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CLINICAL TRIAL AGREEMENT

SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENi

This Clinical Trial Agreement (including its Exhibits and
Attachments, this “Agreement’) has been concluded on
the date of last signature and becomes effective on the
date of publication in accordance with Act No. 340/2015
Coll., on the Contract Registry (“Effective Date”) by and
among:

Tato Smlouva o provedeni klinického hodnoceni (vEetné
vSech pfiloh a dodatkd souhrnné dale jako ,Smlouva®)
se uzavira dnem posledniho podpisu a je U€inna dnem
uvefejnéni dle zékona ¢. 340/2015 Sb., o registru smluv
(dale jen ,Datum ucinnosti‘) mezi témito Smiuvnimi
stranami:

Fortrea Inc. (formerly known as Labcorp Drug
Development Inc), 8 Moore Drive, Durham, NC 27709
USA, VAT 22-3265977, represented by XXX, and its
affiliates

Fortrea Inc. (dfive zndma jako Labcorp Drug
Development Inc), 8 Moore Drive, Durham, NC 27709
USA, VAT 22-3265977, zastoupena XXX

(hereinafter referred to as “Fortrea”); and

(dale jako ,Spole¢nost Fortrea®); a

Vseobecna fakultni nemocnice v Praze

U Nemocnice 499/2

128 08 Praha 2

Czech Republic

Company ID: 00064165

VAT: CZ 00064165

banking coordinates: 24035021/0710

represented by XXX, authorized by Power of Attorney
dated XXX

(hereinafter referred to as “Institution”) and

VSeobecna fakultni nemocnice v Praze

U Nemocnice 499/2

128 08 Praha 2

Ceska republika

IC: 00064165

DIC: CZ 00064165

bankovni spojeni: 24035021/0710

zastoupena XXX, na zakladé pIné moci ze dne XXX
(dale jako Zdravotnické zafizeni‘) a

XXX, VSeobecna fakultni nemocnice v Praze, XXX, U
Nemocnice 499/2, 128 08 Praha 2, Czech Republic
(hereinafter referred to as “Investigator”)

XXX, Vseobecna fakultni nemocnice v Praze, XXX, U
Nemocnice 499/2, 128 08 Praha 2, Ceska republika
(dale jen ,Zkousejici®)

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

Pfi¢emz jsou spole¢nost Fortrea, Zdravotnické zafizeni
a ZkouSejici zde dale oznaCovani jednotlivé jako
,Strana“ a spolecné jako ,Strany*;

Whereas, Fortrea is acting in its capacity as a contract
research organization as defined in ICH-GCP 1.20 as an
independent contractor of Anthos Therapeutics, Inc.
(“Sponsor”) to assist Sponsor in conducting the clinical
research study detailed below:

PfiCemz spoleCnost Fortrea jedna jakozto smluvni
vyzkumna organizace, jak je stanoveno ve smérnicich
ICH-GCP 1.20, jako nezavisly dodavatel spole¢nosti
Anthos Therapeutics, Inc. (dale jen ,Zadavatel®), aby
Zadavateli poskytla pomoc pfi provedeni nize uvedené
vyzkumné klinické studie:

Study Drug: Abelacimab 150 mg (hereinafter referred to as “Study Drug”)
Hodnoceny Abelacimab 150 mg (déle jako ,Hodnoceny lék)
pfipravek:

Protocol Title:
Néazev protokolu:

A Phase 3, multicenter, randomized, double-blind, placebo-controlled, parallel-group study
to evaluate the efficacy and safety of abelacimab in high-risk patients with atrial fibrillation
who have been deemed unsuitable for oral anticoagulation (as it may be amended from time
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to time by Sponsor, hereinafter referred to as the “Protocol’). The Protocol is deemed
incorporated by reference into this Agreement.

Multicentricka, randomizovana, dvojité zaslepena, placebem kontrolovana studie faze 3 s
paralelnimi skupinami hodnotici G¢innost a bezpecnost abelacimabu u vysoce rizikovych
pacientd s fibrilaci sini, ktefi byli shledani nevhodnymi pro perorélni antikoagulacni 1é&bu
(ktery mUze zadavatel ¢as od ¢asu zménit, dale jen ,Protokol“). Protokol se povaZuje za
zaclenény odkazem do této dohody.

Protocol Number: ANT-010

Cislo protokolu:

The performance of the Protocol at all sites is hereinafter referred to in this Agreement as the “Multicenter Trial”
PInéni protokolu na vSech pracovistich je dale v této smlouvé oznaCovano jako ,Multicentrické klinické

hodnoceni".

Whereas, Investigator is an employee of Institutionand
is experienced in clinical research involving human
subjects. Study will be performed at XXX, VSeobecna
fakultni nemocnice v Praze, U Nemocnice 499/2, 128 08
Praha 2, Czech Republic under the supervision of XXX.

Pficemz, ZkouSejici lékai je zaméstnancem
zdravotnického zafizeni a ma zkuSenosti s klinickymi
hodnocenimi zahrnujicimi lidské subjekty. Studie se
bude vykonavat na XXX, VSeobecné fakultni nemocnice
v Praze, U Nemocnice 499/2, 128 08 Praha 2, Ceska
republika pod vedenim XXX.

Whereas, Fortrea wishes to engage Institution and
Investigator to- and Institution and Investigator desire to
participate in the conduct of the Multicenter Trial (such
conduct at Institution’s facilities, hereinafter referred to as
the “Study”),

Piiemz Spole¢nost Fortrea si pfeje zapojit Zdravotnické
zafizeni a zkouSejiciho do - Zdravotnické zafizeni a
zkouSejici si pfeji - UCastnit se - realizace
multicentrického klinického hodnoceni (v prostorach
Zdravotnického zafizeni, dale jen ,,Studie®),

Now, therefore, the Parties hereto agree as follows:

Proto se nyni Strany shoduji na nasledujicim:

1. CONDUCT OF THE STUDY

1. PROVADENI STUDIE

(a) Institution and/or Investigator shall ensure that
all persons and entities who have any involvement in the
performance of the Study, including employees,
independent contractors, permitted subcontractors and
agents of Institution and/or Investigator, and sub-
investigators and pharmacy, laboratory, radiology,
pathology, cardiology and/or nursing staff (hereinafter
collectively, “Research Staff’) have the knowledge and
experience to undertake the Study and shall accurately,
efficiently and expeditiously perform the Study in a
professional and competent manner. Institution and
Investigator shall ensure and warrant compliance with
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.

(a) Zdravotnické zafizeni a/nebo Zkousejici zajisti,
aby vSechny osoby a subjekty UCastnici se Studie,
vCetné zaméstnancl, nezavislych dodavatell nebo
zastupcl Zdravotnického zafizeni a/nebo Zkousejiciho,
a diléich zkouSejicich spolu s pracovniky Iékarny,
laboratofe, radiologie, patologie ¢&i kardiologie a
zdravotnicky personal (déle jen ,Vyzkumni pracovnici‘)
mély znalosti a zkuSenosti k provadéni Studie a
provadély Studii pfesné, efektivné a bez pritahu, a to
profesionalnim  a  kompetentnim  zpUsobem.
Zdravotnické zafizeni zajisti a zaru¢i dodrzovani této
smlouvy Vyzkumnym personalem. Pokud je v této
Smlouvé uveden odkaz na zavazky, z nichZ
Zdravotnickému zafizeni a/nebo ZkouSejicimu plynou
povinnosti vzhledem ke sluzbam, které mlze zajistit
Vyzkumny persondl, takovy odkaz zahrnuje i Vyzkumny
personal.

(b) By signing this Agreement, Institution and
Investigator each represent and warrant that it/he/she is

(b) Podpisem této Smlouvy Zdravotnické zafizeni
a ZkouSejici prohlasuji a zaruCuiji, ze neporusuji zadné
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not in violation of any terms and conditions of any
agreement for services or employment with any other
individual or entity and that it/he/she has not and will not
enter into any agreement that would limit or prevent
its/his/her ability to fully perform its/hisfher obligations
under this Agreement.

podminky jakékoli smlouvy o sluZzbach nebo zaméstnani
s jakoukoli jinou fyzickou nebo pravnickou osobou a ze
nema uzavienou ani neuzavie Zadnou smlouvu, ktera by
omezovala nebo branila jeho schopnosti plné vykonavat
jeho povinnosti podle této Smlouvy.

(c) To the extent terms and conditions in this
Agreement and the Protocol conflict, the terms and
conditions of the Protocol shall control with respect to
scientific and medical matters and the provisions of this
Agreement shall control with respect to all other issues.

(c) Do miry, do které budou podminky této smlouvy
a protokolu v rozporu, budou mit ve védeckych a
Iékarskych zalezitostech pfednost podminky protokolu a
ve vztahu ke vSem ostatnim otazkam ustanoveni této
smiouvy.

(d) Institution and Investigator each agrees to
perform 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 that term is defined by ICH/GCP)
required for Study initiation are in place and that required
ethics committee/institution review board (“EC/IRB”),
regulatory authority and/or other competent authority
approval(s) has been received.

(d) Zdravotnické zafizeni a ZkouSejici souhlasi s
tim, ze budou provadét vybér pacientt a randomizaci pro
studii az poté, co Spole¢nost Fortrea pisemné (coz muze
byt formou e-mailu) potvrdi zdravotnickému zafizeni, Ze
jsou k dispozici vSechny zakladni dokumenty (dle
definice tohoto pojmu ICH/GCP) pozadované pro
zahajeni studie a Ze byla obdrzena veSkera pozadovana
schvaleni od etické komise/institucionalni revizni komise
(dale jen ,EK/IRB*), regulacniho organu a/nebo jiného
kompetentniho dfadu.

(e) Fortrea is responsible for fulfilling its statutory
obligations in relation to the State Institute for Drug
Control (Stétni Gstav pro kontrolu 1é&iv, SUKL), and other
regulatory authorites as appropriate, including
notification of the commencement and termination of the
Study, submitting messages and reports of adverse
events, notification of new facts and measures taken and
other information obligations, approval of informed
consent and amendments thereto, approval of
amendments to the Protocol, and also for negotiations
with SUKL s in connection with this Study.

Fortrea represents that all information submitted for the
purposes of conducting the Study (including the
Protocol) is complete and correct for the purposes of
conducting the Study.

Fortrea undertakes to provide the Investigator with an
informed consent template to be used for the Study, to
include all the requirements of the Sponsor, the Protocol,
and relevant legislation, and which has been approved
by SUKL.

Fortrea undertakes to notify Institution promptly if the
Study is terminated (either prematurely or at the properly
anticipated time), or if SUKL suspends or prohibits the
conduct of the Study, as well as if the approval of the

(e) Spole€nost Fortrea odpovida za pinéni zakonnych
povinnosti ve vztahu ke Statnimu Ustavu pro kontrolu
lé¢iv (SUKL), pfipadné k jinym reguladnim Gfaddm, a to
véetné ohlaseni zahajeni a ukonceni Studie, podavani
zprav a hlaeni nezadoucich ¢ink(, oznameni novych
skuteCnosti a pfijatych opatfeni a dalSich informacnich
povinnosti, schvaleni informovaného souhlasu a jeho
zmén, schvaleni dodatkd k Protokolu, a také za jednani
vigi SUKL v souvislosti s touto Studii.

Spoleénost Fortrea prohlaSuje, ze veSkeré informace
pfedané pro U&ely provadéni Studie (vCetné Protokolu)
jsou Uplné a spravné pro Ucely provadéni Studie.

Spole¢nost Fortrea se zavazuije pfedat ZkouSejicimu pro
Ucely Studie vzorovy informovany souhlas, ktery
obsahuje veSkeré pozadavky Zadavatele, Protokolu a
pfislusnych pravnich pfedpist a byl schvalen SUKL.

Spoleénost Fortrea se zavazuje neprodlené informovat
Zdravotnické zafizeni o ukonCeni Studie (pfed€asném
nebo v fadném predpokladaném terminu), nebo v
pfipadé, ze SUKL pozastavi nebo zakaze provadéni
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Ethics Committees is withdrawn (temporarily or
permanently). Fortrea is also required to inform
Institution promptly of any and all facts that may
adversely affect the safety or health of Study Subjects or
affect the continued conduct of the Study, including
information arising from the Study conducted at other
trial sites, and to inform Institution of any suspected
adverse reactions to the Study Drug reported to it.

Studie a dale bude-li souhlas etickych komisi (do¢asné
nebo trvale) odvolan. SpoleCnost Fortrea je rovnéz
povinna neprodlené informovat Zdravotnické zafizeni o
veSkerych skuteCnostech, které mohou nepfiznivé
ovlivnit bezpecnost nebo zdravi subjektl hodnoceni
nebo mit vliv na dalSi provadéni Studie, véetné informaci
vzeslych ze Studie provadéné na jinych mistech
hodnoceni a informovat Zdravotnické zafizeni o vSech
jemu oznamenych podezfenich na nezadouci ucinky
Studijniho Iéku.

2. APPLICABLE LAW

2. PLATNE PRAVNi PREDPISY

Institution and Investigator shall conduct the Study in
accordance with (a) the Protocol, (b) this Agreement, (c)
written instructions from  Sponsor or Fortrea
(“Instructions”), (d) relevant professional standards of
medical practice, and (e) all applicable international,
national, state and local laws, guidelines, rules and
regulations, including applicable privacy laws, data
protection laws and anti-bribery, anti-corruption laws,
including the General Data Protection Regulation (EU)
2016/679 (‘GDPR”) and ICH-GCP  Guidelines
(CPMP/ICH/135/95) (collectively, “Applicable Law”). In
the event any Fortrea Instruction conflicts with any
Sponsor Instruction, the Sponsor Instruction shall
control.

Zdravotnické zafizeni a Zkou$ejici budou Studii provadét
v souladu s (a) Protokolem, (b) touto Smlouvou, (c)
pisemnymi pokyny od Zadavatele nebo SpoleCnosti
Fortrea (dale jako ,Pokyny*), (d) pfislusnymi profesnimi
normami lékafské praxe (e) vSemi pfisluSnymi
mezinarodnimi, statnimi a mistnimi zakony, pravidly a
pfedpisy, platnymi pravnimi pfedpisy na ochranu
osobnich (dajl véetné obecného nafizeni o ochrané
udaju (EU) 2016/679 (déle jako ,GDPR) a pokyny ICH-
GCP (CPMP/ICH/135/95) (souhrnné dale jako ,Platné
zékony“). V pfipadé, Ze je jakykoli pokyn Spole¢nosti
Fortrea v rozporu s jakymkoli pokynem Zadavatele, plati
pokyn Zadavatele.

The Institution and the Investigator are entitled to refuse
to comply with Fortrea’s or Sponsor’s instructions and
will not be bound by their obligation to comply with these
guidelines if they are contrary to the law, the Protocol,
approval of the State Institute for Drug Control or a
favourable opinion of the relevant ethics committees,
Good Clinical Practice, or it can be reasonably expected
that their performance would represent an unreasonable
increase in the health risk to the Study Subjects or risk to
the property of the Institution, or it can be reasonably
expected that their performance would result in the
Institution’s incurrence of costs not foreseen under this
Agreement, or the performance of these terms and
conditions would only be feasible for the Institution with
undue difficulties.

