CLINICAL TRIAL AGREEMENT SMLOUVA O KLINICKEM HODNOCENI

This Clinical Trial Agreement (“Agreement”), which Tato smlouva o klinickém hodnoceni (déle jen
shall become effective as of its publication in the »omlouva®), jez nabyva ucinnosti k datu zvetejnéni
Register of Contracts (“Effective Date™), is by and v Registru smluv (dale jen ,,Datum u¢innosti*),
between: mezi:
The Brigham and Women’s Hospital, Inc., a Brigham and Women’s Hospital, Inc., neziskova

Massachusetts not-for-profit corporation with its organizace statu Massachusetts s hlavnim sidlem na

principal place of business at 75 Francis Street, Boston, adrese 75 Francis Street, Boston, MA 02115

MA 02115 (déle jen ,,Zadavatel*),
(“Sponsor”),
and a

Worldwide Clinical Trials, d.o.0., having its Worldwide Clinical Trials, d.o.0., s hlavnim sidlem
registered office at Ulica Grada Vukovara 284, 10000 ~na adrese Ulica Grada Vukovara 284, 10 000 Zahteb,

Zagreb, Croatia, ID No: 50856965346 ICO spolec¢nosti: 50856965346 Chorvatsko

(“Worldwide®), (dale jen ,,spole¢nost Worldwide*),
Krajska zdravotni, a.s. with its principal place of Kr.a,jsk’a zEravotni as.,s hlavnim sidlem na adrese )
business at Socialni péce 3316/12A, Severni Terasa, Socialni pee 3316/12A, VSeve’rm Teraga, 400 11 Usti
400 11 Usti nad Labem, Czech Republic 5 nad Labem, Cesvka republika
Identification Number: 25488627 1C0:25488627 DIC: CZ25488627
VAT ID: CZ25488627 Zastoupena MUDr. Petrem Malym, MBA,
Represented by MUDT. Petr Maly, MBA, generalnim feditelem
General Director (dale jen ,,Zdravotnické zafizeni*)

(“Institution”),

and a

, date of birth narozen dne
, place of residence , trvalym bydlistém na adrese
(déle jen ,,Hlavni zkousSejici®),

(“Principal Investigator”),

each a “Party” and collectively “the Parties.” dale jednotlivé oznacovani jako ,,Strana‘“ a spole¢né
Lotrany“.
Whereas Vzhledem k tomu, Ze
A. Sponsor is the sponsor and coordinator of an A. Zadavatel je zadavatelem a koordinatorem
investigator-initiated, multi-center clinical multicentrického  ~ klinického —~hodnoceni
trial (the “Study”) according to the protocol iniciovaného zkousejicim (dale jen _,,StUQIe ’)
entitled: A Multicenter, Randomized, Double- podle  protokolu: Multicentricke,
Blind, Parallel Group, Placebo-Controlled randomizované, dvojité zaslepené, placebem
Trial to Evaluate the Effect of In-Hospital kontrolované klinické hodnoceni s paralelnimi
Initiation of Dapagliflozin on Clinical skupinamihodnotici ticinek zahdjeni lécby
Outcomes in Patients Who Have Been dapaglifiozinem  beéhem  hospitalizace  na
Stabilized During Hospitalization for Acute klinické  vysledky u  pacientii, kteri byl
Heart Failure (DAPA ACT HF-TIMI 68) / stabilizovani  béhem  hospitalizace  kviili
D1690C00078 (hereinafter “Protocol™), with akutnimu srdecnimu selhani (DAPA ACT HF-
chairman at Sponsor (hereinafter “Study ~Protokol”), kdy pfedsedou pro Kklinické
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Chairman”) and with [ GG

serving as principal investigator at Sponsor
(hereinafter  “Global  Study Principal
Investigator”).

. Sponsor has entered into an External
Sponsored Collaborative Clinical Research
Agreement (“Prime Agreement”) with
ASTRAZENECA PHARMACEUTICALS
LP, a Delaware limited partnership with
offices at 1800 Concord Pike, Wilmington, DE
19850-19803, (hereinafter ‘“AstraZeneca”)
whereby  AstraZeneca  has  provided
Dapagliflozin (“Study Drug”) and financial
support to Sponsor to conduct the Study; the
Study Drug is developed by AstraZeneca.

. Institution and Principal Investigator have
established and maintain an expertise in the
conduct of clinical research investigations,
clinical trials and laboratory test evaluations
and desire to participate in the Study.

. Institution and Principal Investigator shall
conduct the Study at Study Site (as defined
below) in accordance with the Protocol.

. Sponsor has authorized Worldwide, pursuant
to a written agreement to coordinate and/or
perform certain activities as the authorized
agent of Sponsor, including but not limited to,
negotiation and execution of clinical trial
agreements and monitoring of the Study
conduct.

. Worldwide shall be a party to this Agreement
for the sole and limited purpose of making
payments on behalf of Sponsor.

hodnoceni u Zadavatele je [ GGG

(dale jen ,,PFedseda pro Studii) a hlavnim

zkousejicim u Zadavatele je
B (i o, Globini

hlavni zkouSejici Studie*).

. Zadavatel uzaviel Smlouvu o externé zadaném

klinickém vyzkumu formou spoluprace (dale
jen ,Hlavni smlouva“) se spoleénosti
ASTRAZENECA  PHARMACEUTICALS
LP, spole¢nost typu limited partnership ve
stat¢ Delaware se sidlem na adrese 1800
Concord Pike, Wilmington, DE 19850-19803
(déle jen ,,AstraZeneca®), na jejimz zakladé
spole¢nost AstraZeneca poskytla Zadavateli
dapagliflozin  (dile jen ,Hodnoceny
pripravek®) a finan¢ni podporu pro provedeni
Studie; vyvojem Hodnoceného pfipravku se
zabyva AstraZeneca.

. Zdravotnické zafizeni a Hlavni zkouSejici

vybudovali a udrzuji odbornost v oblasti
provadéni vyzkumnych klinickych zkousek,
Klinickych  hodnoceni a vyhodnocovani
laboratornich testt a pfeji si se Studie
zUCastnit.

. Zdravotnické zatizeni a Hlavni zkouSejici

budou Studii provadét ve studijnim centru (jak
je definovano nize) v souladu s Protokolem.

Zadavatel na zdkladé¢ pisemné smlouvy
povéfil spolecnost Worldwide, aby z pozice
zmocnéného zastupce Zadavatele
koordinovaly a/nebo  podnikaly urcité
¢innosti, jako naptiklad vyjednavani a plnéni
smluv o klinickém hodnoceni a monitorovani
provadéni Studie.

Spolec¢nost Worldwide bude smluvni stranou
této smlouvy pouze za ucelem provadeéni
plateb jménem Zadavatele.

Definitions Definice
Applicable Any applicable international or Platné pravni Jakékoli platné mezinarodni
Laws local law, statute, rule, code, predpisy nebo mistni pravni piedpisy,

regulation or ordinance that
applies to any Party or to this
Study and Agreement, which
includes the Declaration of
Helsinki, the current Good
Clinical Practice Guidelines,

stanovy, pravidla, kodexy,
nafizeni nebo vyhlasky, které
plati pro kteroukoli ze Stran
nebo pro tuto Studii a Smlouvu,
véetné Helsinské deklarace,
aktualni pokyny pro spravnou
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and rules governing the
collection and processing of
personal data as are in effect
from time to time.

Klinickou praxi apravidla
upravujici shromazd’ovani
a zpracovani osobnich udaja
V platném znéni.
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Budget The total cost for the successful Rozpocet Celkové naklady na uspésné
completion of the Study as dokonéeni  Studie, jak je
described in Exhibit B. popsano v Piiloze B.
Confidential (i) Any Study Data and results, Duvérné (i) Jakakoli Data ze studie
Information CRFs, records, reports, the informace avysledky Studie, zéznamy
Protocol, the investigator’s subjektu hodnoceni, zaznamy,
brochure for the Study Drug, zpravy, Protokol,  Soubor
the terms of this Agreement, informaci pro zkouSejiciho
(ii) other information disclosed k Hodnocenému  piipravku,
to Institution, or Principal podminky této Smlouvy, (ii)
Investigator by Sponsor or jiné informace, které jsou
Worldwide on behalf of the Zdravotnickému zafizeni ¢i
Sponsor or generated as a result Hlavnimu zkousejicimu
of this Study, (iii) any zvefejnéné Zadavatelem nebo
intellectual property that is spole¢nosti Worldwide nebo
provided by either Party or vytvofené na zakladé této
otherwise developed or Studie, (iii) jakékoliv dusevni
generated in connection with vlastnictvi, které poskytne
the discussions and kterdkoliv Strana nebo bude
negotiations pertaining to, or in jinak vyvinuto nebo vytvoreno
the course of performing, the v souvislosti s diskusemi a
Protocol under this Agreement, jednanimi tykajicimi se
or (iv) any other information Protokolu nebo v pribéhu jeho
disclosed by or on behalf of provadéni podle této Smlouvy
Sponsor that a reasonable nebo (iv) jakékoliv  jiné
person familiar with the life informace zptistupnéné
sciences  industry  would Zadavatelem nebo  jeho
consider to be of a proprietary jménem, které by piiméiena
nature. osoba obeznamena s odvétvim
pfirodnich véd povaZovala za
chranéné.
Case Report A printed, optical, or electronic Zaznam Tistény, digitalni nebo
Form (CRF) document designed to record subjektu elektronicky dokument urceny
all the Protocol required hodnoceni k zaznamenavani vSech
information to be reported to (CRF) informaci, které podle
the Sponsor on each Study Protokolu musi byt Zadavateli
Subject. sdéleny formou Zpravy
0 kazdém Subjektu studie.
Investigational Th Dr identifi - 7 -
Pro(fjsutcs'fat o ab(;:)veSatrljtcjijher(;J g:ele\cljgn';[, tﬁg Hodnoceny Hodnoceny pipravek uvedeny
control material(s) as further | | PTiPravek vyse  avpfipadé  potieby
detailed in the Protocol. kontrolnlw ma’te,rlaly, jak - je
podrobnéji uvadi Protokol.
Essential Documents which individually | | Zakladni Dokumenty, které samostatné
Documents and collectively permit dokumenty I spole¢né umoziuji hodnoceni
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evaluation of the conduct of the
Study and the quality of the
data produced as defined in the
current Guideline for Good
Clinical Practice including but
not limited to copies of the
Protocol, Study Instructions,
Study related correspondence
and regulatory documentation.

provadéni Studie a hodnoceni
kvality ziskanych udaji, jak je
uvedeno v aktualnich
Pokynech ~ pro  spravnou
Klinickou praxi, mimo jiné
kopie Protokolu, Pokyny ke
studii, korespondence
souvisejici se Studii a zakonné
dokumentace.

Services

The performance of the Study
by Institution and Principal
Investigator (or as delegated to
Study Staff) according to the
Protocol and this Agreement.

Source
Documents

Original Study Subject medical
records and any original
documents, data, and records
owned by the Institution and/or
Principal  Investigator e.g.,
hospital records, clinical and
office charts, laboratory notes,
memoranda, Study Subjects'
diaries or evaluation checklists,
pharmacy dispensing records,
recorded data from automated
instruments, copies or
transcriptions certified after
verification as being accurate

copies, microfiches,
photographic negatives,
microfilm or

magnetic media, x-rays, Study
Subject files, and records kept
at the pharmacy, at the
laboratories and at medico-
technical departments involved
in the Study.

Sluzby

Provadeéni Studie
Zdravotnickym zafizenim
a Hlavnim zkousSejicim (nebo
poveéfenym Persondlem studie)
dle Protokolu a této Smlouvy.

Zdrojove
dokumenty

Pivodni Iékatské zaznamy
Subjektu  studie  a veskeré
puvodni dokumenty, tdaje
a zdznamy vlastnéné
Zdravotnickym zafizenim
a/nebo Hlavnim zkousSejicim,
napf. nemocni¢ni ziznamy,

klinické a administrativni
diagramy, poznamky
Z laboratofte, memoranda,

deniky nebo kontrolni seznamy
Subjekti  studie, zaznamy
0 vydavani 1ékl, zaznamenané
Udaje z automatizovanych
nastroji, ovéfené kopie nebo
pfepisy po ovéfeni, Ze jsou
vérnou  kopii, = mikrofiSe,
negativy fotografii, mikrofilmy
nebo

magnetickd média, rentgenové
snimky, sloZky Subjektu studie
azaznamy vedené v lékarné,
Vv laboratofich ana Iékatsko-
technickych oddélenich, ktera
jsou zapojena do Studie.
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Study Data

Any data and information
generated by Institution and
Principal Investigator (or the
delegated Study Staff) as a
result of conducting the Study
in accordance with the Protocol
and such data includes, without
limitation, CRFs and all data
reported on the CRF, any data
summaries and any interim
reports and any final report.
Study Data does not include
Source Documents.

Data ze studie

Veskeré tudaje ainformace
vytvorené Zdravotnickym
zatizenim a Hlavnim

zkousejicim (nebo povéfenym
Personalem  studie)  jako
vysledek provadéni  Studie
v souladu s Protokolem
atakove Udaje mimo jiné
zahrnuji CRF a vSechny udaje,
které obsahuje, souhrny udaji
aveskeré prabézné zpravy
a zavéreCné zpravy. Data ze

Study
Instructions

Any written document, other
than the Protocol that is issued
by Sponsor or its designee
(including Worldwide) that
provides additional information
or instructions on the Study
conduct.

studie neobsahuji ~ Zdrojové
dokumenty.
Pokyny ke studii | Jakykoli pisemny dokument

odlisny od Protokolu, ktery
vydava Zadavatel nebo jim
povéiené osoby (véetné
spole¢nosti Worldwide), ktery
poskytuje dalsi informace nebo
pokyny, jak Studii provadét.

Study Site

The location under the control
of the Institution where the

StUdi takes ﬁlace:

Masaryk Hospital in Usti
nad Labem, O.Z.
Socialni péce 3316/12a
400 01 Usti nad Labem
Czech Republic

Studijni centrum

Misto pod kontrolou
Zdravotnického zafizeni, kde

Studie Erobl’hé:

Masarykovy nemocnice
v Usti nad Labem, O.Z.
Socialni péce 3316/12a
400 01 Usti nad Labem
Ceska republika

Study Staff

Employees, contractors, agents
or authorized representatives of
Institution and/or  Principal
Investigator that are involved in
the performance of the Study,
including any Site Management
Organizations appointed by
Institution  and  Principal
Investigator. In the case of
Institution, it includes
Institution  affiliates  and
Principal Investigator.

Persondl studie

Zaméstnanci, dodavatelg,
zastupci nebo zplnomocnéni
zastupci Zdravotnického
zafizeni a/nebo  Hlavniho
zkousejiciho, ktetfi se podileji
na provadéni Studie, vcetné
veSkerych  organizaci  Site
Management jmenovanych
Zdravotnickym zafizenim
a Hlavnim zkousejicim.
V piipadé Zdravotnického
zafizeni zahrnuje pobocky
Zdravotnického zatizeni
a Hlavniho zkouSejiciho.
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Study Subject

Any subject/patient who has
signed the Study informed
consent form to participate in
the Study.

1.2.

1.3.

Performance of the Study

Institution and Principal Investigator shall
conduct the Study and cause any Study Staff to
act, and conduct the Study in accordance with
this Agreement, the Protocol (including any
subsequent amendments), the Investigator’s
brochure all Study Instructions, Applicable Law
including but not limited to Act No. 378/2007
Coll., on Pharmaceuticals, as amended and
Decree No. 226/2008 Coll. on good clinical
practice and detailed conditions of clinical trials
on medicinal products, as amended and any
professional standards applicable to their
professional industries as in force at the time of
performance of the Study (e.g. International
Conference on Harmonization-Good Clinical
Practice) or as they may be amended or replaced
at any time. Institution shall ensure Principal
Investigator fulfils his/her obligations under this
Agreement and shall be responsible for any
failure by Principal Investigator to comply with
the responsibilities and obligations hereunder.

The Protocol is made part of this Agreement and
is incorporated by reference herein. If there is
any discrepancy or conflict between the terms
contained in the Protocol and this Agreement,
the terms of the Protocol shall govern and
control with respect to scientific and subject
consent matters and the terms of the Agreement
shall govern and control with respect to all other
matters, i.e., legal, regulatory and financial
matters.

To the extent that it is applicable for the Study
participation of the Institution and Principal
Investigator,  Institution and  Principal
Investigator represents and warrants that he/she
has obtained, and will maintain for the term of
the Agreement, any necessary licenses,
authorizations or approvals required by
Applicable Laws for the performance of the
activities under this Agreement

Subjekt studie

Kazdy subjekt/pacient, ktery
podepsal formular
informovaného souhlasu
s ucasti ve Studii.

1.
1.1.

1.2.

1.3.

Provadéni studie

Zdravotnické zafizeni a Hlavni zkousSejici
budou provadét Studii apfiméji veskery
Personal studie, aby jednal a provadél Studii
vsouladu stouto Smlouvou, Protokolem
(vCetné¢ jakychkoli naslednych dodatk),
Souborem informaci pro  zkouSejiciho,
veskerymi Pokyny ke studii, Platnymi pravnimi
ptredpisy, jmenovité zakonem ¢. 378/2007 Sh.
0 léCivech ve znéni pozd¢jSich predpist
a vyhlasky ¢. 226/2008 Sh. o spravné Klinické
praxi ablizSich podminkach  klinického
hodnoceni 1é¢ivych pfipravki ve znéni
pozdé&jsich predpistu, a veSkerymi profesnimi
normami platnymi pro pfislusné profesni
odvétvi ve znéni platném v Case provadéni
Studie (napf. Mezinarodni konference pro
harmonizaci o spravné Kklinické praxi) nebo
kdykoli, kdy mohou byt zménény nebo
nahrazeny. Zdravotnické zafizeni zajisti, aby
Hlavni zkousSejici plnil své povinnosti podle této
Smlouvy, a bude zodpovédné za jeho neplnéni
svych povinnosti a zdvazkl podle této Smlouvy.

Protokol je soucasti této Smlouvy a je v tomto
dokumentu zaclenén formou odkazu. V ptipadée
jakéhokoli nesouladu nebo rozporu mezi
podminkami obsazenymi v Protokolu
a podminkami této Smlouvy se podminky
Protokolu pouziji ve védeckych zalezitostech a
zaleZitostech tykajicich se souhlasu ucastniki
a podminky Smlouvy se pouZziji na vSechny
dalsi zaleZzitosti, tj. pravni, regula¢ni a finan¢ni.

Zdravotnické zatfizeni a Hlavni zkouSejici
prohlasuji a zarucuji, Ze v rozsahu relevantnim
pro jejich ucast ve Studii ziskali a po dobu
platnosti Smlouvy budou udrZovat veskeré
nezbytné licence, opravnéni nebo schvaleni
pozadované Platnymi pravnimi pfedpisy
k provadéni ¢innosti v ramci této Smlouvy.
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1.4. The Study shall commence at the Study Site

1.5.

1.6.

1.7.

1.8.

once (i) all approvals required by Applicable
Laws are obtained (including but not limited to
Ethics Committee (“EC”) or Regulatory
Authorities  (“RA”) approvals) including
approval of the Protocol and Informed Consent,
(ii) all documentation, including evidence of
Principal Investigator’s qualifications through a
current curriculum vitae and other relevant
documentation related to his/her qualifications,
and a list of appropriately qualified Study Staff
and, as applicable, their curricula vitae (in
accordance with Applicable Laws) has been
received, reviewed and approved by Sponsor;
and (iii) Sponsor or Worldwide on behalf of
Sponsor has notified Principal Investigator in
writing that Sponsor has approved the
commencement of the Study at the Study Site.

Institution and Principal Investigator agree that
they will not issue any advertisements for the
enrolment of Study Subjects without the prior
written permission of the Sponsor and approvals
required by Applicable Laws.

Institution and Principal Investigator shall not
enrol any Study Subject concurrently
participating in any other clinical trial of an
unlicensed drug or device, sub-study,
derivative, or ancillary study whether related to
the Study or not (other than those set forth in the
Protocol, if any) without the prior written
approval of Sponsor.

Prior to the Study Subject’s participation in the
Study, Institution and Principal Investigator
shall obtain the informed consent (“Informed
Consent”) of each Study Subject, using a form
of informed consent pre-approved in writing by
Sponsor, and the applicable EC and/or RA.

Institution and/or Principal Investigator shall
promptly report to Sponsor and its designee,
Worldwide:

a) any deviation of the Protocol and the facts
supporting such deviation, if, during the
performance of the Services, generally

1.4. Studie bude zahijena na piislusSném Misté

1.5.

1.6.

1.7.

1.8.

a)  veskeré

provadéni studie, jakmile (i) budou zisk&na
veskera schvaleni pozadovana Platnymi
pravnimi pfedpisy (mimo jiné Etickou komisi
(déle jen ,,EK*) nebo Kontrolnimi urady (dale
jen ,RA®)) vcetné schvaleni Protokolu a
Informovaného souhlasu, (ii) jakmile Zadavatel
obdrzi, posoudi a schvali veskerou dokumentaci
véetn¢  prokazani  kvalifikace  Hlavniho
zkousejiciho na zéklad¢ aktudlniho Zivotopisu a
jinych relevantnich dokumentt tykajicich se
jeno kvalifikace a dale seznam vhodné
kvalifikovaného Personadlu studie a, podle
vhodnosti, jeho  Zzivotopisi (v souladu
s Platnymi pravnimi piedpisy) a (iii) Zadavatel
nebo spole¢nost Worldwide jménem Zadavatele
pisemné oznami Hlavnimu zkouSejicimu, Zze
Zadavatel zahajeni Studie na ptislusSném Misté
provadéni studie schvalil.

Zdravotnické zafizeni a Hlavni zkousSejici
souhlasi stim, Ze nebudou vydavat zadné
reklamy na zafazeni Subjekti studie bez
piedchoziho pisemného povoleni Zadavatelem
a schvéleni pozadovanych Platnymi pravnimi
predpisy.

