve its proprietary rights
and/or protect its Confidential
Information.

(e) The Institution and the Investigator shall
include the following acknowledgement in all
publications and presentations relating to the
Study, as well as in any financial disclosure
information relating to the Study: “AstraZeneca
company name sponsored this study.” A copy of
any publications and presentations relating to the
Study, shall be provided to the Sponsor on
publication or presentation, and the Sponsor shall
be entitled to make copies of and distribute the

publication or presentation as it considers
necessary.
® The Sponsor has a long-standing

commitment to transparency, and the Institution
and the Investigator acknowledge that the Sponsor
shall post the Study on clinical trial registries and
publish the results on clinical trial results
databases in  such  format  (including
www.astrazenecaclinicaltrials.com), and/or
provide such results to the Regulatory Authorities
and in accordance with Applicable Law.

(2) If Sponsor invites the Investigator to be an
author of a Sponsor-managed publication, the
Investigator shall agree to comply with ICMIJE
authorship criteria. The Investigator shall direct,
draft and/or review the proposed publication,

ptedlozenim nebo prezentaci.

(d) Na zadost Zadavatele a/nebo spolecnosti

Fortrea Zdravotnické zatizeni a/nebo Zkousejici:
(1) v navrhované publikaci neuvedou
nebo z ni vymaze vSechny Duvérné
informace, chyby a nepfesnosti; a

(i1) zadrzi publikaci, piedlozeni
k publikaci nebo prezentaci na dobu
devadesati (90) dnii od data, kdy Zadavatel
material obdrzi, aby Zadavatel mohl
pfijmout takova opatfeni, ktera povazuje
za nezbytna k ochran¢ svych vlastnickych
prav a/nebo ochrané¢ svych Divérnych

informaci.
(e) Zdravotnické zafizeni a Zkousejici
dovsech  publikaci  aprezentaci o studii,

k dokumentaci ze Studie ataké do dokumentace
o finan¢nich vztazich ve Studii uvede nasledujici
prohlaseni: ,,Zadavatelem této studie je spole¢nost
AstraZeneca.” Kopie vSech publikaci a prezentaci
souvisejicich se Studii, udaji ze Studie musi byt
pfi publikaci a prezentaci pfedany Zadavateli, aby
mél moznost pofidit si dal$i kopie a publikaci
nebo prezentaci dle vlastniho uvaZzeni distribuovat.

63 Zadavatel dlouhodobé dodrzuje zavazek
transparentnosti a Zdravotnické zafizeni
a Zkousejici berou na védomi, ze zadavatel uvede
Studii v registrech klinickych hodnoceni a zvetejni
vysledky v databdzich klinickych hodnoceni
v pozadovaném  formatu (vCetné na adrese
www.astrazenecaclinicaltrials.com) a/nebo pieda
tyto vysledky Regulacnim ufadim a v souladu
s Platnymi zakony.

(2) Pokud zadavatel vyzve Zkousejiciho, aby
se stal autorem publikace vydadvané Zadavatelem,
Zkousejici se zavazuje, ze bude dodrzovat kritéria
autorstvi ICMIJE. ZkouSejici povede, navrhne
a/nebo  zkontroluje  navrhovanou publikaci
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approve the final version of the publication to be
published and retain full responsibility for its
content. Sponsor financial support for this
research, any other financial relationship with
Sponsor, as well as any other relevant financial
relationships as required by the journal or
congress shall be disclosed in the publication.
Any authorship, medical writing, editorial or
logistical support provided to the Investigator or
the Institution by the Sponsor in respect of
publication shall be subject to the Sponsor's
publications policy, details of which are available
at www.astrazeneca.com. No compensation shall
be provided in respect of any such authorship.

12. DATA AND REPORTS

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

13. INTELLECTUAL PROPERTY

(a) Except for intellectual property owned or
controlled by Institution prior to the Effective
Date or developed or acquired by or for Institution
after the Effective Date independently of the
Study services, any registerable right, title and
interest in, arising from, or relating to inventions,
ideas discoveries, improvements, developments,
know-how, procedures, processes, formulations,
software (including codes), data, designs,
information, technology, innovations,
suggestions, work product, results and reports,
works of authorship, including copyrights, patents
and patent applications, whether now existing or
hereafter created, developed, arising or otherwise
coming into being by or for Institution and/or
Research Staff during the course of this Study as a
result of performing Study services (“Inventions”)

a schvali konecnou verzi publikace ke zvetejnéni
a pfevezme uplnou odpovédnost za jeji obsah.
V publikaci bude zvefejnéna financni podpora
Zadavatele pro tento vyzkum, jakykoli jiny
finan¢ni vztah se Zadavatelem arovnéz jakékoli
dalsi relevantni financni vztahy, jak je pozadovano
Casopisem nebo kongresem. Jakakoli podpora pii
autorstvi, sepsani lékarského textu, redigovani
a logistice poskytnuta zadavatelem ZkouSejicimu
nebo Zdravotnickému zafizeni v souvislosti
s publikaci bude podléhat smérnici Zadavatele
o publikacich, ktera je kdispozici na webu
www.astrazeneca.com. Za takové autorstvi nebude
vyplacena Zadnd odména.

12.  UDAJE A ZPRAVY

Zdravotnické zarizeni predlozi veskeré udaje,
zpravy, dotazy a dal$i pozadované informace vcas.
Zdravotnické zafizeni je povinno vést hodnotici
zpravy, jak vyZzaduje Protokol a Pokyny.
Zdravotnické zafizeni se zavazuje poskytnout
spolecnosti Fortrea data pozadovana v Protokolu
prostfednictvim  pfislusného  elektronického
systému sbéru dat v souladu s harmonogramem
sdélenym spolec¢nosti Fortrea a v souladu s
Podminkami pro elektronicky pfistup, které tvoii
Ptilohu A k této Smlouvé, které jsou zahrnuty
odkazem do této Smlouvy.

