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MASTER CLINICAL STUDY AGREEMENT

RAMCOVA SMLOUVA O PROVEDENI KLINICKE STUDIE

This Master Clinical Study Agreement (“Agreement”),
effective as of the day of its publication in the Agreement
Register according to art. 9.1 hereto (“Effective Date”),
sets forth the terms and conditions by and between
Abbott Laboratories, seated and its Affiliates acting
through its Legal Representative in the European Union ST.
JUDE MEDICAL COORDINATION CENTER BV, an Abbott
company, a corporation organized under the laws of

Belgium, with offices at | NN B
e
B B B N N .

and its Affiliates (“Abbott”) and Nemocnice Na Homolce,
a medical center located at Roentgenova 37/2, 150 30
Praha 5, Czech Republic, VAT: CZ00023884, represented
by MUDr. Petr Poloucek, MBA, director (“Institution”) to
enable multiple clinical studies sponsored by Abbott (each,
a “Study”) in relation to Abbott investigational or
commercial products (“Study Product”) to be conducted
at Institution upon mutual agreement and execution of
individual Statements of Work (“SOWSs”). In consideration
of the mutual promises set forth herein, the parties agree
as follows.

Tato ramcova smlouva o provedeni klinické studie
(ddle jen ,Smlouva“), Ucinnd ode dne jejiho uverejnéni
v registru smluv v souladu s ¢l. 9.1 této Smlouvy (dale jen
,Datum  u€innosti”), stanovuje podminky mezi
spolecnosti Abbott Laboratories a jejimi pridruzenymi
spolecnostmi, jednajici prostfednictvim jejiho zdkonného
zastupce v Evropské unii ST. JUDE MEDICAL
COORDINATION CENTER BV, spolec¢nosti Abbott,
korporaci ustavenou podle belgického prdva, se sidlem na

adrese
I B I S
—

a provoz klinickych pracovist, a dcefinymi spole¢nostmi
(dale jen ,,spolecnost Abbott“) a Nemocnici Na Homolce,
se sidlem na adrese Roentgenova 37/2, 150 30 Praha 5 -
Motol, Ceskd republika, DIC: CZ00023884, zastoupenou
MUDr. Petrem Polouckem, MBA, feditelem (dale jen
»Zdravotnické zafizeni“), za Ucelem umoznéni provadéni
klinickych studii sponzorovanych spolecnosti Abbott
(kazda dale jen ,Studie”) zamérenych na vyzkumné nebo
komercni produkty spolecnosti Abbott (dale jen
,Hodnoceny produkt”) ve Zdravotnickém zafizeni po
vzajemné dohodé a podpisu jednotlivych dil¢ich smluv o
klinické studii (dale jen ,Diléi smlouva“). Strany se
s ohledem na vzdjemnou spolupréci dle podminek této
Smlouvy dohodly nasledovné:

hereinafter referred collectively as the “Parties” and
individually as the “Party”.

Dale jen spolecné jako ,,Strany” a jednotlivé jako , Strana“.

Institution is a state-funded organization under the direct
control of the Ministry of Health of the Czech Republic.
Institution is a legal entity authorized to provide
healthcare. Institution has qualified staff and the
appropriate facilities to fulfil the purpose hereof.

Zdravotnické zafizeni je statni prispévkova organizace v
pFimé Fidici plsobnosti Ministerstva zdravotnictvi Ceské
republiky. Zdravotnické zafizeni je subjekt zfizeny za
Ucelem poskytovani zdravotnich sluzeb. Zdravotnické
zafizeni disponuje kvalifikovanym personalem a vhodnym
zatizenim pro naplnéni ucelu této Smlouvy.

Abbott is the sponsor of the clinical trials (Studies) within
the meaning of Act No. 375/2022 Coll., on Medical Devices
and Amendments to Certain Related Acts (,,Medical
Devices Act”), and within the meaning of Regulation (EU)
2017/745 of the European Parliament and of the Council
on medical devices.

Abbott je zadavatelem klinickych zkousek (Studii) ve
smyslu zakona ¢. 375/2022 Sb., o zdravotnickych
prostfedcich a o zméné nékterych souvisejicich zakon(
(dale jen ,zakon o zdravotnickych prostfedcich”) a ve
smyslu natizeni Evropského parlamentu a Rady (EU)
2017/745 o zdravotnickych prostfedcich.

1. Scope of Agreement. This Agreement allows the
parties to conduct individual Studies to be sponsored
by Abbott through the issuance of multiple individual
written agreements between Abbott and Institution, a
form of which is attached hereto as Exhibit A (“Form
of Statement of Work”). Each SOW shall be executed
by an authorized representative of each party and
acknowledged by the applicable Investigator, as
defined bellow. Each SOW will include, based on the
type of the Study: the name of the Study Product; the

1. Rozsah Smlouvy. Tato Smlouva umoZiuje Strandm
provadét individualni  Studie sponzorované
spole¢nosti Abbott uzaviranim vice individudlnich
pisemnych smluv, mezi spolecnosti Abbott a
Zdravotnickym zatizenim, jejichz vzor je pfipojen k
tomuto dokumentu jako Priloha A - Vzor dil¢i smlouvy
o klinické studii. Kazda Dil¢i smlouva bude podepsana
opravnénym zastupcem kazdé strany a potvrzena
pfislusnym zkousejicim, jak je tento definovan nize.
Kazda Dil¢i smlouva bude v zavislosti na provadéné
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Study protocol, specifying the objective, design,
methodology, statistical considerations and the
organization of the Study as developed by Abbott
(“Protocol”); the name of the qualified lead Institution
employee responsible for the conduct of the Study at
Institution (“Investigator”); the detailed Study budget
and payment schedule (“Budget”); timeframes to
enroll Study subjects; Investigator and Abbott
contacts; compensation; and the Study term. The
Protocol shall be provided separately for each
individual Study and referred to and incorporated by
reference in each SOW. Each SOW shall be subject to
all the terms and conditions of this Master Agreement,
in addition to the specific details set forth in the SOW.
Abbott may execute individual SOWs in the names of
any of its Affiliates, defined as entity controlled by or
under common control with Abbott. A document
proving the legal relationship between Abbott and an
entity controlled by or under common control by
Abbott must be submitted to the Institution as part of
the process of concluding each SOW.

Studii obsahovat zejména: ndzev Hodnoceného
produktu; protokol studie, ktery stanovi cil, plan,
metodologii, statisticka kritéria a organizaci Studie
vypracovanou spolecnosti Abbott (dale jen
,Protokol“); jméno kvalifikovaného vedouciho
pracovnika Zdravotnického zafizeni odpovédného za
provadéni Studie ve Zdravotnickém zafizeni (dale jen
»Zkousejici“); podrobny rozpocet Studie
a harmonogram plateb (dale jen ,,Rozpocet”); casové
rdmce pro zarazovani studijnich subjektl; kontaktni
Udaje Zkousejiciho a spolecnosti Abbott; kompenzaci;
a délku trvani Studie. Protokol bude poskytovan
samostatné pro kazidou jednotlivou Studii a bude
uveden a zahrnut odkazem do kazdé Dil¢i smlouvy. Na
kazdou Dil¢i smlouvu se kromé specifickych
podrobnosti uvedenych v Dil¢ich smlouvach vztahuji
vSechny podminky této Smlouvy. Spolecnost Abbott
mulze jednotlivé Dil¢i smlouvy potvrdit jménem
kterékoli z jejich pfidruzenych spolecnosti,
definovanych jako entita fizend spolecnosti Abbott
nebo spolu se spolecnosti Abbott. Dokument
prokazujici pravni vztah mezi spolecnosti Abbott a
entitou fizenou spolecnosti Abbott nebo spolu se
spolecnosti Abbott musi byt predloZen
Zdravotnickému zafizeni v ramci procesu uzavirani
jednotlivé Dil¢i smlouvy.

2. Conduct of Individual Studies.

2. Provadéni jednotlivych Studii

2.1. Ethics Approval and Informed Consent. An
Independent Ethics Committee or its local
equivalent (“EC”), established and constituted in
accordance with Applicable Law (defined below),
approves and oversees the conduct of each
Study. Institution will comply with the directives
of the EC, as applicable, and will notify Abbott to
the extent any such directives vary from the
Protocol. Investigator shall obtain from each
person enrolling in the Study, prior to the
subject’s participation in the Study (a “Study
Subject”) a valid written informed consent form
(“ICF”) and document it as required by
Applicable Law (defined below). The ICF must
permit Abbott and its representatives to access,
process, obtain copies, transfer and retain Study
data. The Institution and the Investigator will
comply with the terms of the consent, the
Protocol, Abbott’s instructions, and any
guidance provided by the EC.

Abbott declares that for each Study (each SoWw)
Investigator will be given the ICF for Study

2.1 Schviéleni etickych komisi a informovany souhlas.
Nezdvisla etickd komise (dale jen ,,EK“), zfizend a
ustanovena v souladu s pfislusnymi pravnimi
predpisy  (definovanymi  nize), schvaluje
jednotlivé Studie a dohliZi na jejich provadéni.
Zdravotnické zafizeni bude plnit souvisejici
pokyny EK a bude informovat spole¢nost Abbott
vrozsahu, vjakém se tyto pokyny lisi od
Protokolu. Zkousejici ziskd od kaZdé osoby
zafazené do Studie, pred jeji ucasti ve Sstudii
(dale jen ,Studijni subjekt”) platny formular
pisemného informovaného souhlasu (dale jen
,ICF“) a zdokumentuje jej, jak vyZaduji platné
pravni predpisy (definované nize). ICF musi
spole¢nosti Abbott a jejim zastupcim povolit
pristup, zpracovani, ziskavani kopii, prenos a
uchovavani studijnich udaji. Zdravotnické
zafizeni a Zkousejici lékaf budou dodrZovat
podminky Informovaného souhlasu, protokol,
pokyny spolecnosti Abbott a jakékoli pokyny
poskytnuté EK.

Spolecnost Abbott prohlasuje, Ze ke kazdé Studii
(ke kazdé Dil¢i smlouvé) preda Zkousejicimu ICF
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Subjects to be enrolled in the Study and the
Study Subjects’ written disclaimer form and that
the Abbott shall instruct the Investigator on their
use.

If the Study Subject consents to be enrolled in
the Study, Investigator shall always obtain the
signed ICF from the Study subject (or the Study
Subject’s legal guardian or guardian), before
conducting a preliminary examination or
baseline tests as part of the Study.

Signed ICF shall be kept in Study documentation
administered by Investigator.

Study Subjects shall also be informed about the
fact that for control purposes, the data gathered
about them during the Study may be used and

Studijniho subjektu se zafazenim do Studie a
formular pisemného pouceni pro Studijni subjekt
a ze spolec¢nost Abbott pouci Zkousejiciho o jejich
naleZitém poufziti.

V pripadé, Ze Studijni subjekt souhlasi se
zafazenim do Studie, zajisti od néj (pfipadné od
jeho zdkonného zastupce ¢i opatrovnika)
Zkousejici podpis ICF, a to vidy pred provedenim
uvodniho vysetfeni nebo testu v ramci Studie.

Podepsané ICF budou uloZzeny v dokumentaci o
Studii vedené Zkousejicim.

Studijni subjekty budou pouceny a informovany
také o tom, Ze udaje ziskané o nich v pribéhu
Studie mohou byt pro ucely kontroly pouZity a

presented to relevant bodies of the predloZzeny také prislusnym statnim organim
administration of the Czech Republic and foreign Ceské republiky azahrani¢nim  kontrolnim
inspection bodies. aradam.

2.2 Study Staff and Institution Oversight. The 2.2 Studiini persondl a dohled Zdravotnického

Institution shall supervise and ensure Study Staff,
as defined below, are appropriately trained,
qualified, certified, and abide by the applicable
terms of this Agreement. Study Staff includes
Investigator, subinvestigators and any other
employees, contractors or agents performing or
assisting with individual Studies (“Study Staff”).

zafizeni. Zdravotnické zafizeni dohliZi a zajistuje,
aby byl Studijni personal, jak je definovan nize,
nalezité vyskolen, kvalifikovan, certifikovan a aby
dodrzoval pfislusSnd ustanoveni této Smlouvy.
Studijni personal zahrnuje Zkousejiciho, dalsi
spoluzkousejici a vSechny ostatni zaméstnance,
dodavatele nebo zastupce provadéjici Studii
nebo pomahajici se Studii (dale jen ,Studijni
personal”).

2.3

Delivery of Reports. Upon reasonable request,
Institution will submit oral or written reports on
the progress of each Study to Abbott. Institution
will ensure that Study data, as required by the
Protocol, is entered into the Case Report Forms
(“CRF“) within ten (10) business days of Study
Subject visits. Within forty five (45) days following
the completion or termination of the Study,
Institution will provide Abbott the final report
prepared by the Investigator for the EC.