Zdravotnické zafizeni a Zkou$ejici jsou opravnéni
odmitnout plnéni pokyn( spoleénosti Fortrea nebo
Zadavatele a nebudou vazani povinnosti tyto pokyny
plnit, pokud jsou tyto v rozporu s pravnimi pfedpisy,
Protokolem, povolenim Statniho ustavu pro kontrolu
lé¢iv nebo souhlasnym stanoviskem pfislusnych
etickych komisi, spravnou klinickou praxi, nebo lze
odivodnéné predpokladat, Ze jejich pInéni by
pfedstavovalo neimémé zvySeni zdravotniho rizika pro
subjekty hodnoceni nebo riziko Skody na majetku
Zdravotnického zafizeni, nebo Ize odlivodnéné
pfedpokladat, Ze jejich plnéni by znamenalo vznik
nakladi na strané  Zdravotnického  zafizeni
nepfedpokladanych touto Smlouvou nebo je pinéni
téchto podminek pro Zdravotnické zafizeni provediteiné
jen s nepfiméfenymi obtizemi.

3. OBLIGATIONS

3. POVINNOSTI
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(a) Anti-Bribery & Anti-Corruption

Boj proti uplatkarstvi a korupci

(a)

Investigator and Institution shall not and shall cause its
Research Staff to not violate any local laws of the country
of operation, the country in which business is being
conducted, or any other relevant country as applicable
pertaining to bribery, improper payments, and kickbacks.
Investigator and Institution shall not and shall cause its
Research Staff to not, either directly or indirectly engage
in bribery, or offer, or promise, or solicit, or make, or
receive any ‘improper payment,” including cash, loan,
gift, travel, entertainment, hospitality, facilitation
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.

ZkousSejici a Zdravotnické zafizeni nesmi porusit mistni
zakony v zemi pusobeni, zemi podnikani nebo pfipadné
jiné relevantni zemi, které se tykaji uplatkarstvi,
nepatficnych plateb a nezékonnych provizi, a zajisti, Ze
tak neudini ani Vyzkumny personal. ZkouSejici
ani Zdravotnické zafizeni se nebudou pfimo ani nepfimo
podilet na uplatkafstvi, nebudou nabizet, slibovat,
vyzadovat, provadét nebo pfijimat ,nepatficné platby*,
vCetné hotovosti, pljéek, darl, cest, zabavy, projevi
pohostinnosti, odmén za urychlené  vyfizeni,
nezakonnych provizi, politickych nebo filantropickych
pfispévku, Cehokoliv hodnotného ve prospéch Stran
nebo jejich zaméstnancu nebo jakéhokoli subjektu nebo
osoby, ktefi jsou spojovani se Stranami nebo jejich
zaméstnanci, ani pro jakykoli jiny oéekavany pfinos jako
pobidku k urcitému jednani i zdrzeni se tohoto jednani
nebo za Uéelem neopravnéného ziskani nebo udrzeni
obchodni vyhody v souvislosti s touto Smlouvou, a
zajisti, Ze tak neucini ani Vyzkumny personal.

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 andfor Institution or any right of
Investigator and/or Institution or any of their officers,
directors, employees or agents not to self-incriminate.

Zdravotnické zafizeni navic bude spolupracovat se
Spoleénosti Fortrea a/nebo Zadavatelem a Ucastnit se
veSkerych Setfeni, auditl nebo jinych kontrol, které
vyplynou z Udajného poruseni shora uéinénych ujisténi,
at jiz formélnich & neformélnich, jak to pfiméfené
pozaduje SpoleCnost Fortrea, Zadavatel nebo jeho
zastupci. Takova spoluprace nevyZaduje zfeknuti se
jakychkoliv stavajicich prav vyplyvajicich ze vztahu mezi
advokatem a jeho klientem ze strany Zkou3ejiciho
a/nebo Zdravotnického zafizeni nebo jakéhokoliv prava
ZkouSejiciho a/nebo Zdravotnického zafizeni nebo
kteréhokoliv z jejich vedoucich pracovnikd, statutamiho
organu, zaméstnancl nebo zastupcl nezpisobit sobé
trestni stihani.

Fortrea shall not be required to take, or to refrain from
taking, any action where to do so would be inconsistent
with or penalized under applicable anti-boycott laws.

Spoleénost Fortrea neni povinna provést jakoukoliv
¢innost, &i se takové Cinnosti zieknout, kdy by to bylo v
rozporu s platnymi pravnimi pfedpisy proti bojkotu ¢i by
to bylo jimi postihovano.

()

Investigator Obligations

Povinnosti Zkousejiciho

()

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

ZkouSejici vynalozi maximalni Usili s cilem pfesné a
efektivné vykonavat praci vyzadovanou podle této
Smlouvy, pficemz toto Usili mimo jiné zahmuje
nasledujici:
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(i) exercise of independent medical judgment as to
the compatibility of each Study subject with the Protocol
requirements;

(i) provést nezavislé lékarské posouzeni, zda
jednotlivé  subjekty hodnoceni splfiuji pozadavky
Protokolu;

(i) prior to commencement of any Study-related
procedure, obtain informed consent from each Study
subject in conformance with EC/IRB instructions and
Applicable Law. Informed consent document(s) must be
in a form approved by Sponsor and the EC/IRB.

(i) pfed  zahajenim  jakéhokoli  postupu
souvisejiciho se studii ziska informovany souhlas od
kazdého subjektu hodnoceni v souladu s pokyny EK/IRB
a platnymi za&kony.  Dokument(y) informovaného
souhlasu musi byt ve formé schvalené zadavatelem a
etickou komisi/kontrolnim vyborem instituce.

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

(iif) upozornéni Zadavatele, Spole¢nosti Fortrea a
EC/IRB na jakychkoliv pfipadné odchylky od Protokolu
nebo jeho nedodrZeni;

(iv) promptly replying to any questions from Fortrea
or Sponsor regarding any matter related to the Study;

(iv) okamzité zodpovézeni veSkerych dotazl
Spolecnosti  Fortrea nebo Zadavatele na jakékoli
zalezitosti tykajici se Studie;

(v) 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 changes in Research Staff involved
in the Study

(v) neprodlené upozornéni spolecnosti Fortrea na
jakékoli vyznamné zmény, které se vyskytnou kdykoli v
prub&hu Studie a které mohou mit vliv na schopnost
ZkouSejiciho nebo Zdravotnického zafizeni provést
Studii, vCetné zmén Vyzkumnych pracovnikl
zapojenych do Studie.

Institution Obligations

(d)

Povinnosti Zdravotnického zafizeni

(d)

(i) Institution agrees that it and its Research Staff
will devote their best efforts to accurately and efficiently
perform the work required under this Agreement, which
efforts shall include items (i) through (iv) listed in section
3(c) above, as applicable.

(i) Zdravotnické zafizeni souhlasi, ze jeho
Vyzkumni pracovnici vynalozi maximalni Usili k
pfesnému a efektivnimu provadéni prace pozadované
touto Smlouvou, pfiéemz se zejména zavazuje k plnéni
obsahu polozek (i) az (iv) uvedenych v oddile 3(c) vyse.

(i) Institution guarantees that the appropriate
facilities, equipment and other resources necessary and
adequate for conducting the Study are available at
Institution (excluding those resources Sponsor is
required to provide under Protocol).

(i) Zdravotnické zafizeni zaruéuje, ze ma dispozici
pfislusnd zafizeni, vybaveni a dalSi zdroje nezbytné a
vhodné pro provadéni Studie (s vyjimkou zdrojl, které
musi Zadavatel poskytnout podle Protokolu).

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 to its signing

(i)

(i) Vsouladu se zakonem 340/2015 Sb., o registru
smluv, bude tato Smlouva a/nebo veSkeré dodatky
uverejnény v registru smluv do tficeti (30) dnl od data
posledniho podpisu. Strany souhlasi, Ze Zdravotnické
zafizeni uvefejni tuto Smlouvu, jeji pfilohy a veskeré
budouci dodatky, a spoleCnost Fortrea se zavazuje, ze
pfed jejim podepsanim doda redigovanou verzi této
Smlouvy (déale jen ,Koneény dokument”), a to v strojové
Citelném formatu v elektronické podobé zaslanim na
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(‘Final Document’) in machine-readable
format in electronic form sent to the email
address XXX. If Fortrea does not fulfil this
obligation, Institution is entitled to publish the
agreement itself.

The value of the Agreement for the purposes
of the Contract Registry is CZK 325 835.
The registry administrator's notification of the
publication of the Agreement will be sent to the
email address XXX.

emailovou adresu XXX. Pokud Fortrea danou povinnost
nespini, je Zdravotnické zafizeni opravnéno uvefejnit
smlouvu samo.

Hodnota Smlouvy pro ucely registru smluv ¢Eini:
325 835 K¢.

Notifikace spravce registru o uverejnéni smlouvy bude
zaslana na emailovou adresu XXX.

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

(iv) Zdravotnické zafizeni uvefejni tuto Smlouvu bez
davérnych informaci, osobnich Udaju a obchodnich
tajemstvi vymezenych v zakoné Cislo 89/2012 Sb.,
obCansky zakonik, které jsou obsaZeny ve smlouvé
uréené k uverejnéni (dale jen ,Vylouéené informace”)
a mezi néz patii mimo jiné Protokol, soubor informaci pro
zkouSejiciho a pfiloha s rozpoctem rozepisujici naklady
na jednotlivé postupy. Uvefejnén bude pouze
pfedpokladany celkovy rozpoCet na studii (smluvni
hodnota). Zdravotnické zafizeni uvefejni Koneény
dokument pouze v needitovatelném prohledavatelném
forméatu PDF.

(v) 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.

(v) Spole¢nost Fortrea vypracuje koncept kone¢né verze
smlouvy k uvefejnéni (dale jen ,Koncept dokumentu k
uverejnéni) (ktery nebude obsahovat zadné Vyloucené
informace) a pfed predpokladanym uzavienim Smlouvy
pfeda Koncept dokumentu k uvefejnéni Zadavateli ke
kontrole.

4. SCHEDULE AND NUMBER OF STUDY
SUBJECTS

4. PLAN A POCET SUBJEKTU KLINICKEHO
HODNOCENI

Institution and Investigator shall use its/his/her best
efforts to recruit and enroll XXX Study subjects, unless
otherwise agreed to by Fortrea, for the Study according
to the inclusion and exclusion criteria and time schedule
specified by the Protocol. Institution and Investigator
shall stop enrollment in accordance with any Instructions.
The anticipated duration of the clinical trial is until August
2025.

Zdravotnické zafizeni a ZkouSejici vynalozi maximalni
usili, aby provedli nabor a nabor XXX subjektd studie,
pokud neni se spole€nosti Fortrea dohodnuto jinak, pro
studii podle kritérii pro zafazeni a vylouceni a ¢asového
harmonogramu  specifikovaného v Protokolu.
Zdravotnické zafizeni a ZkouSejici zastavi nabor v
souladu s pfislusnymi pokyny. Pfedpokladana doba
trvani klinického hodnoceni je do srpna 2025.

5. PERSONAL DATA;

5. OSOBNi UDAJE;

ANT-010_CZE_Site3004_ XXX_3way CTA_final
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(a) In order to comply with their obligations under
the General Data Protection Regulation 2016/679
(“GDPR"), the implementing acts by the member states
of the European Union and/or any other applicable law
or regulation relating to the protection of Personal Data
(“Data Protection Laws”), Institution and Investigator, as
Subprocessor, agree to, at a minimum, comply with the
obligations of this section. For purposes of this section,
the terms Personal Data, Process/Processing,
Controller, Processor, Sub-processor, and Data Subject
shall have the same meaning as in the Data Protection
Laws. Institution and Investigator agree to:

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

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

(iii) immediately inform Fortrea of any

complaint, communication or request

arising from a Data Subject in relation to
the Personal Data;

to provide Fortrea with full and prompt

cooperation and assistance in relation to

any complaint, communication or request
arising from a Data Subject, including:

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

where authorised by Fortrea,
complying with a request from a
Data Subject in relation to the Data
Subject's Personal Data within the
relevant timescales set out by Data

(2)

(a) V' z&mu spinéni svych povinnosti podle
obecného nafizeni o ochrané osobnich Udaju
€. 2016/679 (dale jen ,GDPR), provadécich zékonu
¢lenskych statl Evropské unie a/nebo jakychkoli jinych
platnych zakond nebo predpist vztahujicich se
k ochrané osobnich udaju (dale jen ,Zakony na ochranu
osobnich Udajd“) souhlasi Zdravotnické zafizeni
a Zkousejici jako DilCi zpracovatelé s tim, ze budou
dodrZovat minimalné povinnosti této ¢asti. Pro Ucely této
¢asti maji pojmy Osobni Udaje, Zpracovavat/Zpracovani,
Spravce, Zpracovatel, Dilci zpracovatel a Subjekt Udaju
stejny vyznam, jako maji v Zakonech na ochranu
osobnich Udaju. Zdravotnické zafizeni a ZkouSejici se
zavazuji:

(i) zpracovavat Osobni Udaje pouze na zékladé

doloZenych pokynu spoleCnosti  Fortrea
a zajistit, aby tak Cinily i vSechny opravnéné
osoby, které maji k Osobnim Udajum pfistup,
véetné pfipadl, kdy se jedna o predani
Osobnich  Udaji do tfeti zemé nebo
mezinarodni organizaci, pokud jim toto
zpracovani jiz neukladaji Platné zékony,
které se na Dil¢i zpracovatele vztahuji;
v takovém pfipadé musi Dil¢i zpracovatel
informovat spoleCnost Fortrea o tomto
pravnim pozadavku pfed provedenim
Zpracovani, ledaze by pravni pfedpisy toto
informovani zakazovaly z dilezitych divodu
vefejného zajmu;

(i) neprodlené informovat spolecnost Fortrea,
pokud by néktery pokyn podle jejich ndzoru
poruSoval Zakony na ochranu osobnich
udajd;
neprodlené informovat spole¢nost Fortrea
o veskerych stiznostech, sdélenich nebo
Zadostech ze strany nékterého Subjektu
Udaju v souvislosti s Osobnimi udaji;
poskytnout  spole¢nosti  Fortrea  plnou
a okamZitou spolupraci a pomoc v souvislosti
s veSkerymi stiZznostmi, sdélenimi nebo
pozadavky ze strany nékterého Subjektu
Udajl v&etné nasledujiciho:

(i)

(1) poskytnou  spole¢nosti  Fortrea
veSkeré podrobnosti 0  stiZnosti,
sdéleni nebo zadosti;

(2) budou-li  opravnéni  spoleCnosti
Fortrea, vyhovi Zadosti ze strany
Subjektu  Udaju v souvislosti
s Osobnimi  udaji tohoto Subjektu
Udaji v pfislusnych  lhitach
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(v)