13. DUSEVNIi VLASTNICTVI

(a) S vyjimkou duSevniho vlastnictvi, které
Zdravotnické zatizeni vlastnilo nebo ovladalo pted
Datem ucCinnosti nebo které bylo samostatné
vyvinuto nebo ziskdno Zdravotnickym zatizenim
nebo jeho jménem po Datu G¢innosti nezavisle na
poskytovani sluzeb v ramci Studie, musi byt
veSkerd registrovatelnd prdva, naroky a zajmy
tykajici se nebo vyplyvajici z vynalezl, napadu,
objevl, zlepSeni, vyvoje, know-how, postupi,
procest, slozeni, softwaru (vetn¢ kodl), dat,
navrhl, informaci, technologie, inovaci, navrhu,
vysledkl prace, vysledkl a zprav, autorskych dél,
veetné autorskych prav, patenti a patentovych
prihlasek, at' jiz existujicich nebo ndsledné
vytvotenych, vyvinutych, vyplyvajicich z nebo
jinak vzniklych ze strany Zdravotnického zatizeni
a/nebo Vyzkumného persondlu v pribéhu této
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shall be promptly disclosed to Sponsor and shall
become, be and remain the exclusive property of
Sponsor.  Institution will assign with full title
guarantee and shall ensure Investigator and all
Research Staff assign with full title guarantee all
right, title, and interest in and to such Inventions,
and all intellectual property rights with respect
thereto, to Sponsor or its Designee (any person
designated by the Sponsor in writing who
undertakes activities on behalf of the Sponsor in
relation to the Study, which may include an
Affiliate or the Contract research organization),
free and clear of all liens, claims, and
encumbrances. All such property is intended to
be the result of “work for hire” for the benefit of
Sponsor. Upon Sponsor's request, and at
Sponsor’s sole cost and expense, Institution shall
take (and will cause Investigator and Research
Staff to take) such actions as Sponsor deems
necessary or appropriate to perfect Sponsor’s
exclusive ownership of such property and obtain
patent or other proprietary protection in’
Sponsor's name with respect to any of the
foregoing.

(b) Neither Fortrea nor Sponsor shall transfer
to Institution or Research Staff by operation of
this Agreement or by any other means any patent
right, copyright or other proprietary or property
right of Fortrea or Sponsor.

(©) 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/or Research Staff, shall neither
constitute nor be construed as a sale, lease, or
offer to sell or lease the Study Drug or other
transfer of title in or to the Study Drug.

14. INDEMNITY., LIABILITY AND
INSURANCE
(a) Fortrea and Sponsor shall not be

responsible for, and Institution shall indemnify,

Studie v dusledku poskytovani sluzeb v ramci
Studie (dale jen ,,Vynalezy“) neprodlen¢ sdéleny
Zadavateli a stanou se a nadale zlstanou jeho
vyhradnim majetkem. Zdravotnické zafizeni
zarucuje Zadavateli, ze bude vlastnikem veskerych
prav, vlastnickych prav a podild k témto
vynalezim a veskerym pravim duSevniho
vlastnictvi k nim, a zajisti, aby totéz Zadavateli
nebo jeho Povéfeny zastupce (jakakoli osoba
pisemné¢ urCenda Zadavatelem, ktera vykonava
C¢innosti  jménem  Zadavatele v souvislosti
se Studii, pfiCemZz timto zastupcem miize byt
Piidruzend spolecnost nebo Smluvni vyzkumna
organizace), zaruCili 1 veSkery Vyzkumny
persondl, pfiCemz musi byt zprostén vSech
zastavnich prav, narokl a vécnych biemen. Vyse
uvedené statky budou vytvotreny jako tzv. "work
for hire" (dilo na objednavku) ve prospéch
Zadavatele. Na zadost Zadavatele a na jeho
vyhradni ndklady a vydaje pfijme Zdravotnické
zafizeni takova opatieni, kterd Zadavatel povazuje
za nezbytnd nebo vhodnd k upevnéni vyluéného
vlastnictvi tohoto majetku a ziskani patentu nebo
jiné proprietarni ochrany jménem Zadavatele s
ohledem na kterykoli z vySe uvedenych statkd,
pfiCemz zajisti pfijeti téchto opatfeni i ze strany
Zkousejiciho a Vyzkumného personalu.

(b) Ani spoleCnost Fortrea ani Zadavatel na
Zdravotnické zafizeni nebo Vyzkumny Personal
na zaklad¢ této Smlouvy ani jinak nepfevedou
Zadna patentova, autorskd ani jina vlastnicka prava
spolecnosti Fortrea Zadavatele.

(©) Studijni Lék je a zlustdva ve vyhradnim
vlastnictvi Zadavatele.  Pfevod fyzické drzby
Studijniho Léku podle této Smlouvy, a/nebo jeho
drzba ¢i pouziti ze strany Zdravotnického zatfizeni
a/nebo  Vyzkumného  persondlu  nesmcji
pfedstavovat ani se povazovat za prodej, pronajem
nebo nabidky k prodeji ¢i pronajmu Studijniho
Léku, ani za pfevod vlastnického prava k nému.

14. NAHRADA SKODY, ODPOVEDNOST
A POJISTENI

(a) Spolecnost Fortrea a Zadavatel nebudou
nést odpovédnost a Zdravotnické zafizeni
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defend and hold Fortrea and Sponsor harmless
from any loss or third party claim resulting from
Institution or Research Staff’s negligence, willful
misconduct, or their breach of this Agreement.

Institution undertakes to:

(1) notify  Fortrea and  Sponsor
promptly of any action or
negligence which can result in
claims against Sponsor, Fortrea,
Institution or Research Staff, in
relation to the Study, or of filing of
such claim; and

(b)

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

in Fortrea.

(c) Sponsor maintains liability insurance as
required by Applicable Laws including but not
limited to clinical trial insurance or product
liability insurance.

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

(e) Institution shall maintain in full force and
effect, throughout the performance of the Study,
professional and general liability insurance in
amounts appropriate to cover its liability for any
damage which may be caused as a result of fault
or negligence of Institution or Research Staff in
the performance of their obligations under this
Agreement. Proof of such insurance shall be
provided to Fortrea or Sponsor upon request.

odSkodni, obh4ji a ochrani spolecnost Fortrea a
Zadavatele pted jakoukoli Skodou nebo narokem
ucinénym tieti stranou vyplyvajicim z nedbalosti,
umyslného nespravného jednani nebo poruseni
této Smlouvy ze strany Zdravotnického zafizeni
nebo Vyzkumného Personalu.
(b) Zdravotnické zatizeni se zavazuje:
(i) Informovat  spole¢nost  Fortrea a
Zadavatele bez zbyte¢ného odkladu o
veskerém jednani nebo nedbalosti, které
mohou vést ke vzniku narokit vaci
Zadavateli, spole¢nosti Fortrea,
Zdravotnickému zafizeni nebo
Vyzkumnému Persondlu ve vztahu ke
Studii, nebo o vzneseni takového
naroku; a

pIn¢€ spolupracovat se Zadavatelem
a/nebo spolecnosti Fortrea s cilem
stanovit ve vySe uvedenych ptipadech
pfislusné kroky, a nepfijmout zadné
kroky, které by mohly poskodit zajmy
Zadavatele na spole¢nosti Fortrea.