Zdravotnické zafizeni a Hlavni zkousejici
nesmi do Studie bez pfedchoziho pisemného
souhlasu Zadavatele zafadit Zadny Subjekt
studie soub&ézné se ucastnici jiného klinického
hodnoceni neregistrovaného 1é¢ivého piipravku
nebo prostfedku, podstudie, odvozené nebo
pomocné studie, at’ uz s touto Studii souvisi €1
nikoli (jinych neZz piipadné stanovenych
v Protokolu).

Pied ucasti Subjektu studie ve Studii musi
Zdravotnické zatizeni a Hlavni zkousSejici ziskat
informovany souhlas (dale jen ,,Informovany
souhlas®) kazdého Subjektu studie s vyuzitim
formuldfe informovaného souhlasu predem
pisemné schvaleného Zadavatelem
a schvéleného ptislusnou EK a/nebo RA.

Zdravotnické zatfizeni nebo Hlavni zkousejici
musi neprodlené¢ Zadavateli ajim povefené
osobé, spolecnosti Worldwide, nahlasit:

odchylky od Protokolu
a skute¢nosti podporujici takovou odchylku
v piipadé, Ze pii provadéni Sluzeb si
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1.9.

1.10.

1.11.

accepted standards of clinical research and
medical practice relating to the benefit,
well-being and safety of the Study Subjects
require a deviation of the Protocol. Notice
shall be provided to Sponsor within two (2)
business days of such deviation. The
Institution and Principal Investigator shall
comply with any applicable Protocol
deviation reporting requirements of the EC
and RA and the Protocol deviation
reporting timelines as stipulated in the
Protocol; and

b) any adverse event and serious adverse
events in compliance with the Applicable
Laws and the procedures and timelines
outlined in the Protocol. The Institution and
Principal Investigator will provide any
required follow-ups to the Sponsor and
comply with the reporting requirements of

the EC and RA.

Institution and Principal Investigator understand
and agree that the Study Drug is experimental in
nature and that no warranty, either express or
implied, is made by Sponsor or any other party
regarding the Study Drug or Study results.

Institution and Principal Investigator confirm
that by agreeing to this Agreement, and by
performing the Services, they are not violating
any terms and conditions of any agreement for
services or employment with any other
individual or entity.

Institution and Principal
ensure that:

a)

Investigator shall

all Study Staff are appropriately qualified
and trained to perform Study delegated
tasks;

b) appropriate procedures are implemented for
supervision of Study Staff in the

performance of Study delegated tasks; and

all Study Staff will fully co-operate and
grant access to their facilities, procedures
and equipment, as applicable, for Study
monitoring, auditing and inspection

1.9.

1.10.

1.11.

obecné piijimané standardy klinického
vyzkumu alékarské praxe tykajici se
pfinosu, blaha a bezpecnosti Subjektl
studie takovou odchylku od Protokolu
vyzaduji. Takova odchylka bude Zadavateli
ozndmena do dvou (2) pracovnich dnt.
Zdravotnické zatizeni a Hlavni zkousSejici
musi  dodrzovat = vesSkeré  pfislusné
pozadavky na hlaSeni odchylek od
Protokolu EK a RA a musi dodrzovat lhuty
pro hlaseni odchylek od Protokolu v ném
stanovene; a

b)  veskeré nezadouci piihody azavazné
nezadouci piihody v souladu s Platnymi
pravnimi pfedpisy a postupy a lhitami
uvedenymi v Protokolu.  Zdravotnické
zafizeni a Hlavni zkouSejici poskytnou
Zadavateli veSkera pozadovand nésledna
opatieni a splni pozadavky na hladseni EK

aRA.

Zdravotnické zatizeni a Hlavni zkousejici berou
na védomi asouhlasi stim, ze Hodnoceny
piipravek je ze své povahy experimentalni a ze
Zadavatel nebo jind strana nevydala
v souvislosti s Hodnocenym piipravkem nebo
vysledky Studie z&dnou zaruku, at uz
vyslovnou, nebo piedpokladanou.

Zdravotnické zafizeni a Hlavni zkouSejici
potvrzuji, Ze podpisem této Smlouvy
a provadénim Sluzeb neporusuji zadné smluvni
podminky jakékoli dohody o sluzbach nebo
zaméstnani s jinou fyzickou nebo pravnickou
osobou.

Zdravotnické zafizeni a Hlavni

zajisti, ze:

zkousejici

a) veskery Personal studie bude nalezité
kvalifikovany a vyskoleny k plnéni ukolt,

ke kterym je povétuje Studie;

b) budou zavedeny vhodné  postupy
v dohliZeni na Persondl studie pfi plnéni

ukoli, ke kterym je povéiuje Studie;

za ucelem monitorovani Studie, provadéni
kontrol a inspekci v souladu
S ¢lankem 5 této Smlouvy bude veskery
Personal studie pln€é  spolupracovat
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purposes pursuant to Section 5 of this
Agreement.

1.12. Institution and Principal Investigator shall
ensure that all Study Staff are made aware of the
obligations in this Agreement and are bound by
such obligations.

1.13. Institution and Principal Investigator are
responsible for the performance of this Study by

Study Staff.
2. Obligations of the Parties
2.1. Institution

2.1.1. Institution authorizes the conduct of the
Study at Study Site by Principal Investigator.

2.1.2. Institution shall make available adequate
facilities, Study Staff, equipment and any
other resources necessary to perform the
Services on time and in accordance with the
Protocol during the Study. When requested
by Sponsor or its designee, Institution, either
directly or through the Principal Investigator
shall provide valid calibration certification
and proof of any renewals of the certification
of the Institution equipment used for the
conduct of the Study.

2.1.3. Institution shall immediately notify Sponsor
in the event the Principal Investigator ceases
to be employed by or associated with the
Institution or is no longer available to
continue as Principal Investigator. Institution
shall use its best efforts to identify a
replacement acceptable to Sponsor, and if
Sponsor and Institution mutually agree to a
replacement of the Principal Investigator, this
Agreement shall continue in full force and
effect. If Sponsor and Institution cannot

agree  on a replacement Principal
Investigator, Sponsor may immediately
terminate this Agreement pursuant to Section

17.2.2 (c).

2.2. Principal Investigator

apfipadné¢ poskytne pfistup ke svému
vybaveni, postupim a zatizeni.

1.12. Zdravotnické zatizeni a Hlavni zkouSejici
zajisti, aby veSkery Personal studie byl poucen
0 zavazcich obsazenych v této Smlouvé a byl

jimi vazan.
1.13. Zdravotnické zafizeni a Hlavni zkouSejici
zodpovidaji za provadéni této  Studie

Personalem studie.
2.  Zavazky stran
2.1. Zdravotnické zarizeni

2.1.1. Zdravotnické zatizeni povoluje, aby Studii

ve Studijnim centru provadél Hlavni
zkousejici.
2.1.2. Zdravotnické zafizeni poskytne béhem

Studie odpovidajici vybaveni, Personal
studie, zafizeni a veSkeré dalsi prostfedky

nezbytné Kk provadéni  Sluzeb  vcas
avsouladu sProtokolem. Na Zadost
Zadavatele nebo jim povéfené osoby

Zdravotnické zatfizeni poskytne bud’ pfimo,
nebo prostrednictvim Hlavniho zkousSejiciho
platné osvédceni o kalibraci a doklad
jakéhokoli obnoveni osvédéeni zafizeni
Zdravotnického zafizeni, které se pouziva
k provadéni Studie.

2.1.3. V ptipadé, ze Hlavni zkousejici prestane byt
zameéstnancem Zdravotnického zafizeni,
prestane s nim mit jakoukoli spojitost nebo
jiz nadale nemtlZze pokraCovat jako Hlavni
zkousejici, Zdravotnické zatizeni musi o této
skute¢nosti neprodlené Zadavatele
informovat. Zdravotnické zatizeni vynaloZzi
veskeré Usili, aby stanovilo pro Zadavatele
pfijatelnou nahradu, a pokud se Zadavatel
a Zdravotnické zatizeni vzajemné dohodnou
na nahrazeni Hlavniho zkousejiciho, bude
tato Smlouva i nadale platit v plném rozsahu
avplné ucinnosti. Pokud se Zadavatel
a Zdravotnické zatizeni nedohodnou na
nahradé¢ Hlavniho zkouSejicitho, muze
Zadavatel tuto Smlouvu v souladu s ¢lankem
17.2.2 pism. (c¢) okamzité¢ ukonit.

2.2. Hlavni zkouSejici
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2.2.1.

2.2.2.

2.2.3.

2.24.

The Principal Investigator is responsible for
the Study conduct and direct supervision and
performance of the Study by the Study Staff.

The Principal Investigator shall review and
sign the Protocol prior to performing any
Services under this Agreement. In addition,
Principal Investigator shall submit to
Sponsor or Worldwide on behalf of Sponsor,
prior to the commencement of the Study or
regularly during the Study, any applicable
Essential Documents required by Sponsor
through  Study Instructions.  Principal
Investigator or delegated Study Staff shall
promptly respond to any request for the
Study related documents to enable Sponsor to
perform its regulatory obligations. Such
Study related documents include without
limitation Protocol signature page, financial
disclosure forms, and current curriculum
vitae of the Principal Investigator and Study
Staff. Specifically, Principal Investigator
agrees to provide Sponsor or Worldwide on
behalf of Sponsor with a copy of any
correspondence submitted to or received
from the local EC within five (5) working
days of submission or receipt of such
correspondence.

Principal Investigator will assume primary
responsibility for the proper enrolment of
each Study Subject, proper conduct of the
Protocol, including proper subject retention
with respect to each Subject, timely
submission of Study Data (as herein defined)
and safety reporting, and for the
collaboration in the interpretation and
reporting of Study results, all in accordance
with this Agreement. Principal Investigator
shall be responsible for leading and
supervising  the activities of any
subinvestigators or other staff at Institution
involved in the Study.

During the active enrolment phase of the
Study, Principal Investigator shall randomize
Study Subjects that meet the criteria
contained in the Protocol as are available and
eligible in accordance with the Protocol.
Randomization in the Study shall cease

2.2.1.

2.2.2.

2.2.3.

2.24.

Hlavni zkousSejici odpovida za vedeni Studie
aza piimy dohled aprovadéni Studie
Personalem studie.

Pied provedenim jakychkoli Sluzeb na
zaklad¢ této Smlouvy musi Hlavni zkousejici
zkontrolovat a podepsat Protokol. Kromé
toho Hlavni zkouSejici Zadavateli nebo
spole¢nosti Worldwide jménem Zadavatele
pred zahajenim Studie nebo pravidelné
béhem Studie bude predkladat veskeré
prislusné  Zékladni  dokumenty, které
Zadavatel pozaduje vramci Pokynt ke
studii. Hlavni zkouSejici nebo povéreny
Personal studie neprodlen¢ odpovi na kazdou
zadost o dokumenty souvisejici se Studii,
aby Zadavatel mohl plnit své z&konné
povinnosti. Mezi takové dokumenty
souvisejici se Studii patii mimo jiné stranka
Protokolu s podpisem, formulafe pro
zvetejiovani finanénich udaju a aktualni
Zivotopisy Hlavniho zkousSejiciho
a Persondlu studie. Konkrétn¢ se Hlavni
zkousSejici zavazuje poskytnout Zadavateli
nebo spolecnosti  Worldwide jménem
Zadavatele kopii jakékoli zaslané nebo
dorucené korespondence od mistni EK do
péti (5) pracovnich dnii od zaslani nebo
doruceni takové korespondence.

Hlavni  zkouSejici  pfebird  primarni
odpovédnost za fadné zafazeni kazdého
Subjektu studie, fadné provadéni Protokolu
veetné fadného udrzeni ucasti, pokud jde o
kazdy Subjekt studie, za vcasné podavani
Dat ze studie (jak jsou zde definovana) a
podavani zprav o bezpec¢nosti a za spolupraci
pfi interpretaci a hlaseni Vysledkd studie, vSe
vsouladu stouto  Smlouvou. Hlavni
zkous$ejici zodpovida za vedeni Cinnosti
pfipadnych spoluzkousejicich nebo jinych
pracovnikil ve Zdravotnickém zatizeni, ktefi
se na Studii podileji, a za dohled nad témito
¢innostmi.

Béhem faze aktivniho néboru Studie bude
Hlavni zkouSejici randomizovat Subjekty
studie, kteti splni kritéria uvedena
v Protokolu, tak, jak budou k dispozici a
zpusobili v souladu s Protokolem.
Randomizace do Studie bude ukoncena

TIMI-Protocol D1690C00078- v OFinal-Master Template-27Jul2022-from-Worldwide- Trprt-CTA-1.2-13Apr2021
804 _XXXXXXXXXXXXXXX_Tripartite CTA_Final 05-Oct-2023

Page 10 of 53



2.2.5.

2.2.6.

2.2.1.

immediately upon notification by Sponsor
that the overall target population has been
reached, regardless of whether the Institution
has reached its individual enrolment goal.
Any Study Subjects randomized subsequent
to receipt of such notification shall not be
subject to reimbursement by Sponsor.

Principal Investigator shall be responsible for
reporting of serious adverse events in
accordance with the Protocol and Applicable
Laws.

Principal Investigator shall conduct follow-
up of the Study Subject for the duration of the
Study including any follow-up period unless
the Subject has requested withdrawal of
consent from all contact in accordance with
the Protocol and informed consent.

The Principal Investigator shall review or
appoint a medically qualified authorized
delegate to review each completed CRF and
sign to confirm that the Study Data are an
accurate record of the treatment, care and
events for each Study Subject.

2.3. Sponsor

2.3.1.

2.3.2.

Sponsor, either directly or acting through
Worldwide shall provide all the necessary
Study documentation to Institution and
Principal Investigator for the conduct of the
Study as per the Protocol. Specifically,
Sponsor  will provide Institution and
Principal Investigator with the investigator’s
brochure including its subsequent updates
and any new safety information pertaining to
the Study Drug and the approval of the Ethics
Committee (EC).

Sponsor shall ensure that the Institution and
Principal Investigator are kept currently
informed about adverse events and the safe
use of the Study Drug as applicable under the
Applicable Laws. Sponsor will comply with
all Applicable Laws relating to notification of
new safety information about the Study
Drug.

2.2.5.

2.2.6.

2.2.7.

thned po oznameni Zadavatele o tom, ze byla
dosazena celkova cilova populace, bez
ohledu na to, zda Zdravotnické =zafizeni
doséhlo svého individualniho cilového poctu
zatazenych. Piipadné Subjekty studie
randomizované po obdrzeni tohoto oznameni
nebudou predmétem uhrady ze strany
Zadavatele.

Hlavni zkousejici zodpovida za hlaseni
zavaznych nezadoucich piihod v souladu
s Protokolem a Platnymi pravnimi piedpisy.

Hlavni zkousejici bude provadét nasledné
sledovani Subjektli studie po dobu trvani
Studie, véetné obdobi nasledného sledovani,
pokud Subjekt nepozada o odvolani souhlasu
s veSkerymi kontakty v souladu
s Protokolem a informovanym souhlasem.

Hlavni zkousejici pfezkoumé nebo jmenuje
kvalifikovaného opravnéného
zdravotnického  pracovnika Kk piezkumu
kazdého vyplnéného CRF a pfipoji podpis
jako potvrzeni, 7e Data ze studie jsou
pfesnym zaznamem 1é¢by, péce a prihod
kazdého Subjektu studie.

2.3. Zadavatel

2.3.1.

2.3.2.

Zadavatel, bud’ ptfimo, nebo prostiednictvim

spole¢nosti Worldwide, poskytne
Zdravotnickému  zafizeni  a Hlavnimu
zkousejicimu veskerou dokumentaci
nezbytnou Kk provedeni  Studie podle

Protokolu. Zadavatel konkrétné poskytne
Zdravotnickému  zafizeni  a Hlavnimu
zkousejicimu pfirucku zkousejiciho vcetné
jejich naslednych verzi avsech novych
bezpecnostnich informaci tykajicich se
Hodnoceného piipravku a schvaleni Etické
komise (EK).

Zadavatel zajisti, aby Zdravotnické zatizeni
i Hlavni zkousejici byli v souladu s Platnymi
pravnimi pfedpisy aktudlné¢ informovani
0 nezddoucich piihodadch a 0 bezpecném
uzivani Hodnoceného piipravku. Zadavatel
musi dodrzovat vSechny Platné pravni
predpisy tykajici se oznamovani novych
bezpe¢nostnich informaci o Hodnoceném
ptipravku.
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2.3.3. Sponsor, through its designee, will provide

3.2.

3.3.

the appropriately labelled Investigational
Product, free of charge, in amounts sufficient
to meet the enrolment requirements of
Institution.

Investigational Product Accountability

Institution and Principal Investigator shall use
the Investigational Product solely for the
purpose of conducting the Study in accordance
with the Protocol or as instructed by Sponsor or
Sponsor’s designee.

Institution and Principal Investigator shall keep
appropriate records of Investigational Product
received, dispensed, used, and returned by
Subjects (and returned to Sponsor or its
designee) and shall hold, store, maintain,
dispense, account for and transport
Investigational Product in compliance with all
Applicable Laws, the Protocol and Study
Instructions.

At the completion of the Study or expiration or
termination of this Agreement (and during the
Study as provided in the Protocol), Institution
and Principal Investigator shall:

3.3.1. provide to Sponsor a written accounting of

the quantities of the Investigational Product
used in the Study; and

3.3.2.destroy any and all unused Investigational

3.4.

3.5.

Product for the Study as instructed in writing
by Sponsor.

All Investigational Product supplied to
Institution and/or Principal Investigator shall
remain the exclusive property of Sponsor until
administered or dispensed to Study Subjects
during the course of the Study.

Institution and Principal Investigator shall not
charge any Study Subject or third-party payer
for the Investigational Product, Study supplies,
Services or procedures associated with the
administration of the Investigational Product
which are covered by the financial arrangements
agreed in this Agreement.

2.3.3. Zadavatel prostiednictvim jim povéiené

3.2.

3.3.

osoby  poskytne  vhodné  oznaceny
Hodnoceny pftipravek, a to bezplatné¢ a
v mnozstvi  dostatecném ke  splnéni
naborovych pozadavkii  Zdravotnického
zafizeni.

Evidence mnozZstvi Hodnoceného piipravku

Zdravotnické zafizeni a Hlavni zkouSejici
budou pouzivat Hodnoceny ptipravek vyluéné
pro ucéely provadéni Studie Vv souladu
s Protokolem nebo dle pokynt Zadavatele nebo
jim povéiené osoby.

Zdravotnické zafizeni a Hlavni zkousejici
budou uchovéavat vhodné zdznamy o pfijatém,
vydaném, pouzit¢tm Hodnoceném piipravku a
Hodnoceném piipravku vraceném Subjekty
studie (a vréceném Zadavateli nebo jim
povéfené osob&) a jsou povinni uchovavat,
skladovat, udrzovat, davkovat, evidovat
mnozstvi a pfepravovat Hodnoceny pfipravek
Vv souladu se v§emi Platnymi pravnimi piedpisy,
Protokolem a Pokyny ke studii.

Po dokonc¢eni Studie nebo uplynuti platnosti
nebo ukonceni této Smlouvy (a béhem Studie
tak, jak je stanoveno v Protokolu) musi
Zdravotnické zatizeni a Hlavni zkouSejici:

3.3.1. Zadavateli poskytnout pisemné vyuctovani

3.3.2. znicit

3.4.

mnozstvi Hodnoceného ptipravku pouzitého
béhem Studie; a

jakykoli  nepouzity Hodnoceny
ptipravek ze Studie dle pisemnych pokynl
Zadavatele.

Veskery Hodnoceny pfipravek dodany
Zdravotnickému zafizeni a/nebo Hlavnimu
zkousejicimu zUstava vyhradnim
vlastnictvim Zadavatele, dokud nebude
v prubéhu Studie poddn nebo vydan
Subjektiim studie.

3.5. Zdravotnické zafizeni a Hlavni zkousSejici

nebudou Zadnému Subjektu studie ani platci
tieti strany uctovat platbu za Hodnoceny
pripravek, spotfebni material ke Studii,
Sluzby nebo postupy spojené
s administrativou Hodnoceného ptipravku, na
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néz se vztahuji finan¢ni ujednani dohodnuta
Vv této Smlouve.

3.6. Unused Investigational Product must notbe sold 3.6. Nepouzity Hodnoceny ptipravek nesmi Hlavni
by the Principal Investigator or Institution. zkousejici ani Zdravotnické zafizeni prodat.

4.  Data Collection, Retention and Destruction 4.  ShromaZd’ovani, uchovavani a zni¢eni udajia

4.1. Institution and/or Principal Investigator agrees 4.1. Zdravotnické zafizeni a/nebo Hlavni zkouSejici

to provide data the quality of which is consistent souhlasi, ze bude poskytovat data, jejichz kvalita
with usual, customary, and reasonable practices bude odpovidat obvyklé, béZzné a pfiméfené praxi
for clinical research studies. vyzkumnych klinickych hodnoceni.