2.3

Dorucovani_zprdv. Zdravotnické zafizeni na
zakladé primérené Zadosti poskytne spolecnosti
Abbott Ustni nebo pisemné zpravy o priabéhu
kazdé Studie. Zdravotnické zafizeni zajisti, aby
Udaje ziskané v pribéhu Studie byly zapsany
v souladu s poZadavky Protokolu do zdaznamu
Udaju o Subjektech studie (dale jen ,CRF“), do
deseti (10) pracovnich dnli od navstévy Subjektu
studie. Do Ctyficeti péti (45) dnd po ukonceni
Studie  jakymkoliv  zplsobem poskytne
Zdravotnické zafizeni spolecnosti  Abbott
zavérecnou zpravu vypracovanou Zkousejicim
pro EK.

2.4

Competitive  Enrollment. Institution and
Investigator acknowledge that (a) a Study may
involve participation of multiple sites; (b)
recruitment is competitive; and (c) when the
enrollment goal for the entire Study is reached
enrollment will be closed at all sites, including the

2.4

Kompetitivni zafazovani Zdravotnické zafizeni
a Zkousejici souhlasi s tim, Ze a) do Studie m(ze
byt zapojeno vice pracovist; b) zafazovani je
kompetitivni; a (c) jakmile bude dosaZzeno
cilového poctu zarazenych Subjekt(l studie pro
celou Studii, bude zarazovani ukonc¢eno na vsech
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Institution, regardless of whether the Institution
and Investigator have reached their individual
enrollment goal. Institution will use reasonable
best efforts to meet enrollment targets provided
by Abbott. Upon notice of enrollment closure,
Institution and Investigator shall immediately
cease enrollment of new Study Subjects.

pracovistich, véetné Zdravotnického zafizeni, bez
ohledu na to, zda Zdravotnické =zafizeni
a Zkousejici  dosahli  svého individudlniho
cilového poctu zarazenych Subjektl studie.
Zdravotnické  zafizeni vynaloZzi ptimérené
maximalni Usili ke splnéni cilového poctu
zafazenych Subjektll studie specifikovaného
spolec¢nosti Abbott. Po ozndmeni o ukonceni
zafazovani Zdravotnické zafizeni a Zkousejici
okamfZité zastavi zafazovani novych Subjektl
studie.

2.5 Study Product and Materials. Abbott will provide

sufficient quantity of Study Product, as well as
any other supplies and information specified by
the Protocol necessary to conduct each Study
(the “Materials”). All Study Product and Materials
provided will remain the sole property of Abbott.
Neither Institution nor Investigator will use any
Study Product or Materials for any purpose other
than to conduct the applicable Study. Institution,
through the Investigator, shall supervise the
testing of Study Product and maintain accurate
records that include receipt and disposition.
Institution, through the Investigator, shall notify
Abbott in the event the supply of Study Product
or Materials needs replenishing, and will ensure
Study Products and Materials are stored and
handled in accordance with the labeling,
applicable regulatory requirements, and Abbott’s
written instructions. Institution will return any
unused or expired Study Product and Materials to
Abbott upon conclusion of a Study, termination
of this Agreement, or at Abbott’s request and at
the Abbott’s expense. Any transportation of
Study Product shall be conducted in accordance
with all applicable regulatory requirements. If any
Study Product are required to be destroyed,
Institution shall carry out such disposal in
compliance with all Applicable Law (defined
below) and at the Abbott’'s expense. Final
disposition of Study Product and Materials shall
be documented by Institution to include dates,
quantities and use by Study Subjects. Institution
shall not bill any third party for Study Product or
Materials provided by Abbott.

2.5

Hodnoceny produkt a materidly. Spole¢nost
Abbott poskytne dostatecné mnozstvi
Hodnoceného produktu, jakoz i jakékoli dalsi
materidly a informace uvedené v Protokolu
nezbytné k provadéni kazdé Studie (dale jen
»Materialy”). Veskeré poskytované Hodnocené
produkty a Materidly zlOstanou vyhradnim
vlastnictvim spolecnosti Abbott. Zdravotnické
zafizeni ani Zkousejici nebudou pouzivat Zadny
Hodnoceny produkt nebo Materidly k jinému
Uucelu nez kprovadéni pfrislusné Studie.
Zdravotnické zafizeni prostiednictvim
Zkousejiciho dohlizi na testovani Hodnoceného
produktu a udrZuje presné zaznamy, které
zahrnuji prejimku a dispozice. Zdravotnické
zafizeni prostfednictvim Zkousejiciho informuje
spolec¢nost Abbott v pfipadé, Ze je nutné doplnit
zasobu Hodnoceného produktu nebo Materidld,
a zajisti, Ze nakladani s Hodnocenymi produkty a
Materidly a jejich skladovdni bude probihat
v souladu s udaji na jejich obalu, pfibalovém
letaku, s platnymi regulatornimi poZadavky a
pisemnymi  pokyny  spolecnosti  Abbott.
Zdravotnické zafizeni vrati nepouzity nebo
exspirovany Hodnoceny produkt a Materidly
spolecnosti Abbott po ukonceni Studie, ukonéeni

platnosti této Smlouvy nebo na Zadost
spolec¢nosti Abbott, a to na naklady spolecnosti
Abbott.  Jakdkoli pfeprava Hodnoceného
produktu se provadi vsouladu se vSemi

prislusnymi predpisy. Pokud existuje povinnost
Hodnoceny produkt znicit, provede Zdravotnické
zafizeni likvidaci v souladu spfislusSnymi pravnimi
predpisy (definovanymi nize), a to na naklady
spolecnosti Abbott. Konecny stav Hodnoceného
produktu a Material( musi Zdravotnické zatizeni
zdokumentovat tak, aby obsahoval datum,
mnozstvi a uZiti Subjekty studie. Zdravotnické
zafizeni nebude poZadovat po Zadné treti strané
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Uhrady za Hodnoceny produkt nebo Materialy
poskytnuté spolecnosti Abbott.

2.6 Safety Reporting. Institution shall notify Abbott
and EC of any information concerning Study
Product deficiency and any serious or unexpected
event or injury in accordance with the applicable
Protocol and regulatory requirements. Abbott
agrees to provide Institution with any data and
safety monitoring reports as required by
Applicable Law (defined below), and Institution
agrees they will be submitted to the EC as
required. Abbott shall provide Institution and
Investigator with the written report of any
findings, including Study results and any routine
monitoring findings, data and safety analyses,
and any Study information that may affect the
safety and welfare of current or former Study
Subjects, or influence the conduct of individual
Studies.

2.6

Bezpecnostni hldseni. Zdravotnické zafizeni
oznami spolecnosti Abbott a EK veskeré
informace tykajici se nedostatki Hodnoceného
produktu a jakékoli zavazné nebo neocekavané
pfihody nebo djmy na zdravi vsouladu
s Protokolem a pfisluSnymi pravnimi predpisy.
Spole¢nost Abbott souhlasi stim, Ze poskytne
Zdravotnickému zafizeni veSkeré Udaje a zpravy
o sledovani bezpecnosti, jak vyzaduji pfislusné
pravni predpisy (definované nize), a Zdravotnické
zatizeni souhlasi, Ze je podle potreby predlozi EK.
Spole¢nost Abbott poskytne Zdravotnickému
zatizeni a Zkousejicimu pisemnou zpravu o vsech
zjiSténich, vcetné vysledkd Studie a vSech
rutinnich monitorovacich zjisténich, analyzach
Gdaji a bezpecnosti, a vSechny informace
o Studii, které mohou ovlivnit bezpecnost
a zdravi soucasnych nebo byvalych Studijnich
subjektd nebo maji vliv na provadéni jednotlivych
Studii.

3 Monitoring, Audit and Record Retention.

3 Monitorovani, audit a uchovavani zaznamu

3.1 Monitoring and Audits by Abbott. Institution will 3.1 Monitorovani a audity provdadéné spole¢nosti
permit Abbott and any Abbott designee access to Abbott Zdravotnické zafizeni umozni spolecnosti
Study sites during normal business hours agreed Abbott a jakémukoli zastupci spole¢nosti Abbott
by the parties minimum 5 business days in pristup na pracovisté Studie béhem béiné
advance to monitor the Study and to audit pracovni doby po predchozi oboustranné dohodg,
records and data relating to the Study. Institution kterd bude sjednana minimalné 5 pracovnich dni
may redact records, source documents, and other predem, za Ucelem monitorovani Studie
data as legally required to protect Study Subject a kontroly zaznamU a udajl tykajicich se Studie.
confidentiality. If Abbott requests corrective Zdravotnické zafizeni je oprdvnéno redigovat
and/or preventive action relating to its zaznamy, zdrojové dokumenty a dalsi data, v
monitoring or audits, Institution shall timely souladu s pfislusSnymi prdvnimi predpisy pro
create and implement a corrective and/or ochranu Subjektu studie. Pokud spole¢nost
preventive plan. Abbott’s right to audit shall Abbott poZaduje, aby Zdravotnické zafizeni
survive expiration of this Agreement for two provedlo na zadkladé provedeného monitoringu
years. nebo auditu ndpravnd a/nebo preventivni

opatfeni, ma Zdravotnické zafizeni povinnost tyto
vytvofit a implementovat bez zbytec¢ného
odkladu. Pravo spolecnosti Abbott na provedeni
auditu pretrvava i po dobu dvou let od ukonceni
této Smlouvy.

3.2 Audits by Regulatory Authorities. If legally 3.2 Audity regulacnich orgdnd Pokud to umoznuji
permissible, Institution will notify Abbott within prislusné pravni predpisy, Zdravotnické zatizeni
two business days upon receipt of any requests oznami spolecnosti Abbott do dvou pracovnich
by a regulatory or any other responsible authority dnl od prijeti Zadosti regulacniho organu a jiné
to inspect or have access to Study documents and prislusné autority o nahlédnuti do dokument
will promptly provide Abbott with a copy of any Studie nebo o pfistup knim a neprodlené
such request, to include copies of any documents poskytne spolecnosti Abbott kopii jakékoli takové
received from or provided to regulatory or any Zadosti, vcéetné kopii jakéhokoli dokumentu
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other responsible authorities. If legally
permissible, Abbott may attend or request to be
present during any inspection. Abbott agrees not
to alter or interfere with any documentation or
practice of Institution. Upon receipt of a
regulatory citation or notice relating to this
Agreement, Institution agrees to produce a
summary within ten (10) business days that
includes an explanation of the issues identified by
the regulatory authority and any response
thereto.

obdrzeného od regulacnich organ a jinych
pfislusnych  autorit nebo  poskytnutého
regulaénim organtm. Pokud to umoZnuje zakon,
mUlZe se spolecnost Abbott zldastnit jakékoli
kontroly nebo pozddat o ucast na jakékoli
kontrole. Spolecnost Abbott souhlasi, Ze nezméni
ani nezasahne do Zadné dokumentace nebo
praxe Zdravotnického zafizeni. Po obdrzeni
vyjadreni regulacniho organu nebo jiné pfislusné
autority, pripadné jiného ozndmeni vztahujiciho
se ktéto Smlouvé, se Zdravotnické zafizeni
zavazuje vypracovat shrnuti do deseti (10)
pracovnich dn(, které bude obsahovat vysvétleni
problémid  zjisténych regulaénim organem,
pfipadné jinou pfislusnou autoritou, a pfipadné
odpovédi na né.

3.3 Records Retention. Institution shall retain Study
documents in accordance with Applicable Law
(defined below) or the Protocol, whichever
retention period is longer. At Abbott’s request
and expense, in case it is allowed by applicable
legislation, Institution shall retain the documents
for an additional period. Institution shall provide
Abbott at least sixty (60) days prior written notice
before deleting any Study documents from its
files.

3.3 Uchovavani zaznam( Zdravotnické zafizeni si
uchova dokumenty Studie v souladu
s pfislusnymi pravnimi predpisy (definovanymi
nize) nebo Protokolem podle toho, které obdobi
uchovavani je delsi. Umoznuji-li to pfislusné
pravni predpisy, Zdravotnické zafizeni si na
zadost a naklady spolecnosti Abbott ponecha
dokumenty po dalsi obdobi. Zdravotnické
zafizeni pisemné ozndmi spolecnosti Abbott
nejméné Sedesat (60) dni predem sv(j zamér
odstranit jakékoli dokumenty Studie ze svych
soubord.

4 Compliance and Transparency.

4 Soulad a transparentnost

4.1 Legal and Regulatory Standards. The parties will
conduct each Study in accordance with all
applicable laws, other applicable regulations, esp.
with Medical Devices Act No. 375/2022 Coll.,
(eventually another Act replacing this Regulation)
and Act No. 89/2012 Coll., Civil Code and
international standards, including but not limited
to International Conference on Harmonization,
Good Clinical Practice (ICH-GCP), the Declaration
of Helsinki, ISO 14155:2011, the regulations of
the United States Food and Drug Administration
or its foreign equivalent governing clinical
investigations and the protection of human
subjects (“Applicable Law”). Abbott is
responsible (prior to starting any Study) for
applying for approval from the responsible EC
and, if applicable, from the responsible higher
competent authority (“CA“), i.e. State Institute
for Drug Control. Abbott is responsible for all
costs incurred in obtaining the approvals.