(i)

(c) Zadavatel udrzuje pojisténi odpovédnosti
za Skodu podle Platnych zakonti, mimo jiné véetné
pojisténi  klinického hodnoceni nebo pojisténi
odpovédnosti za vyrobek.

(d) Zdravotnické zatizeni a veskery
Vyzkumny Persondl musi mit poZadovana platna
opravnéni a povoleni, kterda jim umoZnuji
poskytovani sluzeb vramci Studie, mimo jiné
véetné lékatskych licenci a licenci nebo povoleni

provozovat zdravotnickd zafizeni provadéni
klinickych studii.
(e) Zdravotnické zafizeni musi mit po celou

dobu provadéni Studie v plné platnosti a ¢innosti
pojisténi profesni odpovédnosti za Skodu a
pojisténi obecné odpovédnosti za Skodu v
pfislusné castce k pokryti jakychkoli Skod, které
mohou byt zptsobeny v disledku zavinéni nebo
nedbalosti ze strany Zdravotnického zatizeni nebo
Vyzkumného Persondlu plnéni jejich povinnosti
podle této Smlouvy. Dlkaz o uzavieni takového
pojisténi bude poskytnut spolecnosti Fortrea nebo
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(f) Sponsor shall be responsible for taking out
insurance for the purposes of the Study in
compliance with Applicable laws. For these
purposes, the Sponsor represents and warrants
that it took out insurance of liability of the
Sponsor and the Investigator for damage
(including the non-pecuniary damage, with the
exception of non-pecuniary damage caused by
violation of personality or name protection rights,
by defamation, slander, bullying, harassment,
unequal treatment or by any other way of
discrimination), including indemnification in case
of death of a patient or damage to health to a
patient trial subject due to the Study performance
pursuant to Section 58 (2) of Pharmaceuticals Act.
Copy of Liability Insurance Contract/Liability
Insurance Certificate of the Sponsor is hereto
attached as Exhibit D of this Agreement.

15. PAYMENTS

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

Zadavateli na vyzadani.

) Zadavatel odpovidd za zajiSténi pojisténi
pro ucely Studie v souladu s Platnymi zakony. Za
timto ucelem Zadavatel prohlasuje, ze zajistil
pojisténi odpovédnosti Zadavatele a Zkousejiciho
za Skodu (vCetné nemajetkové Ujmy, vyjma
nemajetkové Gjmy zpiisobené porusenim prav na
ochranu osobnosti ¢i jména, urdzkou na cti,
pomluvou, Sikanou, obtézovanim, nerovnym
zachazenim ¢i jinymi zplsoby diskriminace),
jehoz prostiednictvim je zajisténo 1 odSkodnéni v
ptipad¢ smrti subjektu hodnoceni nebo v ptipadé
ujmy vzniklé na zdravi subjektu hodnoceni v
dasledku provadéni Studie v souladu s § 58 odst. 2
zékona 0 1é¢ivech. Kopie pojistné
smlouvy/pojistného certifikatu Zadavatele tvofi
Ptilohu D této Smlouvy.

15. PLATBY

(a) Vsechny platby budou vyplaceny témto
pfijemcim (dale jen "Pfijjemce platby" ¢i
"Pfijemci platby") v souladu s rozdélenim
poplatkt definovanym v Ptiloze B do Ctyficeti péti
(45) dnti od obdrzeni faktury:

Payee Name Fakultni  nemocnice Jméno Pfijemce platby | Fakultni nemocnice
Bulovka Bulovka

Payee Address Budinova 67/2 Adresa Ptijemce platby | Budinova 67/2
Prague 8 — Liben Praha 8 — Libeni
PSC: 180 81 PSC: 180 81
Czech Republic Ceska republika

Payee Tax ID CZ00064211 DIC Piijemce platby CZ00064211

Payee Contact email XXX Kontaktni e-mail | XXX

piijemce platby
Payee Contact | XXX Kontaktni ¢islo pfijemce | XXX
Number platby
(b) The approved payments for the Study and | (b) Schvélené platby za Studii a souvisejici

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

sluzby, které mé Zdravotnické zatizeni provadeét,
jsou uvedeny v rozpoCtu piilozeném k této
Smlouvé jako Pfiloha B a zaclenény zde odkazem
(,,Priloha B*). Platby uvedené v Ptiloze B
zahrnuji vSechny pfislu$né rezijni ndklady splatné
kterékoli Smluvni strané nebo subjektu v dasledku
Studie nebo v souvislosti s ni. Zdravotnické
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not be held liable for payments until they have
been paid by Sponsor for such payments and/or
fees due.  Fortrea will use its best efforts to
collect funds from Sponsor in a timely manner to
ensure prompt payment to Payee.

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

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

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

zafizeni bere na védomi, Ze spolecnost Fortrea
nenese odpovédnost za platby, dokud Zadavatel
neuhradi takové platby a/nebo splatnou odménu.
Spolec¢nost Fortrea vyvine maximalni usili, aby
ziskala finan¢ni prostiedky od Zadavatele vcas s
cilem zajistit rychlé zaplaceni Piijemci platby.

(©) Platby jsou podminény postupem v plném
souladu s Protokolem a jeho dodatky, upravami
protokolu schvalenymi IRB nebo EK a touto
Smlouvou, jakoz i1 v€asnym a uspokojivym
predlozenim uplnych a spravnych udaji z
formulaid subjekti hodnoceni (Case Report
Form). Pfijemce ¢i pfijemci plateb neziskaji
nahradu za subjekty hodnoceni, které byly do
Studie zafazeny bez fadné provedeného
informovaného  souhlasu, které  nespliuji
vstupni/vylucovaci kritéria nebo jejichZ zatazeni
lze povazovat za poruSeni nebo odchylku od
Protokolu nebo této Smlouvy.  Platby jsou
podminény piedlozenim zprav a dalSich informaci
pozadovanych podle této Smlouvy a Protokolu
spolecnosti Fortrea, a to vcas a uspokojivym
zpusobem. Platba za ¢asteéné provedené piipady
nebo navstévy, mimo jiné vcetné pripadd
piredCasného odstoupeni, nedodrzeni Protokolu z
bezpec¢nostnich divodi nebo z divodu dodrzeni
regulacnich pokynli, musi byt provedena na
pomérmém zdklad¢ za sluzby provedené podle
Ptilohy B. Pokud je tato Smlouva bez ohledu na
vySe uvedené ukonCena ze strany spolecnosti
Fortrea nebo Zadavatele v dusledku toho, ze
Zdravotnické zatizeni nebo ZkouSejici nezatadili
subjekt hodnoceni, vSechny zalohy (pokud nejsou
dle této Smlouvy nevratné) musi byt neprodlené
vraceny spole¢nosti Fortrea.