4.2. Institution and Principal Investigator shall: 4.2. Zdravotnické zafizeni a Hlavni zkous$ejici musi:

4.2.1.complete and maintain accurate and up-to-

date Study Data, Source Documents and
Essential Documents throughout the Study in
compliance with Applicable Laws and Study
Instructions, and in a manner that their
quality and integrity can be verified.
Principal Investigator shall be responsible for
collecting and forwarding in the manner set
forth in the Protocol, all the data resulting
from the Study including all electronic case
report forms using a Web Based Data
Capture (“WBDC”) and shall cooperate with
Sponsor or its designee(s) as needed to
resolve as promptly as practicable any
deficiencies in the electronic case report
forms and data submitted. Principal
Investigator will, in compliance with
Applicable Law, the Protocol and good
clinical practice, prepare, document and
maintain source records and complete
electronic case report forms for the Study,
and will promptly furnish the data resulting
from the Study in the WBDC after
completion of each case as specified in the
Protocol. AstraZeneca and Sponsor shall
have the right to use and disclose such data in
accordance with this Agreement throughout
the world without additional compensation to
Institution. In no event shall Sponsor or
AstraZeneca be entitled to disclose any
Subject-identifying information  without
proper authorization from the Subject or as
required by Applicable Law;

4.2.1. kompletovat audrzovat piesné a aktualni
Data ze studie, Zdrojové dokumenty
a Zakladni dokumenty v prabéhu Studie
vsouladu sPlatnymi pravnimi piedpisy
a Pokyny studie a zptisobem, ktery umozni
ovétit jejich kvalitu aintegritu. Hlavni
zkousejici zodpovida za sbér a predavani —
zpusobem stanovenym v Protokolu —
veskerych dat vzniklych ze Studie vcetné
veSkerych elektronickych zdznamil subjekti
hodnoceni za pouziti webového néstroje pro
zachytavani dat (Web Based Data Capture;
-WBDC*) a bude se Zadavatelem nebo jim
povéefenou osobou (osobami) podle potieby
spolupracovat pti co nejrychlejsim feseni, jak
to bude proveditelné, ptipadnych nedostatkli
v elektronickych zdznamech subjekti a
pfedanych datech. Hlavni zkouSejici bude
vsouladu s Platnymi pravnimi piedpisy,
Protokolem a spravnou Kklinickou praxi
zpracovavat, dokumentovat a udrzovat
zdrojové zaznamy a uplné elektronické
zaznamy subjektd pro Studii a bude
bezodkladn€ dodavat data vyplyvajici ze
Studie za pouziti WBDC po dokonceni
kazdého ptipadu, jak je uvedeno v Protokolu.
Spolecnost AstraZeneca a Zadavatel maji
pravo tato data pouzivat a zpfistupiiovat
v souladu s touto Smlouvou na celém svéte,
bez dal$i odmény pro Zdravotnické zatizeni.
Zadavatel ani spolecnost AstraZeneca nejsou
v zddném piipadé¢ opravnéni zpiistupnit
jakékoliv informace umoziujici identifikaci
Subjektu bez ptredchoziho opravnéni ze
strany daného Subjektu nebo dle pozadavku
Platnych pravnich piedpisi;
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4.2.2.

4.2.3.

ensure the safe storage of the Source
Documents, Study Data and Essential
Documents in compliance with, Applicable
Laws and in accordance with ICH guidelines
for a period of twenty-five (25) years after the
completion by Institution and Principal
Investigator of all obligations in the conduct
of the Study or the early termination of the
Study, unless otherwise agreed to in writing
by Sponsor. These Source Documents, Study
Data, and Essential Documents shall be
retained for a longer period at Sponsor’s
reasonable expense if required by Sponsor
under Applicable Laws or on written
agreement between Sponsor and Institution
or per country regulatory authority retention
requirements. Institution shall retain and
store complete, current, accurate, organized
and legible Source Documents, Study Data,
and Essential Documents in a manner
acceptable for the collection of data for
submission to, or review by, a regulatory
authority and in full compliance with the
Protocol and all Applicable Law and shall
ensure that no Study Documentation is
destroyed for 25 years after the completion
by Institution and Principal Investigator of all
obligations in the conduct of the Study or the
early termination of the Study. Only
Institution  or  Principal  Investigator
authorized Study Staff may access the Source
Documents, Study Data and Essential
Document on a “need to know” basis;

inform Sponsor in writing in the event of any
accidental loss or destruction of Source
Documents, Study Data and/or Essential
Documents or if Principal Investigator ceases
to be employed by or associated with the
Institution or is no longer available to
continue as principal investigator, so that
provision can be made for the continued safe-
keeping of the previously mentioned
documents as required in Section 4.2.2.
above;

4.2.2.

4.2.3.

zajistit  bezpecné ulozeni Zdrojovych
dokumentid, Dat ze studie a Zakladnich
dokumentd v souladu s Platnymi pravnimi
ptredpisy a v souladu s pokyny ICH po dobu
dvacetipéti (25) let od splnéni vesSkerych
zavazkl Zdravotnického zatizeni a Hlavniho
zkousejiciho pii provadéni Studie nebo od
pred¢asného ukonceni Studie, nebude-li
Zadavatel pisemné souhlasit jinak. Tyto
Zdrojové dokumenty, Data ze studie a
Zakladni dokumenty ziistanou uchovany po
delsi dobu na pfimétené ndklady Zadavatele,
pokud to bude od Zadavatele vyzadovano
podle Platnych pravnich predpisti nebo na
zéaklad¢ pisemné dohody mezi Zadavatelem a
Zdravotnickym zafizenim nebo v souladu
Spozadavky na uchovani ze strany
kontrolniho tfadu dané zemé¢. Zdravotnické
zafizeni uchova a ulozi uplné, aktualni,
pfesné, uspotfddané a citelné Zdrojové
dokumenty, Data ze studie a Zakladni
dokumenty zplisobem pfiijatelnym pro sbér
dat pro ucely jejich ptedlozeni nebo
posouzeni kontrolnim tUfadem a pln¢
v souladu s Protokolem a vSemi Platnymi
pravnimi ptredpisy a zajisti, aby po dobu 25
let od splnéni vSech povinnosti ze strany
Zdravotnického  zafizeni a  Hlavniho
zkousSejiciho p#i provadéni Studie nebo od
pfedcasného ukonceni Studie nebyla znicena
7adna dokumentace Studie. Ke Zdrojovym
dokumentim, Datim ze studie a Zakladnim
dokumentim mulZe mit pfistup pouze
Personal studie opravnény Zdravotnickym
zafizenim nebo Hlavnim zkouSejicim
a pouze v ptipad¢, ze k nim musi mit pfistup;

Zadavatele pisemné informovat v piipadé
jakékoli nadhodné ztrity nebo zniceni
Zdrojovych dokumentt, Dat ze studie a/nebo
Zékladnich dokumentii nebo v piipadé, ze
Hlavni zkousejici pfestane byt
zaméstnancem Zdravotnického zafizeni,
ptestane s nim mit jakoukoli spojitost, nebo
jiz naddle nemtze pokracovat jako Hlavni
zkousejici, mize byt toto ustanoveni u¢inéno
pro udrzeni bezpecnosti vysSe uvedenych
dokumentii, jak je pozadovano v ¢lanku
4.1.2. vySe;
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4.2.4. upon request of Sponsor directly or through
Worldwide, promptly return all records in its
custody upon completion or termination of
the Study; and

4.2.5. ensure that Study documentation is retained
in a secure manner at the end of the Study as
required in this Section 4 and that written
permission will be sought from Sponsor prior
to the destruction of any Study

documentation.

4.2.6. Medical Records of Institution shall be made
available to Sponsor, Sponsor’s independent
contractors (including any subcontractors
designated by Sponsor from time to time), the
FDA, State Institute For Drug Control
(“SUKL”) and other regulatory authorities,
in any case upon request for comparison with
case report forms and other essential
documents, provided that such review is
performed in compliance with the provisions
of this Agreement. Subject Medical Records
shall remain the property of the Institution.
“Medical Records” means documented
medical information revealed by a patient or
discovered by a physician in connection with
the treatment of a patient.

Access and Inspection

Institution and Principal Investigator agree that
personnel from Sponsor or their agents or
representatives (including Worldwide) may
visit Study Site at mutually convenient times to:

5.1.1. monitor the Study and provide information
and instruction on the execution of the Study;

5.1.2. confirm that the Study is being conducted to
the standards agreed upon herein; and

5.1.3. audit the procedures, facilities, equipment,
Source Documents, Study Data, Essential
Documents and performance of the Study by
Study Staff (including any procedures,
facilities, and equipment of any employee,
contractor or agent that Institution or

424 .pfimo na zadost Zadavatele nebo
prostiednictvim  spolenosti ~ Worldwide
neprodlen¢ po dokonceni nebo ukonceni
Studie okamzité vratit vSechny zdznamy ve
své uschové; a

4.2.5. zajisti, aby dokumentace ze Studie byla na
konci Studie ulozena bezpe¢nym zplusobem
tak, jak vyzaduje tento ¢lanek 4. a aby si pted
znicenim jakékoli casti dokumentace ze
Studie vyzadali od Zadavatele pisemny

souhlas.

Zdravotnicka dokumentace Zdravotnického
zafizeni bude zpfistupnéna Zadavateli,
nezavislym smluvnim dodavatelim
Zadavatele (vCetné ptipadnych
subdodavatelii ¢as od casu povérenych
Zadavatelem), ufadu FDA, Statnimu ustavu
pro kontrolu 1é¢iv (dale jen ,,SUKL®) a jinym
kontrolnim ufadiim, v kazdém ptipad¢ na
vyzadani za ucelem porovnani se zaznamy
subjektu hodnoceni a jinymi zakladnimi

4.2.6.

dokumenty, za predpokladu, ze takova
kontrola  bude provedena v souladu
S ustanovenimi této Smlouvy. Pfislusna
Zdravotnicka dokumentace zustava
vlastnictvim Zdravotnického zatizeni. Vyraz
,Zdravotnickd  dokumentace®  znamena
dokumentované zdravotni informace sdélené
pacientem nebo zjisténé lékatfem
v souvislosti s 1é¢bou pacienta.

5. Pristup a kontrola

5.1. Zdravotnické =zafizeni a Hlavni zkouSejici

souhlasi stim, aby personal Zadavatele nebo
jejich zéastupci ¢i povefené osoby (veetné
spole¢nosti Worldwide) navstévovali Studijni
centrum ve vzajemn¢ stanoveném case, aby:

5.1.1.sledovali  Studii, poskytovali informace
a predali pokyny o provadéni Studie;

5.1.2.potvrdili, Ze je Studie provadéna dle
dohodnutych standardii; a

5.1.3.provedli kontrolu postupti, vybaveni,
zaiizeni, Zdrojovych dokumentt, Udaji ze
studie, Zakladnich dokumentii a provadéni
Studie Personalem studie (vCetné vsech
postupl, zafizeni avybaveni jakéhokoli
zaméstnance, subdodavatele nebo zastupce,
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5.2.

Principal Investigator uses in conducting the
Study). Sponsor’s right to audit includes the
continuing right to review and copy pertinent
documents and data relating to the Study,
provided that Sponsor representatives may
not review or copy subject identifying
information without proper authorization
from a Subject or except as required by
Applicable Laws, or as required or permitted
by the terms of this Agreement or the
Informed Consent.

Institution and Principal Investigator agree that
any governmental or regulatory authorities with
competent jurisdiction, including but not limited
to SUKL and the United States Food and Drug
Administration, may visit Study Site to inspect
the procedures, facilities, equipment, Source
Documents, Study Data and performance of the
Study by Study Staff (including any procedures,
facilities, and equipment of any employee,
contractor or agent that Institution or Principal
Investigator uses in conducting the Study), in
accordance with Applicable Law. Institution
and Principal Investigator shall:

5.2.1. notify Sponsor or Worldwide within two (2)

business days) if such governmental or
regulatory authority requests to carry out an
inspection relating to this Agreement or
Study at the Study Site or does so, unless
prevented from doing so by Applicable Law;

5.2.2.allow Sponsor or its designee including

Worldwide to attend any such inspections;

5.2.3. provide to Sponsor, copies of any inquiries,

correspondence or communications that
Institution and Principal Investigator receive
or generate in connection with the inspection;

5.2.4. make reasonable efforts to separate, and not

disclose Confidential Information that is not
required to be disclosed during such
inspections; and

5.2. Zdravotnické

kterého Zdravotnické zatizeni nebo Hlavni
zkouSejici vyuzivd k provadéni Studie).
Pravo Zadavatele na kontrolu zahrnuje trvalé
pravo kontrolovat a kopirovat pftislusné
dokumenty a data tykajici se Studie, s tim, Ze
zastupci Zadavatele nesméji kontrolovat ani
kopirovat informace identifikujici subjekt
bez tadného opravnéni ze strany Subjektu
nebo kromé ptipadi pozadovanych Platnymi
pravnimi piedpisy, pfipadné tak, jak je
pozadovano nebo povoleno podle podminek
této Smlouvy nebo Informovaného souhlasu.

zafizeni a Hlavni zkousSejici
souhlasi s tim, Ze jakékoli vladni nebo kontrolni
Gfady piislusné jurisdikce, mimo jiné SUKL
a Utad pro kontrolu potravin a 16¢iv Spojenych
stath americkych, mohou navstivit Studijni
centrum, aby provedli kontrolu postupt,
vybaveni, zafizeni, Zdrojovych dokumenti, Dat
ze studie a provadéni Studie Personalem studie
(vCetné¢ vSech postupl, zafizeni a vybaveni
jakéhokoli zaméstnance, subdodavatele nebo
zastupce, kterého Zdravotnické zafizeni nebo
Hlavni zkouSejici vyuziva k provadéni Studie),
pokud je to vsouladu sPlatnymi pravnimi
ptedpisy. Zdravotnické zafizeni a Hlavni
zkousSejici musi:

5.2.1. Zadavatele nebo spolecnost Worldwide do

dvou (2) pracovnich dni informovat, pokud
takovy vladni nebo kontrolni ufad
v souvislosti stouto Smlouvou nebo Studii
pozada o provedeni kontroly nebo provede
kontrolu v Misté provadéni studie, pokud mu
Vv tom nebrani Platné pravni predpisy;

5.2.2.umoznit Zadavateli nebo jim povéiené

osobé, vcetné spolecnosti Worldwide, aby se
takové kontroly zucastnil;

5.2.3. Zadavateli poskytnout kopie veskerych

vyzev, korespondence nebo komunikace,
které  Zdravotnické =zafizeni a Hlavni
zkousejici v souvislosti s kontrolou ziskaji
nebo vytvofi;

5.2.4.vynalozit pfiméfené usili, aby vytiidili

anezvefejnili Duveérné informace, které
nemusi byt béhem takovych kontrol
zveifejnény; a
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5.2.5. use reasonable efforts to provide Sponsor

5.3.

with an opportunity to review and comment
on any of the Institution’s and Principal
Investigator’s written response to such
governmental or regulatory authorities.

Sponsor is entitled to secure compliance at the
Institution’s and Principal Investigator’s
expense or end the Institution’s and Principal
Investigator’s participation in the Study,
effective upon written notice to Institution and
Principal Investigator, if Sponsor discovers a
lack of compliance with Applicable Laws, the
Protocol and this Agreement.

Data Protection

Sponsor, Institution and Principal Investigator
agree to comply with all Applicable Laws
protecting the fundamental rights and freedoms
of persons and, in particular, the right to privacy,
with regard to the processing of personal data
including but not limited to General Data
Protection Regulation 2016/679 (“GDPR”),
together with any additional implementing
legislation, (“Data Protection Laws”).

6.2. Sponsor agrees to collect, use and disclose all

data collected or generated in the Study and
pursuant to the Protocol, including that which
identifies or could be used to identify a Study
Subject (hereinafter “Subject Data”) only in
accordance with the Informed Consent(s)
obtained from each Study Subject and for the
purpose of complying with Applicable Law.
Sponsor will use reasonable efforts: (1) to
protect the privacy and security of Subject
Data; (2) to require its business partners who
receive Subject Data to protect its
confidentiality; and (3) to disclose to such
business partners only such Subject Data as
may be necessary for such business partners to
perform and carry out activities for which they
have been engaged. For the sake of clarity,
Sponsor shall have the right to use personal
data for secondary research purposes and for
its continuing internal, non-commercial
academic research and education purposes as
allowed under the Informed Consent,

5.2.5. vynalozit

5.3.

6.2.

pfiméfené usili  a poskytnout
Zadavateli ptileZitost si pfedem zkontrolovat
a ptipominkovat pisemné odpoveédi
Zdravotnického zatizeni a Hlavniho
zkousejiciho dotéenym vladnim
a kontrolnim tradam.

Pokud Zadavatel zjisti nedodrzeni Platnych
pravnich ptedpisi, Protokolu a této Smlouvy, je
opravnén na naklady Zdravotnického zatizeni
a Hlavniho zkousejiciho dosahnout napravy
nebo ukoncit jejich ucast na Studii s nabytim

ucinnosti po pisemném oznédmeni
Zdravotnickému zafizeni a Hlavnimu
zkousejicimu.

Ochrana osobnich udaji

Zadavatel, Zdravotnické zafizeni a Hlavni

zkousejici souhlasi s tim, ze budou dodrzovat
veskeré Platné pravni predpisy chranici zakladni
prava asvobody osob azejména pravo nha
soukromi, pokud jde o zpracovani osobnich
udaji mimo jiné obecné nafizeni o ochrané
osobnich udaji 2016/679 (dale jen ,,GDPR®)
spolu s dal§imi provadécimi pravnimi piedpisy
(ddle jen ,Pravni predpisy o ochrané
osobnich udaji“).

Zadavatel se zavazuje, ze bude shromazd’ovat,
pouzivat a zpfistupnovat veSkera data
shromazdéna nebo vznikla v rdmci Studie a
v souladu s Protokolem, v¢etné takovych, ktera
identifikuji nebo by mohla identifikovat Subjekt
studie (dale jen ,Data subjekta®), pouze
v souladu s Informovanym souhlasem
(souhlasy) ziskanym od kazdého Subjektu
studie a pro ucel dodrZeni pozadavkl Platnych
pravnich  predpist.  Zadavatel  vynaloZzi
pfiméfené usili: (1) k ochrané soukromi a
zabezpeceni Dat subjekti; (2) aby pozadoval od
svych obchodnich partnerii, ktefi obdrzi Data
subjektti, ochranu jejich divérnosti; a (3) aby
témto obchodnim partnerim zpftistupnil pouze
takova Data subjektl, kterd mohou byt nezbytna
k tomu, aby tito obchodni partneti plnili a
provadéli ¢innosti, pro které byli najati. V zdjmu
jasnosti: Zadavatel ma pravo pouzivat osobni
udaje pro ucely vedlejsiho vyzkumu a pro ucely
svého trvalého interniho, nekomercniho
akademického vyzkumu a vzdélavani tak, jak je
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6.3.

6.4.

As regards the processing of Study Subject
personal data within the framework of
performing the Agreement and conducting the
Study, the Parties understand that for purposes
of applicable Data Protection Laws: (i) Sponsor
is the sole controller with respect to the
processing of personal data that occurs for
purposes of the Study; (ii) Institution is a
processor of Sponsor in connection with such
processing; and (iii) Institution is the sole
controller with respect to the processing of
personal data that occurs for the purpose of
medical care that Study Subjects would receive
regardless of their participation in the Study.
Without limiting the foregoing, Sponsor shall
determine the purpose and means of processing
Study Subject personal data contained in
pseudonymized Study records and processed
according to the Protocol and the Study Subject
Informed Consent. Institution shall process
Study Subject personal data contained in non-
pseudonymized source documents, medical
records or otherwise needed for purposes of
medical care or with respect to direct
communications with Study Subjects. With
respect to (ii), Institution and Sponsor shall
execute the Data Processing Agreement
attached hereto at Exhibit C.

The categories of data subjects, personal data
and special category personal data identified
below are processed for purposes of the Study
in accordance with the Agreement:

6.3.1. Data subjects:
6.3.1.1. [Study Subjects]
6.3.1.2. [Caretakers]
6.3.2. Personal Data
6.3.2.1. [Study Subjects]

6.3.2.1.1. [Personal information
(surname, first name, date of birth,
gender, place of birth, marital status,
identification numbers)]

6.3.

6.3. Nize uvedené kategorie

to povoleno na =zakladé Informovaného
souhlasu.
Pokud jde o0 zpracovani osobnich udaji

Subjektu studie vramci pInéni Smlouvy
a provadéni Studie, Strany berou na védomi, ze
pro ucely platnych zakonii na ochranu osobnich
udaju: (i) Zadavatel je jedinym spravcem, pokud
jde o zpracovani osobnich udajt, které probiha
pro ucely Studie; (i1) Zdravotnické zafizeni je
zpracovatelem Zadavatele v souvislosti
s takovym zpracovanim; a (iii) Zdravotnické
zafizeni je jedinym spravcem, pokud jde o
zpracovani osobnich udajt probihajici pro ucel
zdravotni péce, kterd by byla Subjektiim studie
poskytnuta bez ohledu na jejich tcast ve Studii.
Bez omezeni vySe uvedeného urci Zadavatel
ucel a prostiedky zpracovani osobnich udaja

Subjektt studie obsazenych
v pseudonymizovanych  zaznamech  Studie
a zpracovanych v souladu s Protokolem

a informovaného souhlasu Subjektu studie.
Zdravotnické zatizeni bude zpracovavat osobni
udaje Subjekti studie obsazené
v nepseudonymizovanych zdrojovych
dokumentech, 1ékatskych zaznamech nebo jinak
nezbytnych dokumentech pro ucely lékatské
péce nebo s ohledem na pfimou komunikaci se
Subjekty studie. Pokud jde o bod (ii),
Zdravotnické zafizeni a Zadavatel vyhotovi
Dohodu o zpracovani udaji, pfipojenou K této
Smlouvé jako Ptiloha C.

subjektt udaju,
osobnich Udaju a zvlastni kategorie osobnich
udajii jsou zpracovavany pro ucely Studie
v souladu se Smlouvou:

6.3.1. Subjekty tdajt:

6.3.1.1. [Subjekty studie]
6.3.1.2. [Osetiovatelé]

6.3.2. Osobni udaje

6.3.2.1. [Subjekty studie]

6.3.2.1.1. [Osobni tudaje (pfijmeni,
jméno, datum narozeni, pohlavi, misto
narozeni, rodinny stav, rodné ¢islo)]
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6.3.2.1.2. [Pseudonymized Study ID]

6.3.2.1.3. [Contact details (telephone,
address, email, etc.)]

6.3.2.2. [Caretakers]

6.3.2.2.1. [Contact details (telephone,

address, email, etc.)]