4.1 Zakonné a regulaéni _normy Strany budou
provadét kazdou Studii vsouladu se vSemi
pFisluSnymi pravnimi predpisy, zejména zdkonem
¢. 375/2022Sb., o zdravotnickych prostfedcich
(pfipadné jiném zdkoné o zdravotnickych
prostfedcich, ktery tuto normu nahradi) a zak.
¢. 89/2012 Sh., obcéansky zakonik, a
mezinarodnimi normami, véetné mimo jiné
Mezinarodni konference o harmonizaci dobré
klinické praxe (International Conference on
Harmonization, Good Clinical Practice, ICH-GCP),
Helsinské deklarace, normy ISO 14155: 2011,
predpist Ufadu pro kontrolu potravin a lé&iv USA
nebo jeho ekvivalentu v zahranici, které upravuji
klinickd hodnoceni a ochranu jejich subjekt(
(dale jen , pfrislusné pravni predpisy“).
Spolecnost Abbott je povinna pred zahdajenim
kazdé Studie ziskat souhlas Etické komise a
povoleni pfislusné autority, tedy Statniho Ustavu
pro kontrolu léciv. Naklady pro ziskani téchto
povoleni nese spolecnost Abbott.
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4.2 Anticorruption. The parties acknowledge and 4.2 Protikorupéni opatfeni Strany berou na védomi
agree that all compensation provided for in this asouhlasi stim, Ze veskeré uhrady dle této
Agreement and SOW represents fair market value Smlouvy a Dil¢i smlouvy predstavuji trzni
for the services to be rendered and has not been hodnotu za poskytované sluzby a nebyly
determined in any manner that takes into stanoveny 7adnym zplUsobem, ktery by
account the volume or value of any referrals or zohledrioval objem nebo hodnotu jakychkoli
business between Institution and Abbott. Neither doporuceni nebo obchodl mezi Zdravotnickym
this Agreement or SOW, nor any payment zafizenim a spole€nosti Abbott. Anitato Smlouva,
hereunder, does not constitute any current or ani zadna platba provedena na zakladé této
future obligation of the Institution to purchase, Smlouvy a Dil¢i smlouvy nezaklada sou¢asnou ani
lease, order, prescribe, recommend or otherwise budouci povinnost Zdravotnického zafizeni
arrange for the use of Abbott products. nakupovat, pronajimat, objedndvat,

predepisovat, doporucovat nebo jinak zajistovat
uzivani produktd spolecnosti Abbott.

4.3 Financial Disclosure Certification. Prior to the 4.3 Prohlaeni o finanénich zajmech Zdravotnické
initiation of each Study, Institution will ensure zatizeni pred zahajenim Studie umozni, aby
that Investigator and any subinvestigators Zkousejici a pfipadni spoluzkousejici vyplnili a
complete and return to Abbott the Financial odevzdali  spoleCnosti  Abbott  Prohlaseni
Disclosure Certification, as applicable. Each o financnich  zdjmech. Kazdy jednotlivec
individual certifying will promptly notify Abbott of vystavujici  prohlaseni  bude  neprodlené
any change in the accuracy of the Certification informovat spolecnost Abbott o jakékoli zméné v
during the Term, as defined bellow, and for one tomto Prohlaseni o financnich zajmech béhem
year following completion of the applicable Doby trvani Smlouvy, jak je tato definovana nize,
Study. Investigator understands and will be a po dobu jednoho roku po dokonceni prislusné
required to certify that Investigator and any Studie. Soucasti prohlaseni je zavazek, Ze
subinvestigators will have to oblige, that they Zkousejici, jakykoli spoluzkousejici a jejich
themselves or and their immediate families may nejblizsi rodina nesméji mit primy vlastnicky
not have a direct ownership interest (e.g. podil (napf. prdva dusevniho vlastnictvi) na
intellectual property rights) in any Study zadnych Hodnocenych produktech, ani jim
Products, nor may they be compensated with nebudou poskytnuty vymeénou za pUsobeni jako
Abbott securities in exchange for serving as an ZkouSejici nebo spoluzkousejici cenné papiry
Investigator or subinvestigator. Institution and spole€nosti  Abbott. Zdravotnické zafizeni
Investigator will comply with all applicable a ZkousSejici budou dodrZovat veskeré platné
requirements regarding reporting and poZadavky tykajici se podavani zprav a fizeni
management of conflicts of interest. stretu zajma.

4.4 Transparency Reporting. Abbott may be required 4.4 Hlaseni o transparentnosti Od spole¢nosti Abbott
to report and publish certain direct and indirect se mlUZe pozadovat, aby ohlasovala
transfers of value made to healthcare providers a zvefejiiovala urcité pfimé a nepfimé prevody
pursuant to Applicable Law. Institution and hodnoty poskytované poskytovatellim zdravotni
Investigator shall in such case provide, in the péce podle pfislusnych pravnich predpist.
extent allowed by applicable legislation, Abbott Zdravotnické zatizeni a Zkousejici v takovém
with any information necessary to satisfy pfipadé poskytnou, vrozsahu umozZnéném
transparency reporting obligations. prislusnymi  pravnimi predpisy, spolec€nosti

Abbott veskeré informace nezbytné pro splnéni
povinnosti poddvat hlaseni o transparentnosti.

4.5 Study Registration. Abbott shall register Studies 4.5 Registrace Studie. Spolecnost Abbott zaregistruje

at either www.clinicaltrials.gov or any other
registry as applicable or required by law and
consistent with the guidelines of the International
Committee of Medical Journal Editors (“ICMJE”)
on trial registrations.

Studii na strankach www.clinicaltrials.gov nebo
v jakémkoli jiném registru dle potfeby nebo je-li
vyzadovan prislusnymi pravnimi predpisy a ktery
je vsouladu s pokyny Mezindrodniho vyboru
editorl |ékarskych ¢asopisti  (International
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Committee of Medical Journal Editors, ICMJE) o
registraci klinickych hodnoceni.

5 Confidentiality and Data Protection.

5 Duavérnost a ochrana osobnich udajt

5.1 Confidential Information. Information exchanged 5.1 DUvérné informace. Za davérné informace se
in anticipation of or during the Term of this povazuji informace vymeénované predem nebo
Agreement, as defined bellow, including but not béhem Doby trvani této Smlouvy, jak je tato
limited to the Protocol, Study Products and definovdna nize, v€etné mimo jiné Protokolu,
Materials, data, results and other information Hodnocenych produktl a Materidl(, adaja,
concerning or developed as a result of individual vysledkl a dalSich informaci tykajicich se nebo
Studies shall be deemed Confidential Information vyvinutych v souvislosti s jednotlivymi Studiemi
(,,Confidential Information”). During the Term of (dale jen ,Duvérné informace”). BEhem Doby
this Agreement and each SOW, and for a period platnosti této Smlouvy a kazdé Dil¢i smlouvy a po
of five (5) years after expiration or termination of dobu péti (5) let po ukonceni kazdé z nich zadna
each, no Party, including their respective ze Stran, vcetné jejich prislusnych zaméstnancl
employees or agents, shall disclose Confidential nebo zastupcl, nesdéli Davérné informace bez
Information without the non-disclosing Party’s predchoziho pisemného souhlasu druhé Strany.
prior  written consent.  Obligations  of Zavazek mlcenlivosti a nepouzivani Zadnych
confidentiality and non-use with respect to any Davérnych informaci oznacenych spolecnosti
Confidential Information identified as a trade Abbott jako obchodni tajemstvi je v platnosti po
secret by Abbott shall remain in place for as long takovou dobu, po jakou dané informace budou
as the information retains its status as a trade mit podle pfislusnych pravnich predpisd
secret under Applicable Law. Confidential charakter obchodniho tajemstvi. Davérné
Information shall not include any information informace nezahrnuji Zadné informace znamé
known to a Party prior to receipt, as evidenced by Strané pred jejim pfijetim, coz musi byt
its written records or that becomes part of the prokdzano pisemnymi zdznamy, nebo které se
public domain. stanou verejné pristupnymi.

5.2 Permitted Use and Disclosure. A party may use 5.2 Povolené pouZiti a zverejnéni. Strana muze
Confidential Information of another Party with pouzit DOvérné informace jiné Strany
prior written consent or for the limited purpose s pfedchozim pisemnym souhlasem
of complying with a legal order to disclose, of nebo vomezeném rozsahu pro splnéni
ensuring patient safety, or complying with povinnosti stanovenych pravnimi pfedpisy
government reimbursement billing upravujicich zvefejhovani za ucelem zajisténi
requirements. Upon receipt of a legal order to bezpecnosti pacientll nebo splnéni zdkonnych
disclose, the receiving Party will give the non- povinnosti vztahujicich se k fakturacim a
disclosing Party prompt (withing 5 business days) platbdm. Po vzniku zakonné povinnosti
written notice in order to enable the non- zvefejnéni urcitych informaci poskytne ptislusna
disclosing party to take action to protect its Strana druhé Strané neprodlené (nejpozdéji do
Confidential Information. 5 pracovnich dnl) pisemné ozndmeni za ucelem

umoznit nezverejiujici strané podniknout kroky
k ochrané svych Dlvérnych informaci.

5.3 Personal Data Protection. The parties will comply 5.3 Ochrana __osobnich _udajd. Strany budou
with all Applicable Law regarding Study Subject dodrZovat veskeré Platné zakony tykajici se
and Study Staff confidentiality and data dlvérnosti a ochrany osobnich udaji Studijnich
protection, including but not limited to the subjektl a Studijniho personadlu, mimo jiné
General Data Protection Regulation (GDPR). véetné obecného nafizeni o ochrané udaja
Institution shall maintain appropriate safeguards (General Data Protection Regulation, GDPR).
to ensure the confidentiality and security of Zdravotnické zatizeni musi udrZovat primérena
information identifying or, in combination with ochrannad opatreni kzajisténi dlvérnosti a
other information, identifiable to a living bezpecnosti informaci identifikujicich nebo
individual (“Personal Data”) and any Processing v kombinaci s jinymi informacemi umoziujicimi
associated with it. “Processing” (and its identifikaci Zijiciho jednotlivce (dale jen ,Osobni
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conjugates, including  without limitation
“Process”) shall mean any operation or set of
operations that is performed upon Personal Data,
including without limitation any collection,
recording, retention, organization, storage,
adaptation, alteration, retrieval, consultation,
blocking erasure use, disclosure, access, transfer,
or destruction, whether or not by electronic
means. The provisions of this Section will survive
termination or expiration of this Agreement.

udaje”) a pri veskerych zpracovanich s nimi
spojenych. ,Zpracovani“ (a jeho odvozeniny
obsahujici, a to bez omezeni, slovo ,,Zpracov--“)
znamena vsechny operace nebo sady operaci,
které se provadéji s Osobnimi udaji, véetné —ato
bez omezeni — veskerého sbéru, zaznamenavani,

zachovani, organizace, uchovavani, upravy,
zmény, vyhleddvani, konzultaci, blokovani,
vymazani, pouzivani, zvefejnéni, pfistupu,

prevodu ¢i destrukce, bez ohledu na to, zda se
pouZiji elektronické prostfedky ¢&i nikoliv.
Ustanoveni tohoto oddilu zlstanou zachovana i
po ukonceni nebo vyprieni platnosti této
Smiouvy.

5.4

Data Security Breaches. In the event of a breach
of data system, each Party shall report to other
Parties, within three (3) calendar days since they
found out about the Security Breach, any actual
or suspected unauthorized or unintentional
access to, acquisition of, or disclosure of Personal
Data (“Security Breach”). The report shall include
the date, time and nature of the Security Breach.
Contractual parties shall take all reasonable and
necessary steps to remedy and mitigate any harm
arising from the Security Breach.

54

Poruseni zabezpeceni udajl. V pripadé poruseni
zabezpeceni datovych systém( je kazda Strana
povinna nahlasit ostatnim Stranam jakykoli
skutecny nebo domnély neopravnény i
nezamérny pristup k Osobnim Udajim, pofizeni
nebo zvefejnéni Osobnich udaja (dale jen
,Poruseni zabezpeceni”), a to do tfi (3)
pracovnich dnl od zjisténi takového Poruseni
zabezpeceni. Takova zprdva bude obsahovat
datum, c¢as a povahu Poruseni zabezpeceni.
Strany jsou povinny podniknout vSechny
pfiméfené a nezbytné kroky k napravé a zmirnéni
$kod zpUsobenych Porusenim bezpecnosti.