(d) Piijjemce platby je povinen poskytnout
nahradu vSem osobdm ¢i subjektim, které se
podileji na provadéni Studie.

(e) Zdravotnickému zafizeni nebo jakékoli
dalsi osobé nebo entit¢ zapojené do studie
nebudou ucinény zadné jiné platby, kromé piipadi
vyslovné uvedenych v této Smlouvé a jejich
pfilohdch a doplicich. Platba za jakékoli naklady
vynaloZené mimo ramec této Smlouvy a jejich
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in advance in writing by Fortrea.

€3} If a dispute arises between the Parties in
respect of any part of an invoice, Fortrea shall
notify Payee promptly of the particulars of the
dispute, and Fortrea may withhold payment of the
disputed part of the invoice provided that Fortrea
and Payee endeavor to act promptly and in good
faith to resolve the dispute.

(2) Institution shall not bill any third party for
any Study Drug or other items or services
furnished by Sponsor through Fortrea 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.

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

(1) Parties confirm that all payments and transfers
of value are reasonable and consistent with fair
market value in the relevant jurisdiction.

16. TERM AND TERMINATION

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

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

(1) upon thirty (30) days written notice
to Institution,;
(1))  upon immediate effect if Sponsor
terminates its clinical research

pfiloh a doplikli musi byt spolecnosti Fortrea
predem pisemn¢ schvalena.

® V pfipad¢ sporu mezi Smluvnimi stranami
tykajicimu se jakékoli ¢asti faktury je spolecnost
Fortrea povinna bezodkladné¢ oznémit Piijemci
platby podrobnosti sporu, a spolecnost Fortrea
muze zadrzet platbu sporné c¢asti faktury za
ptedpokladu, Zze se spolecnost Fortrea a Piijemce
platby snazi jednat rychle a v dobré vife spor
vyfesit.

(g) Zdravotnické zafizeni nebude zadné treti
stran¢ Uc¢tovat za jakykoli Studijni Lék nebo jiné
polozky ¢i sluzby poskytnuté Zadavatelem
prostiednictvim spoleCnosti Fortrea v souvislosti
se Studii, ani jakékoli sluzby poskytnuté
pacientim v souvislosti se Studii, za néZ je v
ramci Studie stanovena platba, kromé ptipadi
vyslovné povolenych v Ptiloze B.

(h) Pokud to vyzaduji Platné zdkony, muze
spoleCnost Fortrea vykdzat vSechny platby
Ptijemctum plateb jako platby pro kvalifikovaného
zdravotnického pracovnika.

(1) Strany potvrzuji, ze vSechny platby
aprevody hodnot jsou piimétené a odpovidaji
spravedlivé trzni hodnoté v ptislusné jurisdikci.

16. DOBA PLATNOSTI A UKONCENI

(a) Smlouva vstoupi v platnost v Den platnosti
a jeji platnost potrva do fadného dokonceni vSech
sluzeb a vyfeSeni vSech dotazii, pokud neni
ukoncena dfive v souladu s touto Smlouvou.

(b) Spole¢nost  Fortrea si  na  zdkladé
pisemného povoleni od Zadavatele vyhrazuje
pravo vypoveédéet tuto Smlouvu;

(1) na zéklad¢ vypovédi s tficetidenni (30)

vypoveédni dobou dorucené
Zdravotnickému zafizeni;
(i) s  okamzitou  uUCinnosti,  jestlize

Zadavatel ukon¢i smlouvy o provadéni
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agreement with Fortrea for the
conduct of the Study;
if Sponsor reasonably considers
Study data integrity is
compromised;

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

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

(iif)

(iv)

(©) Immediately upon receipt of a notice of
termination of this Agreement, Institution shall
and shall not hinder Investigator from ceasing to
enter patients into the Study and/or ceasing to
conduct procedures to the extent medically
permissible on Study patients already entered into
the Study each to the extent required by ICH-GCP
and Institution and its Research Staff shall refrain
from incurring additional costs and expenses to
the extent possible.

(d) Parties agree that upon termination of the
Services in so far as they relate to Fortrea
Personal Data, Institution and all its Sub-
processors, as defined in the Agreement, shall, at
the choice of Fortrea, return all Fortrea Personal
Data and the copies thereof to Fortrea, or securely
destroy all Fortrea Personal Data and certify to
Fortrea that it or they have done so, unless a
European Union or European Member State law
to which Institution or a Sub-processor are subject
prevent Institution or a Sub-processor from
returning or destroying all or part of Fortrea
Personal Data. In such a case, Institution warrants
that it will guarantee the confidentiality of Fortrea
Personal Data and will not actively Process
Fortrea Personal Data further and will guarantee
the return and/or destruction of Fortrea Personal
Data as requested by Fortrea when the legal
obligation to not return or destroy the information

klinického hodnoceni se spolecnosti
Fortrea za ucelem provadéni Studie;
pokud bude mit Zadavatel diivodné
podezieni, ze je ohrozena integrita
Studijnich udaji;
existuje-li odivodnény predpoklad, ze
pfi pokraovani poskytovani sluzeb v
rdmci  Studie by doSlo k poruseni
Platnych zakont; nebo

pokud se ZkouSejicimu nepodafi
nabrat nebo do Studie zatadit dostatecny
pocet subjekti hodnoceni pro ucast ve
Studii tak, aby bylo pravdépodobné, ze
budou naplnény statistické pozadavky
vztahujici se ke Studii urcené
Zadavatelem.