(vi)

(vii)

(viil

Protection Laws and in accordance
with Fortrea’s written instructions;

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

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

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

ensure that persons authorised to
Process the Personal Data have
committed themselves to confidentiality or
are under an appropriate statutory
obligation of confidentiality;
take all measures required pursuant to
Article 32 of GDPR including but not
limited to security measures relating to the
pseudonymising and encrypting of
personal data, confidentiality, integrity
availability and resilience of processing
systems and services, restoration of
availability and access to personal data,
regular  testing, assessment and
evaluation of the effectiveness of
technical and organizational measures for
ensuring the security of processing and
processing risk assessments to prevent
unauthorized disclosure, loss alteration of
destruction;

not engage another Subprocessor or

change a current Subprocessor without

the prior written authorization of Fortrea;
enter into the same data protection
obligations as set out in this Agreement
with any further Subprocessor engaged in
the Processing of Personal Data;

take into account the nature of the
processing,  assists  Fortrea by
appropriate technical and organisational

(v)

(vi)

(vil)

(viii)

stanovenych Zakony na ochranu

osobnich udajd a v souladu
s pisemnymi  pokyny  spole¢nosti
Fortrea;

(3) v pfipadé potifeby  poskytnou

spolecnosti Fortrea veSkeré Osobni
Udaje, které o Subjektu Udaju maji,
v bézné pouzivaném,
strukturovaném, elektronickém
a strojové Citelném formatu;

(4) poskytnou  spole¢nosti  Fortrea
veSkeré  informace  pozadované
spoleénosti Fortrea v souvislosti se
zpracovanim Osobnich udaju na
zakladé této Smlouvy;

(5) budou-li  opravnéni
Fortrea, opravi, vymazou
zablokuji Osobni Udaje;

zajistit, aby se osoby opravnéné Zpracovavat
Osobni Udaje zavazaly k miCenlivosti nebo
aby se na né vztahovala zakonna povinnost
zachovani miCenlivosti;

spoleénosti
nebo

provést veSkera opatfeni pozadovana podle
Clanku 32 GDPR, mimo jiné vcetné
bezpecnostnich  opatfeni v souvislosti
s pseudonymizaci a Sifrovdnim osobnich
Udajli, zachovanim ddvérnosti, integrity,
dostupnosti a odolnosti systémi a sluzeb
zpracovani, obnoveni dostupnosti a pfistupu
k osobnim (dajim, pravidelného testovani,

hodnoceni a  posuzovani  G€innosti
technickych a  organizacnich  opatfeni
k zajisténi bezpeénosti zpracovani

a posouzeni rizik zpracovani pro prevenci
neopravnéného sdéleni, ztraty, zmény nebo
zniéeni;

nenajmout jiného Dil¢iho zpracovatele ani
nevyménit sou¢asného Dil¢iho zpracovatele
bez pfedchoziho pisemného opravnéni
spolecnosti Fortrea;

smluvné zavazat jakéhokoli dalSiho Dil¢iho
zpracovatele  povéfeného  Zpracovanim
Osobnich dajl k pInéni stejnych povinnosti
tykajicich se ochrany osobnich Udajl, jaké
uklada tato Smlouva;

s ohledem na charakter zpracovani udajl
napomahat spoleénosti Fortrea zavadénim
vhodnych technickych a organizacnich
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measures, insofar as this is possible, for
the fulfilment of the Fortrea’s obligation to
respond to requests for exercising the
Data Subject’s rights laid down in Chapter
[l of GDPR including but not limited to
right of access, rectification erasure,
restriction of processing, data portability,
objection to processing and any
notifications thereof;

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

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

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

(xii)

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

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

opatfeni, pokud to bude mozné, pfi pInéni
zavazku spoleCnosti Fortrea odpovidat na
Zadosti o uplatnéni prav Subjektd udaju
uvedenych v kapitole Il GDPR, mimo jiné
véetné prava na pfistup, opravu, vymaz,
omezeni zpracovani, pfenositelnost Udaju,
vzneseni  namitky  proti  zpracovani,
a poskytnuti vSech souvisejicich oznameni;

(x) napomahat spolecnosti Fortrea pfi zajiSténi
dodrzovani povinnosti podle ¢lanki 32 az 36
GDPR  se  zohlednénim  charakteru
zpracovani a informaci dostupnych Dil€imu
zpracovateli;

podle rozhodnuti  spoleCnosti  Fortrea
vymazat nebo vrétit veSkeré Osobni Udaje
spole¢nosti Fortrea po skonceni poskytovani
sluzeb spojenych se Zpracovanim a vymazat
jejich existujici kopie, pokud Platné zakony
nevyzaduji uchovani téchto Osobnich Udajd;
poskytnout spole¢nosti Fortrea veSkeré
informace nutné k dolozeni souladu
s povinnostmi uvedenymi v této Casti 5
a umoznit provadéni auditl, véetné inspekci,
spoleCnosti Fortrea nebo jinym auditorem,
kterého spole¢nost Fortrea povéfi, a u téchto
auditd byt napomocni.

(xii)

V pfipadech, kdy budou Zdravotnické zafizeni usilovat
0 predani Osobnich udajl podle této Smlouvy tfeti strané
sidlici v zemi mimo EU, bude se na tento pfenos
Osobnich udaju vztahovat smlouva mezi Zdravotnickym
zafizenim a tfeti stranou ze zemé mimo EU obsahujici
podminky, které nebudou méné pfisné nez podminky
uvedené bud (i) ve standardnich smluvnich dolozkach
pro zpracovatele (Rozhodnuti Komise C(2010)593)
aveSkerych  doplAujicich  nebo  nahrazujicich
ustanovenich schvalenych ke stejnému ucelu Evropskou
komisi; nebo (i) v jiném mechanismu odpovidajici
ochrany vyZadovaném podle Platnych zakond.

Spole¢nost Fortrea bere na védomi, ze Spravcem
Osobnich  Udaju  Zdravotnického zafizeni a/nebo
ZkouSejiciho, které nebyly shromazdény pro Ucely
Studie (dale jen ,Doprovodné osobni Udaje’), je
Zdravotnické zafizeni a/nebo ZkouSejici. V takovém
pfipadé je Zdravotnické zafizeni a/nebo Zkousejici
Spravcem a spole¢nost Fortrea Zpracovatelem téchto
Doprovodnych osobnich udajd. Pokud jde o zpracovani
téchto Doprovodnych osobnich udaji  spoleCnosti
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Fortrea, bude spoleCnost Fortrea dodrzovat stejné
povinnosti uvedené v této &asti 5.

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

(b) Spole¢nost Fortrea mize zpfistupnit takové
Osobni udaje pfidruzenym spole¢nostem Zadavatele
a/nebo spolednosti Fortrea, pravnim a regulaénim
agenturam a Ufaddm v souladu se svym prohlaSenim
o0 ochrané osobnich udaji umisténém na adrese XXX

Fortrea declares that the Sponsor is the sole controller of
the personal data processed in connection with the Study
and fulfils all the obligations imposed on controllers by
the relevant legislation, including information obligations,
and the processing of the personal data of the trial
subjects is in strict accordance with the data subject’s
consent.

Fortrea is responsible for obtaining consent to the
processing of personal data of Institution’s employees in
accordance with the relevant legislation.

Fortrea declares that the Sponsor, as data controller, is
entitled to provide access to and use of the system for
the purposes of entering and processing Study Data
(eCRF) free of charge pursuant to this Agreement,
without violating any rights of third parties, and that the
system for entering and processing Study Data meets
the requirements for completeness, accuracy, reliability,
and secure backup of the data entered, and is fit for the
given purpose.

The Parties agree to notify each other promptly if they
become aware of any unauthorized access, acquisition,
or disclosure of personal data and confidential
information associated with the Study (“Security
Incident”). Such notification shall summarize the details,
to the extent reasonably practicable, of the Security
Incident and the corrective action taken by the Party
concerned.

Spole¢nost Fortrea prohladuje, Ze Zadavatel je jedinym
spravcem osobnich udaji zpracovavanych v souvislosti
se Studii a pini veSkeré povinnosti stanovené spravci
pfislusnymi pravnimi pfedpisy, vCetné informacnich
povinnosti a zpracovavani osobnich (daji subjektl
hodnoceni v pfisném souladu se souhlasem subjektu
udaja.

Za ziskani souhlasu se zpracovanim osobnich Udaju
zaméstnancl Zdravotnického zafizeni dle pfisluSnych
pravnich pfedpisi odpovida spole¢nost Fortrea.

Spole¢nost Fortrea prohladuje, Zze Zadavatel coby
spravce Udajl je opravnén bezplatné umoznit pfistup a
pouzivani systému pro zadavani a zpracovani Udajl ze
Studie (eCRF) dle této Smlouvy a nebude tim poruseno
jakékoliv pravo tfeti strany, a Ze systém pro zadavani
zpracovani Udaju ze Studie spliuje pozadavky na
Uplnost, presnost, spolehlivost, bezpe¢né zalohovani
vlozenych dat a je vhodny pro dany ucel.

Smluvni strany se zavazuji bezodkladné navzajem
informovat, pokud zjisti jakykoliv neautorizovany pfistup,
pofizeni nebo zvefejnéni osobnich udaju a duvérnych
informaci spojenych se studii (,bezpe¢nostni incident).
Takové upozornéni bude shrnovat detaily v rozumné
mife o bezpe€nostnim incidentu a opravna opatfeni
podniknuta dotéenou smluvni stranou.

6. CONFIDENTIALITY

6. DUVERNOST UDAJU

(a) Institution and Investigator shall not and
Institution shall ensure that Research Staff do not

(a) Zdravotnické zafizeni a ZkouSejici nesmi
zpfistupnit a Zdravotnické zafizeni musi zajistit, aby
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disclose to any third party or use for any purposes other
than for the performance of the Study any data, records
or other information disclosed or otherwise made
available to Institution or Investigator by Fortrea,
Sponsor or Sponsor’s designees, or that is generated in
connection with this Study (hereinafter, collectively
"Information") without the prior written consent of
Sponsor. Information shall remain the confidential and
proprietary property of Sponsor and shall be disclosed
only to Research Staff bound by obligations of
confidentiality materially consistent with this Agreement
who have a “need to know” for the performance of the
Study. The obligation of nondisclosure shall not apply to
that part of Information that Institution and Investigator
can show by competent proof:

Vyzkumni pracovnici nezpfistupnili  Zadnym tfetim
strandm nebo nepouZili pro zadné jiné ucely nez pro
Ucely Studie zadné Udaje, zaznamy nebo jiné informace
poskytnuté Zdravotnickému zafizeni nebo ZkouSejicimu
Spoleénosti  Fortrea, Zadavatelem,  nezavislymi
dodavateli Zadavatele nebo generované v souvislosti se
Studii  (souhrnné déle jako Informace®) bez
pfedchoziho  pisemného  souhlasu  Zadavatele.
Informace zustavaji divérnym a chranénym vlastnictvim
Zadavatele amohou byt sdéleny pouze Vyzkumnym
pracovnikim vazanym miCenlivosti ve vyznamném
souladu s touto Smlouvou, které potfebuiji informace
znat za Ucelem provadéni studie. Povinnost mi¢enlivosti
se nevztahuje na ty informace, u kterych Zdravotnické
zafizeni a ZkouSejici Iékaf mohou kompetentnim
dikazem prokazat:

(i) isorwas 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;

(i) ze jsou nebo jiz byly v souladu s pravem ve vlastnictvi
Zdravotnického zafizeni a/nebo Zkousejiciho dfive, nez
jim byly sdéleny spoleénosti Fortrea a/nebo
Zadavatelem nebo jejich jménem, coZ Zdravotnické
zafizeni a/nebo Zkou$ejici mohou prokazat dfivéjSimi
pisemnymi zaznamy;

(i) is or becomes publicly available through no fault
of Institution or Investigator;

(i) jsou nebo se stanou pfistupné vefejnosti bez
jakéhokoliv zavinéni ze strany Zdravotnického zafizeni
nebo Zkousejiciho;

(iii) is disclosed to Institution or Investigator on a
non-confidential bases by a third party legally entitled to
disclose such information;

(iii) jsou  Zdravotnickému  zafizeni  nebo
Zkous$ejicimu sdéleny na nedlvérnych zakladech treti
stranou, kterd je ze zékona opravnéna tyto informace
zpfistupnit;

(iv) is already known to |Institution and/or

Investigator as shown by its prior written records;

(iv) jsou jiz Zdravotnickému zafizeni a/nebo
ZkouSejicimu znamy, jak dokazuji pfedchozi pisemné
zaznamy;

(v) is independently developed by Institution or
Investigator without the aid, application or use of
Information, as evidenced by contemporaneous written
records.

(v) jsou  nezavisle vyvinuty  Zdravotnickym
zafizenim nebo Zkousejicim bez pomoci, zadosti nebo
pouZiti informaci, coZz je dolozeno soucasnymi
pisemnymi zaznamy.

(b) If Information is required to be disclosed to a
government authority or by order of a court of competent
jurisdiction, Institution and Investigator may make such
disclosure; provided that to the extent permissible by law
Institution and Investigator (i)notifies Sponsor in writing
sufficiently prior to making such disclosure, so that
Sponsor may seek a protective order or similar
protection; (i) cooperates with Sponsor in seeking such
protection as reasonably requested thereby; and (iii)

(b) Pokud je pozadovano, aby informace byly
zpfistupnény vladnimu organu nebo na pfikaz soudu
pfislusné jurisdikce, Zdravotnické zafizeni a ZkouSejici
mohou toto zpfistupnéni provést; za pfedpokladu, ze v
rozsahu povoleném zakonem Zdravotnické zafizeni a
ZkousSejici lékaf (i) budou Zadavatele pred zvefejnénim
dostatecné pisemné informovat, tak, aby Zadavatel mohl
usilovat o ochranny pfikaz nebo podobnou ochranu; (ii)
budou spolupracovat se Zadavatelem pfi usilovani o
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shall take reasonable steps to limit the scope of such
disclosure, and in any event will disclose the minimum
Information necessary to comply with the disclosure
requirement. Unless required otherwise by applicable
law, Institution and Investigator will continue to treat any
Information disclosed pursuant to this Section 6(b) as
confidential toward all other third parties.

takovou ochranu, jak je zde pfiméfené pozadovano; a i)
podniknou pfiméfené kroky k omezeni rozsahu takového
zpfistupnéni a v kazdém pfipadé zpfistupni minimalni
informace nezbytné pro splnéni pozadavku na
zpfistupnéni. Neni-i pfisluSnym zakonem vyzadovano
jinak, Zdravotnické zafizeni a ZkouSejici budou i nadale
nakladat s informacemi zpfistupnénymi podle tohoto
¢lanku 6(b) jako s davérnymi informacemi vici vem
ostatnim tfetim stranam.