6.3.3. Special Categories of Personal Data

6.3.3.1. [Study Subjects]
6.3.3.1.1. [Health Data]

6.3.3.1.2. [Medical History]

6.5Contact Points for Data Protection Inquiries:

6.4.1. Sponsor: | GNNGGEGE
6.4.2. Site: [ NN

6.6.

6.7.

Neither Party shall transfer (or permit their
processors to transfer) any Sponsor-Controlled
Personal Data outside the European Equivalent
Protection Area without ensuring that explicit
consent of the Study Subject or another legal
basis or derogation for the transfer exists under
EU or EU Member State law. For purposes of
this Agreement, “EU Equivalent Protection
Area” means the area that comprises: (a)
countries within the European Union, Iceland,
Liechtenstein and Norway; and (b) countries,
sectors in countries and international
organizations that the European Commission
may, from time to time, officially recognize as
ensuring an adequate level of protection as
provided for in Article 45 of the GDPR.

Institution shall require or shall ensure that
Principal Investigator requires, Study Subjects
to sign an informed consent form for Study
participation, together with a consent to data
processing, which will also include GDPR
transparency provisions, in the form provided
by Sponsor, prior to the processing of their
personal data as set out in the Agreement.

6.3.2.1.2. [Pseudonymizovany ID studie]

6.3.2.1.3. [Kontaktni udaje (telefonni
¢islo, adresa, e-mail atd.)]

6.3.2.2. [Osetrovatelé]

6.3.2.2.1. [Kontaktni 0daje (telefonni

¢islo, adresa, e-mail atd.)]

6.3.3. Zvlastni kategorie osobnich udaju

6.3.3.1. [Subjekty studie]

6.3.3.1.1. [Osobni udaje o zdravotnim
stavu]

6.3.3.1.2. [Anamnéza]

6.4. Kontaktni osoby pro zélezitosti tykajici se

ochrany osobnich udaji:

6.4.1. zadavate!l: || GG
6.4.2. Studijni centrum: || GG

6.6.

6.7.

Z4dna ze Stran nesmi prenaset (ani svym
zpracovatelim nepovoli pienaset) zadné
osobni Udaje spravované Zadavatelem mimo
Rovnocenny ochranny prostor EU bez
zajisténi vyslovného souhlasu Subjektu studie
nebo existence jiného pravniho zékladu nebo
odchylky podle pravnich piedpisi EU nebo
Clenského statu. Pro ucely této Smlouvy se
»Rovnocennym ochrannym prostorem EU*
rozumi oblast, kterd zahrnuje: (a) zemé
Evropské unie, Island, Lichtenstejnsko
aNorsko a(b) =zemé&, oblasti v zemich
amezinarodni  organizace, které muze
Evropska komise pfileZitostné oficidlné uznat,
ze zajistuji odpovidajici uroven ochrany podle
¢lanku 45 GDPR.

Zdravotnické zafizeni bude vyzadovat nebo
zajisti, aby Hlavni zkousejici vyzadoval, aby
Subjekty studie pted zpracovanim jejich
osobnich  udaji  podepsaly  formulaf
informovaného souhlasu s ucasti ve Studii,
spolu se souhlasem se zpracovanim tudajd,
ktery bude rovnéz zahrnovat ustanoveni
GDPR o transparentnosti, jak je stanoveno ve
Smlouve.
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6.8. The Parties acknowledge that Study Subjects
may withdraw or change their initial ICH-GCP
informed consent or object to processing of their
personal data by exercising their rights under
GDPR Atrticle 21. Institution shall promptly
notify the Sponsor of any such withdrawal,
change or objection of a Study Subject, which
may affect the use of such Study Subject’s
personal data.

6.9. In accordance with the Agreement, Institution
and/or Principal Investigator shall
pseudonymize Study Subjects’ personal data,
before making it available to Sponsor and/or
Sponsor designees. Both Parties may, where
possible, encrypt such personal data in
accordance with applicable Data Protection
Laws.

6.10. Each Party shall take appropriate technical and
organizational measures to protect and
safeguard the Study Subjects’ personal data,
such action meeting the requirements of
applicable Data Protection Laws.

6.11. To process the Study Subject’s personal data
within the framework of this Agreement, the
Parties shall only task staff familiar with the
relevant data protection provisions and subject
to obligations of confidentiality.

6.12. Institution and/or Principal Investigator shall
meet the statutory rights of the Study Subjects
to information (Articles 13, 14 GDPR) and
access (Article 15 GDPR) in connection with
the processing of personal data of Study
Subjects within the framework of this
Agreement. Should a Study Subject contact
Sponsor with an information request, Sponsor
shall refer the Study Subject to Institution and
inform the latter without undue delay.
Institution shall respond directly to any Study
Subject within the timeframes outlined under
Data Protection Laws.

6.8.

6.9.

6.10

6.11.

6.12.

Strany berou na védomi, ze podle ¢lanku 21
GDPR mohou Subjekty studie uplatnit sva
prava aodvolat nebo zménit puvodni
informovany souhlas ICH-GCP nebo proti
zpracovani osobnich udaji vznést namitku.
Zdravotnické zafizeni kazdé takové odvolani,
zménu nebo namitku Subjektu studie, které
mohou ovlivnit pouziti osobnich udaji
Subjektu  studie, neprodlen¢  ozndmi
Zadavateli.

Zdravotnické  zafizeni  a/nebo  Hlavni
zkouSejici v souladu se Smlouvou osobni
udaje Subjektt studie pseudonymizuje, nez je
zptistupni Zadavateli a/nebo jim povérenym
osobam. Je-li to mozné, musi ob& Strany
takové osobni tudaje Sifrovat v souladu
S platnymi Prdvnimi pfedpisy o ochrané
osobnich udaju.

. Kazdd Strana pfijme vhodna technicka
a organizacni opatfeni k ochrané
a zabezpeceni osobnich udaji  Subjektl
studie, pficemz takova ¢innost musi spliiovat
pozadavky pftislusnych Pravnich ptredpist
0 ochran¢ osobnich udajt.

Strany povéii zpracovanim osobnich udaju
Subjekti studie v ramci této Smlouvy pouze
ty pracovniky, ktefi jsou obezndmeni
S pfisluSnymi ustanovenimi o ochrané tdaj
a vztahuje se na né povinnost zachovani
mlcenlivosti.

Zdravotnické  zafizeni a/nebo  Hlavni
zkousejici v souvislosti se zpracovanim
osobnich udaji Subjektt studie v rdmci této
Smlouvy dodrzuje zdkonna prava Subjektl
na informace (¢lanky 13 a 14 GDPR) ana
pfistup k osobnim 0dajim  (¢lanek 15
GDPR). V pfipadé, ze Subjekt studie
kontaktuje Zadavatele s zadosti o informace
0 shromazd’ovanych  osobnich  tdajich,
Zadavatel odkaze Subjekt studie na
Zdravotnické  zafizeni a informace  bez
zbytecného odkladu poskytne. Zdravotnické
zatizeni musi kazdému Subjektu studie
odpovédeét piimo ve lhaté stanovené
V Pravnich piedpisech o ochrané osobnich
udaja.

TIMI-Protocol D1690C00078- v OFinal-Master Template-27Jul2022-from-Worldwide- Trprt-CTA-1.2-13Apr2021

804 _XXXXXXXXXXXXXXX_Tripartite CTA_Final 05-Oct-2023

Page 20 of 53



6.13. Should a Study Subject assert his or her right

to rectification (Article 16 GDPR), erasure
(Article 17 GDPR) or restriction of processing
(Article 18 GDPR) of the personal data
concerning him or her vis-a-vis one of the
Parties in connection with the data processing
within the framework of this Agreement, this
Party shall notify the other Party thereof without
undue delay. The controlling Party shall review
and decide whether the asserted right exists and
shall rectify or erase the respective personal data
accordingly or restrict its processing. Institution
and/or Principal Investigator shall respond
directly to any Study Subject within the
timeframes outlined under Data Protection
Laws.

6.14. In order to protect the identity of the Study

Subject vis-a-vis the Sponsor, the Data
Protection Officer of the Institution will act as
an intermediary to manage and resolve requests
between the Sponsor’s Data Protection Officer
and the Study Subject to access, modify,
transfer, block, or delete of her/his personal
data.

6.15. Institution and/or Principal Investigator shall

meet the statutory obligations of Study Subject
notification in the event of a personal data
breach that is likely to result in a high risk to the
rights and freedoms of the data subject (Article
34 GDPR).

6.16. Without undue delay, each Party shall inform

the respective other Party of inspections and
measures taken by the competent data
protection supervisory authority (“Supervisory
Authority”) where they refer to data processing
falling under this Agreement. This also applies
where a competent authority investigates a Party
in relation to the processing of personal data
within the framework of regulatory or criminal
proceedings.

6.17. Sponsor or Sponsor designee may carry out

any controls compliant with Applicable Law it
considers useful to ensure compliance by
Institution and/or Principal Investigator] with

6.13.

6.14.

6.15.

6.17.

6.18.

Pokud Subjekt studie viici nekteré ze Stran
Vv souvislosti se zpracovanim udaji v ramci
této Smlouvy uplatni své pravo na opravu
(¢lanek 16 GDPR), vymaz (¢lanek 17
GDPR) nebo omezeni zpracovani (¢lanek 18
GDPR) osobnich udajt, které se jej tykaji,
dotCend Strana otom bez zbyte¢ného
odkladu uvédomi druhou Stranu. Strana
V pozici spravce udaji zadost prezkouma
arozhodne, zda je mozné pravo uplatnit,
a odpovidajicim zptsobem opravi, vymaze
nebo omezi zpracovani pfislusnych osobnich
udaju spravce. Zdravotnické zafizeni a/nebo
Hlavni zkouSejici musi kazdému Subjektu
studie odpovédét pifimo ve lhité stanovené
V Pravnich piedpisech o ochrané osobnich
udaju.

Aby byla chranéna identita Subjektu studie
vuci Zadavateli, bude povétenec
Zdravotnického  zafizeni pro ochranu
osobnich udaju jednat jako zprostiedkovatel
pro spravu ateSeni pozadavki mezi
povéiencem  Zadavatele pro ochranu
osobnich udaji, aby Subjekt studie mohl
pristupovat, upravovat, prenaset, blokovat
nebo vymazat své osobni Udaje.

Zdravotnické  zafizeni a/nebo  Hlavni
zkous$ejici musi splnit zakonné povinnosti
a ozndmit Subjektu studie pripadné poruSeni
zabezpeceni  osobnich  udaji,  které
pravdépodobné bude mit za nésledek velké
ohroZeni prava asvobody subjektu udaji
(¢lanek 34 GDPR).

Kazda ze Stran neprodlené¢ uvédomi druhou
Stranu 0 kontrolach a opatfenich
podniknutych  piislusnym ufadem pro
ochranu  osobnich udaji  (ddle jen
,,Dozorovym turadem”), pokud zpracovani
osobnich 1daji probiha na zaklad¢ této
Smlouvy. To plati také v piipadé, zZe
pfislusny ufad bude u Strany provadét
vySetfovani v souvislosti se zpracovanim
osobnich daji vramci regulaéniho nebo
trestniho fizeni.

Zadavatel nebo jim povéfena osoba muze
provadét jakékoli kontroly souladné s
Platnymi pravnimi ptedpisy, které povazuje
za uziteCné Kk zajisténi, ze Zdravotnické
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the obligations set forth in this Section 6. Such
control shall not relieve Institution and/or
Principal Investigator of its obligations under
this Section 6 and/or under the Agreement.

6.19. Where Study Subjects bring claims owing to

unlawful processing or personal data breach in
connection with this Agreement, Institution
shall be liable to Sponsor proportionate to the
degree of responsibility Institution bears for the
unlawful data processing or breach of data
protection, and shall indemnify Sponsor to the
extent of its responsibility in the event of data
subject claims against Sponsor.

6.19. Upon conclusion of the Study, Institution shall

delete or destroy personal data processed under
this Agreement, except where further retention
is necessary to fulfil the purpose(s) stated in the
Informed Consent (or a purpose compatible
therewith) or as required by applicable EU
Member State Law. In such cases, Institution
shall only retain personal data for the time
period necessary to fulfil the authorized purpose
or applicable legal requirements and shall delete
or destroy the personal data upon expiration of
any such retention period. For the sake of
clarity, Sponsor may retain personal data after
the conclusion or termination of the Study for
secondary research purposes and for its
continuing internal, non-commercial academic
research and education purposes as allowed
under the Informed Consent.

6.22. The Parties will modify the terms of this

Section 6 where required by a Supervisory
Authority (or when a Supervisory Authority’s
recommendations or guidelines  suggest
modification) and one of the Parties requests be
modified accordingly.

6.24. Study Staff: Institution shall be responsible

for distributing a GDPR transparency notice to,
and if required by Sponsor, for obtaining
consent of, each Study Staff in order for Sponsor
and its designees to process Study Staff personal

6.20.

6.21.

6.23.

6.25.

zafizeni a/nebo Hlavni zkouSejici dodrzuje
zavazky stanovené v tomto ¢lanku 6. Takova
kontrola nezbavuje [Zdravotnické zafizeni /
Hlavni zkousSejici] zavazkd vyplyvajicich
Z tohoto ¢lanku 6 a/nebo ze Smlouvy.

Pokud subjekty Studie vznesou v souvislosti
stouto  Smlouvou  narok  z davodu
nezékonného zpracovani nebo poruseni
zabezpeceni osobnich 1udaji, bude za
nezdkonné¢ zpracovani nebo  poruseni
zabezpeCeni osobnich 1daji  zodpovidat
Zdravotnické zafizeni vu¢i Zadavateli

umérné¢ mife odpovédnosti, kterou za néj
nese, av pfipadé¢ narokt subjektu Udaju
vznesenych vuci  Zadavateli Zadavatele
odskodni v rozsahu odpovédnosti.

Po dokonceni Studie Zdravotnické zatizeni
osobni udaje zpracovavané na zakladé této
Smlouvy vymaze nebo zni¢i, s vyjimkou
ptipadt, kdy je dalsi uchovavéani nezbytné
pro  splnéni  ucell  uvedenych v
informovaném souhlasu (nebo ucelu s nim
slu¢itelnym) nebo vyzaduji-li je platné pravni
predpisy ¢lenského statu. 'V takovych
piipadech musi Zdravotnické zafizeni
uchovavat osobni (daje pouze po dobu
nezbytnou ke splnéni schvaleného ucelu
nebo piislusnych zdkonnych pozadavki a po
uplynuti jakékoli takové lhiity na uchovavani
piislusné osobni tdaje vymaze nebo znici.
V z4jmu jasnosti: Zadavatel si miZe po
uzavieni nebo ukonceni Studie ponechat
osobni udaje pro ucely vedlejsiho vyzkumu a
pro ucely svého trvalého interniho,
nekomer¢niho akademického vyzkumu a
vzdélavani tak, jak je to povoleno na zakladé
Informovaného souhlasu.

Je-li to vyZadovano Dozorovym ufadem
(nebo pokud tento Dozorovy ufad doporuci
nebo navrhne Upravu), musi Strany upravit
podminky v tomto ¢lanku 6 a odpovidajici
upravu podminek ptedloZzi jedna ze Stran.

Zdravotnické zafizeni
zodpovida za pfedani oznameni o
transparentnosti podle GDPR kaZzdému
Clenovi Persondlu studie, a pokud si to
Zadavatel vyzada, za ziskani souhlasu

Personal studie:
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data to the extent needed for the Study purposes.
Such personal data shall at all times be
processed in accordance with Data Protection
Laws. Sponsor (or Sponsor’s designee) shall
provide the transparency notice and any
required consent to Institution in a form
approved by Sponsor for distribution. If consent
is required by Sponsor, Sponsor will have
discretion whether to accept the Study Staff
signature on the Delegation of Responsibilities
Log, provided by Sponsor prior to initiation,
will be evidence of acceptance this provision.

Attendance at Study Meetings and
Disclosure Requirements

7.1 Principal Investigator and Study Staff
(“Permitted Attendees”) may be invited to
attend and participate in meetings regarding the
Study, including, but not limited to, investigator,
study coordinator and/or results meetings
(“Study Meetings”). To the extent that
Permitted Attendees attend a Study Meeting, the
parties agree that there will be no additional
compensation for attendance or participation at
such Study Meeting. If the Principal Investigator
or Study Staff is retained by Sponsor to perform
services at the Study Meeting, the terms and
obligations of such services will be subject to a
separate agreement. Permitted Attendees may be
provided with hotel accommodations, meals and
transportation to and from the Study Meeting
(collectively, “Accommodation”). The value of
such Accommodation may be disclosed
pursuant to applicable Sponsor’s state and
federal legal reporting requirements.

Sponsor complies in all material respects with
all applicable laws and regulations, and endorses
the ethical standards promulgated by the
Pharmaceutical Research and Manufacturers of
America (“PhRMA”) known as the PhRMA
Code on Interactions with Healthcare
Professionals. Sponsor intends to conduct Study
Meetings in compliance with the American

kazdého Clena Personalu studie, aby mohl
Zadavatel a jim povétené osoby zpracovavat
osobni Udaje Personadlu studie v rozsahu
potfebném pro ucely Studie. Tyto osobni
udaje budou za  vSech  okolnosti
zpracovavany v souladu s Pravnimi piedpisy
0 ochrané osobnich udajii. Zadavatel (nebo
jim povéfena osoba) poskytne
Zdravotnickému  zafizeni oznameni o
transparentnosti a piipadny pozadovany
souhlas ve formé¢ schvélené Zadavatelem
k pfedavani. Pokud bude Zadavatel
pozadovat souhlas, bude na jeho rozhodnuti,
zda pfijme podpis Persondlu studie
v zdznamu o0 delegovani povinnosti, ktery
Zadavatel doda pted zahajenim, jako dikaz
pfijeti tohoto ustanoveni.

7. Uckast na setkanich ke Studii a poZadavky na
zpristupnéni informaci

7.1. Hlavni zkousejici a Persondl studie (,,PFipustni

ucastnici) mohou byt vyzvéni, aby se
zucastnili setkani ohledné Studie, mimo jiné se
muze jednat o setkdni tykajici zkouSejicich,
koordinatort studie a/nebo vysledku (,,Setkani
ke studii). Vrozsahu, vjakém se Pfipustni
ucastnici zGcastni uréitého Setkani ke studii,
souhlasi strany s tim, ze za dostaveni se nebo
ucast na takovém Setkani ke studii nebude
vyplacena Zadnd dalsi odména. Pokud si
Zadavatel Hlavniho zkousejiciho nebo Personal
studie ponecha, aby na Setkani ke studii plnili
sluzby, budou podminky a povinnosti
souvisejici s danymi sluzbami pfedmétem
samostatné smlouvy. Pfipustnym ucastnikiim
miize byt zajisténo ubytovani v hotelu, strava a
preprava na misto Setkani ke studii a zngj
(spole¢né dale jen ,,Ubytovani). Hodnota
daného Ubytovani mize byt zpfistupnéna
vsouladu se zdkonnymi pozadavky na
nahlaSeni, platnymi ve stat¢ Zadavatele a na
federalni Urowvni.

Zadavatel ve vSech podstatnych ohledech
dodrzuje veSkeré platné zdkony a predpisy a
schvaluje  etické  standardy  vyhlaSené
Americkou asociaci inovativnich
farmaceutickych firem (dale jen ,,PhRMA®),
znamé jako kodex PhRMA a tykajici se interakci
se zdravotniky. Zadavatel hodla Setkani ke
studii realizovat v souladu s pokyny Americké
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Medical Association’s Guidelines on Gifts to
Physicians. Consistent with the PARMA Code,
Sponsor may offer modest Accommodation to
Permitted Attendees who attend Study
Meetings.  Sponsor  will  not  provide
Accommodation to individuals who do not
attend Study Meetings or to spouses of guests of
Permitted Attendees. Attendance at Study
Meetings is restricted to Permitted Attendees
only. When attending Study meetings Principal
Investigator and Study Staff, represents and
warrants that their attendance is authorized by
their employer and will not cause them to be in
non-compliance with or in breach of any policy,
procedure or contract of any institution or entity
by which they are employed or with which they
are affiliated.

8. Confidentiality
8.1. All Confidential Information will be kept in

confidence by the Institution and Principal
Investigator and shall not be used for any purpose
not contemplated by this Agreement during the
term of this Agreement and for at least seven (7)
years after the termination or conclusion of the
Study, or longer if required by applicable
regulations, except to the extent that Sponsor agrees
in writing to release it or if disclosure is required by
Applicable Laws, in which case Sponsor shall be
notified promptly in writing of such request prior to
such disclosure being made. Institution and
Principal  Investigator shall not disclose
Confidential Information to any third party other
than (i) those working on the Study under his/her
direct supervision on a need-to-know basis only
and subject to confidentiality and non-use
restrictions equal to those set forth herein and (ii) in
a publication as permitted under Section 9, below.
All Study Staff shall be bound by obligations of
confidentiality at least as restrictive as those
contained in this Agreement. In addition, if
disclosure of Confidential Information is required
to treat an injury or illness that is due, or is
suspected to be due, to the Study Drug or a Study
procedure, Institution and Principal Investigator
may disclose the Confidential Information to the
medical professionals directly involved in
providing the emergency care, provided that such
disclosure is on a “need-to-know” basis and only to
the extent necessary and required to treat such

1ékaiské asociace pro darky 1ékaiim. V souladu
s kodexem PhRMA muze Zadavatel nabidnout
Ptipustnym ucastnikiim, kteti se Setkani ke
studii zacastni, skromné Ubytovani. Zadavatel
neposkytne Ubytovani osobam, které se Setkani
ke studii neucastni, ani partnerim ¢i partnerkam
nebo hostim P¥ipustnych ucastnikt. Udast na
Setkani ke studii je omezena pouze na Ptipustné
ucastniky. Pfi ucasti na Setkdnich ke studii
Hlavni zkousejici a Personal studie prohlasuji a
zarucuji, ze jejich ucast je schvalena jejich
zaméstnavatelem a nepovede k tomu, ze z jejich
strany dojde knedodrzeni nebo poruseni
n¢jakych  zdsad, postupu ¢i  smlouvy
s jakoukoliv instituci nebo pravnickou osobou, u
niz jsou zaméstnani nebo k niz jsou pridruzeni.