(iii)

(iv)

(©) Ihned po obdrzeni oznameni o ukonceni
této Smlouvy je Zdravotnické zatizeni povinno, a
nebude v tom branit ani ZkouSejicimu, zastavit
zapis pacienti do Studie, prestat v lékarsky
mozném rozsahu provadét postupy na subjektech
hodnoceni, které jiz byly do Studie zapsany, v
rozsahu poZzadovaném smérnici ICH-GCP a
Zdravotnické zatizeni a Vyzkumny personal jsou
povinni zamezit vzniku dodatecnych ndkladi a
vydajii v nejvyssi mozné mite.

(d)  Strany souhlasi s tim, Ze po ukonceni
poskytovani sluzeb v rozsahu, v némz se tykaji
osobnich udaji Fortrea, Zdravotnické zafizeni a
vSichni jeho Dil¢i zpracovatelé, jak je definuje
Smlouva, vrati podle rozhodnuti Fortrea vSechny
osobni udaje Fortrea a jejich kopie Fortrea, nebo
bezpecné zni¢i vSechny osobni udaje Fortrea a
potvrdi Fortrea, Ze tak uclinily, pokud zékon
Evropské unie nebo jejiho ¢lenského statu, jimz se
tidi Zdravotnické zatizeni nebo Dil¢i zpracovatel,
nebrani Zdravotnickému zafizeni ¢i Dil¢imu
zpracovateli ve vraceni ¢i z niceni vSech osobnich
udajt Fortrea nebo jejich Casti. V takovém piipadé
Zdravotnické zafizeni zaruCuje, Ze zajisti
davérnost osobnich udaji Fortrea a nebude déle
aktivné zpracovavat osobni udaje Fortrea a zaruci
vraceni a/nebo zniceni osobnich tdaji Fortrea, jak
to Fortrea pozaduje, kdyz jiz zdkonnd povinnost
nevratit a nezni¢it informace neni dale G¢inna.
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is no longer in effect.

(e) 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, as defined herein, under this
methodology for payment but already paid to
Payee shall be returned to Fortrea within thirty
(30) days of the site close-out visit by Fortrea.

17. REPLACEMENT

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

by the provisions herein relating to
Confidentiality,  Deregistration,  Publication,
Intellectual Property, Indemnity, Liability and
Insurance notwithstanding Investigator’s

replacement hereunder.

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

18. RECORD RETENTION

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

(b) Institution must obtain written permission
from Sponsor prior to the destruction of any Study
document at any time. Institution will contact
Sponsor for authorization prior to the destruction

(e)  V pripad¢ ukonceni této Smlouvy se ¢astka
splatna podle této Smlouvy omezi na pomeérné
poplatky na zaklad¢ skutecné prace radné a vcas
provedené do data ukonceni podle Protokolu, jak
je stanoveno v souladu s Ptilohou B. Veskeré
prostiedky, které nejsou Piijemci ¢i Pfijemctum
plateb splatné, ale které jim jiz byly vyplaceny,
musi byt vraceny spolecnosti Fortrea do tficeti
(30) dnit ode dne zavérecné navstévy spolecnosti
Fortrea na misté.

17. NAHRADNICI

(a) Pokud Zkousejici bud’ nechce nebo
nemiize plnit povinnosti podle této Smlouvy,
Zdravotnické zatfizeni bude v dobré vife a bez
pratahti spolupracovat na nalezeni néhradniho
Zkousejiciho s obdobnou kvalifikaci ptijatelného
pro Zadavatele a spolecnost Fortrea; ZkouSejici
vSak bude i1 naddle véazan ustanovenimi této
Smlouvy tykajicimi se divérnosti, vylouceni,
poskytovani finan¢nich informaci, zvetejnovani,
dusevniho vlastnictvi, odSkodnéni, odpovédnosti a
pojisténi bez ohledu na své nahrazeni podle této
Smlouvy.

(b) V pfipadé, Zze nedojde k nalezeni
nahradnika pfijjatelného pro Zadavatele a
Zdravotnické zafizeni v pfiméfené 1hlité, mize byt
tato Smlouva vypovézena v souladu s
ustanovenimi o dobé& trvani a ukonceni podle této
Smlouvy. Spoluprace Zdravotnického zatizeni pii
hledani pfijatelného nahradnika je nezbavuje
povinnosti plnit tuto Smlouvu az do (a vcetn¢)
ucinného data ukonceni.

UCHOVAVANI ZAZNAMU

Vsechny Diilezit¢ Dokumenty, které jsou
definovany ve smérnicich ICH-GCP, budou
uchovavany v souladu s Platnymi zakony,
smérnicemi ICH-GCP a Protokolem.

18.
(a)

(b)  Zdravotnické zafizeni je kdykoli pted
znienim  jakéhokoli  Studijniho  dokumentu
povinno ziskat pisemné povoleni od Zadavatele.
Zdravotnické zafizeni se obrati na Zadavatele se
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of any essential Study documents or in the event
of accidental loss or destruction of any essential
Study documents. Institution will also notify
Fortrea should it relocate or move the Study
related files to a location other than that specified
in the submitted Study documentation.

(©) Institution and Investigator shall retain the
records, reports and data relating to the Study for
a period of not less than twenty-five (25) years
from the completion of the Study unless Sponsor
provides written permission to dispose of them
earlier or notice requiring their longer retention.

19. ASSIGNMENT

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

20. INDEPENDENT CONTRACTOR

(a) Each of the parties to this Agreement shall
act as an independent contractor and not be
interpreted, on any basis, as an appointee,
employee, servant or representative of the other
party. Accordingly, the employee(s) of one Party
shall not be regarded as employee(s) of the other
Party and none of the Parties 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
Fortrea shall not be liable to Payee for any
employer related taxes and Payee shall not be
entitled to enroll in any employee benefits of
Fortrea.

zadosti o povoleni pfed znicenim veskerych
Dilezitych dokumentt tykajicich se Studie nebo v
pfipad¢ jejich néhodné ztraty nebo zniCeni.
Zkousejici bude rovnéz informovat spolecnost
Fortrea v pfipadé piemisténi nebo piesunu
Studijnich dokumentti na jiné misto, nez je
uvedeno v predlozené Studijni dokumentaci.

(c)  Zdravotnické zatfizeni a Zkousejici budou
uchovavat zdznamy, zpravy audaje souvisejici
se Studii po dobu alesponi dvacet pét (25) let
od dokonceni Studie, pokud Zadavatel neposkytne
nezasle oznameni s pozadavkem na delsi dobu
uchovavani.