6 Data Ownership and Intellectual Property.

6 Vlastnictvi udajti a dusevni vlastnictvi

6.1 Use and Ownership of Data. Data and results 6.1 Pouziti_a vlastnictvi Gdajd Udaje a vysledky
generated by Institution in conducting each Study generované Zdravotnickym  zafizenim  pfi
shall belong to Abbott, and Abbott shall have the provadéni kazdé Studie patfi spolecnosti Abbott
right to use the data in accordance with a spole€nost Abbott ma pravo udaje pouZivat
Applicable Law and the terms of this Agreement v souladu s pfisluSnymi pravnimi predpisy a
(including Exhibit A). Institution shall retain the podminkami této Smlouvy (véetné Pfilohy A).
right to use the data and results for its Zdravotnické zafizeni si vyhrazuje pravo pouzZivat
publication, regulatory, and non-commercial udaje a vysledky pro své publikaéni, regulacni a
internal research purposes. Individual Study nekomer¢ni Ucely interniho vyzkumu. Jednotlivé
Subject’s medical records and source documents zdravotnické zaznamy a zdrojové dokumenty
shall belong to Institution according to applicable Subjektu studie ndlezi, vsouladu s platnymi
legislation. pravnimi pfedpisy, Zdravotnickému zafizeni.

6.2 Inventions. Any information, invention, data, 6.2 Vyndlezy Jakékoli informace, vynalezy, data,
innovation, modification, or discovery (whether inovace, modifikace nebo objevy (at uz
patentable  or  copyrightable or not), patentovatelné nebo chranéné autorskymi pravy
communication or report, and all intellectual ¢i nikoli), komunikace nebo zpravy a veskera
property appurtenant thereto, conceived, souvisejici prava dusevniho vlastnictvi, ktera jsou
reduced to practice, made, generated or vytoviena, omezena na praxi, vyrobena,
developed by the Institution or Investigator, generovdana nebo vyvinuta Zdravotnickym
solely or with others, that either results from use zafizenim ¢i  ZkousSejicim, vyhradné nebo
of any of the Study Product, Materials, or Abbott spole¢né s ostatnimi, wvysledky vyplyvajici

Confidential Information, or results from conduct

z pouziti kteréhokoli z Hodnocenych produktd,

CONFIDENTIAL

DUVERNE

MCSA EMEA

MCSA EMEA

Page 9 of 25

Strana 9 z 25




EU1874 - Nemocnice Na Homolce
Master Clinical Study Agreement

of each Study (“Invention”) will be promptly
disclosed to Abbott, is hereby assigned to Abbott,
and will be the sole property of Abbott.
Institution agrees, upon Abbott’s request and at
Abbott’s expense, to execute or cause to have
executed such documents and to take such other
actions as Abbott deems necessary or
appropriate to obtain patent or other proprietary
protection in Abbott’s name covering any of the
foregoing.

Materiald nebo divérnych informaci spole¢nosti
Abbott nebo vysledky z provddéni kazdé Studie
(dale jen ,Vynalez“) budou spolec¢nosti Abbott
neprodlené sdéleny, a tim se spolecnosti Abbott
pridéli a stanou se vyhradnim vlastnictvim
spoleCnosti  Abbott. Zdravotnické zafizeni
souhlasi stim, Ze na Zzadost a na ndklady
spole€nosti  Abbott,  vyhotovi  pfislusné
dokumenty a podnikne takové ukony, nebo
nechd vyhotovit pfislusné dokumenty a
podniknout takové kroky, které budou podle
spole¢nosti Abbott nezbytné nebo vhodné
k ziskani patentu nebo jiné vlastnické ochrany,
vztahujici se na cokoliv zvySe uvedeného,
jménem spolecnosti Abbott.

7 Publications.

7 Publikace

7.1 Requirements. Institution may publish or present
results of its performance of Studies consistent
with the terms of this section. If a Study is part of
a multi-center clinical study, Institution agrees
that the first publication of results will be made
as a joint multi-center publication with
investigators from all sites contributing data.
Institution may publish data and results
individually from its site after any of the
following, (1) a multi-center publication is
published, (2) no multicenter publication is
submitted within eighteen months after closure
of the Study at all sites, or (3) Abbott confirms in
writing there will be no multi-center publication.
The parties agree that any publications
concerning each Study shall abide by the
guidelines of the ICMIJE.

7.1 PoZadavky  Zdravotnické zafizeni muze
zverejnovat nebo  prezentovat  vysledky
provadénych Studii vsouladu s podminkami
tohoto oddilu. Pokud je Studie soudasti
multicentrické klinické studie, Zdravotnické
zafizeni souhlasi stim, Ze prvni zverejnéni
vysledkll bude provedeno jako spolecna
multicentricka publikace se Zkousejicimi ze vSech
pracovist pfispivajicich udaji. Zdravotnické
zafizeni mulzZe zverejiiovat Udaje a vysledky
jednotlivé ze svého pracovisté po kterémkoli
z ndsledujicich: (1) zverejnéni multicentrické
publikace, (2) béhem osmnacti mésicl po
ukonceni multicentrické Studie na vSech
pracovistich neni predloZena zadna
multicentrickd publikace nebo (3) spolecnost
Abbott pisemné potvrdi, Ze multicentricka
publikace nebude vydana. Strany se dohodly, Ze
jakékoli publikace tykajici se Studie se budou fidit
pokyny ICMJE.

7.2 Review Periods. Institution shall provide or shall
require Investigator to provide Abbott with a
draft of any Study-related publication,
presentation or other disclosure (“Publication”)
at least sixty (60) days prior to any submission for
Abbott’s review and comment to ascertain
whether any patentable subject matter or Abbott
Confidential Information (other than the results
of the Study) are disclosed therein. Abbott shall
return comments to Institution or Investigator
within sixty (60) days after receipt of the draft
(“Review Period”). Upon Abbott's request,
Institution or Investigator shall delay any
proposed Publication an additional sixty (60) days
in addition to the Review Period to enable Abbott

7.2 Kontrolni obdobi Zdravotnické zafizeni poskytne
nebo pozada Zkousejiciho, aby spole¢nosti
Abbott poskytl navrh jakékoli publikace,
prezentace nebo jiného zverejnéni souvisejiciho
se Studii (dale jen , Publikace”) nejméné Sedesat
(60) dnli pred jakymkoli predlozenim, za ucelem
prezkumu spolecnosti Abbott, zda v nich neni
zverejnén jakykoli patentovatelny predmét nebo
jakékoli Davérné informace spolecnosti Abbott
(jiné neZ vysledky Studie). Spolec¢nost Abbott
poskytne  Zdravotnickému  zafizeni  nebo
Zkousejicimu pripominky do Sedesati (60) dnll po
obdrzeni  Publikace (dale jen ,Obdobi
prezkumu®).  Zdravotnické zafizeni nebo
Zkousejici na Zadost spolecnosti Abbott odlozi
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to secure patent or other proprietary protection
(“Delay Period”). Institution agrees and shall
require Investigator to agree to keep the
proposed Publication confidential until the
Review Period and, if requested by Abbott, the
Delay Period has expired. Institution agrees and
shall require Investigator to agree that due
consideration will be given to Abbott comments;
and further, Abbott Confidential Information
(other than the results of the Study) shall be
deleted from any Publication. If Institution or
Investigator and Abbott differ in their opinion or
interpretation of data in the Publication, the
parties shall resolve such differences in good faith
through appropriate scientific debate.

jakoukoli navrzenou publikaci o dalSich Sedesat
(60) dni navic k Obdobi prezkumu, aby mohla
spole¢nost Abbott zajistit patentovou nebo jinou
ochranu vlastnictvi (dale jen ,,Doba odlozeni“).
Zdravotnické zafizeni souhlasi stim abude po
Zkousejicim poZadovat, aby udrzel Zverejnéni
publikace v davérnosti az do vyprseni Obdobi
prezkumu a, pokud tak spoleénost Abbott
rozhodne, az do vyprSeni Doby odloZeni.
Zdravotnické zafizeni souhlasi stim a bude po
ZkousSejicim pozadovat, aby souhlasil stim, Ze
pfipominky spole¢nosti Abbott budou Fadné
posouzeny a Ze Duvérné informace spolecnosti
Abbott (jiné neZz vysledky Studie) budou
z jakékoliv Publikace odstranény. V ptipadé, ze se
Zdravotnické zafizeni nebo Zkousejici a
spole¢nost Abbott budou ve svém nazoru nebo
interpretaci dat v Publikaci lisit, strany budou
tyto rozdily fesSit v dobré vire formou vhodné
védecké debaty.

7.3 License to Abbott. Institution and Investigator
agree that, if either publishes the results of a
Study, Abbott is hereby granted an irrevocable,
royalty-free license to make and distribute copies
of any such publication under any copyright
privileges that the Institution and Investigator
may have, if any. Abbott shall have the right to
independently publish the results of the Study.

7.3 Opravnéni spolecnosti Abbott Zdravotnické
zafizeni a Zkousejici souhlasi stim, Ze pokud
néktery znich zvefejni vysledky Studie,
spoleCnosti  Abbott se timto  udéluje
neodvolatelnd, bezplatnd licence k poftizovani
a Siteni kopii jakékoli takové publikace na zakladé
jakychkoli autorskych prav, kterd mohou mit
Zdravotnické zafizeni a Zkousejici, pokud existuji.
Spoleénost Abbott mda pravo zverejiiovat
vysledky Studie samostatné.

8 Compensation.

8 Kompenzace

8.1 Budget. Abbott shall compensate Institution for
all services completed and data received, where
applicable, in accordance with the budget
attached to each SOW. Abbott will not provide
compensation for data contained in CRF that is
not complete and accurate. In the event of a
payment dispute, Institution shall not withhold
Study data or information pending resolution.
Investigator and members of the Study staff shall
be paid by Institution itself. Their fee is set forth
in an internal regulation of the Institution.

8.1 Rozpocet Spolecnost Abbott uhradi
Zdravotnickému zafizeni odménu za veSkera
obdrzend data a dokoncené sluzby (podléha-li
dana sluzba platbé spolecnosti Abbott) a Udaje
obdrZené v souladu s rozpo€tem pfipojenym ke
kazdé Dil¢i smlouvé. Spolecnost Abbott
neposkytuje Uhradu za udaje obsaZené v CRF,
které nejsou Uplné a presné. V ptipadé sporu o
platbu Zdravotnické zafizeni neznepfistupni
studijni Gdaje ani informace cekajici na vyreseni.
Odménu Zkousejicimu a clendim Studijniho
personadlu poskytuje Zdravotnické zatizeni.
Odména je urcena vnitfnim predpisem
Zdravotnického zafizeni.

8.2 Reimbursements. Study Staff will be reimbursed
for reasonable and necessary expenses related to
Abbott-approved travel consistent with Abbott’s
travel policy and approved by Institution and may
be provided meals at investigator meetings or
other Abbott required meetings. Abbott will not

8.2 Nahrady. Studijnimu  persondlu  budou
proplaceny pfimérené a nezbytné vydaje spojené
s cestovanim schvalenym spolecnosti Abbott
v souladu s cestovni politikou spole¢nosti Abbott
a na zakladé schvdleni Zdravotnického zafizeni a
mohou jim byt poskytnuta jidla na setkanich
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reimburse out-of-pocket expenses if the required
meeting takes place simultaneously with an
industry conference or other meeting that the
Investigator or other Study Staff are otherwise
attending. Institution may also be reimbursed for
reasonable, pre-approved, travel-related
expenses for the benefit of Study Subjects
required to make follow-up visits in the event of
financial hardship.

Zkousejicich  nebo na jinych setkdnich
pozadovanych spolecnosti Abbott. Spolecnost
Abbott nebude hradit vlastni vydaje, pokud se
pozadované setkdni kond soucasné s oborovou
konferenci nebo jinym zaseddnim, kterého se
Zkousejici nebo jiny Studijni personal Ucastni i
jinak. Zdravotnickému zafizeni Ize rovnéz uhradit
pfimérené, predem schvalené vydaje spojené
s cestovanim  Subjektl studie, které jsou
nezbytné pro ndvstévy vramci nasledného
sledovani v pfipadé financénich potizi.

8.3 Budget Closure. Final payment due to Institution
under this Agreement and relevant SOW shall be
payable upon completion of all services, delivery
to Abbott of all CRFs, and eventual return to
Abbott of all Study Product if applicable and
Materials as set forth in the SOW. Any necessary
reconciliation payments based on unpaid
compensation, corrections or overpayments shall
be made or refunded within forty-five (45) days
of the notice and invoice of amount due. In the
event of termination of this Agreement for any
reason other than Institution’s breach, Abbott
shall pay Institution for services performed and
non-cancelable expenses incurred to the date of
termination, in accordance with the Budget.

8.3

Uzavieni rozpoctu. Konecna platba splatna
Zdravotnickému zafizeni podle této Smlouvy a
pfislusné Dil¢i smlouvy je splatna po dokonceni
véech sluzeb, dodani vSech CRF spolecnosti
Abbott a pfipadném vraceni vSech Hodnocenych
produkt(l je-li to aplikovatelné a Materiall
spole¢nosti Abbott, jak je uvedeno v Dilci
smlouvé. Veskeré nezbytné vyrovnavaci platby
zalozené na nevyplacené Uhradé, opravy nebo
preplatky museji byt provedeny nebo vraceny do
Ctyriceti péti (45) dnd od ozndmeni a vystaveni
faktury na splatné castky. V pripadé ukondeni
této Smlouvy z jakéhokoli jiného divodu, neZ je
jeji poruseni Zdravotnickym zafizenim, uhradi
spole¢nost Abbott Zdravotnickému zafizeni za
provedené sluzby a nevratné vydaje vzniklé ke
dni ukonéeni v souladu s Rozpoctem.