8. Zachovani mléenlivosti

8.1. Zdravotnické zatizeni a Hlavni zkouSejici budou

veskeré Duvérné informace uchovavat v tajnosti
anebudou je pouzivat k zddnym jinym ucelim,
které nejsou predmétem této Smlouvy, po dobu
platnosti této Smlouvy apoté po dobu nejméné
sedmi (7) let po ukon¢eni nebo dokonéeni Studie
nebo delsi dobu, pokud to vyZzaduji platné predpisy,
s vyjimkou pfipadd, kdy Zadavatel pisemné
souhlasi ~ svydanim  takovych  Duavérnych
informaci, nebo pokud je jejich zvefejnéni
vyzadovano  Platnymi  pravnimi  pfedpisy —
v takovém piipadé bude Zadavatel pied takovym
zvefejnénim o pfisluSné zadosti neprodlené
pisemné informovan. Zdravotnické zafizeni a
hlavni zkouSejici nezpfistupni Divérné informace
zadné tieti strané kromé (i) osob, které na Studii
pracuji pod jeho ptimym dohledem a pouze tak, jak
je pottebuji znat, a za omezujicich podminek
divérnosti a nepouzivani, shodnych se zde
stanovenymi podminkami, a dale (ii) publikace, jak
je povoleno podle ¢lanku 9 nize. Veskery Personal
studie bude vazan povinnostmi zachovani
divérnosti, které budou pfinejmensim stejné
omezujici jako povinnosti uvedené v této Smlouve.
Pokud je navic zvetejnéni Dlvérnych informaci
vyzadovano kl1écbé uymy nebo onemocnéni,
jejichz pricinou je (nebo existuje podezieni, Ze
jejich pficinou je) Hodnoceny ptipravek nebo
postupy Vramci Studie, mulze Zdravotnické
zafizeni a Hlavni zkouSejici sdé€lit Dlvérné
informace zdravotnikim pfimo zapojenym do
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injury or illness. Institution and Principal
Investigator shall bind the medical professionals to
a similar obligation of confidentiality and notify
Sponsor promptly in writing.

8.2. This obligation of confidentiality does not apply
if the Confidential Information:

8.2.1. was in the public domain prior to the
commencement of the Services or
subsequently becomes publicly available
through no fault of Institution or Principal
Investigator;

8.2.2. was disclosed to Institution and Principal
Investigator by a third party legally entitled
to disclose such information;

8.2.3. was already known to Institution and
Principal Investigator as demonstrated by
their contemporaneous written records; or

8.2.4. is independently developed by Institution
and Principal Investigator without the use of
or reference to Confidential Information as
demonstrated by their contemporaneous
written records.

8.3. Confidential Information may also be
disclosed to the extent required by a court of
competent jurisdiction, by a governmental,
supervising or regulatory body, or otherwise in
order to comply with Applicable Law, provided
always that (i) to the extent it is legally permitted to
do so, Institution gives Sponsor prompt notice of
such disclosure; and (ii) Institution complies with
Sponsor’s reasonable directions for taking legally
available steps to resist or narrow such requirement
(at Sponsor’s reasonable expense) and in any event
restricts the disclosure to only those parts of the
Confidential Information lawfully required to be
disclosed. For greater certainty, Institution and
Principal Investigator shall not discuss the Study or
Study Drug with any financial, industry or security
analyst or with the media.

poskytovani pohotovostni péce za piedpokladu, ze
takové zvefejnéni takovych informaci je nezbytné

amusi byt pouze vrozsahu nezbytném
apozadovaném k 1écb¢ prislusné Ujmy nebo
onemocnéni. Zdravotnické zafizeni a Hlavni

zkousejici musi piisluSného zdravotnika zavazat
k podobné povinnosti zachovani mlcenlivosti
a neprodlené pisemné informovat Zadavatele.

8.2. Tato povinnost zachovani mlcenlivost neplati,
pokud Dtivérné informace:

8.2.1. byly vefejné¢ piistupné pred zahdjenim
poskytovani Sluzeb nebo se nésledné staly

vefejné pristupnymi bez zavinéni
Zdravotnického zafizeni nebo Hlavniho
zkousejiciho;

8.2.2. byly Zdravotnickému zafizeni a Hlavnimu
zkousejicimu sdé€leny treti stranou, ktera je
opravnéna tyto informace sdélovat;

8.2.3. byly Zdravotnickému zafizeni a Hlavnimu
zkouSejicimu zndmy jiz dfive, jak ukazuji
jejich soucasné pisemné zadznamy;

8.2.4. byly nezavisle odvozeny Zdravotnickym
zatizenim a Hlavnim zkousSejicim bez pouziti
nebo odkazani na Duvérné informace, jak
ukazuji jejich soucasné pisemné zaznamy.

8.3 Diavérné informace mohou byt rovnéz
zpfistupnény v rozsahu pozadovaném soudem
pfislusné soudni pravomoci, déale statnim,
dozorovym nebo kontrolnim organem nebo jinak
za Ucelem dodrzeni poZadavkl Platnych pravnich
ptedpist, vzdy za piedpokladu, Ze (i) Zdravotnické
zafizeni v rozsahu, v jakém je to podle zadkona
pfipustné, bude Zadavatele o takovém zpiistupnéni
bezodkladné informovat, a dale (i1) Zdravotnické
zafizeni dodrzi pfiméfené pokyny Zadavatele
k podniknuti pravné dostupnych kroku s cilem se
branit proti takovému pozadavku nebo jej zazit (na
pifimétené naklady Zadavatele) a v kazdém piipadé
omezi zpfistupnéni pouze na ty ¢asti Daveérnych
informaci, které je ze zakona povinno zpfistupnit.
Pro lepsi jasnost: Zdravotnické zafizeni a Hlavni
zkousSejici nebudou o Studii ani Hodnoceném
ptipravku  diskutovat s zadnym  finan¢nim,
prumyslovym ani bezpecnostnim analytikem ani
s medii.
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9.2.  Sponsor

financial compensation provided to Institution and
Principal Investigator for the conduct of this Study
under this Agreement to comply with Applicable
Laws.

9. Study Data, Publication and Publicity

9.1. Institution and Principal Investigator agree that all

Study Data generated in connection with the Study
shall be the sole property of Sponsor and shall be
subject to the obligations of confidentiality,
publication and intellectual property in this
Agreement. All Study Data may be used by
Sponsor in accordance with this Agreement
without additional compensation or further
obligation to Institution. Sponsor shall have the
exclusive right to use the Study Data obtained in the
Study (or obtained or derived from any analyses
performed by Sponsor or Institution of any of the
data recorded on the case report forms), provided
that such Study Data is not identifiable under
Applicable Law, for any purpose, including
without limitation, for filings with regulatory
authorities (such as in safety reports or otherwise),
without further compensation or obligation to
Institution. No other provision in this agreement
shall be construed to override the provisions of this
paragraph

recognizes the importance of
communicating medical study or scientific data
and, therefore, encourages their publication in
reputable scientific journals and at seminars or
conferences. All publications in biomedical
journals must follow the guidelines established by
the International Committee of Medical Journal
Editors (“ICMJE”).

9.3.  Study Registration: Sponsor will register the

Study with the public clinical trials registry
www.clinicaltrials.gov  in  accordance  with
Applicable Laws and Requirements and ICMJE
guidelines prior to the enrolment of the first
Subject.  Where Institution and  Principal
Investigator wish to use a publicly-accessible
website on a voluntary basis (e.g., a
university/hospital website) the information related
to the Protocol must not exceed the information
Sponsor has already posted and it should be

9.1. Zdravotnické

8.4. The Parties agree that each Party may disclose the 8.3. Strany souhlasi s tim, Ze kazda ze Stran muze v

souladu s Platnymi pravnimi piedpisy zvefejnit
poskytnutou finanéni nahradu Zdravotnickému
zafizeni a Hlavnimu zkouSejicimu za provedeni
této Studie na zéklad¢ této Smlouvy.

9. Data ze studie, publikace a publikovani

zatizeni a Hlavni zkousejici
souhlasi s tim, Ze veSkera Data ze studie ziskana
Vv souvislosti se Studii jsou vylu¢nym vlastnictvim
Zadavatele a vztahuji se na né zavazky spojené se
zachovanim ml¢enlivosti, s publikovanim a s pravy
dusevniho vlastnictvi ztéto Smlouvy. Veskera
Data ze studiec muze Zadavatel pouzit v souladu
s touto Smlouvou bez dal$i odmény ¢i dalsiho
zavazku vuci Zdravotnickému zatizeni. Zadavatel
ma vyhradni pravo na pouziti Dat ze studie, ktera
byla ze Studie ziskdna (nebo ziskdna ¢i odvozena
zanalyz dat uvedenych v zaznamech subjektt
hodnoceni, provedenych Zadavatelem nebo
Zdravotnickym zafizenim), za ptedpokladu, Ze tato
Data ze studie nejsou podle Platnych pravnich
predpist identifikovatelna, pro jakykoliv ucel,
mimo jiné vcetné¢ podani kontrolnim uUfadim
(naptiklad ve zpravach o bezpecnosti ¢i jinak), bez
dal$i odmény nebo zavazku vici Zdravotnickému
zafizeni. Zadné jiné ustanoveni v této smlouvé
nelze vykladat tak, Ze by nad ustanovenimi
uvedenymi v tomto odstavci pievazovalo.

9.2 Zadavatel uznava dulezitost sdélovani dat

z 1€katskych studii nebo védeckych dat a podporuje
tudiz jejich zvetfejiiovani v uznavanych védeckych
Casopisech a na seminafich nebo konferencich.
Veskeré publikace v biomedicinskych €asopisech
se museji fidit pokyny stanovenymi Mezinarodnim
vyborem redaktort 1ékatskych Casopisti (déle jen
»~ICMJE®).

9.3  Registrace Studie: Pfed zafazenim prvniho

Subjektu Zadavatel zaregistruje Studii ve vefejném
registru klinickych hodnoceni
www.clinicaltrials.gov v souladu s Platnymi
pravnimi pfedpisy a pozadavky a pokyny ICMIJE.
Bude-li si Zdravotnické zafizeni a Hlavni
zkousejici prat dobrovolné vyuzit vetejné dostupné
webové stranky (napt. webové stranky univerzity /
nemocnice), nesmi informace tykajici se Protokolu
presahovat informace, které Zadavatel jiz zvetejnil,
a po zaregistrovani na strankach
http://www.clinicaltrials.gov by mélo byt
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sufficient to provide a hyperlink to the trial when
registered on http://www.clinicaltrials.gov/

9.4. Regardless of the outcome of the Study,

Sponsor will post the Study results on a publicly
available results register no later than twelve (12)
months following completion of the Study at all
Study sites. Institution and Principal Investigator
agree that Sponsor may make public a summary of
the Protocol and Study-specific information from
all Study sites, including the names of Investigators
at each Study site and Institutions conducting the
Study, in one or more publicly accessible
worldwide registers at any time after the
commencement of the Study.

9.5. Institution and Principal Investigator agree
that:

9.5.1. Sponsor shall have right to first publication
of the results of the Study, which is intended
to be a joint, multicentre publication
reflecting the results observed across all
participating Study sites;

9.5.2. they may publish the Study results in
accordance with this Section upon
occurrence of one of the following events:

a) the first multicentre publication of the
results of the Study;

b) no multi-centre publication is submitted
within  eighteen (18) months after
completion or termination of the Study at
all Study sites; or

c) Sponsor confirming in writing that there
will be no multicentre publication of the
results of the Study.

d) Subsequent to one of the above conditions
being satisfied, Institution, consistent with
scientific standards and in a scientific
forum, may publish or present the Study
results from Institution’s Study Data (an
“Institution Publication”), provided that
the Institution Publication does not also
disclose any Confidential Information other
than the Study results from Institution’s
Study Data.

postaCujici uvést hypertextovy odkaz na tyto
stranky.

94  Bez ohledu na vysledek Studie zvetejni

Zadavatel vysledky Studie ve vefejné¢ dostupném
registru vysledkti nejpozdéji do dvanacti (12)
meésict od dokonceni Studie ve vSech Studijnich
centrech. Zdravotnické zatizeni a Hlavni zkousejici
souhlasi s tim, ze Zadavatel mize zvetejnit souhrn
Protokolu a informace tykajici se Studie ze vSech
Studijnich center, vcetné¢ jmen zkousSejicich
v kazdém Studijnim centru a Zdravotnickych
zatizenich, kde se Studie provadi, v jednom nebo
vice vetejné dostupnych celosvétovych registra, a
to kdykoliv po zahajeni Studie.

9.5 Zdravotnické =zafizeni a Hlavni zkousSejici

souhlasi s nésledujicim:

9.5.1. aby mél Zadavatel pravo jako prvni zvefejnit
vysledky Studie ve spolecné multicentrické
publikaci zachycujici vysledky zjisténé ve
vSech ucastnicich se Studijnich centrech;

9.5.2. mohou vysledky Studie zvefejnit v souladu
stimto ¢lankem po nékteré z nésledujicich
udalosti:

a) prvni multicentrické publikace zachycujici
vysledky Studie;

b) do osmnacti (18) mésici po ukonceni nebo
dokonceni Studie ve vSech Studijnich
centrech nebude predlozena zadna
multicentricka  publikace  zachycujici
vysledky Studie; nebo

C) Zadavatel pisemné potvrdi, Ze nebude
zvetejnéna Zadna multicentricka publikace
zachycujici vysledky Studie.

d) Po splnéni jedné =zvySe uvedenych
podminek miiZze Zdravotnické zatizeni, ve
shodé¢ svédeckymi standardy a ve
védeckém  foru,  publikovat  nebo
prezentovat vysledky Studie z Dat ze studie
Zdravotnického  zafizeni  (ddle  jen
,Publikace Zdravotnického zarizeni‘),
za ptedpokladu, ze v Publikaci
Zdravotnického zafizeni rovnéz nebudou
zptistupnény Zzadné Duvérné informace,
jiné nez vysledky Studie z Dat ze studie
Zdravotnického zatizeni.

TIMI-Protocol D1690C00078- v OFinal-Master Template-27Jul2022-from-Worldwide- Trprt-CTA-1.2-13Apr2021
804 _XXXXXXXXXXXXXXX_Tripartite CTA_Final 05-Oct-2023

Page 27 of 53



9.5.3. their right to publication under this
Agreement is on condition that Sponsor has
been furnished with a copy of the proposed
publication, abstract, poster, paper,
presentation or other scientific disclosure
for review and comment not less than sixty
(60) days prior to the earliest applicable
deadline. No such publication or
presentation may include Confidential
Information  without Sponsor’s  prior
written approval. Sponsor may request the
following in writing:

a) anadditional delay of publication for ninety
(90) days for Sponsor to take steps to
protect its proprietary rights and intellectual
property, in which case the Institution and
Principal Investigator must abide by that
request; or

b) removal of specified Confidential
Information (other than the results of the
Study) from the publication, in which case
the Institution and Principal Investigator
must remove such specified Confidential
Information.

9.6.Except as otherwise provided in this Agreement,

and for purposes of recruitment, consent of
subjects and as required by applicable Laws and
Regulations, neither Party to this Agreement shall
use the name, trade mark, trade name or logo of the
other party nor that of AstraZeneca nor of any staff
member, employee or student of the other party or
AstraZeneca or any adaptation thereof in any
publicity, press release, or promotional material
without the prior written approval of the Party or
individual whose name is to be used, except that
Sponsor shall be free to publish name of Institution
in a listing of Study centres. Institution may
disclose AstraZeneca’s support for the Study using
the following acknowledgement in all publications
and presentations relating to the Study, as well as
in any financial disclosure information relating to
the Study: “This research was conducted with
support from AstraZeneca Pharmaceuticals LP.”

9.7 Data and results from the Study shall not be made 9.7

available to any third party by the Institution or

9.5.3. publikovani dle této Smlouvy probéhne za
podminky, ze Zadavateli bude poskytnuta
kopie navrhované publikace, abstraktu,
posteru, c¢lanku, prezentace nebo jiné

veédecké publikace ke kontrole
a ptipominkovani  nejpozdé€ji  Sedesat
(60) dnd  pred nejdiivejsim  platnym

terminem. Zadna takova publikace nebo
prezentace nesmi bez  predchoziho
pisemného souhlasu Zadavatele obsahovat
Divérné informace. Zadavatel mize
pisemné pozadat:

a) 0 dodate¢né zpozdéni publikace na dobu
devadesati (90) dnu, aby Zadavatel mohl
podniknout opatfeni na ochranu svych
vlastnickych  prdv  aprav  duSevniho
vlastnictvi, a Zdravotnické zafizeni
a Hlavni zkouSejici musi této zadosti
vyhovét; nebo

b) o0odstranéni  konkrétnich ~ Davérnych
informaci (které jsou jiné nez vysledky
Studie) z publikace. V takovém piipadé
musi  Zdravotnické zafizeni a Hlavni
zkousejici odstranit uvedené Divérné
informace.

9.6. Neni-li v této Smlouvé stanoveno jinak, a dale pro

ucely naboru, souhlasu subjektli a dle pozadavkl
Platnych pravnich ptfedpisii a nafizeni zadnd ze
Stran této Smlouvy nepouZije néazev, obchodni
znacku, obchodni nazev ani logo druhé Strany ani
spoleCnosti  AstraZeneca ani z4dného Clena
personalu, zaméstnance nebo studenta kterékoliv
Strany nebo spolecnosti AstraZeneca nebo
jakoukoliv jejich Upravu v zadné reklamé, tiskové
zprave ani propagac¢nim materialu bez pfedchoziho
pisemného souhlasu dané Strany nebo jednotlivce,
jehoz jméno ma byt pouzito, s tim, Ze Zadavatel
smi zvefejnit ndzev Zdravotnického zafizeni
v seznamu Studijnich center. Zdravotnické zatizeni
smi zvefejnit podporu Studie ze strany spolecnosti
AstraZeneca za pouziti nasledujiciho pod€kovani
ve vSech publikacich a prezentacich tykajicich se
Studie a rovnéz v jakychkoliv informacich
poskytujicich finan¢ni udaje v souvislosti se Studii:
»lento vyzkum byl proveden za podpory
spolecnosti AstraZeneca Pharmaceuticals LP.*

Zdravotnické zafizeni ani Hlavni zkousejici
nezpiistupni data a vysledky ze Studie zadné tieti
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Principal Investigator other than in accordance
with the publication procedures as set out above.

9.8 Sponsor shall have the right to independently

publish the Study, provided that due
acknowledgment is made for the intellectual
contribution made by the Institution and the
Principal Investigator, in accordance with standard
scientific practice. Institution and Principal
Investigator should not undertake registration or
posting of results to avoid duplication of entries.

10. Intellectual Property Rights

10.1. “Intellectual Property” means any and
all rights in and to any ideas, formulae,
inventions, discoveries know-how, databases,
documentation, reports, materials, writings,
designs, computer software, processes,
principles, methods, techniques and other
information, including patents, trademarks,
service marks, trade names, registered designs,
design rights, copyrights and any rights or
property similar to any of the foregoing in any
part of the world, whether registered or not,
together with the right to apply for the
registration of any such rights, that is
conceived, reduced to practice or otherwise
arising out of or in connection with the
performance of the Study by Institution,
Principal Investigator or Study Staff or which
incorporate Confidential Information.
Intellectual Property shall be promptly
disclosed to Sponsor in writing. All such
Intellectual Property and all right, title, and
interest therein shall be the exclusive property
of Sponsor.

10.2. Institution and Principal Investigator hereby
assign and transfer to Sponsor and shall cause
Study Staff to assign and transfer to Sponsor as
applicable, without additional consideration,
all assignable rights and title that they may
have in such Intellectual Property.

10.3. At the request of Sponsor, Institution and
Principal Investigator shall execute, and shall
procure that the Study Staff execute all such
documents and perform all such other acts as
the Sponsor and/or AstraZeneca may
reasonably require in order to vest fully and

stran¢ jinak nez vsouladu svyse uvedenymi
postupy pro publikovani.

9.8  Zadavatel bude mit pravo Studii nezavisle

publikovat, za piedpokladu, Zze zahrne fadné
pode€kovani za duSevni prispéni Zdravotnického
zatizeni a Hlavniho zkous$ejiciho, v souladu se
standardni védeckou praxi. Zdravotnické zatizeni a
Hlavni zkousSejici by se méli zdrzet registrace Ci
zvefejnéni vysledkl, aby nevznikaly duplicitni
zaznamy.

10. Prava dusSevniho vlastnictvi

10.1. ,,Dusevni vlastnictvi“ znamena vesSkera prava

spoCivajici a na jakékoliv napady, vzorce,
vynalezy,  objevy, know-how,  databéze,
dokumentaci, zprévy, materialy, pisemnosti,

navrhy, pocitaCovy software, procesy, principy,
metody, techniky a jiné informace véetné patentil,
ochrannych znamek, znacek sluzby, obchodnich
nazvl, zapsanych primyslovych vzord, prav na
pramyslové vzory, autorskych prav a veskerych
prav nebo vlastnictvi podobnych nékterému z vyse
uvedenych, a to vjakékoliv ¢asti svétla,
registrovanych ¢i nikoliv, spoleéné s pradvem podat
zadost o registraci jakychkoliv takovych prav, ktera
vzniknou, budou uvedena do praxe nebo jinak
vzniknou jako vysledek nebo v souvislosti
S provadénim Studie Zdravotnickym zafizenim,
Hlavnim zkousejicim nebo Personalem studie,
nebo ktera budou zahrnovat Duvérné informace,
DusSevni vlastnictvi, budou neprodlené pisemné
sdéleny Zadavateli. Veskeré takové DuSevni
vlastnictvi a veSkerd prava, naroky a zajem na ném
se stanou vyluénym vlastnictvim Zadavatele.