1. STUDY DRUG AND EQUIPMENT

7. HODNOCENY PRIPRAVEK A VYBAVENI

(a) Institution and Investigator will be provided with
reasonably sufficient amounts of the Study Drug, solely
for the purpose of the conduct of the Study, free of
charge. Available information on the Study Drug, which
Sponsor is required to provide under the Protocol, will
also be provided.

Sponsor shall provide for delivery of the consignment of
the Study Drugs to the pharmacy of Institution, where the
responsible pharmacist shall accept the consignment
and check it (as with other consignments - i.e. that it is
not damaged; if there were any special requirements on
transport, that these requirements have been complied
with;  confirming receipt of the consignment);
subsequently, Investigator shall collect the Study Drugs
based on a completed request form at the center, at
which point he becomes fully responsible for the Study
Drugs. No later than 3 business days before delivery, the
Sponsor must specify when the consignment will be
delivered to the pharmacy, either by e-mail to XXX, via
IVRS, or by telephone at: Oddéleni HVLP, Ke Karlovu 2,
Praha 2, Czech Republic, responsible pharmacist XXX
and XXX, tel. XXX, XXX.

The Sponsor as the waste originator undertakes to
ensure at its own expense, both during the Clinical Trial
and after its termination, the disposal of unused
packaging of Study Drug in accordance with the
provisions of the Act No. 541/2020 Coll., on waste, and
its implementing regulations, as amended.

The Sponsor shall arrange for delivery to: Oddéleni
HVLP, Ke Karlovu 2, Praha 2, Czech Republic,
responsible pharmacist XXX and XXX, tel. XXX, XXX.

(a) Zdravotnickému zafizeni a ZkouSejicimu bude
poskytnuto pfiméfené mnoZstvi hodnoceného pfipravku,
a to vyhradné pro Ucely provadéni studie a bezplatné.
Rovnéz budou poskytnuty dostupné informace o
hodnoceném  pfipravku, které musi poskytnout
Zadavatel podle Protokolu.

Zadavatel zajisti distribuci zasilky Studijnich €k do
lékarny zdravotnického zafizeni, kde je odpovédny
farmaceut pfevezme a zkontroluje (jako jiné zasilky - tzn.
neni-li poSkozena, v pfipadé zvlastnich pozadavku na
transport, byly-li tyto poZzadavky dodrzeny, pfijem zasilky
potvrdi), nasledné si na zadanku zkousejici Studijni 1éky
vyzvedne na centrum, kde je za né pIné zodpovédny.
Zadavatel je povinen oznamit do 3 pracovnich dn0 pred
dodanim, kdy bude zasilka do Iékamy pfedana budto
emailem na XXX, pfes IVRS nebo telefonicky: Oddéleni
HVLP, Ke Karlovu 2, Praha 2, Ceska republika,
odpovédny farmaceut XXX a XXX, tel. XXX, XXX.

Zadavatel se jako plvodce odpadu zavazuje, ze zajisti
na vlastni naklady, jak v pribéhu, tak i po skonéeni
klinického hodnoceni, pfedani nepouzitelného Studijniho
Iéku opravnéné osobé v souladu s ustanovenimi zak. €.
541/2020 Sb., o odpadech a jeho provadécimi pfedpisy
v platném znéni.

Zadavatel zajisti dodavku na adresu: Oddéleni HVLP, Ke
Karlovu 2, Praha 2, Ceska republika, odpovédny
farmaceut XXX a XXX, tel. XXX, XXX.

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

(b) Zdravotnické zafizeni a zkou$ejici souhlasi s
tim, Ze omezi pfistup k hodnocenému pfipravku a
Materidlim (jak jsou definovany nize) pouze na
Vyzkumné pracovniky, ktefi bude pod pfimou kontrolou
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ZkouSejiciho lékafe pouzivat Hodnoceny pfipravek a
Materialy podle Protokolu.

() Investigator will maintain a record of receipt,
dispensing and disposition of the Study Drug and
Materials.

(c) ZkouSejici povede zaznamy o pfijmu, vydeji a
likvidaci Hodnoceného pfipravku a Materiald.

(d) Upon completion of the Study or early
termination thereof, all unused Study Drug, other drugs,
compounds, devices, equipment or other materials
provided by or on behalf of Sponsor to Institution or
Investigator (“Materials”) shall, at Sponsor’s election, be
returned or destroyed in accordance with the Protocol
and any applicable Instructions, at no cost to Institution
or Investigator.

(d) Po dokonceni Studie nebo v pfipadé jejiho
pfed€asného ukonéeni budou vSechny nepouZité
Hodnocené pfipravky, jiné Iéky, slouCeniny, zafizeni,
vybaveni nebo jiné materialy poskytnuté Zadavatelem
nebo jeho jménem Zdravotnickému zafizeni nebo
ZkouSejicimu (dale jen ,Materidly*) na zakladé
rozhodnuti Zadavatele, vraceny nebo zni¢eny v souladu
s Protokolem a jakymikoliv platnymi pokyny, bez
jakychkoli néakladi pro Zdravotnické zafizeni nebo
ZkousSejiciho.

(e) Without limiting any other Institution or
Investigator obligation or Fortrea or Sponsor right under
this Agreement, Institution and Investigator acknowledge
that the Study Drug is experimental in nature, and
therefore shall exercise prudence and reasonable care
in, and comply with any Instructions regarding, the use,
handling, secure storage, transportation, disposition and
containment of the Study Drug, including any derivatives
thereof.

(e) Bez omezeni jakékoli dal$i povinnosti
Zdravotnického zafizeni nebo ZkouSejiciho nebo prava
Spole€nosti Fortrea v ramci této Smlouvy berou
Zdravotnické zafizeni a ZkouSejici na védomi, ze
Hodnoceny pfipravek je experimentalni léCivo, a proto
musi postupovat obezfetné a opatmé a dodrzovat
vSechny Pokyny tykajici se pouZiti, zachazeni,
bezpe¢ného skladovani, pfenosu, likvidace a ochrany
Hodnoceného pfipravku, véetné vSech jeho derivatd.

(f) Institution understands and agrees that it is
expected to provide for the purposes of the conduct of
the Study 12-lead ECGs with no involvement from
Fortrea /Sponsor.

(f) Zdravotnické zafizeni bere na védomi a
souhlasi s tim, ze se od néj oekava, ze poskytne pro
UCely provadéni Studie 12svodové EKG bez UCasti
Spolecénosti Fortrea / Zadavatele.

g) Institution, through third party providers, will be
provided with the following equipment (hereinafter, the
“Equipment”); EPRO Tablet, Lenovo K10, Model TB-
X6C6X, worth XXX, will be provided to the Institution free
of charge, properly packaged, solely for the purposes of
the conduct of the Study and will be used by the subjects.
Upon completion of the Study or early termination thereof
and after written approval by Labcorp or Sponsor, the
EPRO Tablet shall be properly packaged and returned
as instructed by Fortrea or Sponsor;

g) Zdravotnické zafizeni bude, prostiednictvim
poskytovatell, ktefi jsou tfetimi stranami, vybaveno
nasledujicim zafizenim (dale jen "zafizeni"): EPRO
Tablet, Lenovo K10, model TB-X6C6X, v hodnoté XXX,
bude poskytnut zdarma, fadné zabalen, vyhradné pro
Ucely provadéni Studie a bude pouzivan subjekty
Studie. Po ukoneni studie nebo jejim pfedCasném
ukonCeni a po pisemném schvéleni spolenosti
Labcorp nebo Zadavatelem bude tablet EPRO fadné
zabalen a vracen podle pokyn( spoleénosti Fortrea
nebo Zadavatele;

(h) Institution and Investigator shall exercise
reasonable care and comply with all Applicable Law and
any Instructions regarding the use and storage of
Materials. Institution and Investigator understand and
agree that fees will be offset if the Investigator and/or

(h) Zdravotnické zafizeni a ZkouSejici budou
vynakladat pfiméfenou péci a budou dodrZovat véechny
platné zakony a veskeré pokyny tykajici se pouzivani a
skladovani materiali. Zdravotnické zafizeni a Zkou$ejici
berou na védomi a souhlasi s tim, Zze v pfipadé, Ze
ZkouSejici alnebo Zdravotnické zafizeni zanedbaji
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Institution is negligent with any Materials, including
misuse, damage or loss.

nékteré Materidly (vCetné zneuZiti poSkozeni nebo
ztraty), budou poplatky vrovnany.

8. REPORTING STUDY DRUG SAFETY

8. HLASENI 0 BEZPECNOSTI

HODNOCENEHO PRIPRAVKU

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

Hlaseni o bezpecnosti hodnoceného pfipravku bude
provadéno pfesné podle protokolu a ICH-GCP.

9. DEREGISTRATION

9. ZRUSENI REGISTRACE

Institution and Investigator each represent and warrant
that neither it/he/she, nor any Research Staff (i) has
previously been “struck-off’, debarred, deregistered or
otherwise had its/his/her right to conduct clinical studies
revoked by any national, foreign or international
authority/organization, (ii) will use in any capacity the
services of any person so “struck-off’, debarred,
deregistered or otherwise disqualified from performing
clinical research; (iii) is aware of the initiation of any
proceedings involving its/his/her  disqualification,
deregistration or debarment, or (iv) has been charged
with crimes that could result in the revocation of such
right to be involved in the conduct of clinical research, (v)
is listed on, or owned or controlled by anyone on, any
restricted persons list of a national, foreign or
international authority/organization, or (vi) Institution, on
behalf of itself, Research Staff, and Investigator shall
inform Fortrea without delay if it, Investigator or any
Research Staff becomes struck-off, debarred,
deregistered or otherwise disqualified from performing
clinical research during the Study, even if such
information is learned of after Study completion.

Zdravotnické zafizeni a Zkousejici prohlasuji a zaruduiji,
Ze ani oni, ani zadny z Vlyzkumnych pracovniku (i) nebyli
dfive ,vySkrtnuti‘, vylouCeni, nebyla jim zruSena
registrace nebo jinak odiato pravo provadét klinické
studie ze strany jakéhokoli nérodniho, zahrani¢niho
nebo mezinarodniho Uradu/organizace, (ii) nebudou v
zadném ohledu vyuzivat sluzeb jakékoli osoby takto
vySkrtnuté®, vyloucené, se zruSenou registraci nebo
jinym vyfazenim z moznosti provadét klinické hodnoceni;
(i) nejsou si védomi zadného zapocatého soudniho
fizeni zahrnujiciho jejich vyfazeni, zruSeni registrace
nebo vylouceni ani (iv) nebyli obvinéni z trestnych ¢ind,
které by mohly vyustit v odvolani takového préva na
zahrnuti do provadéni klinického hodnoceni, (v) nejsou
uvedeni na seznamu nebo vlastnéni nebo fizeni
subjektem uvedenym na seznamu omezenych osob
jakéhokoli narodniho, zahrani¢niho nebo mezinarodniho
Ufadu/organizace, nebo (vi) Zdravotnické zafizeni
jménem sebe, svych Vyzkumnych pracovniki a
ZkouSejiciho bude neprodlené informovat spoleénost
Fortrea, pokud se ZkouSejici nebo kterykoli Vyzkumny
pracovnik dozvi o vySkrtnuti, zrudeni registrace nebo
jiném vyrazeni z provadéni klinického hodnoceni v
prubéhu Studie, a to i v pfipadé, Ze takové informace
ziska az po dokonceni Studie.

10. AUDIT, MONITORING AND INSPECTION

10. AUDIT, MONITOROVANI A INSPEKCE

(a) Institution and Investigator shall cooperate with
Fortrea, Sponsor, and any governmental or regulatory
authorities in their efforts to monitor, audit, or inspect the
progress of the Study at Institution.  Authorized
representatives of Fortrea and Sponsor shall have the

(a) Zdravotnické zafizeni a ZkouSejici musi
spolupracovat se Spolecnosti Fortrea, Zadavatelem a
pfislusnymi statnimi a kontrolnimi Ufady v jejich usili o
sledovani, audit nebo kontrolu pribéhu Studie ve
Zdravotnickém zafizeni. Povéfeni zastupci Spoleénosti
Fortrea a Zadavatele maji na zakladé upozornéni
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right, upon reasonable advance notice, and during
regular business hours, to:

u¢inéného s pfiméfenym pfedstihem a v béZné pracovni
dobé tato prava:

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

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

(i) inspect and copy all data and work products
related to the Study, with the exception of documents
containing personal data;

(i) kontrolovat a kopirovat vesSkera data a vysledky
prace spojené se Studii, vyjma dokument( obsahujicich
osobni Udaje;

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

(iii) zkoumat zdrojové dokumenty a jiné lékarské
zaznamy o0 subjektech Studie, které jsou pfiméfené
nezbytné ke sledovani Studie a

(iv) otherwise audit Institution and Investigator's
compliance with this Agreement and the DPA.

(iv) jinak provadét audit Zdravotnického zafizeni a
Zkousejiciho v souladu s touto smlouvou a DPA.

(b) In the event Institution or Investigator receives
notice that Institution or Investigator shall be the subject
of an investigation or audit by any governmental or
regulatory authority, the Party receiving such notice shall
notify Fortrea immediately. In the event Institution and
Investigator do not receive prior notice of said
investigation or audit, Institution or Investigator shall
notify Fortrea as soon as practicable after receiving
knowledge of said investigation or audit. Institution or
Investigator will provide Fortrea or Sponsor copies of all
Study-related materials, correspondence, statements,
forms and records that Institution or Investigator
receives, obtains or generates pursuant to any such
investigation, audit or other regulatory authority
communication, including providing Fortrea and Sponsor
a reasonable opportunity to comment in advance on any
correspondence or response generated by Institution or
Investigator to the appropriate authority. Institution and
Investigator will comply with the legitimate requirements
of any authority investigation or audit.

(b) V pfipad8, ze Zdravotnické zafizeni nebo
ZkouSejici obdrzi oznameni, ze Zdravotnické zafizeni
nebo ZkouSejici maji byt pfedmétem vySetiovani nebo
auditu ze strany jakéhokoliv statniho nebo kontrolniho
Uradu, musi Strana, ktera takovéto oznameni obdrzela,
neprodlené informovat spole¢nost Fortrea. V pfipadé,
Ze Zdravotnické zafizeni nebo ZkouSejici neobdrzi
pfedchozi ozndmeni o zminéném vySetfovani nebo
auditu, jsou povinni o tom informovat spole¢nost Fortrea
co nejdfive poté, co se dozvi 0 zminéném vySetfovani
nebo auditu. Zdravotnické zafizeni nebo Zkousejici
poskytne SpoleCnosti Fortrea nebo Zadavateli kopie
vSech materiall souvisejicich se Studii, korespondence,
pfikazt, formulafi a zaznam(, které Zdravotnické
zafizeni nebo Zkousejici obdrzi, ziska &i generuje na
zakladé takového vysetfovani, auditu ¢i komunikace s
regulacnim Ufadem, a poskytne také Spole¢nosti Fortrea
a Zadavateli pfiméfenou moznost se pfedem vyjadfit k
veSkeré korespondenci nebo reakci, kterou Zdravotnické
zafizeni nebo ZkouSejici pro dany Gfad vytvofi.
Zdravotnické zafizeni a Zkou$ejici budou dodrzovat
legitimni poZadavky jakéhokoli vySetfovani nebo auditu
ze strany jakéhokoli Gfadu.