19. POSTOUPENI SMLOUVY
Zdravotnické zafizeni nesmi tuto Smlouvu
postoupit nebo ptfevést bez predchoziho
pisemného souhlasu spolecnosti Fortrea a
Zadavatele. SpoleC¢nost Fortrea muze tuto
Smlouvu postoupit nebo pievést na tieti stranu po
ptedlozeni pisemného ozndmeni Zdravotnickému
zafizeni. V ptipadég, ze spolecnost Fortrea postoupi
nebo pfevede tuto Smlouvu na tieti stranu, ta
pfevezme vSechny povinnosti podle této Smlouvy,
Zdravotnické zafizeni zprosti a navzdy zbavi
spolecnost Fortrea a jeji pfidruzené spolecnosti
veSkerych zévazkii a povinnosti spole¢nosti
Fortrea plynouci z této.

20. NEZAVISLA SMLUVNI STRANA

(a) Vsechny smluvni strany budou vykonavat
funkci nezdvislé smluvni strany a nebudou v
zddném ptipad¢ povazovany za poveéifené osoby,
zamé&stnance, pomocniky nebo zéastupce dané
strany. Zameéstnanci jedné Strany nebudou proto
povazovani za zamé&stnance druhé Strany a Zadna
Strana neuzavie smlouvu nebo dohodu s tfeti
stranou, coZ by smluvné zavazovalo druhou
smluvni Stranu. Pro vylouceni pochybnosti
spolecnost Fortrea nenese vuc¢i Pfijemci platby
odpovédnost za dané tykajici se zaméstnavateld a
Piijjemce platby neni opravnén k ucasti na
zamestnaneckych vyhodach spolecnosti Fortrea.
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21. PUBLICITY

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

22. GOVERNING LAW

This Agreement shall be construed in accordance
with the laws of the State of Czech Republic
without regard to its conflict of laws provisions.
Parties undertake to assist each other in
processing of the Study and possible disputes and
discrepancies of view concerning the procedure
and method of works should be solved by
behavior usual for contractual parties. The court
bodies of the Czech Republic will have the
appropriate jurisdiction to negotiate and decide
upon possible disputes that will not be solved by
co-operation as stipulated above.

23.  SURVIVAL

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

24. THIRD-PARTY RIGHTS

The Institution and Investigator acknowledge that
the Sponsor is the sponsor of the Study and in
order to satisfy pre-existing contractual

21. UVEREJNENI SMLOUVY
Zdravotnické zafizeni ani jeho Vyzkumny
personal nesmi (i) pouzivat nazev, ochrannou
znamku nebo logo spolecnosti Fortrea nebo
Zadavatele; (i) uvadét nebo naznacovat, ze
spolecnost Fortrea nebo Zadavatel podporuje nebo
schvaluje jakékoli sluzby, material, ptipravek nebo
slou¢eninu v souvislosti  se  sluzbami
poskytovanymi v rdmci Studie nebo (iii) uvetejnit
existenci této Smlouvy nebo jeho spolupraci se
spoleCnosti  Fortrea nebo Zadavatelem bez
vyslovného pisemného souhlasu Strany, jejiz
jméno podléha moznému pouziti, uvefejnéni nebo
prohlaSeni  vySe uvedeného, neni-li tak
pozadovano zakonem.

22. ROZHODNE PRAVO

Tato Smlouva musi byt vyklddana v souladu s
pravem Ceské republiky bez ohledu na kolizni
ustanovent.

Strany se zavazuji pfi zpracovani Studie si
vzajemn¢ pomdhat a piipadné spory a rozdilnost
nazorll na postup a zpusob praci fesit jednanim
obvyklym u Stran. K projednani a rozhodovani
ptipadnych sporti, které nebudou pirekonany
spolupraci podle vyse uvedené¢ho, jsou piislusné
soudni organy Ceské republiky.

PRETRVANI

USTANOVENI
Ustanoveni této Smlouvy tykajici se Divérnosti,
Vylu€ovani, Auditd, Monitorovani a Kontroly,

23. PLATNOSTI

zvetejiovani, DuSevniho vlastnictvi, Nahrady
Skod, Odpovédnost a Pojisténi, Uchovavani
Zéznamu, Postoupeni, Prav tretich stran,

Rozhodného Prava, Pretrvani platnosti a jakakoli
ustanoveni o dodrZzovani ptedpisi, ktera se tykaji
transparentnosti, boje proti uplatkarstvi, boje proti
korupci a stfetu z4jmi zistavaji v platnosti 1 po
vyprseni nebo ukonceni platnosti této Smlouvy.

24. PRAVA TRETICH STRAN

Zdravotnické  zafizeni  a ZkouSejici  berou
na védomi, ze Zadavatel je zadavatelem Studie
a aby byly splnény jiz existujici smluvni zadvazky
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obligations owed by the Fortrea to Sponsor, the
Parties agree that the Sponsor and its affiliates are
the intended third-party beneficiaries of the rights
under this Agreement (in particular the IP rights),
and accordingly has concomitant enforceable
rights in relation to this Agreement. The Parties
acknowledge  that  conferring  third-party
beneficiary status upon the Sponsor and its
affiliates is a direct and material purpose of the
Parties entering into the Agreement. To the extent
Applicable Law does not allow vesting of any
rights directly in Sponsor under this Agreement,
such rights will vest in the Fortrea, on the
Sponsor’s behalf. Rights under this Section
cannot be modified without Sponsor’s consent.

Except for the third-party beneficiary rights
granted to the Sponsor and its affiliates in this
Agreement, no person who is not a party to this
Agreement shall have any rights under it and shall
not be able to enforce any term of this Agreement.

25. MISCELLANEOUS

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

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

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

(d) Waiver or forbearance by any Party with
respect to a breach of any provision of this

spoleCnosti  Fortrea vac¢i Zadavateli, Smluvni
strany se dohodly, Ze Zadavatel a jeho pfidruzené
spoleCnosti jsou obmyslené tfeti strany s pravy
plynoucimi ztéto Smlouvy (zejména pravy
k duSevnimu vlastnictvi) aZze ma soub&zna
vynutitelnd prava ve vztahu ktéto Smlouve.
Strany berou navédomi, ze pfiznani statutu
obmyslené tfeti strany Zadavateli a jeho
pfidruzenym subjektim je pfimym a podstatnym
zdmerem Stran uzavirajicich tuto Smlouvu. Pokud
platné zadkony neumoznuji, aby jakakoli prava
nalezela pfimo Zadavateli podle této Smlouvy,
budou tato prava nalezet spolecnosti Fortrea
jménem Zadavatele. Prava plynouci z této cCasti
nelze bez souhlasu Zadavatele ménit.