10.2. Zdravotnické zatizeni a Hlavni zkousejici timto

postoupi apievedou na Zadavatele a piipadné
pfiméji Personal studie, aby postoupil a ptevedl na
Zadavatele, bez dalSiho zvazovani, veskera
prevoditelna prava a naroky, které u takoveho
Dusevniho vlastnictvi mohou mit.

10.3. Zdravotnické zatfizeni a Hlavni zkousSejici na

zadost Zadavatele provedou a zajisti, aby Personal
studie zajistil vSechny pfislusné dokumenty
aprovedl vSechny dalsi Ukony, které muze
Zadavatel a/nebo AstraZeneca v piiméfené miie
pozadovat, aby na ng& a/nebo na spolecnost
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effectively all such Intellectual Property in the AstraZeneca bylo v plném rozsahu a acéinnosti
Sponsor and/or AstraZeneca. prevedeno veskeré takové Dusevni vlastnictvi.

10.4. It is expressly agreed that neither Party or 10.4. Bylo vyslovné dohodnuto, ze provadénim této
AstraZeneca transfers by operation of this Smlouvy nepfevadi zadna ze Stran ani AstraZeneca
Agreement, to the other Party, any patent right, na druhou Stranu ani na spole¢nost AstraZeneca
copyright, or other proprietary right the Party zadnad patentova prava, autorskd prava ani jina
or AstraZeneca owns prior to the Effective vlastnicka prava, ktera dotéena Strana vlastnila

Date. pted Datem 0¢innosti.

10.5. Sponsor and AstraZeneca shall permit 10.5 Zadavatel a AstraZeneca umozni
the Institution and the Principal Investigator to Zdravotnickému zatizeni a Hlavnimu zkousejicimu
use the Intellectual Property solely for internal pouzivat DuSevni vlastnictvi vyhradné pro interni
research, educational and/or patient care vyzkum, vzdé€lavaci Gcely a/nebo pro ucely péée o
purposes. pacienty.

11. Mutual Responsibility and Medical Expense 11. Vziajemna odpovédnost a Uhrada vydaji na
Reimbursement. zdravotni péci

11.1 Institution and Sponsor will each be solely 11.1 Zdravotnické zafizeni a Zadavatel jsou, kazdy
responsible for its own negligent acts or omissions samostatné, v rozsahu, vjakém to pfipousti
or the omissions of its employees, officers, or pravni piedpisy, zodpovédni vyluéné za své
directors, to the extent permitted by law. vlastni nedbalostni jednani nebo opomenuti

nebo za opomenuti svych zaméstnanca,
ufednich osob nebo feditelt.

11.2 Sponsor certifies that AstraZeneca has authorized 11 2 74davatel potvrzuje, Ze spole¢nost AstraZeneca

it to make the following representations regarding jej opravnila Kk nasledujicim  prohlésenim
AstraZeneca’s  subject injury —obligation to ohledn¢ zavazku spolecnosti AstraZeneca
Institution. AstraZeneca agrees to indemnify and tykajiciho se Gjmy na zdravi subjektd viidi
hold harmleis Institution arld Principal Zdravotnickému zafizeni. AstraZeneca souhlasi
Investigator (“collectively, the “Indemnified stim, 7e Zdravotnické zaiizeni a Hlavniho
Parties”) from and against any and all liability, zkougejiciho (spole¢nd dale jen
claims, IOSS(?‘S, daTaQES, and  expenses ,Odskodiované strany*) odskodni a bude je
(collectively, “Losses”) that the Indemnified chranit pied veSkerou odpové&dnosti, naroky,
Parties may sustain or incur fgr adverse drug ztrdtami, Skodami a vydaji (spolecné dale jen
experiences to a Subject, which, in the reasonable LJZtraty), které Odskodiiované strany mohou
judgment of Institution and AstraZeneca, after utrpét nebo které jim mohou vzniknout
consultation with AstraZeneca, results directly z divodu nezadoucich zkuSenosti Subjektu
from a manufacturing defect in the Study Drug v souvislosti s 1é¢ivym piipravkem, které dle
and not from a pre-existing abnormal medical priméfeného usudku Zdravotnického zafizeni a
condition or underlying disease of the Subject. spolecnosti ~ AstraZeneca, po poradé se
Institution agrees that it will not seek or accept spolecnosti ~ AstraZeneca, budou pimym
reimbursement from any insurance or other third vysledkem  vyrobni vady Hodnoceného
party for costs paid by AstraZeneca. pipravku a nebudou vyplyvat zjiz diive

existujiciho abnormalniho zdravotniho stavu
nebo zakladniho onemocnéni  Subjektu.
Zdravotnické zafizeni souhlasi stim, Ze
nevyhledd ani nepfijme uhradu od Zadného
pojistitele nebo jiné tfeti strany za naklady
zaplacene spole¢nosti AstraZeneca.

TIMI-Protocol D1690C00078- v OFinal-Master Template-27Jul2022-from-Worldwide- Trprt-CTA-1.2-13Apr2021
804 _XXXXXXXXXXXXXXX_Tripartite CTA_Final 05-Oct-2023 Page 30 of 53



11.3 AstraZeneca’s indemnification commitment

above shall not apply to any Losses caused by the
negligence or willful misconduct of Institution,
Principal Investigator, or any other person who
assists in performing the Study, in performing
their obligations under this Agreement or caused
by the failure of Institution, Principal
Investigator, or any other person assisting in
performing the Study to comply with the
provisions of the Agreement, the Protocol, any
written instructions of AstraZeneca, or any
applicable laws.

12. Insurance

12.1. The Institution shall secure and maintain in full

force and effect through the performance of the
Study (and following termination of the Study)
mandatory  professional liability  insurance
coverage in accordance with provisions of Act No.
372/2011 Coll., on Medical Services. The
Institution shall provide to Worldwide and/or
Sponsor a copy of their certificate of Insurance if
requested.

12.2.  Sponsor shall secure and maintain during the

performance of this Agreement in accordance with
the Applicable Law, in particular Act No. 378/2007
Coll., On Pharmaceuticals as amended, a policy or
policies of comprehensive general liability
insurance at levels sufficient to support Sponsor’s
obligations and liabilities under this Agreement.
Worldwide, on behalf of Sponsor, shall provide
upon request copies of the insurance certificates,
together with evidence that the policies do exist.

13. Debarment and Disqualification

13.1. Principal Investigator certifies that he/she is not

and has not been debarred, excluded, disqualified
or restricted in his/her ability to practice medicine,
participate in a clinical trial, or perform services in
connection with the evaluation of a pharmaceutical
product under any Applicable Laws.

13.2. Institution and Principal Investigator certify that

Institution and Principal Investigator have not used
and shall not use the services of any person
debarred by any regulatory authority with
jurisdiction over the conduct of the Study
(including the U.S. Food and Drug Administration)

11.3 Vyse uvedeny zavazek odSkodnéni ze
strany spolecnosti AstraZeneca se nevztahuje na
zadné Ztraty zpusobené nedbalosti nebo
zamémym  pochybenim  Zdravotnického
zafizeni, Hlavniho zkouSejiciho nebo jiné
osoby, ktera pomaha pii provadéni Studie, pii
plnéni jejich povinnosti podle této Smlouvy,
nebo zpiisobené nedodrzenim ustanoveni této
Smlouvy, Protokolu, ptipadnych pisemnych
pokyni  spolecnosti  AstraZeneca  nebo
jakychkoliv platnych pravnich piedpisi ze
strany Zdravotnického zafizeni, Hlavniho
zkousejiciho nebo jiné osoby, ktera pomaha pfi
provadéni Studie.

12. Pojisténi

12.1. Zdravotnické zafizeni musi v plném rozsahu

zajistit apo dobu studie (i po jejim ukonceni)
udrZovat povinné pojisténi odpovédnosti v souladu
se zakonem ¢.372/2011 Sb. o zdravotnich
sluzbach. Zdravotnické zatizeni musi na vyzadani
spole¢nosti Worldwide a/nebo Zadavatele ptedlozit
kopii potvrzeni 0 uzavieném pojisténi.

12.2. Zadavatel musi podle Platnych pravnich

predpist, zejména zakona ¢.378/2007 Sb.,
0 1é¢ivech, ve znéni pozdéjsich predpist, zajistit
apo dobu ucinnosti této Smlouvy udrZzovat
smlouvu 0 obecném  pojisténi  odpovédnosti
v rozsahu, ktery spliiuje povinnosti a zévazky
Zadavatele vyplyvajici z této Smlouvy. Spole¢nost
Worldwide musi jménem Zadavatele na vyZadani
poskytnout kopie potvrzeni 0 uzavieném pojisténi
a dokazat, Ze tyto pfisluSné smlouvy existuji.

13. Vylouéeni a zakaz ¢innosti

13.1. Hlavni zkouSejici potvrzuje, Ze podle jakychkoli

Platnych prévnich ptedpisii neni a nebyl vyloucen,
nebyla mu pozastavena ¢i zakdzana ¢innost, ani mu
nebyla omezena lékatska praxe, iCast na klinickych
hodnocenich nebo poskytovani sluzeb v souvislosti
s hodnocenim farmaceutického produktu.

13.2. Zdravotnické zafizeni a Hlavni zkousejici

potvrzuji, ze nevyuzili a nevyuzivaji sluzeb zadné
osoby, 0 niz je znamo, ze ji zadny kontrolni urad
opravnény dohledem nad provadénim Studie
(véetné Utadu pro kontrolu potravin alégiv
Spojenych statu americkych), jednajici v jakékoliv
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in any capacity in connection with the performance
of the Study.

13.3. Institution and Principal Investigator shall

immediately notify Sponsor or Worldwide, on
behalf of Sponsor if any Study Staff becomes
debarred or is the subject of a debarment
investigation or proceeding at any time during the
Study.

14. Financial Disclosure

14.1. Institution and Principal Investigator will ensure

that prior to their participation in the Study,
Principal Investigator and any sub-investigators
complete and return to Sponsor the financial
disclosure certification form provided by Sponsor.
Institution and Principal Investigator shall
promptly notify Sponsor of any required revision to
the financial disclosure certification during the term
of this Agreement and for one (1) year following
completion of the Study. Upon Sponsor’s written
request following the completion of the Study,
Institution and Principal Investigator will ensure
that Principal Investigator and sub-investigators
provide updated financial disclosure certification
forms to the Sponsor.

15. Anti-Bribery

15.1. Institution and Principal Investigator shall

comply with all applicable anti-corruption laws,
rules, regulations and decrees and fully cooperate
with all diligent efforts of Sponsor and Worldwide
inquiring into Principal Investigator’s operations in
order to satisfy Sponsor’s or Worldwide’s
obligations under the United States Foreign
Corrupt Practices Act, as amended, the UK Bribery
Act and any implementing legislation under the
OECD Convention Against Bribery of Foreign
Government Officials in International Business
Transactions, and any other similar laws applicable
in the jurisdiction where the Study is conducted. In
addition, regardless of legality, Institution and
Principal Investigator shall make no payment,
either directly or indirectly, to an official if such
payment is intended or could be seen, to influence
any decision to obtain or retain business, to gain an
improper advantage, or to induce such official or
other person to perform a function in violation of
any statute, rule, or regulation with respect to the

funkci v souvislosti s provadénim Studie, zakazal
¢innost.

13.3. Zdravotnické zatizeni a Hlavni zkousSejici musi

Zadavatele nebo spolecnost Worldwide jménem
Zadavatele neprodlené informovat, pokud je
nékterému ze ¢lend Personalu studie béhem Studie
zakazana Cinnost nebo se stane predmétem
vySetfovani nebo fizeni o zdkazu ¢innosti.

14. Zverejnéni financnich udaji

14.1. Zdravotnické zafizeni a Hlavni zkouSejici

zajisti, aby Hlavni  zkouSejici  a vSichni
spoluzkousejici pred svou ucasti na Studii vyplnili
azaslali  Zadavateli formulat  osvédceni
0 zvefejnéni  finan¢nich 1daji  poskytnutych
Zadavatelem. Zdravotnické zafizeni a Hlavni
zkousSejici neprodlen¢ Zadavateli oznami jakoukoli
nutnou revizi osvédceni o zvefejnéni financnich
udaji béhem platnosti této Smlouvy a po dobu
jednoho (1) roku po dokonceni Studie. Po
dokonceni Studie musi Zdravotnické zafizeni
a Hlavni zkouSejici na zaklad¢ pisemné Zzadosti
Zadavatele zajistit, aby mu Hlavni zkousSejici
a spoluzkousejici poskytli aktualizované formulaie
osvédceni o zvefejnéni finanénich udaji.

15. Boj proti uplatkaistvi

15.1. Zdravotnické zatizeni a Hlavni zkousejici budou

dodrzovat vSechny platné protikorupéni zékony,
pravidla, pfedpisy a vyhlasky a budou poskytovat
plnou  soucinnost Zadavateli  a spoleCnosti
Worldwide pii cinnostech provérovani aktivit
Hlavniho zkousSejiciho s cilem naplnit zavazky
Zadavatele a spolecnosti Worldwide dle zakona
Spojenych  statd  americkych o zahrani¢nich
korup¢nich praktikach, v platném znéni, zédkona
Spojeného kralovstvi o uplatkaistvi a dle vSech
provadécich predpist Umluvy OECD o boji proti
podplaceni  zahrani¢nich  vefejnych Cinitelt
v mezinarodnich obchodnich transakcich a vsech
dalsich podobnych zakonl platnych v pravnim
fadu, v ramci néhoz se Studie provadi. A dale, bez
ohledu na zédkonnost neprovedou Zdravotnicke
zatizeni a Hlavni zkousSejici zadnou platbu, pfimo
¢1 nepiimo, ufedni osob¢, pokud by takova platba
byla zamyslena nebo by mohla byt povazovéana za
platbu scilem ovlivnit jakékoliv rozhodnuti
ohledné ziskani nebo udrzeni obchodni Cinnosti,
ziskani nepatficné vyhody nebo s cilem vyvolat to,
aby dana ufedni osoba nebo jind osoba plnila
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subject matter of this Agreement or any other
aspect of the business of Sponsor or AstraZeneca.

15.2 Institution and Principal Investigator agree
that any breach of any anti-bribery or anti-
corruption laws will be reported to Sponsor
immediately. Institution and Principal Investigator
agree to make all relevant records and other
documentation relating to any breach of anti-
bribery or anti-corruption laws available for review
by Sponsor, AstraZeneca, and an independent third

party.

15.3. Institution and Principal Investigator shall not

solicit, request, pay or give, or agree to receive or
accept, either directly or indirectly, anything of
value, including any financial or other advantage,
that is intended to or designed in any way to induce
or reward the improper performance by Principal
Investigator or Study Staff of any function or
activity in connection with the Study.

15.4. Principal Investigator agrees not to accept or pay,

give, offer or promise to pay or give, directly or
indirectly, any money or anything of value to any
government official or employee inducing that
person to do or omit doing any act in violation of
his/her lawful duty, securing an improper
advantage, or influencing such official to use
his/her influence with the government to effect or
influence the decision of such government in order
to assist Sponsor or Worldwide in obtaining or
retaining business.

16. Financial Arrangements

16.1. Sponsor, through Worldwide, shall compensate

Institution and Principal Investigator for the
Services according to Exhibit A and Exhibit B of
this Agreement.

16.2. Institution and Principal Investigator will not be

compensated for any:

funkci, jez by byla vrozporu s jakymkoliv
zakonem, pravidlem nebo nafizenim, pokud jde o
predmét této Smlouvy nebo jakykoliv jiny aspekt
obchodni cinnosti Zadavatele nebo spolecnosti
AstraZeneca.

15.2 Zdravotnické zafizeni a Hlavni zkousSejici

souhlasi s tim, ze jakékoliv poruseni zakond proti
uplatkatstvi nebo protikorupcnich zékonti bude
ihned nahldSeno Zadavateli. Zdravotnické zafizeni
a Hlavni zkouSejici souhlasi stim, ze budou
pofizovat veskeré relevantni zdznamy a jinou
dokumentaci ohledné poruSeni zakoni proti
uplatkafstvi nebo protikorupénich zakont, ktera
bude kdispozici k posouzeni Zadavatelem,
spoleCnosti AstraZeneca a nezavislou treti stranou.

15.3. Zdravotnické zatizeni a Hlavni zkouSejici se

zavazuji, ze nebudou zadat, pozadovat, platit ani
pfijimat, vyZadovat ani souhlasit s tim, ze obdrZzi
nebo pfijmou, pifimo ¢i nepfimo, cokoli
hodnotné¢ho vcetné jakékoli financni ¢i jiné
vyhody, jejimz cilem nebo ucelem je jakymkoli
zpuisobem podnitit ¢i odménit nespravné jedndni
Hlavniho zkousSejiciho nebo Persondlu studie
v jakékoli pozici nebo pii jakékoli cCinnosti
souvisejici se Studii.

15.4. Hlavni zkousejici se dale zavazuje, Ze nepfijme

ani nezaplati, nevénuje, nenabidne ani nepfislibi, ze
by zaplatil nebo vénoval, pfimo ¢i nepiimo, Zadné
penize ani nic hodnotného Zadnému vladnimu
ufednikovi ¢i zaméstnanci scilem pfimét jej
k tomu, aby podnikl nebo nepodnikl cokoli, ¢im by
poruSil svou zakonnou povinnost, zajistil
nepfiméfenou vyhodu nebo pifimél takového
ufednika, aby svym vlivem ve vladé rozhodl nebo
ovlivnil rozhodnuti této vlady, atak pomohl
Zadavateli nebo spole¢nosti Worldwide ziskat nebo
udrzet zakazku.

16. Finan¢ni ujednani

16.1. Zadavatel

prostfednictvim  spolecnosti
Worldwide finan¢né nahradi Zdravotnické zafizeni
a Hlavniho zkouSejiciho za Sluzby poskytnuté na
zaklad¢ Ptilohy A a Ptilohy B této Smlouvy.

16.2. Zdravotnické zafizeni a Hlavni zkousejici

nedostanou finan¢ni nahradu za;
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16.2.1. Study Subjects who are enrolled without a
properly executed informed consent form in
accordance with this Agreement,

16.2.2. Services performed that are violations of or
deviations from the Protocol or resulting in
a breach of this Agreement, except for
deviations as described in Section 1.8.(a).

16.3. The Budget in Exhibit C may be modified by

mutual written agreement of the Parties, and
shall constitute full payment for the Study, and
neither Sponsor nor Worldwide shall have any
further payment obligations under this
Agreement.

16.4. The Parties acknowledge that Worldwide is the

payment agent for the Sponsor under this
Agreement and payments depend on Worldwide
receiving necessary funds from the Sponsor to
make the payments contemplated in this
Agreement. Sponsor shall be liable for all
payments made under this Agreement and
Worldwide shall not be liable in the event
adequate funds are not made available by the
Sponsor.

17. Term and Termination

17.1. The term of this Agreement shall begin on the

Effective Date and shall, unless sooner
terminated as provided below, continue until
completion of the Study at all sites.

17.2. Sponsor may terminate this Agreement:

17.2.1. with or without cause, upon thirty (30)
days prior written notice to Institution and
Principal Investigator; or

17.2.2. immediately for any of the following
reasons:

a) authorization and approval to conduct
the Study is withdrawn by the relevant
regulatory authority;

b) the Study Data support termination of
the Study for any reason, including the
safety and welfare of Study Subjects;

16.2.1. Subjekty studie, které jsou zapsany bez
radné vyplnéného formulare
informované¢ho souhlasu vyzadovaného
touto Smlouvou,

16.2.2. poskytované Sluzby, které¢ porusSuji
Protokol nebo se od né& odchyluji, nebo
maji za nasledek poruseni této Smlouvy
(krom¢ odchylek popsanych v ¢lanku
1.8.(a).

16.3. Rozpocet uvedeny v Piiloze C mize byt upraven

po vzajemné pisemné dohodé dotCenych Stran
a predstavuje plnou platbu za Studii. Zadavatel
ani spole¢nost Worldwide pak Vv souvislosti
Stouto Smlouvou nebudou mit zadné dalsi
platebni zavazky.

16.4. Strany berou na védomi, Ze spoleCnost

Worldwide je dle této Smlouvy zastupcem pro
platby jménem Zadavatele a platby se odviji od
skutecnosti, zda spolecnost Worldwide od
Zadavatele obdrzi potfebné prostiedky, aby
mohla uhradit platby zamyslené v této Smlouvé.

Zadavatel odpovida za veSkeré platby
proveden¢ na zdkladé¢ této  Smlouvy
aspoleCnost Worldwide nenese zadnou

odpovédnost v piipadé, Ze Zadavatel neda
k dispozici dostatecné prostiedky.

17. Doba trvani a ukonéeni

17.1. Doba platnosti této Smlouvy zafina Datem

ucinnosti a pokud nebude ukoncena dtive, jak je
uvedeno nize, bude pokracovat az do dokonceni
Studie ve vsech centrech.

17.2. Zadavatel muze tuto Smlouvu ukondit:

17.2.1. s udanim davodu nebo bez, pisemnym
oznamenim tficet (30) dntt pfedem
Zdravotnickému zatizeni a Hlavnimu
zkousejicimu; nebo

17.2.2. okamzit¢ z nékterého z nasledujicich
divoda:

a) piislusny kontrolni ufad odejme
opravnéni  aschvaleni Kk provadéni
Studie;

b) ukonCeni Studie z jakéhokoli divodu
napomahaji Udaje ze studie, vcetné
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Principal Investigator becomes
unavailable to conduct the Study and a

mutually  acceptable  replacement
principal  investigator cannot be
identified;

d) Institution or Principal Investigator
materially breaches the terms of this
Agreement and Institution and Principal
Investigator have failed to cure the
material breach, at their own expense,
within thirty (30) days of receipt of

written notice specifying such breach;

Institution, Principal Investigator or any
Study Staff becomes debarred or
disqualified; or

f) Principal Investigator has failed to
recruit or enrol a sufficient number of
subjects for participation in the Study to
make it likely that the statistical

requirements applicable to the Study

will be met.
17.3. Institution and Principal Investigator may
terminate this Agreement immediately:
17.3.1 if Sponsor materially breaches the

17.3.2.