(c) Institution and/or Investigator 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 or
Investigator’s obligations under this Agreement.

(c) Zdravotnické  zafizeni a/nebo  ZkouSejici
bezodkladné opravi vSechny chyby  zjisténé
Zadavatelem, Spole¢nosti Fortrea nebo jejich zastupci v
prubéhu jakéhokoli auditu, jakoz i veSkeré polozky
oznacené za neodpovidajici Protokolu, smémici ICH-
GCP nebo povinnostem Zdravotnického zafizeni i
Zkousejiciho podle této Smiouvy.
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(d) Institution and/or Investigator will, as required
by Applicable Law and ICH-GCP, ensure that
Study monitors have direct access to all
requested Study-related records and suitable
access to all relevant subject information
pertaining to the Study, as appropriate and as
described in the signed Study informed
consent.

(d) Zdravotnické zafizeni a/nebo ZkouSejici zajisti, aby
méli monitofi  Studie pfimy pfistup ke vSem
poZzadovanym zdznamum souvisejicim se  Studii
a pfiméfeny pfistup ke vSem pfislusnym informacim
tykajicim se Studie, jak vyzaduji Platné zékony a ICH-
GCP, a to podle potfeby a jak je uvedeno v podepsaném
informovaném souhlasu ke Studii.

1. PUBLICATION

11. PUBLIKOVANI

(a) All data or results arising out of the performance
of this Study, including Study Data (as defined in Section
12) and Inventions (as defined in Section 13) shall be
considered Information; provided, however, that
Institution and Investigator may publish Study Data
subject to this Section 11.

(a) VeSkeré udaje nebo vysledky vyplyvajici z
provadéni této Studie, véetné dajl ze Studie (jak jsou
definovany v €lanku 12) a Vynalez( (dle definice v ¢lanku
13), budou povazovany za Informace, avSak za
pfedpokladu, ze Zdravotnické zafizeni a ZkouSejici
mohou publikovat udaje ze Studie podle tohoto ¢lanku
1.

(b) Institution and Investigator agree that no
submission for publication or public disclosure by
Institution or Investigator will be made until after
publication of the results of the Multicenter Trial, except
as set forth in this Section 11. If however, there is no
multicenter publication within eighteen (18) months after
completion or termination of the Study, Institution and
Investigator may publish or publicly present the Study
Data in accordance with the provisions of Sections 11(c)
and 11(d) below:

(b) Zdravotnické zafizeni a Zkousejici souhlasi s
tim, Ze Zdravotnické zafizeni nebo ZkouSejici nepfedioZi
zadné informace k publikovani nebo zpfistupnéni
vefejnosti az do publikovani vysledkt multicentrického
klinického hodnoceni, s vyjimkou pfipad(i uvedenych v
tomto oddilu 11. Pokud vSak b&hem osmnacti (18)
mésict po prob&hnuti nebo ukonceni studie nedojde k
Zadnému multicentrickému publikovani, Zdravotnické
zafizeni a Zkou$ejici mohou publikovat nebo vefejné
pfedstavit Udaje ze Studie v souladu s ustanovenimi
¢lankd 11(c) a 11(d) nize:

() A copy of any proposed publication or
disclosure of the results of the Study will be given to
Sponsor for review at least forty-five (45) days prior to
the date of submission for publication of a manuscript or
15 days prior to submission of an abstract or poster
presentation or public disclosure (the “Review Period”).
If during the Review Period Sponsor requests that
Institution and/or Investigator remove any Information
other than Study Data from a proposed publication or
disclosure, Institution andfor Investigator will do so.
Institution and Investigator agree to discuss with Sponsor
any of Sponsor's suggestions with respect to the
presentation of Study Data, and the timing of the
proposed publication or disclosure.

() Kopie navrhovaného publikovani  nebo
zpfistupnéni vysledkt Studie bude pfedana Zadavateli
ke kontrole nejméné Gtyficet pét (45) dnl pfed datem
pfedloZeni rukopisu k publikovani nebo 15 dni pred
pfedlozenim vytahu nebo plakatové prezentace nebo
zpfistupnéni vefejnosti (dale jen ,,Lhata pro prezkum®).
Pokud béhem Lhuty pro pfezkum Zadavatel pozada, aby
Zdravotnické zafizeni alnebo ZkouSejici odstranili
jakékoli jiné Informace nez udaje ze Studie z navrhované
publikace nebo zpfistupnéni, Zdravotnické zafizeni
a/nebo ZkouSejici tak ucini. Zdravotnické zafizeni a
ZkousSejici souhlasi s tim, Ze se Zadavatelem projednaji
jakékoli navrhy Zadavatele s ohledem na prezentaci
Udajli ze Studie a na¢asovani navrhovaného publikovani
nebo zpfistupnéni.

(d) If during the Review Period Sponsor notifies
Institution that Sponsor desires patent application(s) to

(d) Pokud béhem Lhlty pro pfezkum Zadavatel
oznami Zdravotnickému zafizeni, Ze si pfeje na jakékoli
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be filed on any Invention disclosed or contained in the
proposed publication or disclosure, Institution and
Investigator will defer publication or other disclosure for
a period, not to exceed an additional sixty (60) days,
sufficient to permit Sponsor or its designee to file or have
filed any desired patent application(s).

své Vynalezy zpfistupnéné nebo obsaZené v
navrhované publikaci nebo zpfistupnéni, Zdravotnické
zafizeni a ZkouSejici odlozi publikovani ¢i jiné
zpfistupnéni na obdobi nepfekracujici dalSich Sedesat
(60) dni, dostacuijici k povoleni Zadavateli nebo jeho
povéfenému subjektu splnit jakékoli poZadované zadosti
0 patent.

(e) Except to the extent required by Applicable
Law, no Party will use the name of another Party or
Sponsor in any form of advertising, promotion or publicity
or in any press release, without the prior written consent
of that other Party or Sponsor, as the case may be.
Institution and Investigator expressly consent to
Sponsor’s and Fortrea’s listing of information about the
Study on publicly accessible internet sites (for example,
ClinicalTrials.gov, patient recruitment sites, etc.),
including the name and contact information for Institution
and/or Investigator.

(e) S vyjimkou rozsahu poZadovaného Platnymi
zakony nebude Zadna ze Smluvnich stran pouZivat
nazev jiné Smluvni strany nebo Zadavatele v jakékoli
formé reklamy, propagace nebo publicity nebo v jakékoli
tiskové zpravé, bez pfedchoziho pisemného souhlasu
této jiné Smluvni strany nebo Zadavatele, podle situace.
Zdravotnické zafizeni a Zkousejici vyslovné souhlasi s
tim, Ze Zadavatel a SpoleCnost Fortrea uvedou
informace o Studii na vefejné pfistupnych internetovych
strankach (napfiklad ClinicalTrials.gov, pracovisté pro
nabor pacientl atd.), véetné nazvu a kontaktnich Udaju
Zdravotnického zafizeni a/nebo Zkousejiciho.

12. DATA AND REPORTS;
SAMPLES

BIOLOGICAL

12. UDAJE A ZPRAVY; BIOLOGICKE VZORKY

(a) All data generated in the conduct of the Study
(“Study Data”) is exclusively owed by Sponsor. Institution
and/or Investigator shall submit to Sponsor or Fortrea all
data, reports, queries, and other requested information
in a timely manner. Institution and/or Investigator shall
generate and maintain Study data and reports as
required by the Protocol and Instructions. Institution and
Investigator agree 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.

(a) VSechny Udaje ziskané pfi provadéni Studie
(dale jen ,Udaje ze Studie) jsou vyhradnim majetkem
zadavatele. Zdravotnické zafizeni a/nebo ZkouSejici
pfedlozi Zadavateli nebo Spole¢nosti Fortrea veSkeré
Udaje, zpravy, dotazy a dalSi pozadované informace
v€as. Zdravotnické zafizeni a/nebo ZkouSejici jsou
povinni generovat a spravovat data ze Studie, jak
vyzaduje Protokol a Pokyny. Zdravotnické zafizeni a
ZkouSejici se zavazuji poskytnout spoleénosti Fortrea
Udaje pozadované v Protokolu prostfednictvim
pfislusného elektronického systému sbéru dat v souladu
s harmonogramem sdélenym spoleénosti Fortrea a v
souladu s Podminkami pro elektronicky pfistup, které
tvofi Pfilohu A k této Smlouvé, a které jsou zahrnuty
odkazem do této Smiouvy.

(b) “Biological Samples” means blood, fluid
and/or tissue samples collected from Study subjects as
may be set forth in the Protocol, and tangible materials
directly or indirectly derived from such samples.
Institution and Investigator will collect, retain and/or use
Biological Samples solely as set forth in the Protocol.
Institution and/or Investigator will provide Sponsor with
quantities of Biological Samples as required by the
Protocol. Sponsor may use such Biological Samples as

(b) ,Biologické vzorky“ znamenaji vzorky krve,
tekutin a/nebo tkané odebrané studijnim subjektim, jak
mUze byt stanoveno v Protokolu, a hmotné materidly
pfimo nebo nepfimo odvozené z takovych vzorkd.
Zdravotnické zafizeni a Zkou$ejici budou odebirat,
uchovavat a/nebo pouzivat Biologické vzorky vyhradné
tak, jak je stanoveno v Protokolu. Zdravotnické zafizeni
a/nebo ZkouSejici poskytnou Zadavateli takové mnozstvi
Biologickych vzorkd, jaké vyzaduje Protokol. Zadavatel
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specified in the Protocol, and as permitted in the Study
subjects’ signed informed consent forms and by
Applicable Law.

mUze takové Biologické vzorky pouzivat tak, jak je
uvedeno v Protokolu a jak je to povoleno v podepsanych
formulafich informovaného souhlasu Studijnich subjektd
a podle Platnych zakond.

When carrying out monitoring and auditing according to
this article of the Agreement directly at Institution, the
authorized persons are obliged to respect the operating
conditions of Institution, with the place and time of the
audit being determined by the Institution.

Fortrea shall oblige all Fortrea’s persons involved in
monitoring under this article of the Agreement to observe
the obligation of confidentiality. Fortrea shall be fully
liable for any breach of this obligation by third parties.

During the monitoring/audit, the monitors have the right
to consult and compare source documentation, including
the medical records of the patients, and are not entitled
to make any records/copies or extracts from the source
documentation. It is also not permissible for monitors to
ask to borrow source documentation. Investigator or
Research Staff will always be present during monitoring
and audit.

Access for monitoring/audit purposes will be limited to
the rooms in which the Study is being conducted. Upon
completion of the Study, monitors will only be permitted
for the purpose of inspecting documentation related to
the Study to enter rooms designated by Institution, not
the rooms designated for the archiving of Study
documentation.

Pii provadéni monitorovani a auditu dle tohoto ¢lanku
smlouvy pfimo ve Zdravotnickém zafizeni jsou povérené
osoby povinny respektovat provozni - podminky
Zdravotnického zafizeni s tim, Ze misto a ¢as kontroly
stanovuje Zdravotnické zafizeni.

Spoleénost Fortrea je povinna zavazat veskeré osoby
spoleCnosti Fortrea podilejici se na kontrole dle tohoto
¢lanku smlouvy k zachovavani povinnosti mi¢enlivosti.
Za poruSeni této povinnosti tfetimi osobami odpovida v
plném rozsahu spoleénost Fortrea.

Pfi provadéni monitoringu/auditu maji monitofi pravo
nahlizet do zdrojové dokumentace, vCetné zdravotni
dokumentace pacientt, a tyto navzajem porovnavat,
nejsou opravnéni pofizovat si jakékoli zaznamy/kopie,
vypisy ze zdrojové dokumentace. Rovnéz neni
pfipustné, aby monitofi zadali o zapujCeni zdrojové
dokumentace. ZkouSejici ¢i Vyzkumny personal bude
vzdy pfitomen pfi provddéni monitoringu a auditu.

Pfistup pro ucely monitoringu/auditu bude umoznén
pouze do mistnosti, ve kterych se Studie provadi. Po
ukonceni Studie budou monitofi opravnéni vstupovat
pouze do mistnosti urenych Zdravotnickym zafizenim
za ucelem kontroly dokumentace tykajici se Studie, nikoli
do mistnosti uréenych k archivaci dokumentace Studie.

13. INTELLECTUAL PROPERTY

13. DUSEVNi VLASTNICTVI

(a) Any inventions, know-how, improvements,
discoveries, innovations, suggestions, ideas, work
product, results, data and reports (whether or not
patentable or otherwise protectable under intellectual
property laws), made or developed by Institution,
Investigator and/or Research Staff, alone or jointly with
others and resulting from the performance of this Study
or made using Study Drug or Information (collectively,
with all associated intellectual property rights,
“Inventions”) shall be promptly disclosed to Sponsor
and shall become, be and remain the sole and exclusive
property of Sponsor. Institution and Investigator hereby
assign and shall ensure all Research Staff assign all

(a) Jakékoli vynalezy, know-how, zlepSeni, objevy,
inovace, navrhy, napady, pracovni produkt, vysledky,
Udaje a zpravy (at jiz s moznosti ziskani patentu nebo
jiné ochrany podle zakonu o duSevnim vlastnictvi),
vytvofené nebo vyvinuté Zdravotnickym zafizenim,
ZkouSejicim  a/nebo  Vyzkumnym  personalem,
samostatné nebo spolecné s jinymi osobami, a to na
zakladé provadéni této Studie nebo prostfednictvim
Hodnoceného pfipravku nebo Informaci (spolené se
v8emi souvisejicimi pravy duSevniho vlastnictvi dale jako
,Vynalezy*) musi byt neprodlené zpfistupnény
Zadavateli a stanou se, budou a zlstanou vyhradnim a
vyluénym vlastnictvim Zadavatele. Zdravotnické zafizeni

ANT-010_CZE_Site3004_ XXX_3way CTA_final

Page 19 of 34



Protocol Ref: ANT-010

Sponsor/Study Approved Template: Version 1, 16 Dec 2020

right, title, and interest in and to Inventions to Sponsor,
free and clear of all liens, claims or other encumbrances.
All Inventions are, to the fullest extent possible, “works
made for hire” for the benefit of Sponsor. Upon
Sponsor's request, and at Sponsor's reasonable cost
and expense, Institution and Investigator shall take (and
will cause Research Staff to take) such actions as
Sponsor deems necessary or appropriate to perfect and
enforce Sponsor’s exclusive ownership of Inventions and
obtain patent or other proprietary protection in Sponsor's
name with respect to any of the foregoing.

a Zkou$ejici timto postupuji veSkera prava, naroky a
podily na vynalezech Zadavateli, bez jakychkoli
zastavnich prav, narokd nebo jinych bfemen a zajisti,
aby tak ucinili i vSichni Vyzkumni pracovnici. VSechny
Vynalezy jsou v maximalnim mozném rozsahu ,prace
vytvofené k pronajmuti“ ve prospéch zadavatele. Na
Zadost Zadavatele a vyhradni pfiméfené naklady a
vydaje Zadavatele podniknou Zdravotnické zafizeni a
ZkouSejici kroky (a zajisti jejich provedeni ze strany
Vlyzkumnych pracovniku), které Zadavatel poklada za
nezbytné Ci vhodné, k potvrzeni a vymahani svého
vyluéného vlastnictvi Vynalez{ a ziskani patentové nebo
jiné vlastnické ochrany jménem Zadavatele ohledné
vy$e uvedeného.