Vyjma prav pfiznanych zadavateli a jeho
pfidruzenym spole¢nostem jako obmyslené treti
stran¢ této Smlouvy nebude mit zadny subjekt,
ktery neni stranou této Smlouvy, Z4dnd prava
ze Smlouvy plynouci a nebude opravnén vymahat
Zadna ustanoveni této Smlouvy.

25.  DALSI USTANOVENI

(a) Tato Smlouva a veSkeré piilohy, dopliky
atd., tvoti Uplnou dohodu mezi Stranami ve vztahu
ke Studii a nahrazuji vS§echny ptedchozi a doCasné
smlouvy a ujedndni, at’ uz pisemné nebo ustni.

(b) Tato Smlouva a veSkeré dopliky, pfilohy
atd. Ize meénit pouze pisemnym dokumentem
podepsanym Stranami.

(©) Je-li nékteré ustanoveni této Smlouvy v
rozporu s pravnimi predpisy, podle nichz se tato
Smlouva vyklada, nebo pokud je jakékoli takové
ustanoveni prohlaSeno za neplatné soudem, musi
byt toto ustanoveni povazovano za
preformulované tak, aby co nejblize vyjadfovalo
pivodni zadmér Stran v souladu s platnymi
pravnimi pfedpisy, pficemz zbyvajici cast této
Smlouvy ziistane v plné platnosti a t¢innosti.

(d) Pokud se n¢ktera ze Stran vzda svého
prava vzhledem k poruseni jakéhokoli ustanoveni
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Agreement or any applicable law shall not be
deemed to constitute a waiver with respect to any
subsequent breach of any provision hereof.

(e) If any dispute, controversy or claim arises
out of this Agreement, the Parties agree that they
will attempt in good faith to resolve the matter
through negotiations.  If negotiations fail to
resolve the dispute, controversy or claim, the
matter may be submitted to an appropriate court
for resolution.

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

(2) Any notice required or permitted to be
given hereunder by any Party hereto shall be in
writing and shall be deemed given on the date
received if sent by courier service, certified mail
with return receipt requested, or by other means
of delivery requiring a writing acknowledgement
of receipt upon delivery. All notices will be
effective upon delivery to the following address:

If to Fortrea:
Fortrea Inc., 8 Moore Drive, Durham, NC 27709,
USA

With a copy to: Fortrea General Counsel, 8
Moore Drive, Durham, NC 27709 USA

If to Institution:
Fakultni nemocnice Bulovka, Budinova 67/2, 180
81 Prague 8, Czech Republic

If to Sponsor:
ASTRAZENECA AB, 151 85 Sodertilje, Sweden

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

(h) This Agreement has been drawn up in the
Czech and English language, and the Parties

této Smlouvy nebo pfislusného zdkona, nebo jej
promine, nesmi to byt povazovéano za zieknuti se
prava vzhledem k jakémukoli naslednému
poruseni kteréhokoli ustanoveni této Smlouvy.

(e) Pokud z této Smlouvy vznikne jakykoli
spor nebo narok, Smluvni strany se zavazuji, ze se
pokusi véc vyiesit jednanim v dobré vife. Pokud
se jednanim nepodafi spory nebo naroky vyftesit,
muze Strana predlozit véc k rozhodnuti
pfislusnému soudu.

6] Tato Smlouva je pro ob& Strany, jejich
dédice, nastupce a ptipustné nabyvatele zavazna.

(2) Veskera oznameni, kterd jakékoli Strana
musi nebo muze ucinit podle této Smlouvy musi
mit pisemnou formu a musi se povazovat za
ucinéna k datu prijeti, pokud budou zaslana
kuryrni  sluzbou doporu¢enym dopisem s
doru¢enkou nebo jinym zpiisobem doruceni, u
kter¢ho je nutné pisemné potvrzeni pfijeti po
doruceni. Veskera oznameni budou ucinna po
doruceni na nésledujici adresu:

Za spole¢nost Fortrea:
Fortrea Inc., 8 Moore Drive, Durham, NC 27709,
USA

S kopii pro: Fortrea General Counsel, 8 Moore
Drive, Durham, NC 27709 USA

Za Zdravotnické zarizeni:
Fakultni nemocnice Bulovka, Budinova 67/2, 180
81 Praha 8 — Liben, Ceska republika

Pro Zadavatele: 5
ASTRAZENECA AB, 151 85 Sodertilje, Svédsko

Kazdd ze Stran mlZe zménit svou dorucovaci
adresu a/nebo kontaktni osobu pfisluSnym
oznamenim stanovenym v této Smlouvé.

(h) Tato Smlouva je sepsana v cCeském a
anglickém jazyce a Strany povazuji obé jazykové
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consider both language versions to be equal;
however, in case of any interpretation discrepancy
between the individual versions, the Czech
version shall prevail as agreed by the Parties.

(1) This Agreement shall not be considered
accepted, approved, or otherwise effective until
signed below by all appropriate Parties. Each of
the Parties hereto represents and warrants that the
person signing below on such Party’s behalf has
the authority to enter into this Agreement, and
that this Agreement does not conflict with any
existing agreement or obligations of such Party.
This Agreement may be executed in two or more
counterparts, each of which shall be an original
and all such counterparts together shall constitute
the entire Agreement and a single legal document.

Exhibits:
Exhibit A - Electronic Access Terms and
Condition

Exhibit B — Budget

Exhibit C - Approval issued by the State Institute
for Drug Control
Exhibit D - Copy of Liability Insurance
Contract/Liability Insurance Certificate of the

Sponsor

THE REMAINDER OF THIS PAGE IS
INTENTIONALLY LEFT BLANK
SIGNATURE PAGE ToO FOLLOW

verze za rovnocenné, avSak pro pfipad
vykladovych nesrovnalosti mezi jednotlivymi
verzemi se Strany dohodly, Ze prednost ma Ceska
verze Smlouvy.