17.4

17.5.

terms of this Agreement and failed to cure the
material breach within thirty (30) days of receipt
of written notice specifying such breach; or

upon written notice to Sponsor for
Study Subject health and safety reasons (i.e. to
mitigate an imminent safety risk to Study
Subjects).

. Immediately upon receipt of a notice of

termination,  Institution and  Principal
Investigator shall cease entering subjects into
the Study, cease administering Study Drug and
conducting procedures on Study Subjects to the
extent medically permissible, and refrain from
incurring additional costs and expenses.

In the event of early termination of the Study at
Institution, Institution shall cooperate if
Sponsor’s request to transfer Study Subjects and

17.3

17.3.1

17.3.2.

17.4

17.5

. Zdravotnické zafizeni

kvali
studie;

bezpecnosti a blahu Subjekt

Hlavni  zkouSejici  piestane byt
k dispozici pro provedeni Studie a nelze
jako nahradu urcit Hlavniho
zkousejiciho, ktery by byl ptijatelny pro
ob¢ Strany;

d) Zdravotnické zafizeni nebo Hlavni
zkousejici zasadnim zptisobem porusuji
podminky této Smlouvy a Zdravotnické
zafizeni a Hlavni zkouSejici nenapravili
toto zasadni poruseni na vlastni naklady
do triceti (30)dntt od doruceni

pisemného ozndmeni o daném poruseni;

Zdravotnickému zarizeni, Hlavnimu
zkousejicimu nebo jakémukoli ¢lenovi
Personalu studie je pozastavena nebo
zakazana ¢innost; nebo

Hlavni zkousejici nedokazal pti naboru
pfijmout nebo zaregistrovat dostatecny
pocet subjektti pro ucast ve Studii, aby
bylo pravdépodobné, ze budou splnény
statistické pozadavky platné pro Studii.

a Hlavni zkouSejici
mohou tuto Smlouvu okamzité ukoncit:

pokud Zadavatel zdsadnim zpisobem
porusi podminky této Smlouvy a nenapravi toto
zasadni poruseni do tficeti (30) dnli od doruceni
pisemného ozndmeni o daném poruseni; nebo

zaklad¢ pisemného oznameni
Zadavateli ze zdravotnich a bezpe¢nostnich
divodi  Subjektd studie (tj. k odvréceni
bezprostiedniho  bezpecnostniho rizika pro
Subjekty studie).

na

. Okamzit¢ po obdrzeni ozndmeni o ukonceni

Smlouvy Zdravotnické zafizeni a Hlavni
zkousejici ukonéi zatazovani subjektti do studie,
ukon¢i podavani Hodnoceného piipravku a
provadéni  postuptt U Subjektd  studie
avpfiméfeném rozsahu se zdrzi aktivit
vedoucich ke vzniku dalSich naklada a vydaji.

V piipadé piedCasného ukonceni Studie ve
Zdravotnickém zafizeni bude Zdravotnické
zafizeni spolupracovat, pokud si Zadavatel
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17.6.

Medical Records to another site and to
discontinue the Study in a manner consistent
with the best interest of the Study Subjects and
in a manner that maintains data integrity.

Upon completion of the Study or Study
termination,  Institution and  Principal
Investigator shall:

17.6.1 prepare and forward an acceptable
Principal Investigator’s final report containing
all relevant information for the Study as
described in the Protocol, including all Study
Data; and

17.6.2. in accordance with the Protocol,
complete and provide case report forms for
randomized Study Subjects to Sponsor; and

17.6.3 within thirty (30) days, return or destroy
all unused Investigational Product, Study
supplies, Confidential Information and all
related Study materials furnished to Institution
and Principal Investigator by Sponsor or its
designee including Worldwide.

17.6.4 Upon expiration or early termination of
this Agreement (except in the case of
termination of this Agreement as a result of an
uncured breach of this Agreement by Institution
or Principal Investigator) Sponsor shall, upon
receipt of invoices and other supporting
documentation, pay to Institution all costs
incurred and falling due for payment up to the
date of termination and all non-cancellable costs
committed before receipt of notice of
termination, provided that such commitments
are reasonable and necessarily incurred by
Institution for the performance of the Study
prior to the date of termination and agreed with
Sponsor.

18. General Provisions

18.1.

This Agreement and its Exhibits contain the
entire understanding between the Parties and
unless otherwise stated in this Agreement, can
only be modified by written agreement of the
Parties. Titles and headings are inserted in this

17.6.

vyzadd  pfevedeni  Subjekti  studie a
Zdravotnické dokumentace do jiného centra a
ukonceni Studie zpisobem, ktery bude
v souladu s nejlepsim zajmem Subjektd studie,
a zpusobem, ktery povede k zachovani
neporusenosti dat.

Po dokonceni nebo ukonceni Studie musi
Zdravotnické zatfizeni a Hlavni zkousejici:

17.6.1 pfipravit a predat ptijatelnou
zéaveérecnou zpravu Hlavniho zkousejiciho
obsahujici vSechny dulezité informace o Studii,
jak je popsano v Protokolu, véetné vSech Dat ze
studie; a

17.6.2 vsouladu s Protokolem dokoncit a
poskytnout Zadavateli z4dznamy subjekt
hodnoceni randomizovanych Subjektd studie; a

17.6.3 do tficeti (30) dnu vratit nebo znidit
veskery nepouzity Hodnoceny pfipravek,

spotfebni material ke Studii, , Divérné
informace a veskeré materialy souvisejici se
Studii, které  Zdravotnickému  zafizeni

a Hlavnimu zkousSejicimu poskytl Zadavatel
nebo jim povéfena osoba, véetné spole¢nosti
Worldwide.

17.6.4 Po vyprseni platnosti nebo predéasném
ukonceni této Smlouvy (kromé pfipadu, kdy
bude ukonceni této Smlouvy vysledkem jejiho
nenapraven¢ho  poruSeni  Zdravotnickym
zafizenim nebo  Hlavnim  zkouSejicim)
Zadavatel po obdrZeni faktur a jiné podptlrné
dokumentace uhradi Zdravotnickému zafizeni
veskeré naklady vzniklé a splatné k datu
ukonceni a veSkeré nezruSitelné ndklady,
K jejichz  zaplaceni vznikl zavazek pted
obdrzenim oznameni o wukonCeni, za
pfedpokladu, ze dané zavazky Zdravotnickému
zafizeni pfiméfené a nezbytné¢ vznikly
v souvislosti s provadénim Studie pied datem
ukonceni a Zadavatel s nimi souhlasil.

18. Obecna ustanoveni

18.1.

Tato Smlouva ajeji Prilohy obsahuji uplné
ujednani mezi Stranami a neni-li v této Smlouvé
stanoveno jinak, lze ji ménit pouze na zakladé
pisemné dohody obou Stran. Nazvy a nadpisy
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Agreement for reference purposes only and
must not be used to interpret the Agreement.

18.2. With the exception of legal notices, all notices

under this Agreement shall be in writing, signed
by the relevant Party, and delivered personally
by courier, recorded delivery posts or e-mail, in
each case with written confirmation of delivery
or receipt. Legal notices under this Agreement
shall be in writing, signed by the relevant Party,
and delivered personally by courier or by
recorded delivery posts with confirmation of
delivery or receipt in writing. Notices shall be
addressed as follows:

jsou vloZeny v této Smlouve pouze pro referenci
a nesmi byt pouzity k vykladu znéni Smlouvy.

18.2. S vyjimkou préavnich oznameni musi byt veskera

oznédmeni v souladu s touto Smlouvou pisemna,
podepsana piislusSnou Stranou a dorucena
osobn¢ kuryrem, postovni zasilkou doporucené
nebo e-mailem, vkazdém piipadé vzdy
s pisemnym  potvrzenim 0 doru¢eni nebo
pfevzeti. Pravni oznameni musi byt v souladu
stouto  Smlouvou pisemna, podepsana
prislusnou Stranou a doru¢ena osobn¢ kuryrem,
poStovni  zasilkou doporucené s pisemnym
potvrzenim o doruceni nebo pievzeti. Oznameni

budou zasilana na nasledujici adresy:

To Sponsor: /
Zadavateli:

Name and Address:
/ Jméno a adresa:

TIMI Study Group

350 Longwood Avenue, 1st Floor
Boston, MA 02115

Attn: Director of Operations, TIMI Study
Group

with a copy to:

Mass General Brigham Incorporated
Clinical Trials Office

399 Revolution Drive, Suite 760
Somerville, MA 02145

E-mail: / e-mail:

With a copy to:

With a copy to
Worldwide:  /
S kopii
spolec¢nosti
Worldwide:

Name and Address:
/ Jméno a adresa:

As written in preamble of this Agreement / Jak je
uvedeno v preambuli této Smlouvy

e-mail: / E-mail:

To Institution: /
Zdravotnickému
zarizent:

Name and Address:
/ Jméno a adresa:

As written in preamble of this Agreement / Jak
je uvedeno v preambuli této Smlouvy

e-mail: / E-mail:

To Principal
Investigator:  /

Name and Address:
/ Jméno a adresa:

As written in preamble of this Agreement / Jak
je uvedeno v preambuli této Smlouvy
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Hlavnimu
zkousejicimu:

e-mail: / E-mail:

18.3. Any Party may change its address or e-mail by

giving the other Party written notice, delivered in
accordance with this provision.

18.4 Institution (to the extent that such representations

(@)

(b)

(©)

(d)

and warranties relate to Institution and Study
Staff employed by Institution) and Principal
Investigator (to the extent that such
representations and warranties relate to Principal
Investigator and Study Staff employed by
Principal Investigator) each warrant and agree
that:

it/he/she/they has all necessary authorization(s) to
enter into this Agreement and that the terms of
this Agreement are not inconsistent with other

contractual arrangements or its institutional
policies;
Principal Investigator and other Study Staff

involved in the Study have all training, licenses,
approvals, certifications, facilities, equipment
and information necessary to safely and properly
conduct the Study and will maintain the same
throughout the term of this Agreement;

during the term of this Agreement, Institution and
Principal Investigator will not become subject to
any provision or obligation that would conflict or
compromise AstraZeneca’s proprietary rights to
the Study Drug, Sponsor’s or AstraZeneca’s
Confidential Information or Intellectual Property
(all as defined above) or prevent the acceptance
of the resulting Study Data by European
Medicines Agency or any other regulatory
authority;

if during the term of the Agreement or within two
(2) years of the termination of the Agreement,
Principal Investigator is a member of a committee
that sets formularies or develops clinical
guidelines, he/she will disclose to such committee
the existence and nature of the Agreement and

18.3. Kterdkoli ze Stran mtze zmeénit svou adresu

nebo e-mail na zaklad¢ pisemného oznameni
druhé Strané, které bude doruceno v souladu
s timto ustanovenim.

18.4 Zdravotnické zatizeni (v rozsahu, v jakém se

(@)

(b)

(©)

(d)

dand prohlaseni a =zaruky vztahuji ke
Zdravotnickému zafizeni a Persondlu studie
zaméstnanému  Zdravotnickym  zafizenim) a
Hlavni zkousSejici (v rozsahu, v jakém se dana
prohlaseni a zaruky vztahuji k Hlavnimu
zkousejicimu a Persondlu studie zaméstnanému
Hlavnim  zkouSejicim), kazdy samostatng,
zaru€uji a zavazuji se k nasledujicimu:

méa/maji veskera nezbytna opravnéni k uzavieni
této Smlouvy a podminky této Smlouvy nejsou
v rozporu s jinymi smluvnimi ujednénimi nebo
jeho institucionalnimi zasadami;

Hlavni zkouSejici a ostatni Personal studie
podilejici se na Studii maji veskera skoleni,
licence, souhlasy, certifikace, zafizeni, vybaveni
a informace nezbytné k provadéni Studie a budou
je udrzovat po celou dobu platnosti této Smlouvy;

béhem platnosti této Smlouvy se Zdravotnické
zafizeni a Hlavni zkouSejici nestanou subjektem
zadného ustanoveni nebo zavazku, ktery by byl
Vv rozporu nebo ohroZzoval proprietdrni prava

spolecnosti  AstraZeneca na  Hodnoceny
pfipravek, Divérné informace Zadavatele nebo
spoleCnosti ~ AstraZeneca  nebo  DuSevni

vlastnictvi (v8e vsouladu svyse uvedenymi
definicemi) nebo branil pfijeti vyslednych Dat ze
studie Evropskou Iékovou agenturou nebo jinym
kontrolnim ufadem,;

pokud se béhem platnosti této Smlouvy nebo do
dvou (2) let od jejiho ukonceni Hlavni zkousejici
stane ¢lenem vyboru, ktery stanovi predpisy nebo
vypracovava klinické pokyny, bude dany vybor
informovat o existenci a charakteru této Smlouvy
a bude se fidit postupy stanovenymi vyborem.
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(€)

will follow the procedures set forth by the
committee. Principal Investigator further agrees
to fully comply with all applicable disclosure
obligations relating to Principal Investigator’s
relationship with Sponsor and AstraZeneca that
may be externally imposed on Principal
Investigator based on the requirements of any
institution, medical committee or other medical or
scientific organization with which Principal
Investigator is affiliated; and

none of Institution, Principal Investigator, or
Study Staff is restricted or prohibited by any
ethics or other law or regulation from entering
into or otherwise receiving any benefit under this.

18.5. The Parties agree that Sponsor may hire

subcontractors to perform certain Study activities
with the intent of improving the performance of
the Study. Institution and Principal Investigator
shall cooperate with Sponsor subcontractors and
assist in the performance of the Study activities in
fulfilment of its obligations under the Agreement
and at no additional compensation. Sponsor shall
require that all subcontractors comply with all
Applicable Laws in the performance of their
obligations. Institution and Principal Investigator
shall not engage any subcontractor to fulfil any of
their obligations in this Agreement without
obtaining prior written consent from Sponsor. If
Sponsor approves the engagement of a
subcontractor,  Institution and  Principal
Investigator shall remain solely responsible for
the qualification, contracting and oversight of the
activities performed by their subcontractor(s),
and the use of a subcontractor shall not relieve
Institution and Principal Investigator of their
obligations. Institution and Principal Investigator
shall be solely responsible for all financial
responsibilities related to such subcontractor(s),

including  withholdings, liabilities  and
contributions in  respect of any such
subcontractor(s).

18.6. Institution and Principal Investigator agree to co-

operate in good faith and to provide any necessary
information or instruction to vendor(s) appointed
by the Sponsor or Worldwide on behalf of

(€)

Hlavni zkousSejici dale souhlasi stim, Ze bude
V plné mife dodrzovat veskeré platné povinnosti
zpiistupnovani informaci, tykajici se jeho vztahu
se Zadavatelem a spoleCnosti AstraZeneca, které
mu mohou byt externé ulozeny na zakladé
pozadavkt jakékoliv instituce, 1¢katrského vyboru
nebo jiné 1ékarské €1 védecké organizace, k niz je
Hlavni zkousSejici pfidruzen; a dale

pro Zdravotnické zatizeni, Hlavniho zkousejiciho
ani Personal studie neplati zadné omezeni ani jim
neni podle zddného zékona upravujiciho etické
aspekty ¢i jiného zékona nebo predpisu zakazano
do vyse uvedeného vstoupit ¢i jinak v souvislosti
s vyse uvedenym ziskat jakykoliv prospéch.

18.5. Strany souhlasi stim, ze Zadavatel muze

najmout subdodavatele Kk provadéni urcitych
¢innosti Studie se zamérem zlepSeni provadéni
Studie. Zdravotnické zatizeni a Hlavni zkousejici
budou se subdodavateli Zadavatele spolupracovat
a pomahat pii provadeni Cinnosti Studie a plnéni
jeho povinnosti podle této Smlouvy bez naroku na
dal$i odménu. Zadavatel bude pozadovat, aby
vSichni subdodavatelé pfi plnéni svych povinnosti
dodrzovali veskeré Platné pravni predpisy.
Zdravotnickeé zatizeni a Hlavni zkouSejici do
plnéni svych zavazkl vyplyvajicich z této
Smlouvy nesmi zapojovat zddného subdodavatele
bez  ptfedchoziho pisemného souhlasu
Zadavatele.. Pokud Zadavatel schvali zapojeni
subdodavatele, zlstavaji Zdravotnické zafizeni
a Hlavni zkouSejici nadale vylu¢né odpovédni za
kvalifikaci, uzavirani smluv adohled nad
¢innostmi provadénymi jejich subdodavatelem
(subdodavateli) a vyuziti subdodavatele
nezbavuje Zdravotnické zafizeni a Hlavniho
zkousejictho  jejich zavazkli. Zdravotnické
zafizeni a Hlavni zkouSejici nesou vylu¢nou
odpovédnost za finan¢ni zavazky vici takovym
subdodavatelim, vcetné srazek, zavazki nebo

prispévku v souvislosti s takovymi
subdodavateli.

18.6. Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi s tim, Ze budou spolupracovat v dobré
vite abudou dodavatelim  jmenovanym
Zadavatelem nebo spolecnosti Worldwide

poskytovat veSkeré nezbytné informace nebo

TIMI-Protocol D1690C00078- v OFinal-Master Template-27Jul2022-from-Worldwide- Trprt-CTA-1.2-13Apr2021
804 _XXXXXXXXXXXXXXX_Tripartite CTA_Final 05-Oct-2023

Page 39 of 53



Sponsor for the performance of any specific
Study related services.

18.7. Institution and Principal Investigator are

independent contractors, and are not employees,
agents, or partners of Sponsor or Worldwide.

18.8. Sponsor may assign this Agreement upon written

notice to Institution and Principal Investigator.
This Agreement may not be assigned or
transferred by Institution or Principal Investigator
without the prior written consent of Sponsor,
unless such assignment is due to an acquisition or
if the Agreement is assigned to Institution’s
parent company, in which case, Institution must
provide written notice to Sponsor.

18.9. Either Party’s failure to require the other Party to

comply with any provision of this Agreement
shall not be deemed a waiver of such provision or
any other provision of this Agreement.

18.10. If any provision of this Agreement is held

invalid or unenforceable by a court of competent
jurisdiction, the rest of the Agreement will remain
in full effect.

18.11. The terms of this Agreement that contain

obligations or rights that extend beyond
expiration or termination of this Agreement
(including, but not limited to, rights with respect
to subject injury, publication, intellectual
property, use of name, confidentiality, choice of
law, insurance, and privacy) shall survive
termination or completion of this Agreement,
even if not expressly stated herein.

or shall be in default of its/his/her obligations in
this Agreement if such default is the result of war,
hostilities, terrorist activity, revolution, civil
commotion, strike, pandemic, epidemic, accident,
fire, wind, flood or because of any act of God or
other cause beyond the reasonable control of the
Party affected. (“Force Majeure Event”). In the
event of a Party being so delayed or prevented
from performing its obligations, such Party shall:
(i) give notice in writing of such delay or

pokyny Kk provadéni jakychkoli konkrétnich
sluzeb souvisejicich se Studii.

18.7. Zdravotnické zatizeni a Hlavni zkousSejici jsou

samostatné smluvni strany anemaji pozici
zamestnancl, zastupcil nebo partneri Zadavatele
nebo spolecnosti Worldwide.

18.8. Zadavatel muze tuto Smlouvu postoupit na

zaklad¢ pisemného oznameni Zdravotnickému
zafizeni a Hlavnimu zkousejicimu. Zdravotnické
zatizeni nebo Hlavni zkouSejici nemulze tuto
Smlouvu postoupit nebo prevést bez predchoziho
pisemného souhlasu Zadavatele, s vyjimkou
piipadu, kdy by takové postoupeni bylo
vysledkem akvizice, nebo by byla Smlouva
postoupena matetské spolecnosti Zdravotnického
zafizeni. Zdravotnické zafizeni musi v takovém
piipadé tuto skuteCnost pisemné¢ oznamit
Zadavateli.

18.9. Pokud né&ktera ze Stran nebude pozadovat, aby

druhd Strana dodrzela nékteré ustanoveni této
Smlouvy, nebude to povaZzovano za zieknuti se
tohoto ustanoveni ani zadného jiného ustanoveni
této Smlouvy.

18.10.Pokud je né&které ustanoveni této Smlouvy

povazovano za neplatné nebo nevymahatelné
soudem pfiislusné jurisdikce, zlstane zbyvajici
¢ast Smlouvy platna v plném rozsahu.

18.11. Podminky této Smlouvy, které obsahuji

zavazky nebo prava presahujici vyprSeni platnosti
nebo ukonceni této Smlouvy (mimo jiné vcetné
prav tykajicich se Uymy na zdravi subjektd,
publikovani, duSevniho vlastnictvi, pouzivani
nazvu, davérnosti, volby pravnich piedpist,
pojisténi a ochrany osobnich Udajl), ziistanou
v platnosti i po ukonceni této Smlouvy, i kdyz to
V ni neni vyslovné uvedeno.

18.12. Neither Party shall be liable to the other Party 18.12. Zadna ze Stran nebude odpovédna vi¢i druhé

Strané, ani nebude povaZovano za neplnéni
zavazku vyplyvajicich z této Smlouvy, pokud se
jednd o neplnéni v dasledku valky, neptatelské
akce, teroristické Cinnosti, pfevratu, obCanskych
nepokojt, stavky, pandemie, epidemie, nehody,
pozaru, vichfice, povodni nebo kviili jakémukoli
zasahu vyss$i moci nebo zjiného divodu nad
ramec piiméfené kontroly dotéené Strany (dale
jen ,.Zasah vys$§i moci®). V piipad¢, Ze se nekterd
Strana dostane takto do prodleni nebo ji bude
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prevention to the other party as soon as
reasonably possible, stating the commencement
date and extent of such delay or prevention, the
cause of such delay or prevention and its
estimated duration; (ii) use commercially
reasonable efforts to mitigate the effects of such
delay or prevention upon the performance of its
obligations under this Agreement; and (iii)
resume performance of its obligations as soon as
reasonably possible after the removal of the cause
of the delay or prevention. If a Party is prevented
from performing its obligations by a Force
Majeure Event for more than eight (8)
consecutive weeks any Party may terminate this
Agreement immediately upon written notice to
the other Party(ies).