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

(b) Spolecnost Fortrea ani Zadavatel nepfevedou
na Zdravotnické zafizeni ani na ZkouSejiciho (nebo
Vlyzkumny personal) Zadné patentové pravo, copyright
nebo jiné vlastnické ¢i majetkové pravo plsobnosti této
Smlouvy ani zadnym jinym zplsobem.

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

(c) Hodnoceny pfipravek zlstane vyhradnim
majetkem Zadavatele. Pfedani fyzické drzby
Hodnoceného pfipravku podle této Smlouvy, ani drzba
nebo pouzivani Hodnoceného pfipravku Zdravotnickym
zafizenim nebo ZkouSejicim nepfedstavuje prodej,
pronajem nebo nabidku k prodeji & pronajmu
Hodnoceného pfipravku ani, pokud neni v této Smlouvé
vyslovné uvedeno jinak, jiny pfevod jakéhokoli prava,
titulu nebo naroku na Hodnoceny pfipravek, ani je nelze
takto vykladat.

(d) Investigator and Institution represent and
warrant that before being permitted to perform work on
the Study each Research Staff will be subject to binding
obligations to assign or otherwise vest any interest such
Research Staff may have in the results of his/her/its work
to Institution or Investigator, without any obligation of
Fortrea of Sponsor to pay any royalty or other
remuneration for such transfer.

(d) ZkouSejici 1ékaf a Zdravotnické zafizeni
prohladuji a zaruCuji, Ze pfed tim, neZ budou moci
provadét praci na studii, bude mit kazdy Vyzkumny
pracovnik z&vaznou povinnost postoupit nebo jinak
privést jakykoliv podil, ktery takovy Viyzkumny pracovnik
m0ze mit na vysledcich své prace, Zdravotnickému
zafizeni nebo ZkouSejicimu |ékafi, aniz by musel za
takovy pfevod platit jakékoli poplatky nebo jiné odmény
spoleénosti Fortrea.

14, INDEMNITY, LIABILITY AND INSURANCE

14.  ODSKODNENi, ODPOVEDNOST ZA SKODU
A POJISTENI

(a) Fortrea and Sponsor shall not be responsible
for, and Institution and Investigator shall indemnify,
defend and hold Fortrea and Sponsor harmless from any
loss or damage arising or resulting from any third-party

(a) Spoleénost Fortrea a Zadavatel neponesou
odpovédnost a Zdravotnické zafizeni a ZkouSejici
od$kodni, obhaji a ochrani Fortrea a Zadavatele pfed
jakoukoli ztratou ¢i Skodou vyplyvajicimi z naroku tfeti
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claim to the extent such claim arises or results from any
Institution, Investigator or Research Staff's negligence,
willful misconduct or breach of this Agreement.

strany do miry, do které tento narok vznika nebo vyplyva
z nedbalosti, umysiného nespravného jednani nebo
porueni této Smlouvy ze strany Zdravotnického
zafizeni, Zkou$ejiciho nebo Vyzkumného personalu.

(b)

Institution and Investigator undertake to:

(b) Zdravotnické zafizeni a ZkouSejici se zavazuji
k nasledujicimu:

(i) Notify Fortrea and Sponsor promptly of any
circumstance which could foreseeably result in third
party claims against Sponsor, Fortrea, Institution,
Investigator or Research Staff, in relation to the Study, or
if any such claim is filed; and

(i) Neprodlené upozorni spolecnost Fortrea a
Zadavatele na veSkeré okolnosti, které by mohly
pfedvidatelné vést k narokim tretich stran Vv0Ci
Zadavateli, SpoleCnosti  Fortrea, Zdravotnickému
zafizeni, Zkousejicimu nebo Vyzkumnym pracovnikim v
souvislosti se Studii, nebo pokud je takovy narok
vznesen; a

(ii) fully cooperate with Sponsor and/or Fortrea and
take no action that could foreseeably harm the interests
of Sponsor in Fortrea.

(ii) Budou pIné spolupracovat se Zadavatelem
a/nebo spolecnosti Fortrea a nepodniknou zadné kroky,
které by mohly predvidatelné poSkodit zajmy Zadavatele
ve Spoleénosti Fortrea.

() Fortrea declares that Sponsor maintains clinical
trial liability insurance if and as required by applicable
law. Proof of such insurance is available upon request.

(c) Spole¢nost Fortrea prohlasuje, ze Zadavatel
vede pojisténi odpovédnosti za klinické hodnoceni,
pokud to vyZaduji platné zakony. Doklad o uzavieni
takového pojisténi je k dispozici na vyZadani.

(d) Institution, Investigator and all Research Staff
each have all current licenses and permits as may be
required to perform clinical studies.

(d) Zdravotnické zafizeni, ZkouSejici a vSichni
Vyzkumni pracovnici musi mit pozadovanad platna
opravnéni a povoleni k provadéni klinickych studii.

(e) Institution declares that it has contracted
insurance coverage pursuant to Section 45(2)(n) of Act
No. 372/2011 Coll., on Health Services, as amended.
Proof of such insurance shall be provided to Fortrea or
Sponsor upon request.

(e) Zdravotnické zafizeni prohlaSuje, ze ma
sjednano pojisténi dle § 45 odst. 2 pism. n) zakona ¢&.
37212011 Sb., o zdravotnich sluzbach, ve znéni
pozdéjSich predpisu. Dikaz o uzavieni takového
pojisténi bude poskytnut Spolecnosti Fortrea nebo
Zadavateli na vyzadani.

(f) Sponsor's obligation to indemnify Institution against
claims for personal injury (and non-pecuniary damages)
by Study subjects or their successors in interest arising
out of the conduct of the Study, including the provision of
the Study Drug, placebo, or other supplied drugs, and/or
as a result of any procedure or practice prescribed or
required by the Protocol, shall be subject to a separate
Indemnification Agreement by Sponsor.

(f) Zavazek Zadavatele odSkodnit Zdravotnické zafizeni
z diivodu uplatnéni nahrady Ujmy na zdravi (a nahrady
nemajetkové Ujmy) ze strany subjektd hodnoceni nebo
jejich pravnich nastupcl, vzniklé v disledku provadéni
Studie, v€etné poskytnuti Hodnoceného léku, placeba
nebo jinych dodavanych 1éCiv a/nebo v dusledku
procedury €i postupu pfedepsanych nebo vyzadovanych
Protokolem, je pfedmétem samostatné Smlouvy o
odSkodnéni Zadavatelem.

15. PAYMENTS

15. PLATBY.
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(a) All payments will be made payable to the
following payees (‘Payee”) in accordance with the fee
split delineated in Exhibit B:

(a) VeSkeré platby budou vyplaceny témto
pfijemcim (dale jen ,Pfijemce platby) v souladu s
rozdélenim poplatk( definovanym v Pfiloze B:

Payee Name Payee Address Payee Tax ID Payee Contact Email Payee Contact
Jméno Adresa pfijemce DIC pfijemce Kontaktni e-mail Number
prijemce platby platby piijemce platby Kontaktni ¢islo
platby pfijemce platby
VSeobecna U Nemocnice 499/2 | CZ 00064165 XXX XXX

fakultni 128 08 Praha 2

nemocnice v Czech Republic /

Praze Ceska republika

(b) The approved payments for the Study and
related services to be conducted by Institution and
Investigator are provided for in the budget attached
hereto as Exhibit B and incorporated by reference herein
(“Exhibit B"). The payments noted in Exhibit B include
all applicable overhead costs and will remain firm for the
duration of the Study.

(b) Schvalené platby za Studii a souvisejici sluzby,
které maji Zdravotnické zafizeni a ZkouSejici provadét,
jsou uvedeny v rozpoCtu pfilozeném k této Smlouvé jako
Pfiloha B a zalenény zde odkazem (,Pfiloha B).
Platby uvedené v Pfiloze B zahmuji vSechny pfislusné
rezijni naklady a z(istanou pevné po celou dobu trvani
studie.

() Payments are dependent upon the
performance of procedures in full compliance with the
Protocol and this Agreement, including timely and
satisfactory submission of complete and correct data on
the case report forms provided or specified by Sponsor
or Labcorp (CRFs). The Payee will not be compensated
for any Study subjects who (i) were enrolled without a
properly executed ICF or, (i) 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, i.e.,
early withdrawals, shall be made on a pro-rata basis for
Services performed in accordance with this Agreement
according to Exhibit B. Notwithstanding the foregoing, if
this Agreement is terminated by Fortrea or Sponsor due
to Institution or Investigator's failure to enroll a Study
subject, all advance payments (unless non-refundable
as expressly agreed in this Agreement) shall be promptly
returned to Fortrea.

(c) Platby jsou podminény postupem v plném
souladu s Protokolem a touto Smlouvou, jakoZ i véasnym
a uspokojivym predlozenim Uplnych a uspokojivych
Udaji na formuldfich pfipadu (CRF) ze strany
Zadavatele nebo SpoleCnosti Fortrea. Pfijemce platby
neziska nahradu za jakékoli studijni subjekty, které (i)
byly do Studie zafazeny bez fadné vyhotoveného
informovaného souhlasu nebo (i) které nespliuji
zafazovaci/vyluovaci kritéria nebo jejichZ zafazeni Ize
povazovat za poruSeni nebo odchylku od Protokolu nebo
této Smlouvy. Platby jsou podminény pfedlozZenim zprav
a dalSich informaci pozadovanych podle této Smlouvy a
Protokolu Spole€nosti Fortrea, a to v€as a uspokojivym
zplsobem. Platba za Castecné provedené pfipady, {.
pfipady pfed¢asného odstoupeni, musi byt provedena
na pomémém zakladé za Sluzby provedené podle
Pfilohy B v souladu s touto Smlouvou. Pokud je tato
Smlouva bez ohledu na vySe uvedené ukoncena ze
strany spoleénosti Fortrea nebo Zadavatele v disledku
toho, Zze Zdravotnické zafizeni nebo Zkousejici
nezafadili studijni subjekt, vSechny zalohy (pokud nejsou
dle této Smlouvy nevratné) musi byt neprodlené vraceny
spoleCnosti Fortrea.

(d) Except as expressly provided for in this
Agreement neither Sponsor nor Fortrea will have any
payment obligation to any person or entity other than
Payee. Payment for any costs not set forth in this
Agreement must be approved in advance in writing by
Fortrea.

(d) S vyjimkou pfipadu vyslovné uvedenych v této
smlouvé nebude mit zadavatel ani Spole¢nost Fortrea
zadné platebni zavazky vaéi zadné jiné osobé nebo
subjektu nez Pfijemci plateb. Platbu jakychkoli nakladu
neuvedenych v této Smlouvé musi pfedem pisemné
schvalit spolecnost Fortrea.
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(e) 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
promptly and in good faith to resolve the dispute.

(e) V pfipadé sporu mezi Stranami tykajiciho se
jakékoli Casti faktury je spolenost Fortrea povinna
bezodkladné oznamit Pfijemci platby podrobnosti sporu,
a spolecnost Fortrea muze zadrzet platbu sporné ¢asti
faktury za pfedpokladu, Zze se spoleénost Fortrea a
PFijemce platby snaZi rychle a v dobré vife spor vyfesit.

(f) Institution and/or Investigator shall not bill any
third party for any Study Drug or other items or services
paid for or otherwise 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.

(f) Zdravotnické zafizeni alnebo ZkouSejici Iékaf
nebudou uctovat zadné tfeti strané zadny Hodnoceny
pfipravek nebo jiné polozky nebo sluzby placené nebo
jinak  poskytnuté  zadavatelem  prostrednictvim
spoleCnosti Fortrea v souvislosti se Studii ani jakékoli
sluzby poskytnuté pacientim v souvislosti se Studii, za
néz je v ramci Studie uhrazena platba, kromé pfipadu
vyslovné povolenych v Pfiloze B.

(9) Fortrea hereby declares that a separate contract has
been concluded with the Investigator under which
the Investigator and the Study Team shall be
remunerated for conducting this Study.

(9) Spoleénost Fortrea timto prohladuje, ze se
ZkouSejicim byla uzaviena samostatna smlouva, na
zakladé které bude Zkousejici a studijni tym odménén za
provedeni této Studie.

16. TERM AND TERMINATION

16. DOBA PLATNOSTI SMLOUVY A JEJi

UKONCENiI

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

(a) Smlouva vstoupi v platnost v Den platnosti a jeji
platnost potrva do fadného dokonceni Studie, vCetné
fadného dokonceni vSech sluzeb a vyfeSeni dotaz(,
pokud neni ukon&ena dfive v souladu s touto Smlouvou.

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

(b) Spole¢nost Fortrea si na zakladé pisemného
povoleni od Zadavatele vyhrazuje pravo vypovédét tuto
Smlouvu

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

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

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

(ii) s okamzitou ucinnosti, jestlize Zadavatel ukonci
smlouvy o provadéni klinického vyzkumu se Spole¢nosti
Fortrea za U¢elem provadéni Studie;

(iif) upon immediate effect if Investigator has failed
to recruit or enroll a sufficient number of Study subjects
for participation in the Study to make it likely that the
statistical requirements applicable to the Study will be
met, as determined by Sponsor; or

(iif) pokud se ZkouSejicimu nepodafi nabrat nebo
do Studie zaradit dostateCny pocet studijnich subjektu
pro UCast ve Studii tak, aby bylo pravdépodobné, Ze
budou napInény statistické pozadavky vztahujici se ke
Studii ur€ené Zadavatelem; nebo
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(iv) upon immediate effect if permits, licenses or
other approvals required for the Study are suspended or
withdrawn.

(iv) v okamziku okamZité Ucinnosti, pokud jsou
povoleni, licence nebo jina schvaleni vyzadovana pro
studii pozastavena nebo zrusena.

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

(c) Kazda ze Smluvnich stran mizZe od této
Smlouvy odstoupit pisemnym oznamenim ostatnim
Smluvnim stranam s okamzitou platnosti, pokud

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

(i) druha smluvni strana porusi jakékoli ustanoveni
této smlouvy a nesjedna napravu ve Ih(té tficeti (30) dnt
ode dne pfijeti pisemného ozndmeni o tomto poruseni, v
némz se pozaduje naprava;

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

(ii) kterékoli ze Stran se divodné domniva, Ze se
riziko pro studijni subjekty v souvislosti s pokracovanim
Studie stane nepfijatelnym z védeckych dlvodd nebo z
dlvod( bezpeénosti a zdravi studijnich subjekt(; nebo

(iii) Investigator becomes unable to work for the
Study and no replacement of him/her acceptable to
Sponsor and Fortrea is available in accordance with the
Replacement section hereunder.