9 Term and Termination.

9 Doba trvani a ukonceni

9.1 Term. This Agreement shall enter into force
upon its execution by all Parties or their
authorized representatives, and into effect by
the date of its publication in the Agreements
Register in accordance with Act No. 340/2015
Coll., on the Special Conditions for the
Effectiveness of Certain Contracts, the Publishing
of such Contracts and the Register of Contracts
(“Act on the Agreements Register”), for the
period of five (5) years from comming into effect.
(the “Term”), provided however that the terms
of this Agreement shall survive for SOW
executed prior to termination or expiration of
this Agreement until the completion of all
Studies and the performance of all Institution’s
Services under all applicable SOW entered into
during the term of this Agreement.

9.1

Tato Smlouva nabude platnosti dnem jejiho
podpisu posledni ze Stran popfipadé jejich
opravnénych zastupcl, a uéinnosti dnem jejiho
uverejnéni v registru smluv v souladu se zakonem
¢.340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uverejiovani téchto
smluv a o registru smluv (dale jen ,zdkon
o registru smluv“), a to na dobu péti (5) let od jeji
ucinnosti (dale jen ,,Doba trvani“), avsak s tim, ze
podminky této Smlouvy zlstanou v platnosti,
pokud jde o Diléi smlouvy uzaviené pred
ukoncenim nebo uplynutim doby ucinnosti této
Smlouvy aZ do dokonceni vsech Studii a provedeni
vsech sluzeb Zdravotnického zafizeni na zakladé
vSech pfislusnych Dil¢éich smluv uzavienych
béhem doby Ucinnosti této Smlouvy.

9.2. Termination by Either Party. This Agreement or
any individual SOW may be terminated by either
Party in the event of material breach that
remains uncured after thirty (30) days after

9.2.

Ukonceni kteroukoli ze stran Tuto Smlouvu nebo

jakoukoli jednotlivou Diléi smlouvu muaze
kterakoli ze Stran ukoncit v ptipadé zavainého
poruseni, které zlistane nenapravené po uplynuti
tficeti (30) dnl od doruceni pisemného oznameni,
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receipt of written notice, or if necessary to
protect the health and safety of Study Subjects.

nebo v pfipadé potieby kochrané zdravi

a bezpecnosti zafazenych Subjektd studie.

9.3.

Termination by Abbott. Abbott may unilaterally
interrupt or terminate the Agreement or any
SOW without cause upon (30) days prior written
notice (received by the Institution). However, in
such a case they shall pay Institution the
proportionate part of the fee arising as a result
of performing hereunder (as well as the SOW)
and if this proportionate part of the fee does not
cover costs of Instituion paid for performing
hereunder (as well as the SOW), then also all
costs not covered by this proportionate part of
the fee.

9.3. Ukonceni spolecnosti Abbott Spolec¢nost Abbott je

oprdvnéna jednostranné prerusit nebo vypovédét
Smlouvu nebo jakoukoliv Dil¢i smlouvu bez udani
dlvodu po uplynuti tficeti (30) dnl od doruceni
pisemného ozndmeni Zdravotnickému zafizeni. Je
vSak povinna uhradit Zdravotnickému zafizeni
pomérnou Cast odmeény, kterd mu v duasledku
pInéni této Smlouvy a konkrétnich Dil¢ich smluv
vznikla a v pripadé, Ze pomérna cast odmény
nepokryva ndklady Zdravotnického zatizeni
vynalozené na plnéni této Smlouvy a pfislusnych
dil¢ich smluv, také naklady nepokryté pomérnou
¢asti odmény.

9.4.

Post Termination Requirements. In the event of
individual SOW termination, Institution will
cease enrollment and Study activities for
currently enrolled Study Subjects as directed by
Abbott consistent with applicable legislation and
accepted medical practice.

9.4.

PoZadavky po ukonceni V pfipadé individudiniho

ukonceni Dil¢i smlouvy ukonéi Zdravotnické
zatizeni zarfazovani do Studie a poskytovani sluzeb
u aktudlné zarazenych Subjekt( studie podle
pokyn( spolecnosti Abbott v souladu
s prislusSnymi pravnimi predpisy a uznavanou
Iékarskou praxi.

10 Indemnification and Insurance.

10 Odskodnéni a pojisténi

10.1 Sponsor

Indemnification. Except for Post-
Market data collection studies involving non-
investigational, open-market products that are
already approved and prescribed as part of
standard clinical care, Abbott will indemnify,
defend and hold harmless Institution,
Investigator, Study Staff and the EC (solely with
respect to its role in the approval and oversight
of the Study) (“Indemnitees”) from and against
third party actions, suits, claims, and costs
(including reasonable attorney fees incurred
prior to engagement of counsel by Abbott)
(“Losses”) directly arising from (a), use of Study
Products in accordance with the Study-specific
Protocol or procedures that the Study Subject
would not have undergone but for participation
in the Study, (b) Abbott's breach of this
Agreement or failure to comply with Applicable
Law, or (d) Abbott’s use or commercialization of
the Data or Inventions produced by the Studies.
Abbott’s indemnification obligation will not
apply to the extent that any Losses are
attributable to the negligence, misconduct,
failure to comply with Applicable Law or breach
of this Agreement on the part of an indemnitee.

10.1 Odskodnéni zadavatele. S vyjimkou studii sbéru

Gdaji po uvedeni na trh, které se tykaji
nezkoumanych, volné dostupnych produktl, jez
jsou jiz schvaleny a predepisovany jako soucast
standardni klinické péce, Spolec¢nost Abbott
odskodni, bude branit a chranit Zdravotnické
zafizeni, Zkousejiciho, Studijni persondl a EK
(pouze sohledem na roli pfi schvalovani
a dohledu nad Studii) (dale jen , OdSkodfované
osoby“) pred a proti stihani, Zalobam, naroklim a
nakladim (vCetné pfimérfenych poplatkl za
pravni zastoupeni, které vznikly pfed zapojenim
pravniho zastupce spole¢nosti Abbott) (dale jen
LZtraty”) pfimo vyplyvajicim z (a) pouzivani
Hodnocenych produktl v souladu s Protokolem
specifickym pro Studii nebo s postupy, které by
Studijni subjekt nebyl podstoupil, pokud by se
Studie neucastnil, (b) poruseni této Smlouvy
spole¢nosti Abbott nebo nedodrieni Platnych
zakonu, nebo (d) pouZziti nebo komercializace dat
nebo vynalez(l vytvorenych Studiemi spolecnosti
Abbott. Povinnost spolecnosti Abbott
o odskodnéni se nebude vztahovat na rozsah,
vjakém jsou jakékoli Ztraty zplsobeny
nedbalosti, nespravnym jednanim, nedodrzenim
Platnych zdkon( nebo porusenim této Smlouvy
ze strany Odskodnované osoby.
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10.2 Procedures. The obligation to indemnify is
conditioned upon the obligation of Indemnitees
to, (i) advise Abbott of any claim or lawsuit in
writing within thirty (30) days after receipt of
notice, or within such other time that Abbott’s
ability and rights to defend such claim or lawsuit,
as determined in Abbott’s discretion, are not
prejudiced, (i) assist Abbott and its
representatives in the investigation and defense
of any claim for which indemnification is
provided, and (iii) not compromise or otherwise
settle any such claim without Abbott's prior
written consent. Abbott will not compromise or
settle any claim without notification and consent
from the indemnitee, not to be unreasonably
withheld.

10.2 Postupy Povinnost odskodnéni je podminéna
povinnosti Odskodrovanych osob: (i) informovat
spolecnost Abbott o jakémkoli naroku nebo
soudnim fizeni pisemné do tficeti (30) dnl po
obdrZeni oznameni, nebo vtakové dobé, aby
méla spolecnost Abbott moZnost a pravo branit
se takovému ndroku nebo soudnimu fizeni,
podle uvazeni spolecnosti Abbott, (ii) pomahat
spolecnosti Abbott a jejim zastupcim pfi
vySetfovani a obrané jakéhokoli naroku, pro
ktery je poskytnuto odskodnéni, a (iii) necinit
ustupky nebo jinak neurovndvat jakykoli takovy
narok bez predchoziho pisemného souhlasu
spole¢nosti Abbott. Spolecnost Abbott nebude
¢init Ustupky nebo jinak urovndvat jakykoli ndrok
bez oznameni a souhlasu Odskodnované osoby,
aby nedoslo k neptimérenému odepreni.

10.3 Insurance. Abbott declares that it obtained and
will maintain, for the entire duration of
performance of the Study, insurance against
liability for damage for Abbott, Institution and
Investigator. The said insurance provides for
compensation in case of death of a Study Subject
or in case of other damage to a Study Subjects
health, as long as it is a result of conducting the
Study (hereafter referred to as ,,Insurance").

The Insurance shall also apply in cases where the
culpability of a particular person cannot be
established. Abbott shall ensure that the claims
from Insurance of liability for damage caused by
Study may be made during the whole period of
the clinical evaluation and also for per local law
after the Study is over.

Extent of the Insurance shall be in adequate
proportion to the risks associated with the
particular Study and follow the extent required by
the applicable law for the Insurance securing
death or permanent damage to a Study Subjects
health or long-term sick leave under the
applicable law.

10.3 PojiSténi. Spolecnost Abbott prohlasuje, Ze na
celou dobu provadéni Studie zajistila pojisténi
odpovédnosti za Skodu pro spolecnost Abbott,
Zdravotnické zatizeni a Zkousejiciho, jehoZ
prostfednictvim je zajisténo i odsSkodnéni v
pfipadé smrti subjektu Studie nebo v pfipadé
Skody vzniklé na zdravi subjektu Studie, vSe v
dlsledku provadéni Studie (dale jen ,, Pojisténi").

Pojisténi se vztahuje i na pripady, kdy nebude
mozné prokazat zavinéni konkrétni osoby.
Spolec¢nost Abbott je povinna zajistit, aby naroky
z Pojisténi v dlsledku Studie bylo moziné u
pojistitele uc¢inné uplatnit po celou dobu
provadéni Studie a ddle v souladu s pfislusnymi
pravnimi predpisy.

Rozsah Pojisténi musi byt v pfiméfeném poméru
k rizikim spojenym s konkrétnimi Studiemi a
odpovidat prdvni dpravou pozadovanému
rozsahu Pojisténi pro pfipad smrti nebo trvalého
poskozeni zdravi anebo dlouhodobé pracovni
neschopnosti.

11 Subject Direct Injury. For pre-market studies, Abbott
will reimburse the Institution, at rates consistent with
fair market value for industry-sponsored studies, the
costs of providing reasonable and necessary medical
diagnosis and treatment of any adverse reaction,
illness or injury directly arising from the use of the
Study Product in accordance with the applicable
Protocol or non-standard-of-care procedure that the
Subject would not have undergone but for

11 Pfimé poskozeni subjektu. Pro predregistracni

studie, Spole¢nost Abbott proplati Zdravotnickému
zafizeni v mire odpovidajici redlné trzni hodnoté pro
studie sponzorované primyslovym odvétvim
naklady na poskytnuti pfimérené a nezbytné lékarské
diagnézy a lécby jakychkoli nezddoucich reakci,
nemoci nebo zranéni pfimo vyplyvajicich z pouziti
Hodnoceného produktu vsouladu s pfisluSnym
Protokolem nebo z nestandardni |écby, kterou by
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participation in the applicable Study. Abbott’s
obligation to reimburse will not apply if such adverse
reaction, illness or injury is attributable to (i), the
negligence or misconduct of Institution, Investigator
or Study Staff, (ii) the known risk of a treatment or
device of the type being studied, according to the
Applicable Law, (iii) failure to adhere to the applicable
Protocol (with exceptions for emergency medical
care), (iv) failure to comply with Applicable Law, or (v)
the natural progression of a pre-existing condition
(not exacerbated by the Study) or underlying illness,
whether or not previously diagnosed. Abbott’s
agreement to reimburse these costs is provided as
reasonable consideration for Subjects’ willingness to
participate in the Study and does not constitute an
admission of liability for any injury.

Subjekt nepodstoupil, pokud by se neucastnil
pfislusné Studie. Tato povinnost spole¢nosti Abbott
neplati, pokud by takové nezadouci reakce, nemoci
nebo zranéni byly zplsobeny (i), nedbalosti nebo
nespravnym jednanim Zdravotnického zafizeni,
Zkousejiciho lékafe nebo Studijniho personalu, (ii)
zndmym rizikem léku nebo prostfedku, ktery je
pfedmétem hodnoceni, v souladu s Platnymi zakony,
(iii) nedodrzenim pfislusného Protokolu (s vyjimkami
pro urgentni lékarskou péci), (iv) nedodrienim
Platnych zdkon( nebo (v) pfirozenym vyvojem jiz
existujiciho stavu (zhorseni nelze pficist Studii) nebo
zakladni nemoci, at uz dfive diagnostikované ¢i nikoli.
Souhlas spole¢nosti Abbott s proplacenim téchto
nakladl je poskytovan jako pfimérena protihodnota
ochoty subjektd ucastnit se Studie a nepredstavuje
uzndani odpovédnosti za zranéni.