18.13. This Agreement, and any subsequent
amendment(s), may be executed in counterparts
and the counterparts, together, shall constitute a
single agreement.

18.14. This Agreement shall be governed by the laws
of the Czech Republic.

18.15. This Agreement may be executed in two
languages. In case of discrepancies between the
Czech version and the English version of this
Agreement, the Czech version shall prevail.

18.16. The Parties agree that they will try to resolve
any disputes arising out of or in connection with
this Agreement out of court prior to resorting to
any legal action. If the Parties are unable to
resolve the dispute amicably within sixty (60)
days from the date the complaining Party gave
written notice of such dispute to the other Party,
the dispute may be brought before a court having
jurisdiction over the dispute. General courts of the
Czech Republic are competent to resolve
disputes.

zabranéno v plnéni jejich povinnosti, tato Strana:
(1) danou skutecnost prodleni nebo znemoznéni
plnéni pisemné oznami druhé Strané, a to co
nejdiive, jak to bude pfiméfené mozné,
suvedenim data zacitku a rozsahu takového
prodleni nebo znemoznéni plnéni, jeho pficiny a
odhadovaného trvani; (ii) vynalozi obchodné
pfimétené Usili ke zmirnéni GCinkl takového
prodleni nebo znemoznéni plnéni jejich
povinnosti podle této Smlouvy; a (iii) opét zahd;ji
plnéni svych povinnosti, jakmile to bude
pfiméfené mozné po odstranéni pfic¢iny prodleni
nebo znemoznéni plnéni. Pokud bude nckteré
Stran¢ zabranéno V plnéni jejich povinnosti
v disledku Zasahu vyssi moci déle nez osm (8)
po sobé jdoucich tydnd, mize kterdkoliv Strana
tuto Smlouvu ukondit s okamzitou platnosti na
zakladé pisemného ozndmeni druhé Strané
(Stranam).

18.13. Tato Smlouva a jakékoli nasledné dodatky
mohou byt sepsany ve vice vyhotovenich, které
spole¢né tvofi jednu dohodu.

18.14. Tato smlouva se Fidi pravnim fadem Ceské
republiky.

18.15. Tato Smlouva mlze byt vyhotovena
dvojjazy¢né. V piipadé¢ rozporti mezi ceskou
verzi a anglickou verzi této Smlouvy bude mit
prednost ¢eska verze.

18.16. Ob¢ Strany souhlasi, Ze se v ptipadé sporu
vzniklého ze Smlouvy nebo v jeji souvislosti
pokusi vyfeSit vSechny spory mimosoudné jesté
pted piistoupenim k soudni Zalobé. Pokud Strany
nejsou schopny spor vyfesit smirem do Sedesati
(60) dni ode dne, kdy stézovatelska Strana
podala pisemné oznameni o tomto sporu druhé
Strané, mize byt spor piedloZzen soudu
pfislusSnému k feSeni daného sporu. Pfislusné
kfeSeni sporti jsou obecné soudy Ceské
republiky.

[SIGNATURES TO FOLLOW] / [NASLEDUJI PODPISY]
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SPONSOR by its authorized signatory WORLDWIDE / ZADAVATEL
V zastoupeni opravnénym zmocneéncem, spolecnosti WORLDWIDE

Name
Surname /
Jméno
Pi{jmeni

Title /
Pozice

Date /

Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis

Authorized signatory of WORLDWIDE / opravnény zmocnénec spole¢nosti
WORLDWIDE

Name
Surname /
Jméno
Piijmeni

Title /
Pozice

Date /
Datum

DD-MMM-YYYY /
DD-MMM-RRRR

~

Signature
Podpis
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INSTITUTION (authorized signatory) / ZDRAVOTNICKE ZARIZENI
(opravnény zmocnénec)

Name
Surname /
Jméno
Pt{jmeni
Title /
Pozice

Date /

Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis

PRINCIPAL INVESTIGATOR / HLAVNI ZKOUSEJICI

Name
Surname /
Jméno
Ptijmeni
Title /
Pozice

Date /
Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis

LIST OF EXHIBITS SEZNAM PRILOH

Exhibit A: Payment Schedule Piiloha A: Harmonogram plateb
Exhibit B: Budget Piiloha B: Rozpocet

Exhibit C: Data Processing Addendum Priloha C: Dodatek o zpracovani osobnich udaji
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EXHIBIT A/PRILOHA A
PAYMENT SCHEDULE / HARMONOGRAM PLATEB
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EXHIBIT B/ PRILOHA B
BUDGET- PER SUBJECT FOR INSTITUTION / ROZPOCET: ZA SUBJEKT PRO ZDRAVOTNICKE ZARIZENI
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BUDGET- INVOICEABLE ITEM FOR INSTITUTION /R,OZPS),CET:,FAKTUROVATELNE
POLOZKY PRO ZDRAVOTNICKE ZARIZENI
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BUDGET- PER SUBJECT FOR PRINCIPAL INVESTIGATOR / ROZPOCET: ZA SUBJEKT PRO HLAVNIHO ZKOUSEJICiHO
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BUDGET- INVOICEABLE ITEM FOR PRINCIPAL INVESTIGATOR / ROZPOCET:
FAKTUROVATELNE POLOZKY PRO HLAVNIHO ZKOUSEJICIHO
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EXHIBIT C- DATA PROCESSING ADDENDUM / PRILOHA C - DODATEK O ZPRACOVANI

OSOBNICH UDAJU

1. Background.

a. Sponsor and Institution are parties to the
clinical trial agreement to which this Exhibit C
Data Processing Addendum is attached
(“Agreement”), pursuant to which Institution
provides certain services to Sponsor, namely the
conduct of the Study as described in the
Agreement (“Services”). This Data Processing
Addendum (the “Addendum”) is hereby attached
to, and incorporated into, the Agreement. Unless
otherwise defined in this Addendum or the
Agreement, all capitalized terms used in this
Addendum have the meanings set forth in the
GDPR (as defined below).

b. The Services involve the Processing of
Personal Data subject to Regulation (EU)
2016/679, known as the General Data Protection
Regulation (“GDPR”), on behalf of Sponsor,
specifically, the Processing of Personal Data of
Study Subjects that occurs for purposes of the
Study. Accordingly, Institution serves as a
Processor of Sponsor with respect to such
Processing and, pursuant to Article 28 of the
GDPR, the Agreement must include certain data
protection terms.

c. Institution hereby agrees that its Processing
of Personal Data of Study Subjects that occurs for
purposes of the Study will at all times comply
with the requirements set forth in this Addendum.
For clarity, Institution’s Processing of Personal
Data of Study Subjects for the purpose of medical
care that Study Subjects would receive regardless
of their participation in the Study is not subject to
this Addendum.

d. In the event the terms of this Addendum
conflict with any of the terms of the Agreement,
the terms of this Addendum will control.

. Definitions.
a. For the purpose of this Addendum, “Sponsor
Personal Data” is defined to include, without

1. Kontext.

a. Zadavatel a Zdravotnické =zafizeni jsou
stranami smlouvy o klinickém hodnoceni, ke
které je pfipojena tato priloha C Dodatek o
zpracovani osobnich udaji (dale jen
»dmlouva®), na jejimz zaklad¢ Zdravotnické
zatizeni poskytuje Zadavateli urcité sluzby, a
to provadéni Studie, jak je popsano ve
Smlouvé (déle jen "Sluzby"). Tento Dodatek
0 zpracovani osobnich udaji (dale jen
"Dodatek") je timto pfipojen a zaclenén do
Smlouvy. Pokud neni v tomto Dodatku nebo
ve Smlouvé definovano jinak, maji vSechny
pojmy s velkym pocatecnim pismenem
pouzité v tomto Dodatku vyznam stanoveny
v GDPR (jak je definovano nize).

b. Sluzby zahrnuji Zpracovani osobnich udaju,
na které se vztahuje natizeni (EU) 2016/679,
znamé jako Obecné nafizeni o ochrané
osobnich udaji (dale jen "GDPR"), jménem
Zadavatele, konkrétn¢ Zpracovani osobnich
udaji Subjekta studie, ke kterému dochazi pro
ucely Studie. Zdravotnické zafizeni v
souvislosti s timto Zpracovanim slouzi jako
Zpracovatel Zadavatele a podle c¢lanku 28
GDPR musi Smlouva obsahovat urcité
podminky ochrany osobnich udaja.

€. Zdravotnické zatfizeni se timto zavazuje, Ze jeho

Zpracovani osobnich udaji Subjektu studie, ke
kterému dochézi pro ucely Studie, bude vzdy v
souladu s pozadavky uvedenymi v tomto
Dodatku. Pro upfesnéni, tento Dodatek se
nevztahuje na Zpracovani osobnich tudaji
Subjektli studie Zdravotnickym zafizenim za
ucelem lékaiské péce, ktera by byla Subjektim
studie poskytnuta bez ohledu na jejich ucast ve
Studii.

.V ptipadé, Ze jsou podminky tohoto Dodatku v

rozporu s jakymikoli podminkami Smiouvy,
maji pfednost podminky tohoto Dodatku.

2. Definice.
a. Pro ucely tohoto Dodatku jsou "Osobni
udaje Zadavatele" definovany tak, Ze

TIMI-Protocol D1690C00078- v 0.2-Master Template-26Jul2022-from-Worldwide- Trprt-CTA-1.2-13Apr2021
804 _XXXXXXXXXXXXXXX_Tripartite CTA_Final 05-Oct-2023

Page 49 of 53




limitation, any information relating to an
identified or identifiable Study Subject that
Institution may Process for purposes of the Study
under the Agreement.

b. For the purpose of this Addendum,
“Permitted Institution Processing” is defined as
Services required under the Agreement.

. Permitted Processing. Institution will only
Process Sponsor Personal Data for the purposes of
Permitted Institution Processing or as otherwise
instructed by Sponsor, including with regard to
transfers of Sponsor Personal Data to a third
country or an international organization, except as
required to comply with an applicable legal
obligation. If Institution is required by law to
Process Sponsor Personal Data, Institution will
notify Sponsor of that legal requirement before
Processing, unless that law prohibits such
notification on important grounds of public
interest. Institutoin will immediately inform
Sponsor if, in its opinion, an instruction from
Sponsor infringes the GDPR or other European
Union member state data protection provisions.
For the avoidance of doubt, unless expressly
included in the definition of Permitted Institution
Processing or permitted by written instruction
from Sponsor, Institution will not disclose
Sponsor Personal Data to any other person or
entity.

. Authorized Access. Institution will ensure that
Institution’s owners, managers, employees,
agents, and/or other staff (“Institution Staff”’) who
are authorized to Process Sponsor Personal Data
have signed an appropriate confidentiality
agreement, are otherwise bound to a duty of
confidentiality, or are under an appropriate
statutory obligation of confidentiality.

zahrnuji bez omezeni veskeré udaje tykajici
se identifikovanych nebo
identifikovatelnych udaji Subjektu studie,
které Zdravotnické zatizeni mize pro ucely
Studie Zpracovavat na zakladé této
Smlouvy.

Pro ucely tohoto Dodatku se "Povolenym
Zpracovanim Zdravotnického zafizeni"
rozumi Sluzby vyzadované podle této
Smiouvy .

Povolené zpracovani. Zdravotnické zafizeni
bude Zpracovavat Osobni Udaje Zadavatele
pouze pro ucely povoleného Zpracovani
Zdravotnickym zafizenim nebo podle
jinych pokynt Zadavatele, v¢etné predavani
osobnich udaji Zadavatele do tieti zemé
nebo mezinarodni organizaci, s vyjimkou
pfipadi, kdy je to nutné pro splnéni
ptislusné pravni povinnosti. Pokud je
Zdravotnické zafizeni povinno Zpracovavat
Osobni Udaje Zadavatele ze zakona, oznami
Zadavateli tento zédkonny pozadavek pied
Zpracovanim, ledaze by tento zdkon takové
oznameni zakazoval z dulezitych divoda
vetejného z4jmu. Zdravotnické zafizeni
bude Zadavatele neprodlen¢ informovat,
pokud podle jeho ndzoru pokyn Zadavatele
porusuje GDPR nebo jiné piedpisy
¢lenskych stath Evropské unie o ochrané
osobnich udajii. Pro vylouceni pochybnosti
plati, Ze pokud to neni vyslovné zahrnuto v

definici Povoleného Zpracovani
Zdravotnickym zatizenim nebo povoleno
pisemnym pokynem Zadavatele,

Zdravotnické zafizeni nebude sdélovat
Osobni udaje Zadavatele zadné jiné osobé
nebo subjektu.

Oprévnény pftistup.Zdravotnické zatizeni
zajisti, aby majitelé, manazefi, zaméestnanci,
zastupci  a/nebo  dals§i  pracovnici
Zdravotnického  zafizeni  (dale  jen
"Pracovnici Zdravotnického zafizeni"),
ktefi jsou opravnéni Zpracovavat Osobni
udaje Zadavatele, podepsali pfislusnou
dohodu o ml€enlivosti, byli jinak vazani
povinnosti  mlcenlivosti  nebo  méli
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5. Technical and Organizational = Measures.

Institution certifies that it has implemented, and
will  maintain, appropriate technical and
organizational measures as required by Article 32
of the GDPR with respect to the security of
Sponsor Personal Data.

. Subprocessors. Institution will not engage another
Processor to Process Sponsor Personal Data
(“Subprocessor”’) without prior specific written
authorization of Sponsor. Where Institution is
permitted to and engages a Subprocessor for
carrying out specific Permitted Institution
Processing activities on behalf of Sponsor,
Institution will ensure that the same data
protection obligations as set out in the Ageement
and this Addendum are imposed on such
permitted Subprocessor, in particular providing
sufficient guarantees to implement appropriate
technical and organizational measures in such a
manner that the Processing will meet the
requirements of the GDPR. Where a Subprocessor
fails to fulfill its data protection obligations,
Institution will remain fully liable to Sponsor for
the performance of the Subprocessor’s
obligations.

. Assistance to Sponsor. Taking into account the
nature of Permitted Institution Processing,
Institution will assist Sponsor by appropriate
technical and organizational measures in the
fulfillment of Sponsor’s obligations to respond to
requests for exercising a Data Subject’s rights
under the GDPR, as provided more specifically in
Section 6 of the Agreement. As provided more
specifically in Section 6 of the Agreement,
Institution will also assist Sponsor in ensuring
compliance with Articles 32 to 36 of the GDPR
taking into account the nature of Permitted
Institution Processing and the information
available to Institution. If Institution receives a
request from a Data Subject to exercise his/her
rights with respect to Sponsor Personal Data,

piislusnou zakonnou povinnost

mlcéenlivosti.

Technickd a  organizacni  opatieni.
Zdravotnické zatizeni potvrzuje, ze zavedlo
a bude udrzovat vhodnad technickd a
organizani opatfeni podle clanku 32
GDPR, pokud jde o zabezpeceni Osobnich
udaju Zadavatele.

Diléi zpracovatelé. Zdravotnické zatfizeni
nezapoji do Zpracovani Osobnich udaji
Zadavatele jiného Zpracovatele (dale jen
"Dil¢i zpracovatel") bez piredchoziho
konkrétniho pisemného povéteni
Zadavatele. V pripad¢, ze Zdravotnické
zafizeni je opravnéno a najima Dil¢iho
zpracovatele pro provadéni konkrétnich
Povolenych Zpracovani Zdravotnickym
zafizenim jménem Zadavatele,
Zdravotnické zatfizeni zajisti, aby byly na
takového opravnéného Dil¢iho zpracovatele
uvaleny stejné povinnosti v oblasti ochrany
udaji, jaké jsou stanoveny ve Smlouvé a v
tomto  Dodatku, zejména  poskytne
dostatecné zaruky zavedeni vhodnych
technickych a organiza¢nich opatfeni tak,
aby zpracovani spliovalo pozadavky
GDPR. Pokud Dil¢i zpracovatel neplni své
povinnosti v oblasti ochrany osobnich
udaju, zlstava Zdravotnické zatfizeni plné
odpovédno Zadavateli za plnéni povinnosti
Dil¢iho zpracovatele.

Pomoc Zadavateli. S ohledem na povahu
Povoleného Zpracovani Zdravotnickym
zafizenim, Zdravotnické zafizeni bude
Zadavateli pomahat vhodnymi technickymi
a organizatnimi opatfenimi pii plnéni
povinnosti Zadavatele reagovat na zadosti o
vykon prav Subjektu udaji podle GDPR,
jak je podrobnéji stanoveno v ¢lanku 6
Smlouvy. Jak je podrobnégji stanoveno v
¢lanku 6 Smlouvy, Zdravotnické zafizeni
bude Zadavateli pomahat pii zajistovani
souladu s ¢lanky 32 az 36 GDPR s ohledem
na povahu Povoleného  Zpracovani
Zdravotnickym zafizenim a Gdaj, které ma
Zdravotnické zatizeni k dispozici. Pokud
Zdravotnické zafizeni obdrzi od Subjektu
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Institution will handle such request as provided
more specifically in Section 6 of the Agreement.

. Deletion or Destruction of Personal Data.
Institution will delete or destroy all Sponsor
Personal Data to Sponsor after the conclusion of
the Services relating to Permitted Institution
Processing in accordance with the provisions of
Section 6 of the Agreement.

. Audits and Inspections. Institution will make
available to Sponsor all information necessary to
demonstrate compliance with this Addendum and
the GDPR and will allow a representative of
Sponsor access to any relevant premises or
records owned or controlled by Institution upon
reasonable notice to inspect the technical and
organizational ~ measures,  programs, and
procedures adopted by Institution in performance
of and in compliance with this Addendum, the
Agreement and the GDPR.

Personal Data Breaches. Institution will
inform Sponsorn without undue delay if it
becomes aware of any Personal Data Breach
involving Sponsor Personal Data and will provide
Sponsor with all reasonable assistance in
investigating and mitigating the impact of any
such Personal Data Breach. Institution will also
carry out any required Study Subject notifications
of Personal Data Breaches to the extent provided
in Section 6 of this Agreement and will otherwise
provide all reasonable assistance to Sponsor in
relation to any obligations to provide adequate
notifications to the relevant European data
protection authorities and affected Data Subjects.

Liability. Any liabilities arising as a result of
Institution’s breach of its obligations hereunder

10.

11.

udaju zadost o vykon jeho prav v souvislosti
s Osobnimi Udaji Zadavatele, Zdravotnické
zafizeni vytidi takovou zadost, jak je
podrobnéji stanoveno v ¢lanku 6 Smlouvy.

Vymazani nebo znifeni osobnich tdaju.
Zdravotnické zatizeni po ukonceni sluzeb
tykajicich se Povoleného Zpracovani
Zdravotnickym zafizenim, smazZe nebo
zni¢i vSechny Osobni udaje Zadavatele v
souladu s ustanovenimi ¢lanku 6 Smlouvy.

Audity a inspekce. Zdravotnické zafizeni
zptistupni  Zadavateli  veSkeré udaje
nezbytné Kk prok&zani souladu s timto
Dodatkem a GDPR a umozni zastupci
Zadavateli na zakladé¢ odpovidajiciho
oznameni pfistup do vSech pfislusnych
prostor nebo zdznamu vlastnénych nebo
kontrolovanych Zdravotnickym zatizenim
za ucelem kontroly technickych a
organizac¢nich opatfeni, programi a postupt
ptijatych Zdravotnickym zafizenim pfi
plnéni a vsouladu stimto Dodatkem, s
touto Smlouvou a GDPR.

PorusSeni zabezpeceni osobnich tdajh.
Pokud se Zdravotnické zatfizeni dozvi o
jakémkoli poruseni zabezpeceni osobnich
udaji, které se tyka Osobnich udaji
Zadavatele, bude o tom Zadavatele bez
zbyte¢ného odkladu informovat a poskytne
Zadavateli veSkerou odpovidajici pomoc pfi
vySetfovani a zmirlovani dopadu takového
poruseni zabezpeCeni osobnich udaji.
Zdravotnické zafizeni rovnéz provede
veSkera pozadovand ozndmeni tykajici se
Subjektli studie o poruSeni ochrany
osobnich Udaji v rozsahu stanoveném v
clanku 6 této Smlouvy a jinak poskytne
Zadavateli veskerou odiivodnénou pomoc v
souvislosti s jakoukoli  povinnosti
poskytnout pfisluSna ozndmeni piisluSnym
evropskym orgdnim pro ochranu udaji a
dotéenym Subjektim udajt.

Odpovédnost za Skodu. VeSkeré zavazky
vzniklé v disledku poruSeni povinnosti

are expressly excluded from any limitation or Zdravotnického  zazizeni podle této
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exclusion of damages provisions set forth in the Smlouvy jsou vyslovné vylouCeny =z

Agreement. jakychkoli ustanoveni o omezeni nebo
vylouceni nahrady Skody uvedenych ve
Smlouv¢.

ACKNOWLEDGED AND AGREED TO BY / BERE NA VEDOMI A SOUHLASI:

Krajska zdravotni a.s.

Authorized Signature/:
Autorizovany podpis:

Printed Name/ Jméno
htlkovym pismem:

Title/ Funkce:

Email Address/ E-
mailova adresa:

Phone Number/
Telefonni &islo:

The Brigham and Women’s Hospital, Inc., a not-for-profit corporation by its
authorized signatory WORLDWIDE / za spole¢nost The Brigham and Women’s

Hospital, Inc., neziskovou organizaci jeji opravnény zmocnénec spole¢nost
WORLDWIDE

Authorized Signature/:
Autorizovany podpis:

Printed Name/ Jméno
hilkovym pismem:

Title/ Funkce:

Email Address/ E-
mailova adresa:

Phone Number/
Telefonni ¢islo:
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