(iii) ZkousSejici neni schopen pracovat v ramci
Studie a k dispozici neni Zadny nahradnik pfijatelny pro
Zadavatele nebo spole¢nost Fortrea v souladu s
ustanovenimi o Nahradnicich podle této Smiouvy.

(d) Immediately upon receipt of a notice of
termination of this Agreement, Investigator shall, to the
extent required by ICH-GCP, cease entering subjects
into the Study, shall cease conducting procedures,
including administration of Study Drug, to the extent
medically permissible on Study subjects already entered
into the Study and shall refrain from incurring additional
costs and expenses to the extent possible. Further,
Institution or Investigator will, at Sponsor's election,
destroy all Information or return to Sponsor or its
designee, at Sponsor’s reasonable shipping expense.

(d) lhned po pfijeti vypovédi této Smlouvy
ZkouSejici  pfestane v rozsahu poZadovaném
smérnicemi ICH-GCP zafazovat subjekty do Studie, u
subjektd, ktefi jiz byli do Studie zafazeni, pfestane
v |ékafsky pfipustném rozsahu provadét postupy
souvisejici se Studii véetné podani hodnoceného
pfipravku a v mozném rozsahu nebude vynakladat
Zadné dal$i naklady avydaje. Zdravotnické zafizeni
nebo ZkouSejici dale dle rozhodnuti Zadavatele znici
veskeré informace nebo vréti Zadavateli nebo jeho
zastupci na pfiméfené naklady Zadavatele na dopravu.

(e) The Parties agree that upon termination of the
Services in so far as they relate to Fortrea Personal Data,
Institution and all its Subprocessors, as defined in the
DPA, 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 Subprocessor are subject prevent Institution or a
Subprocessor 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

(e) Strany souhlasi s tim, Ze po ukonéeni
poskytovani Sluzeb v rozsahu, v némZ se tykaji
Osobnich udaju Fortrea, Zdravotnické zafizeni a vSichni
jeho Dil¢i zpracovatelé, jak je definuje DPA, vrati podle
rozhodnuti spole¢nosti Fortrea vSechny Osobni Udaje
Fortrea a jejich kopie spole¢nosti Fortrea, nebo
bezpec€né zniCi vSechny Osobni Udaje Fortrea a potvrdi
spoleCnosti Fortrea, ze tak ucinily, pokud zakon
Evropské unie nebo jejiho Elenského statu, jimz se Fidi
Zdravotnické zafizeni nebo DilCi zpracovatel, nebrani
Zdravotnickému zafizeni ¢ Dil¢imu zpracovateli ve
vraceni ¢i z niCeni vSech Osobnich udaji Fortrea nebo
jejich &asti. V takovém pfipadé Zdravotnické zafizeni
zaruuje, ze zajisti ddvérnost Osobnich (daju
Spole¢nosti Fortrea a nebude dale aktivné Zpracovavat
Osobni udaje Fortrea a zarudi vraceni a/nebo zni¢eni
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requested by Fortrea when the legal obligation to not
return or destroy the information is no longer in effect.

Osobnich Udaju Fortrea podle poZadavku Spoleénosti
Fortrea, poté co zakonna povinnost nevratit nebo
neznicit informace pozbude Gcinnosti.

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

4] V pfipadé ukonCeni této Smlouvy se Castka
splatna podle této Smlouvy omezi na pomérné poplatky
na zakladé skute¢né prace fadné a v€as provedené do
data ukonceni podle Protokolu, jak je stanoveno v
souladu s Pfilohou B. VeSkeré prostiedky, které nejsou
Pfijemci platby splatné, ale které mu jiz byly vyplaceny,
musi byt vraceny spolecnosti Fortrea do fficeti (30) dnu
ode dne zavérelné navstévy spolenosti Fortrea na
pracovisti Studie.

(9) No expiration or earlier termination of this
Agreement will release a Party from his/herl/its rights and
obligations accrued prior to such expiration or earlier
termination.

vvvvvv

vvvvvv

vzniklych  pfed
ukonéenim.

17. REPLACEMENT

17. NAHRADNiICI

(a) In the event that Investigator becomes unable
to perform the duties required by this Agreement,
Institution and Investigator will cooperate, in good faith
and expeditiously, to find a replacement investigator with
similar qualifications acceptable to Sponsor and Fortrea.

(a) V pfipadé, ze ZkouSejici nebude schopen plnit
povinnosti vyzadované touto Smlouvou, Zdravotnické
zafizeni a ZkouSejici budou v dobré vife a rychle
spolupracovat na nalezeni nahradniho zkou$ejiciho s
podobnou kvalifikaci pfijatelnou pro Zadavatele a
Spoleénost Fortrea.

(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.

(b) V pfipadg, ze nedojde k nalezeni nahradnika
pfijatelného pro Zadavatele a Zdravotnické zafizeni v
pfiméfené Ih(té, maze byt tato Smlouva vypovézena v
souladu s ustanovenimi o dobé platnosti a ukonceni
podle této Smlouvy.

18. RECORD RETENTION

18. UCHOVAVANi ZAZNAMU

All Essential Documents as defined in ICH-GCP
Guidelines will be retained by the Parties in accordance
with ICH-GCP and the Protocol.

V8echny Dulezité dokumenty, které jsou definovany ve
smérnicich  ICH-GCP, budou Smluvnim stranami
uchovavany v souladu se smémicemi ICH-GCP a
Protokolem.

Without limiting the generality of the foregoing in this
Section 18, Institution and Investigator will retain,
confidentially, at least one (1) copy of all printed and
electronic data and reports resulting from their conduct
of the Study (“Study documentation”) for the longer of
(a) twenty-five (25) years following completion or early

Bez omezeni vztahujicich se na vySe zminéné
povinnosti uvedené v tomto Clanku 18 bude
Zdravotnické zafizeni a ZkouSejici uchovavat, v tajnosti,
nejméné jednu (1) kopii veSkerych tiSténych a
elektronickych dat a zprav vyplyvajicich z realizace
Studie (dale jako ,Studijni dokumentace®) po dobu
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termination of the Study at the Institution; and (b) the
period required by Applicable Law. After the archiving
period has elapsed, the Study Documentation will be
destroyed in accordance with the Applicable Law.
Institution must obtain written permission from Sponsor
prior to the destruction or relocation of any such Study
documentation at any time during the archiving period. If
the Sponsor or Fortrea wishes to have the
documentation archived further, they are required to
raise their requirement in writing with the Institution at
least two months before the expiry of the agreed
archiving period, and the Institution will arrange for this
further archiving at the expense of the Sponsor or
Fortrea or will hand the documentation over to the
Sponsor or Fortrea.

delSi neZz (a) dvacet pét (25) let od dokon&eni nebo
pfedéasného ukoneni Studie ve Zdravotnickém
zafizeni a (b) obdobi vyzadované Platnymi zékony, po
uplynuti doby archivace bude Studijni dokumentace
skartovana v souladu s pfislusnymi pravnimi pfedpisy.
Zdravotnické zafizeni je kdykoli béhem doby archivace
pfed zni¢enim nebo pfemisténim jakékoli takové Studijni
dokumentace povinno ziskat pisemné povoleni od
Zadavatele. V pfipadé, ze Zadavatel nebo spoleénost
Fortrea maji zajem na dal$i archivaci dokumentace, jsou
povinni  svj pozadavek uplatnit pisemné u
Zdravotnického zafizeni nejméné dva mésice pred
uplynutim sjednané doby archivace a Zdravotnické
zafizeni dalSi archivaci na naklady Zadavatele nebo
spolecnosti Fortrea zajisti, popf. jim dokumentaci vyda.

19. ASSIGNMENT; SPONSOR ENFORCEMENT

19. POSTOUPENI: VYMAHANi ZADAVATELEM

This Agreement may not be assigned or transferred by
Institution or Investigator without the prior written consent
of Fortrea and Sponsor. Fortrea may, with Sponsor’s
prior written authorization, assign or transfer this
Agreement provided that Fortrea will provide written
notice of such assignment to Institution. In the event
Fortrea assigns or transfers this Agreement to a third
party who will assume all obligations hereunder,
Institution and Investigator shall release and forever
discharge Fortrea from any and all liabilities and
obligations of Fortrea arising under the Agreement from
and after the effective date of such assignment. No
assignment or transfer of this Agreement will relieve a
Party of its rights and obligations accrued up to the
effective date of such assignment.

Zdravotnické zafizeni ani ZkouSejici nesmi tuto Smlouvu
postoupit nebo prevést bez predchoziho pisemného
souhlasu Spoleénosti Fortrea a Zadavatele. Spoleénost
Fortrea mulze s pfedchozim pisemnym souhlasem
Zadavatele postoupit nebo prevést tuto Smlouvu za
predpokladu, Ze Spoleénost Fortrea pisemné oznami
toto postoupeni Zdravotnickému zafizeni. V pfipadé, ze
spoleCnost Fortrea postoupi nebo prevede tuto Smlouvu
na tfeti stranu, ktera pfevezme vSechny povinnosti podle
této Smlouvy, Zdravotnické zafizeni a ZkouSejici zprosti
a navzdy zbavi spolecnost Fortrea veskerych zavazki a
povinnosti spoleénosti Fortrea vyplyvajicich z této
Smlouvy ke dni u€innosti takového postoupeni a po ném.
Z4dné postoupeni nebo prevod této Smlouvy nezbavuje
Smluvni stranu jejich prév a povinnosti vzniklych ke dni
u¢innosti takového postoupeni.

The Parties each agree that to the full extent permitted
under applicable law, Sponsor may enforce this
Agreement directly against Institution and Investigator
without having to first try to enforce this Agreement
through Fortrea.

Strany se dohodly, Zze v plném rozsahu povoleném
platnymi zakony mize Zadavatel vymahat tuto smlouvu
pfimo na Zdravotnickém zafizeni a Zkou3ejicim, aniz by
se nejprve pokusil vymahat tuto smlouvu prostfednictvim
spoleénosti Fortrea.

20. INDEPENDENT CONTRACTOR

20. NEZAVISLY DODAVATEL

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 or of Sponsor.

Kazda ze Smluvnich stran této Smlouvy je povinna
vystupovat jako nezavisly dodavatel a nebude v Zadném
pfipadé pokladana za povéfence, zaméstnance,
zmocnénce nebo zastupce druhé Smiuvni strany nebo
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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 or Sponsor. For the avoidance of
doubt neither Fortrea nor Sponsor shall not be liable to
Payee for any employer related taxes and Payee shall
not be entitled to enroll in or otherwise receive any
employee benefits of Fortrea or Sponsor.

smluvni strany Zadavatele. Zaméstnanci jedné Strany
nebudou proto povazovani za zaméstnance druhé
Strany a z&dna Strana neuzavie smlouvu nebo dohodu
s tfeti stranou, coz by smluvné zavazovalo druhou
smluvni Stranu nebo Zadavatele.  Pro vylouceni
pochybnosti Spoleénost Fortrea ani Zadavatel nenese
vici PFijemci platby odpovédnost za dané tykajici se
zaméstnavatell a Pfijemce platby nema opravnéni
zaregistrovat se nebo jinak pfijimat  jakékoli
zaméstnanecké vyhody spole¢nosti Fortrea nebo
Zadavatele.

21, PUBLICITY

21, PUBLICITA.

Except as required by Applicable Law, neither Institution,
Investigator, nor Research Staff shall disclose the
existence of this Agreement or its/his/her respective
association with Fortrea or Sponsor without the express
written approval of the entity (Fortrea and/or Sponsor, as
the case may be) whose name is the subject of the
potential disclosure.

Pokud Platné zakony nevyzaduji jinak, Zdravotnické
zafizeni, ZkouSejici ani Vyzkumni pracovnici nesmi
uverejnit existenci této Smlouvy nebo svou spolupraci se
spoleCnosti Fortrea nebo Zadavatelem bez vyslovného
pisemného souhlasu Strany (podle  okolnosti
Spolecnosti Fortrea a/nebo Zadavatele), jejiz nazev
podléha moznému uvefejnéni.

22, GOVERNING LAW

22. ROZHODNE PRAVO.

This Agreement shall be construed in accordance with
the laws of Czech Republic without regard to its conflict
of laws provisions. This Agreement has been concluded
in English and Czech language versions; the Czech
version shall prevail in case of any discrepancy between
the language versions.

Tato Smlouva bude vykladana v souladu s legislativou
Ceské republiky, bez ohledu na rozpor se zakonnymi
ustanovenimi. Tato Smlouva se uzavird v anglické a
Ceské verzi, v pfipadé rozporu jazykovych verzi je Eeska
verze rozhodujici.

23. SURVIVAL

23 PRETRVANI PLATNOSTI

Provisions herein regarding Confidentiality,
Deregistration, Audits, Monitoring and Inspection,
Publication, Intellectual Property, Inventions, Study
Data, Indemnity, Liability and Insurance, Record
Retention,  Assignment,  Study  Drug/Material
accountability and disposition and Governing Law shall
survive upon expiration or termination of this Agreement.
For clarity, obligations under the following Sections will
survive the expiration or earlier termination of this
Agreement: 1 (a), 1(c), 2, 3(a), 3(b), 3(c)(iii), 3(c)(iv),
3(c)(vi), 3(d)(i), 5, 6, 7(b), 7(c), 7(d), 7(e), 7(f), 8, 9 (last

Ustanoveni této Smlouvy tykajici se Divérnosti, ZruSeni
registrace, Auditl, Monitorovani a kontroly, Zvefejnéni,
Dusevniho vlastnictvi, Vynalez(i, Udaja Studie, Nahrady
$kod, Odpovédnost a Pojisténi, Uchovavani zaznama,
Postoupeni, Zodpovédnosti a disponovani Studijniho
léku/Materialu a Rozhodného prava zUstavaji v platnosti
i po vypreni nebo ukonéeni platnosti této Smlouvy. Pro
vyjasnéni, povinnosti podle nasledujicich ¢&lanku
zUstanou v platnosti i po vypreni nebo pfed€asném
ukonceni této Smlouvy: 1 (a), 1(c), 2, 3(a), 3(b), 3(c)(iii),
3(c)(iv), 3(c)(vi), 3(d)(i), 5, 6, 7(b), 7(c), 7(d), 7(e), 8, 9
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sentence only), 10-14, 15(g), 16(d), 16(e), 16(f), 18, 19
(last 2 sentences only), 20-24.

(pouze posledni véta), 10-14, 15(g), 16(d), 16(e), 16(f),
18, 19 (pouze posledni 2véty), 20-24.

24. MISCELLANEOUS

24, RUZNA USTANOVENiI

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

(a) Tato Smlouva a jakékoli a v3echny pfilohy a
dodatky tvofi Uplnou dohodu mezi Smluvnimi stranami
ve vztahu ke Studii a nahrazuji vSechny pfedchozi a
soubézné smlouvy a ujednani, at uz pisemné nebo
Ustni.