12 Representations and Warranties.

12 Prohlaseni a zaruky

12.1 The terms of this Agreement and performance of
services are valid and binding obligations of
Institution and are not inconsistent with any
other contractual or legal obligation (including
acceptance of any meals and/or reimbursement
of reasonable and necessary travel expenses) it or
respective Investigator may have or with
Institution’s policies and procedures or those of
any institution or organization with which either
is associated.

12.1 Podminky této Smlouvy a poskytovanisluzeb jsou
platnymi a zdvaznymi povinnosti Zdravotnického
zafizeni a nejsou v rozporu s zadnymi dalSimi
smluvnimi nebo pravnimi zavazky (v€etné pfrijeti
nahrady jakychkoli nezbytnych vydajd za stravu
a/nebo cestovnich vydaju), které mize mit nebo
prislusny Zkousejici mizZe mit, nebo se zdsadami
a postupy Zdravotnického zafizeni nebo
s takovymi predpisy, které se vztahuji na
kterékoli zdravotnické zatizeni nebo organizaci.

12.2 Investigator is not under investigation or subject
to any disciplinary action by any medical board,
and Investigator has a medical license, or
equivalent, that has not been restricted or
suspended by any medical board in any way. If
any of foregoing occurs, Investigator shall
immediately notify Abbott.

12.2 Zkousejici neni predmétem vysSetfovani ani
nepodléha Zzadnému disciplindrnimu ftizeni ze
strany lékafské rady, ma oprdvnéni kvykonu
povolani Iékafe nebo rovnocenné opravnéni,
které nebylo nijak omezeno nebo pozastavena
pfisluSnou autoritou. Pokud dojde k nékteré
zvySe uvedenych skutecnosti, ZkouSejici to
neprodlené ozndmi spole¢nosti Abbott.

12.3 Neither Institution, Investigator, nor any Study
Staff shall make or accept, directly or indirectly,
any offer or promise or authorization of a bribe,
kickback, payoff or other payment or gift
intended to improperly influence any person
including an agent, government official, political
party or candidate for public office to exercise
their discretionary authority or influence to
benefit any party to this Agreement.

12.3  Zdravotnické zafizeni, ZkousSejici ani Zadny
Studijni personal nesmi predloZit ani pfijmout,
pfimo ani nepfimo, Zadnou nabidku nebo pfislib
nebo zmocnéni k Uplatku, provizi, vyplaté nebo
jiné platbé ¢i daru, ktery by byl nevhodné urcéen
k ovlivnéni jakékoli osoby, vcetné
zprostredkovatele, vladniho Ccinitele, politické
strany nebo kandidata na pozici ve statni spravé,
s cilem dosdhnout uplatnéni jeho ¢i jejiho
vyhradniho zmocnéni nebo vlivu ve prospéch
jakékoli strany této Smlouvy.

12.4 Institution is currently, nor has it been within the 12.4 Zdravotnickému zafizeni neni v soucasné dobé a
past five (5) years from the Effective Date of the ani v poslednich péti (5) letech prfed datem
Agreement or any SOW, debarred, disqualified, ucinnosti této Smlouvy nebo jakékoli Dilci
or excluded under any Applicable Law from: (i) smlouvy nebylo odejmuto ¢i pozastaveno
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providing goods or services to a regulated health
care company, (ii) participating in clinical
research, (iii) participating in a government
procurement or non-procurement program, or
(iv) participating in a reimbursed government-
funded or financed healthcare program (each, a
“Restriction”). Institution agrees to promptly
notify Abbott if any such Restriction is proposed,
pending or occurs during the applicable Term.

opravnéni k vykonu cinnosti podle jakychkoli
Platnych pravnich predpist za: i) poskytovani
zboZi nebo sluZzeb regulované zdravotnické
spolecnosti, ii) ucast v klinickém vyzkumu, iii)
Ucast ve vladdnim zakdzkovém nebo nesoutéznim
programu nebo iv) ucast v hrazeném, statem
financovaném programu zdravotni péce (kazdé
dale jen jako ,Omezeni“). Zdravotnické zafizeni
souhlasi s tim, Ze bude neprodlené informovat
spole¢nost Abbott, pokud je takové Omezeni
navrzeno, ¢ekd na vyfizeni nebo nastane béhem
pfislusného obdobi.

12.5 Institution has and Investigators at the date of
SOW conclusion will have the experience,
capabilities, adequate subject population, and
resources, including but not limited to sufficient
personnel and equipment, to efficiently and
expeditiously perform each Study in a
professional and competent manner and in
accordance with all Applicable Law.

12.5 Zdravotnické zafizeni ma a Zkousejici budou pfi
uzavieni Dil¢i smlouvy mit zkuSenosti,
schopnosti, adekvatni populaci subjekt( a zdroje,
véetné mimo jiné vhodného persondlu a
vybaveni, aby ucinné a rychle provedly kazdou
Studii profesionalnim a kompetentnim
zplsobem a vsouladu se vsemi pfislusnymi
pravnimi predpisy.

13 Contacts and Notices. Any questions regarding a Study

should be directed to the contact person of each Party.
Any notice required pursuant to this Agreement shall
be in writing, personally delivered or sent by certified
mail, return receipt requested, or recognized courier
service to the other party at the address set forth
below. Notices shall be deemed effective on the date
received if personally delivered or sent by certified mail
or recognized courier.

13 Kontaktni osoba a oznameni. Jakékoli dotazy tykajici

se Studie by mély byt smérovany na kontaktni osobu
pfislusné Strany. Kazdé oznameni vyZzadované podle
této Smlouvy bude mit pisemnou podobu, bude
doru¢eno osobné nebo zaslano na niZe uvedenou
adresu postou doporucéené s doruc¢enkou nebo pomoci
uznavané kuryrni sluzby. Ozndmeni se povazuji za
ucinna dnem pfijeti, pokud jsou osobné doruc¢ena nebo
zasldna ovérenou postou nebo uzndvanym kuryrem.

Institution:
Nemocnice Na Homolce
Roentgenova 37/2, 150 30 Praha 5

Phone: I
Email: I

Zdravotnické zafizeni:
Nemocnice Na Homolce
Roentgenova 37/2, 150 30 Praha 5

Phone: I
Email:

Abbott:
St. Jude Medical Coordination Center BV

Abbott:
St. Jude Medical Coordination Center BV

with a copy to:

7
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14 Miscellaneous. 14 Ruzné
14.1 Publicity. Except when required by Applicable 14.1 Uverejnéni. S vyjimkou pfipadd, kdy to vyzaduji
Law, the Parties shall not disclose the existence pfislusné pravni predpisy, Strany nejsou
or terms of this Agreement or any SOWs, or use oprdvnény sdélit informace existenci nebo
the name, trademark, servicemark or logo of the podminkach této Smlouvy ani Zadné Dilci
other Party in any publicity, advertising or smlouvy, ani nepouiZiji jméno, ochrannou

information that is disseminated to any third
person or to the general public without the other
Party’s prior written approval. The parties shall
have the right to post publicly registered
information (clinicaltrials.gov or equivalent)
about the Study on their publicly accessible web
sites.

A publication of this Agreement in the
Agreements Register of the Czech Republic in
accordance with the conditions laid down in Act
on the Agreements Register, is not considered as
a breach of this article or other articles of this
Agreement.

The Institution undertakes to redact parts of the
Agreement containing information which Abbott
declares as sensitive or as business secrets of
Abbott.

znamku, servisni znacku nebo logo druhé Strany
v jakékoli reklamé, inzerci nebo informacich,
které jsou Sifeny jakékoli tfetiosobé nebo Siroké
verejnosti, bez pfedchoziho pisemného souhlasu
druhé Strany. Strany maji prdvo zverejfovat
vefejné registrované informace (clintrials.gov
nebo ekvivalent) o studii na svych verejné
pristupnych webovych strankach.

Porusenim tohoto ustanoveni, jakoz i dalSich
prislusnych ustanoveni Smlouvy, neni uverejnéni
této Smlouvy v registru smluv Ceské republiky
v souladu a za podminek stanovenych v zakoné o
registru smluv.

Zdravotnické zafizeni se zavazuje redigovat
informace, které spolecnost Abbott oznaci za
citlivé nebo za obchodni tajemstvi spolecnosti
Abbott.

14.2 Independent _ Contractor. Institution and
Investigator’s relationship to Abbott under this
Agreement is and will be that of an independent
contractor. Neither party has authority to bind
or act on behalf of the other party.

14.2 Nezavisly dodavatel. Vztah Zdravotnického
zafizeni a Zkousejicitho ke spolecnosti Abbott
podle této Smlouvy je a bude vztahem
nezavislého dodavatele. Zddnd ze stran nema
oprdvnéni zavazat se nebo jednat jménem druhé
strany.

14.3 Assignment and Subcontracting. Parties shall
not assign or delegate this Agreement or their
rights and obligations arising here from or
related hereto and shall not conclude any
agreement with any third party the subject
matter of which would be performance of any
obligations under this Agreement, as long as the
other Party did not give prior written consent
thereto.

14.3 Postoupeni.
Strany nesmi postoupit tuto Smlouvu nebo svd

prdva a povinnosti z ni vyplyvajici nebo s ni
souvisejici a nesmi uzavfit smlouvu se tretimi
osobami na plnéni jakychkoliv povinnosti podle
této Smlouvy bez predchoziho pisemného
souhlasu druhé Strany.

14.4 Governing Law. Legal relationship based on this
Agreement and in relation hereto is governed by
all applicable legal regulation of the Czech
Republic excluding provisions on conflict of laws,
especially the Civil Code, Medical Devices Act Act
No. 375/2022 Coll., (eventually another Medical
Devices Act replacing this Regulation), Act No.
372/2011, the Public Healthcare Act, and
Regulation (EU) 2017/745 of the European
Parliament and of the Council on medical
devices, all of the above as amended.

14.4 Rozhodné pravo. Pravni vztahy mezi Stranami
vzniklé na zdkladé této Smlouvy nebo
v souvislosti s ni, se fidi pfislusSnymi pravnimi
predpisy Ceské republiky vyjma koliznich
ustanoveni, zejména obcanskym zakonikem,
zakonem ¢&. 375/2022Sb., o zdravotnickych
prostfedcich  (pfipadné jiném zdkoné o
zdravotnickych prostfedcich, ktery tuto normu
nahradi), zdkonem ¢.372/2011 Sb.,
o zdravotnich sluzbach, a pfimo pouzitelnym
nafizenim Evropského parlamentu a Rady (EU)
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The Parties further agree that, in the sense of
section 89a of Act No. 99/1963 Coll., on civil law
proceedings, the local jurisdiction is with the
Municipal Court in Prague (provided the
jurisdiction is with the relevant regional court)
and the District Court of Prague 5 (provided the
jurisdiction is with the relevant district court).
This Section shall survive termination or
expiration of this Agreement.

2017/745 o zdravotnickych prostfedcich, vse ve
znéni pozdéjsich predpist.

Strany se dale ve smyslu ustanoveni § 89a
zakona ¢. 99/1963 Sh., obcdansky soudni fad
dohodly, Ze mistné pfislusSnym je v pfipadé, Ze
k projednani véci je vécné prislusny krajsky soud,
Méstsky soud v Praze a v pfipadé, Ze
k projednani véci je vécné pfislusny okresni
soud, Obvodni soud pro Prahu 5. Ustanoveni
vtomto odstavci plati i po ukonéeni nebo
vyprseni platnosti této Smlouvy.

14.5

Survival.  Notwithstanding  expiration or
termination of this Agreement for any reason,
rights and obligations which by the terms of this
Agreement survive termination of the
Agreement will remain in full force and effect.

14.5 Pretrvani. Bez ohledu na ukonéeni této Smlouvy
z jakéhokoli dOvodu zlistanou prava a
povinnosti, které podle ustanoveni této
Smlouvy pretrvdvaji i po ukonceni této
Smlouvy, platnd v plném rozsahu a ucinnosti.

14.6.

Force Majeure. If, by a reason of Force Majeure,
a party is rendered unable wholly or in part to
carry out its obligations under this Agreement,
then such party shall give notice and full
particulars of such Force Majeure in writing to
the other party within a reasonable time after
occurrence of the event or cause relied upon,
and the obligation of the party giving such
notice, so far as it is affected by such Force
Majeure, shall be suspended during the
continuance of the inability then claimed, except
as hereinafter provided, but for no longer
period, and such party shall endeavor to remove
or overcome such inability with all reasonable
dispatch.