(1) Tuto Smlouvu nelze povazovat za
schvalenou ani jinak platnou, dokud nebude
podepsana vSemi Stranami. Kazda ze Stran
prohlasuje a zarucuje, Ze osoba, kterd se nize
podepisuje jménem této Strany, je opravnéna tuto
Smlouvu uzavfit, a Ze tato Smlouva neni v rozporu
s jakoukoli stavajici smlouvou nebo zavazkem této
Strany. Tato Smlouva muZze byt vyhotovena ve
dvou nebo vice stejnopisech, kdy se kazdy
povazuje za original, ale vSechny takové
stejnopisy spolecné tvoii celou Smlouvu a jediny
pravni dokument.

Ptilohy:

Ptiloha A - Podminky pro pfistup k elektronickym
udajim

Ptiloha B — Rozpocet

Piiloha C - povoleni vydaného Statnim ustavem
pro kontrolu 1é¢iv

Piiloha D - Kopie pojistné smlouvy/pojistného

certifikatu

ZBYTEK TETO STRANKY JE ZAMERNE PONECHAN
PRAZDNY
NASLEDUJE STRANKA S PODPISY
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Ptijato a schvaleno / Accepted and Agreed:

Fortrea Inc.

Podpis / Signature:

Jméno hilkovym pismem / Printed Name: XXX
Titul / Title: XXX

Datum / Date:

FAKULTNTI NEMOCNICE BULOVKA

Podpis / Signature:

Jméno htlkovym pismem / Printed Name: XXX
Titul / Title: XXX

Datum / Date:

Czech Institution Template: Version 20221018
Sponsor/Study Approved Template: Version 1, 12012023
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Exhibit A

Electronic Access Terms and Conditions

Research Staff 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 and site Authorized Users obligation to
adhere to subject the following Terms and Conditions:

Authorized Users will provide to Fortrea 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 hefshe is accountable and responsible for all
actions initiated under his/her electronic signature. Authorized Users
may not (a) select or use a username or password of another person
with the intent to impersonate that person; (b) use a username or
password in which another person has rights without such person's
authorization, or (c) permit any third party to use his or her username
and/or password.

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

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

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

Priloha A
Podminky pro pfistup k elektronickym tdajim

Vyzkumny personal a dalsi osoby ve Zdravotnickém zafizeni mohou
ziskat uzivatelské jméno a heslo (,Opravnéni uzivatelé®) k umoznéni
pfistupu ke Studijnim Gdajim v systému pro elektronicky sbér dat
platném pro Studii (,Systémy*). Uzivatelskd jména a hesla jsou
poskytnuta na z&kladé poskytnuti souhlasu od Zdravotnického zafizeni
a Opravnénych uzivatell pracovisté k dodrzovani zavazkd podiéhajici
témto podminkam:

Opravnéni uzivatelé poskytnou spoleCnosti Fortrea urcité registraCni
Udaje vCetné jména, adresy, telefonniho Cisla a e-mailové adresy, které
musi byt pfesné a aktualni. VSichni Opravnéni uzivatelé berou na
védomi, Ze jsou odpovédni za vSechny své Cinnosti zapoCaté po
poskytnuti elektronického podpisu. Opravnéni uzivatelé nemohou (a)
zvolit ¢i pouzivat uzivatelska jména & hesla jinych osob za Ucelem
vydavani se za danou osobu; (b) pouZzivat uZivatelské jméno &i heslo,
na které se vztahuji prava jiné osoby bez poskytnuti opravéni od
takové osoby, nebo (c) opravnit Zadnou tfeti osobu k pouZivani
uzivatelského jména a/nebo hesla.

Opravnéni uzivatelé souhlasi s tim, ze budou pfidélena uzivatelska
jména a/nebo hesla uchovavat v divémosti a bezprodlené uvédomi
spoleénost Fortrea, (a) pokud se vyskytne diivod k podezfeni, ze
pfidélené uZivatelské jméno a/nebo heslo bylo nechténé uvedeno ve
znamost nebo jinak prozrazeno, (b) o jakémkoli znamém ¢i domnélém
uzivani uzivatelského jména a/nebo hesla nebo (c) jakémkoli znamém
nebo domnélém porusSeni bezpecnosti, vCetné ztraty, odcizeni &i
neopravnéného pouzivani uzivatelského jména a/nebo hesla.

Neni-li zde vyslovné uvedeno jinak, Opravnéni uZivatelé nesmi predat
¢i umoznit pouzivani nebo pfistup do Systém( Zadné treti strané.
Opravnéni uZivatelé a Zdravotnické zafizeni musi Systémy pouZivat
pouze k zakonnym Gcellm a v souladu s touto Smlouvou. Opravnéni
uzivatelé a Zdravotnické zafizeni nesmi sami hostovat Systémy na
svych vlastnich serverech nebo na severech jakékoli dalSi strany svym
jménem. Zdravotnické zafizeni a jeho Opravnéni uZivatelé nesmi v
zadném pfipadé zajistovat opravy, demontovat nebo dekompilovat
Systémy. Zdravotnické zafizeni a jeho Opravnéni uzivatelé nesmi
kopirovat, vylepSovat nebo vytvaret derivaty Systémi nebo zvefejfiovat
vysledky vykonnosti Systému zadnym tfetim stranam bez pfedchoziho
pisemného souhlasu vlastnika. Zdravotnické zafizeni a Opravnéni
uzivatelé nesmi prendSet, prodavat, opétovné prodavat, darovat,
distribuovat ¢i poskytovat podlicence Zadné treti strané.

NedodrZeni vySe uvedeného bude znamenat porudeni této Smiouvy,
coZ mlze mit pro Opravnéné uzivatele nebo Zdravotnické zafizeni za
nasledek okamzité zruSeni pfistupu do Systému.
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Exhibit B: Budget

This annex is not being published in accordance
with the Act on the Register of Contracts.

Estimated value of the Agreemnt is 733 484 CZK
without VAT.

Pfiloha B: Rozpocet
Tato pfiloha se v souladu se zakonem o registru
smluv neuvefejnuje.

Odhadovana celkova €astka této Smlouvy Cini
733 484 CZK bez DPH.
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Exhibit C - Approval issued by the State Institute for Drug Control /

Ptiloha C - povoleni vydaného Statnim ustavem pro kontrolu 1é¢iv

PDF

Rozhodnuti povoleni
KH_IN_2022-501024-
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Exhibit D - Copy of Liability Insurance Contract/Liability Insurance Certificate of the Sponsor /

Ptiloha D - Kopie pojistné smlouvy/pojistného certifikatu

This annex is not being published in accordance
with the Act on the Register of Contracts.

Tato pfiloha se v souladu se zakonem o registru
smluv neuvefejfiuje.
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