(b) Institution and Investigator acknowledge that
Sponsor and its affiliates are required to abide by certain
disclosure laws and certain transparency policies
governing their activities, including providing reports to
the government and to the public concerning financial or
other relationships with healthcare providers. Institution
and Investigator agree that Sponsor and its affiliates
may, in their sole discretion, disclose information about
the Agreement and about the Study, including relating to
any transfers of value pursuant to this Agreement.
Institution and Investigator agree to supply information
reasonably requested by Sponsor for disclosure

(b) Zdravotnické zafizeni a ZkouSejici berou na
védomi, Ze Zadavatel a jeho pobocky maji povinnost
dodrzovat urcité zakony o zpfistupnéni informaci a urcité
zasady transparentnosti upravujici jejich €innost, véetné
poskytovani zprav vliadé a vefejnosti tykajicich se
finanénich nebo jinych vztahl s poskytovateli zdravotni
péce. Zdravotnické zafizeni a ZkouSejici souhlasi s tim,
Ze Zadavatel a jeho poboCky mohou dle svého
vyhradniho uvéaZeni zvefejnit informace o této Smlouvé
a o Studii, véetné jakychkoli pfevodl hodnot podle této
Smlouvy. Zdravotnické zafizeni a Zkou$ejici souhlasi s
tim, Ze poskytnou informace, které Zadavatel divodné
pozaduje pro Ucely zpfistupnéni.

purposes.
(c) When used in this Agreement, the words

“include”, “including” and “Includes” are deemed followed
by the phrase “but not limited to”

(c) Pfi pouziti v této smlouvé jsou slova ,zahrnout’,
,vCetné“ a ,zahrnuje” doprovazeny vyrazem ,mimo jiné*

(d) This Agreement, and any and all exhibits and
attachments, may be modified only by written document
signed by the Parties hereto. The Parties expressly
agree that only the terms and conditions expressly
contained in this Agreement (including its attachments
and all amendments) shall form binding commitments on
the Parties hereto related to the services described
herein. In the interest of clarity, no terms or conditions
contained in any other document, including, but not
limited to any electronic medical records “click-to-accept’
requirements or other electronic medical record access
documents, shall be enforceable against either Party and
shall be null and void.

(d) Tato Smlouva a jakékoli a vSechny jeji pfilohy
atd. lze ménit pouze pisemnym dokumentem
podepsanym Smluvnimi stranami. Strany vyslovné
souhlasi, ze pouze podminky vyslovné uvedené v této
Smlouvé (véetné jejich pfiloh a vSech dodatki) budou
zavazné pro Strany této Smlouvy v souvislosti se
sluzbami zde popsanymi. Pro upfesnéni, Zzadné
podminky uvedené v jakémkoliv jiném dokumentu, mimo
jiné vCetné jakychkoliv elektronickych zdravotnich
zdznamU opatfenych pozadavkem na kliknuti pro
pfijeti nebo jinych elektronickych dokumentd se
zdravotnimi zaznamy, nebudou vymahatelné na Zadné
ze Stran a budou neplatné.

(e) If any provision of this Agreement is held
invalid, illegal or otherwise unenforceable by a court,
such provision shall be restated to reflect as nearly as
possible the original intentions of the Parties within the
limits of applicable law and the remainder of this
Agreement shall remain in full force and effect.

(e) Je-li nékteré ustanoveni této Smlouvy
prohlaSeno za neplatné, nezakonné nebo jinak
nevymahatelné soudem, musi byt pfeformulovano tak,
aby co nejblize vyjadfovalo plvodni zamér Smiluvnich
stran v rdmci limitd platnych zakon(, pfiCemz zbyvajici
Cast této Smlouvy zlistane v piné platnosti a u€innosti.

ANT-010_CZE_Site3004_ XXX_3way CTA_final

Page 28 of 34



Protocol Ref: ANT-010

Sponsor/Study Approved Template: Version 1, 16 Dec 2020

() Waiver or forbearance by any Party to enforce
a breach of any provision of this Agreement by the other
Party shall not be deemed to constitute a waiver with
respect to any enforcement of any subsequent breach.
To be effective, any waiver under this Agreement must
be in writing and singed by an authorized representative
of the waiving Party.

(f) Zfeknuti se nebo prominuti vymahani v pfipadé
poruseni nékterého z ustanoveni této smlouvy jednou
Stranou vuci druhé neni povazovano za zfeknuti se
prava v souvislosti s jakymkoli vymahanim jakéhokoli
nasledného poruseni. Aby bylo jakékoli zieknuti se prav
podle této smlouvy uéinné, musi byt u¢inéno pisemné a
podepsano zplnomocnénym zastupcem promijejici
strany.

(9) If any dispute, controversy or claim arises out of
this Agreement, the Parties agree that they will
reasonably attempt in good faith to resolve the matter
through negotiations. If negotiations fail to resolve the
dispute, controversy or claim, the Parties may submit the
matter to an appropriate court of the Czech Republic for
resolution. Local jurisdiction shall be determined by the
registered office of the Institution. The proceedings shall
be conducted in Czech language.

(9) Pokud z této Smlouvy vznikne jakykoli spor
nebo narok, Smluvni strany se zavazuiji, Zze se pokusi
véc rozumné vyfesit jednanim v dobré vife. Jestlize se
jednanim nepodafi spory nebo naroky vyresit, mize
Smluvni strana predlozit véc k rozhodnuti pfislusnému
soudu Ceské republiky. Mistni pFislusnost soudu bude
dana sidlem Zdravotnického zafizeni. Soudni Fizeni
bude vedeno v Ceském jazyce.

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

(h) Tato smlouva je zavazna pro smiuvni strany,
jejich dédice, nastupce a pfipustné nabyvatele.

(i) 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 at the
following address:

(i) Jakékoli oznameni vyZadované nebo povolené
kteroukoli Smluvni stranou musi byt ucinéno pisemné a
bude povazovano za dorucené k datu pfijeti na
nésledujici adresu:

If to Fortrea:

V piipadé zasilani Spole¢nosti Fortrea:

Fortrea Development Ltd - 0.z.
V Parku 2343/24

148 00 Praha 4 - Chodov
Czech Republic

With a copy to: Fortrea Legal Department, 8 Moore
Drive, Durham, NC 27709 USA

Fortrea Development Ltd - 0.z.
V Parku 2343/24

148 00 Praha 4 - Chodov
Ceska republika

V kopii: Fortrea Legal Department (pravni oddéleni), 8
Moore Drive, Durham, NC 27709 USA

If to Institution:

V pripadé zasilani Zdravotnickému zafizeni:

VSeobecna fakultni nemocnice v Praze
U Nemocnice 499/2

128 08 Praha 2

Czech Republic

VSeobecna fakultni nemocnice v Praze
U Nemocnice 499/2

128 08 Praha 2

Ceska republika

If to Investigator:

V pripadé zasilani Zkousejicimu lékafri:

XXX

XXX

VSeobecné fakultni nemocnice v Praze, U Nemocnice
499/2, 128 08 Praha 2, Czech Republic

XXX

XXX

VSeobecné fakultni nemocnice v Praze, U Nemocnice
499/2, 128 08 Praha 2, Ceska republika

If to Sponsor:

V piipadé zasilani zadavateli:
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Anthos Therapeutics, Inc., 55 Cambridge Parkway,
Suite 103, Cambridge, MA U.S.A. 02142

Anthos Therapeutics, Inc., 55 Cambridge Parkway,
Suite 103, Cambridge, MA U.S.A. 02142

Attention; XXX

K rukam: XXX

The above notice address and/or contact person may be
changed by giving notice of same to the other notice
recipients in the manner provided for under this Section
24(g). For the avoidance of doubt, an amendment to this
Agreement will not be required in order to provide notice
of a change of address.

\lySe uvedena adresa alnebo kontakini osoba pro
zasilani oznameni mohou byt zménény pfedanim
oznameni ostatnim pfijemcim zplsobem uvedenym v
tomto oddilu 24(g). Pro vylou¢eni pochybnosti, pro
oznameni zmény adresy neni nutné uzavirat dodatek
k této smlouvé.

(i) 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. Electronic
signatures, electronically transmitted and facsimile
transmitted signatures shall have the same full force and
effect of an original signature.

(i) Tuto Smlouvu nelze povazovat za schvélenou
ani jinak platnou, dokud nebude podepsana vSemi
pfislusnymi Smluvnimi stranami. Kazda ze Smluvnich
stran timto prohlaSuje a zaruCuje, ze osoba, ktera se nize
podepisuje jménem této Smluvni strany, je opravnéna
tuto Smlouvu uzavfit, a Ze tato Smlouva neni v rozporu
s jakoukoli stavajici smlouvou nebo zévazkem této
Smluvni strany. Tato smlouva muze byt vyhotovena ve
dvou nebo vice stejnopisech, z nichz kazdy je povazovan
za original, a v8echny tyto stejnopisy spolecné tvofi
celou smlouvu a jediny pravni dokument. Elektronické
podpisy, elektronicky a faxem pfenesené podpisy maji
stejnou Upinou platnost a U¢inek jako originalni podpisy.

(k) The Parties agree that Sponsor shall have the
right to enforce any of the provisions of this

Agreement as a third party beneficiary.

(k) Strany souhlasi, ze Zadavatel bude mit pravo
vymahat libovolna ustanoveni této Smlouvy jako
obmyslena treti strana smlouvy.

Exhibits:
Exhibit A: Electronic Access Terms and Conditions

Exhibit B: Budget
Appendix 1: Study Budget

Prilohy:

Pfiloha A : Podminky pro pfistup k
elektronickym udajum

Pfiloha B: Rozpocet

Podpfiloha 1: Rozpocet studie

The Remainder Of This Page Is Intentionally Left Blank
Signature Page To Follow

Zbytek této stranky je zamérné ponechan prazdny
Nasleduje stranka s podpisy
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Pfijato a schvaleno / Accepted and Agreed:

Fortrea Inc.

Podpis/ Signature:

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

VsSeobecna fakultni nemocnice v Praze

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

Datum/ Date:

XXX

Podpis/ Signature:
Titul/ Title: Investigator / ZkouSejici

Datum/ Date;

ANT-010_CZE_Site3004_ XXX_3way CTA_final
Page 31 of 34



Protocol Ref: ANT-010

Sponsor/Study Approved Template: Version 1, 16 Dec 2020

Exhibit A: Electronic Access Terms and Conditions

Priloha A: Smluvni podminky pro elektronicky
piistup

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

ZkouSejicimu a jinym osobam ve Zdravotnickém zafizeni
mohou byt pfidélena uZivatelska jména a hesla (dale jen
,Opravnéni uzivatelé®), aby se usnadnilo zadavani tdaju
ze Studie do elektronického systému pro zaznam dat,
ktery se vztahuje ke Studii (dale jen ,Systémy” Studie).
UZivatelska jména a hesla jsou poskytovana vyménou za
souhlas Zdravotnického zafizeni, ZkouSejiciho a
opravnénych  uzivatell  zdravotnického  zafizeni
dodrzovanim nasledujicich Podminek:

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

Opravnéni uzivatelé poskytnou Spolecnosti Fortrea
uréité registrani informace, véetné jména, adresy,
telefonniho Cisla a e-mailové adresy, pficemz vSechny
tyto informace musi byt pfesné a aktualni. Kazdy
Opravnény uzivatel bere na védomi, ze je odpovédny za
vSechny kroky opatfené jeho elektronickym podpisem.
Opravnéni uzivatelé nesmi (a) vybrat nebo pouZzivat
uzivatelské jméno nebo heslo jiné osoby s umyslem
vydavat se za tuto osobu; (b) pouzivat uzivatelské jméno
nebo heslo, k némuz ma jina osoba prava bez opravnéni
takové osoby, nebo (c) povolit tfeti strané pouzivat jejich
uzivatelské jméno a/nebo heslo.

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.

Opravnéni uzivatelé souhlasi s tim, Ze budou
zachovavat divérnost pfidélenych uZivatelskych jmen
alnebo hesel a ze budou okamzité informovat
Spole¢nost Fortrea (a) v pfipadé, Ze existuje dlvod se
domnivat, Ze pfidélené uZivatelské jméno a/nebo heslo
bylo neopravnéné zpfistupnéno nebo jinak ohrozeno, (b)
0 jakémkoli neopravnéném pouZiti uZivatelského jména
nebo hesla nebo podezfenim na takové pouZiti nebo (c)
jakékoli poruseni nebo podezieni na porudeni
bezpeénosti véetné  ztraty, kradeze nebo
neautorizovaného pouZiti uZivatelského jména a/nebo
hesla.

Except as expressly authorized herein, Authorized Users
shall neither transfer nor permit the use of or access to
the Systems by any third party. Authorized Users,
Institution, and Investigator shall use the Systems only
for lawful purposes and in accordance with this
Agreement. Authorized Users and Institution shall not
self-host the Systems on its own servers or those of any
third party on its behalf. Institution and its Authorized
Users shall not reverse engineer, disassemble or
decompile the Systems in any manner. Institution and
its Authorized Users shall not copy, enhance, modify, or
create derivative works based on the Systems or

Neni-li v tomto dokumentu vyslovné povoleno jinak,
Opréavnéni uZivatelé nepfevadéji ani neumoziuji pouziti
nebo pfistup k systémim zadné treti strané. Opravnéni
uzivatelé, Zdravotnické zafizeni a Zkou$ejici budou
systémy pouZzivat pouze pro zakonné ucely a v souladu
s touto Smlouvou. Opravnéni uZivatelé a instituce
nebudou provadét vlastni hostovani Systéml na svych
vlastnich serverech nebo serverech tfetich stran svym
jménem. Instituce a jeji Opravnéni uzivatelé nesmi
Systémy zadnym zpdsobem zpétné analyzovat,
rozebirat ani dekompilovat. Instituce a jeji Opravnéni
uZivatelé nesmi kopirovat, vylepSovat, upravovat ani
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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.

vytvafet odvozenad dila zaloZzena na Systémech ani
zvefejfiovat  vysledky vykonnostnich srovnavacich
méfitek Systém0 zadné tfeti strané bez pfedchoziho
pisemného souhlasu viastnika Systém(. Instituce a jeji
Opravnéni uzivatelé nesmi pfevadét, prodavat, dale
prodavat, davat, distribuovat ani poskytovat dilCi licenci
Zadné jiné strané.

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

Nedodrzeni vySe uvedeného bude pfedstavovat
poruSeni této Smlouvy, které miZe mit za nasledek
okamzité ukonceni pfistupu Opravnéného uZivatele
nebo Instituce k 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 Agreement for the purposes of the
Contract Registry is CZK 325 835.

Pfiloha B: Rozpocet

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

Odhadovéna celkova ¢astka této Smlouvy €ini pro ucely
registru smluv: 325 835 KC.

ANT-010_CZE_Site3004_ XXX_3way CTA_final

Page 34 of 34