14.6 Vy3Si moc. Pokud je nékterd ze smluvnich stran
z dlvodu vyssi moci zcela nebo Ccastecné
neschopna plnit své zavazky podle této
smlouvy, je povinna oznamit tuto skutecnost a
uvést veskeré podrobnosti o wvys$si moci
pisemné druhé smluvni strané v pfimérené
IhGté po vzniku udalosti nebo priciny, na kterou
se odvoldva. Povinnost strany, ktera takové
oznameni poddva, bude v rozsahu ovlivnéném
vy$si moci pozastavena po dobu trvani této
neschopnosti, s vyjimkou pfipadd uvedenych
dale, a to ne déle, a tato strana se bude snazit
tuto neschopnost odstranit nebo prekonat s
vesSkerou primérenou snahou.

14.7

Severability. If any provision, right or remedy
provided for herein is held to be unenforceable
or inoperative by a court of competent
jurisdiction, the validity and enforceability of
the remaining provisions will not be affected
thereby.

14.7 Oddélitelnost. Pokud bude  jakékoliv
ustanoveni, pravo nebo ndpravny prostfedek
uvedeny v této Smlouvé shleddn pfislusSnym
soudem nevynutitelnym nebo neucinnym,
nebude tim ovlivnéna uc¢innost a vynutitelnost
zbyvajicich ustanoveni.

14.8

Counterparts. This Agreement exists in three
counterparts and each of them in Czech and
English language. Institution shall receive two
counterparts. The Czech language version shall
prevail. In the event that this Agreement is
executed in electronic form, it shall be a single
copy with electronic signatures of the parties in
accordance with Act No. 297/2019 Coll. on trust
services for electronic transactions as
amended. The Czech language version shall
prevail.

14.8 Vyhotoveni. Tato Smlouva se vyhotovuje ve
tfech stejnopisech, znichz kazdy je sepsan
soucasné vjazyce Cceském a anglickém.
Zdravotnické  zafizeni obdrii po dvou
stejnopisech. Vykladové rozhodna je ceska
jazykova verze. Je-li tato Smlouva vyhotovena v
elektronické podobé, jednd se o jedno
vyhotoveni s elektronickymi podpisy stran v
souladu se zdkonem ¢.297/2016 Sb., o sluzbach
vytvarejicich  dlvéru pro  elektronické
transakce,

14.9 Entire Agreement. This Agreement, including all

exhibits  hereto, contains the entire

14.9 Celd Smlouva. Tato Smlouva, vcéetné vsech
jejich priloh, obsahuje Uplnou Umluvu Stran
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understanding of the parties with respect to the
subject matter herein and supersedes all
previous agreements and undertakings with
respect thereto. Exhibits form an integral part of
this Agreement.

Any changes and amendments hereto shall be
in writing and via numbered amendments and
shall be signed by all Parties. This Agreement
can be terminated only in writing.

In the event of a conflict between provisions of
an individual SOW, the Protocol and this
Agreement, the Protocol shall control with
respect to matters of science, medical practice,
and Study Subject safety. In all other matters,
the provisions of this Agreement shall control,
unless superseding text appears in the SOW.
None of this Agreement or any of its terms,
including any SOW, attachment or exhibit
hereto, may be amended, restated or otherwise
altered except by written agreement signed by
the parties.

sohledem na predmét této Smlouvy a
nahrazuje vSechny predchozi Smlouvy a
zavazky, které se k nim vztahuji. Pfilohy tvofri
nedilnou soucast této Smlouvy.

Zmény Smlouvy jsou mozné jen ve formé
pisemného a cislovaného dodatku ke Smlouvé
podepsaného vsemi Stranami. Smlouva muze
byt ukonéena pouze pisemné.

V pfipadé  rozporu mezi  ustanovenimi
jednotlivych Dil¢ich smluv, Protokolu a této
Smlouvy bude Protokol fidicim dokumentem
sohledem na védu, Ilékarskou praxi
a bezpecnost Subjektl studie. VSechny ostatni
zalezitosti se fidi ustanovenimi této Smlouvy,
pokud se v Dil¢i smlouvé neobjevi nahrazujici
text. Zadna €ast této Smlouvy, ani 7adné z jejich
podminek, vcetné jakychkoli Dil¢ich smluv,
pfiloh nebo vzord, nemohou byt pozménény,

pfepracovany nebo jinak  pozménény,
svyjimkou pisemné dohody podepsané
Stranami.

IN WITNESS WHEREOF, the Parties have caused this
Agreement to be executed by their duly authorized
representatives.

NA DUKAZ CEHOZ Strany uzaviely tuto Smlouvu
prostfednictvim svych radné zmocnénych zastupcu.

ST. JUDE MEDICAL COORDINATION CENTER BV

an Abbott company/ ST. JUDE MEDICAL COORDINATION

CENTER BV, spolecnost Abbott

By/Podpis:

Name/Jméno: IR

Title/Funkee:
I

NEMOCNICE NA HOMOLCE

By/Podpis:

Name/Jméno: MUDr. Petr Polouéek, MBA

Title/Funkce: Director/Reditel

Date/Datum: Date/Datum:
Attachments: Pfilohy:
Exhibit A Form of Statement of Work Ptiloha A Formular Dil¢i smlouvy o klinické studii
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EXHIBIT A

VZOR A

Form of Statement of Work

Vzor diléi smlouvy o klinické studii

This Statement of Work is issued under the Master Clinical
Study Agreement dated Insert Date MCSA was fully
executed (the “Master Agreement”) by and between
Abbott Laboratories, seated and its Affiliates acting
through its Legal Representative in the European Union ST.
JUDE MEDICAL COORDINATION CENTER BV, an Abbott
company, a corporation organized under the laws of

Belgium, with offices at |
. Ny 000 &b
lawfully represented by | T B

and its Affiliates (“Abbott”) and Nemocnice Na Homolce,
a medical center located at Roentgenova 37/2, 150 30
Praha 5, Czech Republic, VAT: CZ00023884, represented
by MUDr. Petr Poloucek, MBA, director (“Institution”).
This Statement of Work includes the terms and conditions
of the Master Agreement, which are hereby incorporated
herein by this reference.

Tato Dilci smlouva o klinické studii se uzavira na zakladé
Ramcové smlouvy o provedeni klinické studie uzaviené
dne Vlozte datum, kdy byla MCSA uzaviena (dale jen
»Ramcova smlouva“) mezi spolecnosti Abbott
Laboratories a jejimi pfidruzenymi spolec¢nostmi, jednajici
prostfednictvim jejiho zakonného zastupce v Evropskeé unii
ST. JUDE MEDICAL COORDINATION CENTER BV,
spolecnosti Abbott, korporaci ustavenou podle belgického

prava, se sidlem na adrese | RN
I O 'C: I
I rrovoz klinickych pracovist (dale jen

»Spolecnost Abbott”) a Nemocnici Na Homolce, se sidlem
na adrese Roentgenova 37/2, 150 30 Praha 5 - Motol,
Ceska republika, DIC: CZ00023884, zastoupenou MUDr.
Petrem Polouckem, MBA, feditelem (dale jen
,Zdravotnické zafizeni”). Tato Dil¢i smlouva o klinické
studii obsahuje podminky Rdmcové smlouvy, které jsou
timto zacélenény ve formé odkazu.

1. Protocol; Conduct of Study.

1. Protokol; provadéni Studie.

(a) Institution and Investigator (defined below) will
conduct the clinical study (“Study”) in relation to
the Abbott product (s) Insert Product(s) Name (the
“Study Product(s)”) pursuant to the terms of this
Statement of Work and the Master Agreement
and in strict adherence to Protocol Nolnsert #
entitled “Insert Protocol Title” (the “Protocol”), as
the same may be amended from time to time in
writing by Abbott, and any other written
instruction that may be provided in case they are
needed to Institution by Abbott. Investigator
hereby acknowledges reviewing and
understanding the Protocol, as evidenced by the
Investigator’s signature on the Investigator
Agreement (s) contained within the Protocol, as
may be amended from time to time, all of which
are incorporated herein by reference.

(a) Zdravotnické zafizeni a Zkousejici (definovan nize)
provedou klinickou studii (dale jen ,Studie”)

v souvislosti s Hodnocenym  produktem i
produkty spolecnosti Abbott Vlozte nazev
produktu/produkt  (ddle jen “Hodnoceny

produkt nebo Hodnocené produkty”) v souladu
s podminkami této Dil¢i smlouvy a Ramcovou
smlouvou, a budou pfisné dodrzovat Protokol ¢.
Vlozte Cislo nazvany ,VloZte nazev protokolu “
(dale jen ,Protokol”), jenz mize spolecnosti
Abbott c¢as od casu pisemnou formou zmeénit,
ataké veskeré dalsi pisemné pokyny, které
spolecnost Abbott muize Zdravotnickému zafizeni
v pfipadech potieby poskytnout. Zkousejici timto
potvrzuje, Ze si prostudoval Protokol a porozumél
mu, o ¢emZ svédci jeho podpis na Smlouvé pro
Zkousejiciho, ktera je obsaZena v Protokolu, a je
srozumeén s tim, Ze Protokol miZe byt ¢as od Casu
zménén, pficemz vSechny takové dodatky jsou zde
zaclenény odkazem.

Institution shall use its best efforts to complete
enrollment of all Study Subjects within Insert
Number (#)of Study initiation. Expected number

Zdravotnické zafizeni wvynaloZi veskeré Usili
k dokonceni zarazeni vSech Subjektll studie do
VloZte Ccislo (x) mésicG od zahajeni Studie.

(b)
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of Study Subjects enrolled to the Study shall be
approximately .....

Predpokladany pocet Subjektll studie zafazenych
do Studie je pfiblizné .....

(c) The Study shall be conducted under the consent of
the EC No.: ..., issued on ........ The
application for a consent of the EC shall be filed by
Abbott. Investigator in coordination with Abbott
shall negotiate with the EC. In case it is necessary
to modify the terms and conditions of the Study
already approved by the EC, Abbott shall ask the
relevant EC for a written consent approving the
modification of terms and conditions of the Study
and it shall submit a proposal of changes in
documentation.

(c) Studie bude provedena na zdkladé souhlasu EK
vydaného dne ......, C.j. cueuees Zadost o souhlas EK
podava spolec¢nost Abbott. Spolec¢nost Abbott
a Zkousejici jednaji ve vzajemné soucinnosti s EK.
Spolec¢nost Abbott rovnéz pozada prislusnou EK o
pisemny souhlas se zménami podminek Studie a
predlozi ji navrh na zmény v dokumentaci
v pfipadé, Ze je tfreba zménit podminky Studie EK
jiz schvalené.

(d) The Study shall be conducted with the consent of
the State Institute for Drug Control (hereinafter
the “Institute”) issued on ....... Request for consent
is submitted by the Sponsor.

(d) Studie bude provedena na zdakladé povoleni
Statniho Ustavu pro kontrolu IléCiv (ddle jen
,Ustav”) vydaného dne ...... Zadost o povoleni
podava spolecnost Abbott.

(e) Institution will ensure that subject data, as
required in the Protocol, is entered into the CRFs
(whether electronic or paper) within five (5)
business days of subject visit.

(e) Zdravotnické zafizeni zajisti, aby byla data
subjektd, tak jak vyZaduje Protokol, zadana do CRF
(v elektronické nebo papirové podobé) do (5)
pracovnich dni od navstévy subjektu.

(f) Each party agrees to maintain a policy or policies
of insurance or self-insurance sufficient to satisfy
its respective duties and obligations under this
Statement of Work to the extent such duties and
obligations are commercially insurable, each at its
own cost and expense. Such coverage shall
comply with applicable laws and regulations, and
be maintained throughout the term of this
Statement of Work, as detailed in article 10.3 of
the Master Agreement, and for two (2) years
thereafter. It is further acknowledged between
the parties that the minimum limits of liability or
conditions required herein do not in any way limit
or expand any indemnity obligations or other
liabilities of either party under this Statement of
Work.

(f) Kazda strana souhlasi s tim, Ze bude udrzovat
pojistnou smlouvu nebo systém samopojisténi v
rozsahu postacujicim k plnéni svych pfislusnych
povinnosti a zavazk(l podle této Dil¢i smlouvy, ato
v rozsahu, v jakém jsou tyto povinnosti a zavazky
komercné pojistitelné, a na vlastni naklady. Toto
pojisténi bude v souladu s platnymi zdkony a
predpisy a bude udrZovano po celou dobu trvani
této Dil¢i smlouvy, jak je uvedeno v ¢lanku 10.3
Ramcové smlouvy, a jesté dva (2) roky po jejim
ukonceni. Strany dale berou na védomi, Ze
minimalni limity odpovédnosti nebo podminky
pozadované v tomto dokumentu nijak neomezuji
ani nerozsifuji jakékoli odskodnovaci povinnosti
nebo jiné zavazky kterékoliv ze stran podle této
Dil¢i smlouvy.

2.

Investigator; Contacts.

2. Zkousejici; kontaktni udaje.

Insert Investigator's Name (“Investigator”).
Investigator is an employee of Institution. Institution
shall meet its obligations arising hereunder via
Investigator in his capacity as the Institution’s
employee. By signing this Statement of Work,
Investigator hereby undertakes to meet all the
obligations of Provider imposed herein. Institution’s

VloZzte jméno Zkousejiciho I|ékafe (dale jen
»Zkousejici“). Zkousejici je zaméstnancem
Zdravotnického zafizeni. Zdravotnické zafizeni bude
své povinnosti z této Dil¢i smlouvy plnit zejména
prostfednictvim Zkousejiciho jako svého zaméstnance.
Zkousejici se podpisem této Dil¢i smlouvy zavazuje
plnit veskeré relevantni povinnosti uloZené touto
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contact(s) at Abbott will be Insert Abbott Contact
Name, Insert Address, Phone: Insert Phone #, EMail:
Insert Email, and Insert Abbott Contact Name, Insert
Address, Phone: Insert Phone #, EMail: Insert Email or
whomever Abbott may designate in writing. Abbott’s
contact(s) at Institution will be Insert Institution
Contact Name, Insert Address, Phone: Insert Phone #,
Email: Insert Email.

smlouvou Zdravotnickému zafizeni. Kontaktni osobou
Zdravotnického zatizeni ve spole¢nosti Abbott bude
VloZte jméno kontaktni osoby spole¢nosti spolecnost
Abbott, Vlozte adresu, Telefon: VlozZte telefonni Cislo,
EMail: Insert Email a Vlozte jméno kontaktni osoby
spolecnosti spolecnost Abbott, Vlozte adresu, Telefon:
Vlozte telefonni ¢islo, Email: Insert Email nebo kdokoli,
koho mulZe spolecnost Abbott pisemné urcit.
Kontaktni  osobou spoleénosti Abbott  ve
Zdravotnickém zafizeni bude VloZte jméno kontaktni
osoby Zdravotnického zafizeni , Vlozte adresu,
Telefon: VlozZte telefonni ¢islo, EMail: Insert Email.

3. Compensation.

3. Kompenzace.

(a) In consideration for Institution’s services
hereunder, Abbott shall pay Institution as per the
Budget attached hereto as Appendix 1 and in
accordance with the terms of the Master
Agreement.

(a) S ohledem na sluzby poskytované Zdravotnickym
zafizenim vrdmci tohoto dokumentu uhradi
spole¢nost Abbott Zdravotnickému zarizeni platby
podle rozpoctu, ktery je prilohou tohoto
dokumentu ve formé Ptilohy1l avsouladu
s R&mcovou smlouvou.

The Budget is based on the full performance of
services contemplated by this Statement of Work
and full compliance with the terms of the Budget
and Master Agreement (including the Protocol).
Abbott will not be responsible for paying for
subject visits or treatments for a subject that is
enrolled or treated in violation of the Protocol or
for the data contained in a CRF which is not
complete and accurate.

(b) Rozpocet je zaloZen na Uplném poskytnuti sluzeb
predvidanych touto Dil¢i smlouvou a na Uplném
splnéni podminek Rozpoctu a Ramcové smlouvy
(véetné Protokolu). Spole¢nost Abbott nebude
odpovédna za platbu za navstévy subjektu nebo
[éCbu subjektu, ktery je zarazen nebo lécen
v rozporu s Protokolem, ani za udaje obsazené

v CRF, které nejsou Uplné a presné.

4. Payment.

4. Platby.

Payment will be made periodically by Abbott (at least once
a quarter), upon reception of an invoice or other payment
request from the Institution. Invoice should be sent to:

I - \AT:
_nd send the electronic invoice to: -
I ' cctronic invoice is preferred.

The invoice must contain particulars pursuant to Act No.
235/2004 Coll., on value added tax. Abbott is obliged to
return the invoice which does not contain such particulars
to the Institution within 60 days from receipt of the
invoice.

Platba bude pravidelné provadéna spolecnosti Abbott
(alespon jednou kvartalné) na zakladé obdrzené faktury
nebo jiné Zadosti o platbu od Zdravotnického zafizeni.

Faktury se zasilaji na adresu: || NG
I O'C: I > clckironicks
faktura  na adresu: |

Upfrednostiiovdna je elektronicka fakturace.

Faktura musi obsahovat naleZitosti dle zdkona ¢. 235/2004
Sb., o dani zpfidané hodnoty. Spolecnost Abbott je
povinna vratit fakturu, kterd neobsahuje uvedené udaje
Zdravotnickému zafizeni k opravé do 60 dnl od jejiho
obdrZeni.
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Account #/¢. Gctu: 34534-17734051/0710 - EUR
Name/jméno: Nemocnice Na Homolce
Name Bank/nazev banky: Ceska narodni banka

Address bank/adresa banky: Na Prikopé 28, 115 03 Praha 1

BIC/SWIFT CODE: CNBACZPP

IBAN: CZ300710 0345 3400 1773 4051

5. Final provisions.

5. Zavérecna ustanoveni.

1. Study Term. This Statement of Work shall enter into
force upon its execution by all contractual parties or
their authorized representatives, and into effect by
the date of its publication in the Agreements Register
in accordance with Act No. 340/2015 Coll., on the
Special Conditions for the Effectiveness of Certain
Contracts, the Publishing of such Contracts and the
Register of Contracts (the “Effective Date”), and shall
terminate on the later of: (i) one (1) year from the
Effective Date; (ii) the date of Study database lock if
there is subject enrollment under this Statement of
Work in the Study; or (iii) the date of completion of all
the obligations of the parties hereunder (the “Term”),
unless terminated earlier pursuant to the terms of the
Master Agreement or this Statement of Work.

1. Tato Dil¢i smlouva nabude platnosti dnem jejiho
podpisu posledni ze smluvnich stran popfipadé jejich
opravnénych zastupcl, a ucinnosti dnem jejiho
uverejnéni v registru smluv v souladu se zdkonem
€. 340/2015 Sb., o zvlastnich podminkach ucinnosti
nékterych smluv, uverejiiovani téchto smluv a o
registru smluv (,Datum ucinnosti“) a kondi: (i) jeden
(1) rok od Data ucinnosti; (ii) k datu uzavreni studijni
databaze, pokud se provadi nabor subjekt’ do Studie
podle této Dil¢i smlouvy, nebo (iii) k datu splnéni vsech
zavazkd smluvnich stran podle této Smlouvy (dale jen
,Lhita”), podle toho, co nastane nejpozdéji, pokud
neni ukonéena podle lhat uvedenych v Ramcové
smlouvé a Diléi smlouvé.

2. Contracting parties shall not assign or delegate this
SoW or their rights and obligations arising herefrom or
related hereto and shall not conclude any agreement
with any third party the subject matter of which would
be performance of any obligations under this SoW, as
long as the other contractual party did not give prior
written consent thereto.

2. Smluvni strany nesmi postoupit tuto Dil¢i smlouvu
nebo sva prava a povinnosti z ni vyplyvajici nebo s ni
souvisejici a nesmi uzavrit smlouvu se tfetimi osobami
na plnéni jakychkoliv povinnosti podle této Dilci
smlouvy bez predchoziho pisemného souhlasu druhé
smluvni strany.

3. Notices. Any notice required or otherwise made
pursuant to this Statement of Work shall be in writing,
personally delivered or sent by certified mail, return
receipt requested, or recognized courier service,
properly addressed, or by facsimile with confirmed
answer-back, to the other party at the address set
forth below. Notices shall be deemed effective (a) on
the date received if personally delivered or sent by
certified mail or recognized courier, or (b) upon the
date of confirmed answer-back if sent by facsimile.

3. Oznameni Kazdé ozndmeni vyZadované nebo jinak
podané podle této Dil¢i smlouvy bude mit pisemnou
podobu, bude doruc¢eno osobné nebo zaslano na nize
uvedenou adresu posStou doporucené s dorucenkou
nebo pomoci uznavané kuryrni sluzby, stadnou
adresou, nebo bude zasldno pomoci faxu
s potvrzenym pfijetim. Ozndmeni budou povaZovana
za Uc¢innd (a) kdatu prijeti, pokud jsou osobné
dorucena nebo zaslana doporucenou postou nebo
uzndvanym kuryrem, nebo (b) k datu potvrzeného
doruceni, pokud je zaslano faxem.

Institution:
Nemocnice Na Homolce, Roentgenova 37/2,
150 30 Praha 5

Zdravotnické zafizeni:
Nemocnice Na Homolce, Roentgenova 37/2,
150 30 Praha 5

Phone: [ Phone: I
email: email:
CONFIDENTIAL DUVERNE
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Abbott: Abbott:

St. Jude Medical Coordination Center BV St. Jude Medical Coordination Center BV

] I

I I

I I

I I

I I

. .

TP | |

with a copy to: s kopii na:

... OO

I I

I I

I I

I I

I I

i |

4. Counterparts. This Statement of Work exists in | 4. Stejnopisy Tato Dil¢i smlouva se vyhotovuje ve
four counterparts and each of them in Czech and Ctyfech stejnopisech, znichz kazdy je sepsan
English language. Institution shall receive two soucasné v jazyce Ceském a anglickém. Zdravotnické
counterparts. The Czech language version shall zafizeni obdrzi po dvou stejnopisech. Vykladové
prevail. In the event that this Statement of Work is rozhodnd je cCeskajazykova verze. Je-li tato Dilci
executed in electronic form, it shall be a single smlouva vyhotovena v elektronické podobé, jedna se
copy with electronic signatures of the parties in o jedno vyhotoveni s elektronickymi podpisy stran v
accordance with Act No. 297/2019 Coll. on trust souladu se zdkonem ¢. 297/2016 Sb., o sluzbach
services for electronic transactions as amended. vytvérejicich ddvéru pro elektronické transakce, ve
The Czech language version shall prevail. znéni pozdéjsich predpish.

5. Entire Agreement. This Statement of Work and the | 5. Cela Smlouva Tato Dilci smlouva a Ramcova smlouva
Master Agreement contain the entire obsahuji Uplnou Umluvu smluvnich stran s ohledem
understanding of the parties with respect to the na predmét této Smlouvy a nahrazuje vsechny
subject matter herein and supersedes all previous predchozi smlouvy a zavazky, které se k nim vztahuiji.
agreements and undertakings with respect V pfipadé rozporu mezi ustanovenimi Protokolu a
thereto. In the event of a conflict between the podminkami a ustanovenimi této Dil¢i smlouvy nebo
provisions of the Protocol and the terms and jakymikoli vzory nebo jejimi dodatky bude Protokol
provisions of this Statement of Work or any fidicim dokumentem s ohledem na védu, lékafskou
exhibits or appendices hereto, the Protocol shall praxi a bezpecnost Studijnich subjektl. Ve vsech
control with respect to matters of science, medical ostatnich pfipadech jsou fFidici podminky a
practice and Study subject safety. In all other ustanoveni této Dil¢i smlouvy a RAmcové smlouvy.
matters, the terms and provisions of this Master V pfipadé jakéhokoli rozporu mezi podminkami a
Agreement and Statement of Workshall control. In ustanovenimi této Dil¢i smlouvy a ustanovenimi
the event of any conflict between the terms and Ramcové smlouvy jsou fidici podminky a ustanoveni
provision of this Statement of Work and those of Ramcové smlouvy, pokud tato Dil¢i smlouva konflikt
the Master Agreement, the terms and provisions vyslovné neuznava a vyslovné nestanovi, ze kolidujici
of the Master Agreement shall control, unless this podminky nebo ustanoveni obsaZzené v této Dilci
Statement of Work specifically acknowledges the smlouvé jsou fidici pouze pro tuto Dil¢i smlouvu. Tato
conflict and expressly states that the conflicting Dil¢i smlouva mUZe byt upravena pouze pisemnou
term or provision found in this Statement of Work dohodou podepsanou stranami této Dil¢i smlouvy.
controls for this Statement of Work only. This
Statement of Work may be modified only by
written agreement signed by the parties to this
Statement of Work.
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IN WITNESS WHEREOF, the parties have caused this
Statement of Work to be executed by their duly
authorized representatives.

NA DUKAZ TOHO strany uzavrely tuto Dil&i smlouvu
prostfednictvim svych fadné zmocnénych zastupcu.

Attachments: Ptilohy:

Appendix 1 Budget (not part of provided template) | Pfiloha 1 Rozpocet (neni soucasti vzoru)

Appendix 2 Insurance Certificate (not part of Pfiloha 2 Doklad o pojisténi studie (neni soucasti
provided template) vzoru)

Appendix 2 Data processing agreement / Ptiloha 2 Smlouva/informace o zpracovani osobnich

information (not part of provided template)

udajl (neni soudasti vzoru)

INSERT ABBOTT ENTITY NAME IN ALL CAPS/ VLOZTE
NAZEV ORGANIZACNI JEDNOTKY SPOLECNOSTI ABBOTT
HULKOVYM PISMEM

By/Podpis: DRAFT — NOT FOR SIGNATURE/ NAVRH -
NEPODEPISUJE SE

Name/Jméno:

Title/Funkce:

NEMOCNICE NA HOMOLCE

By/Podpis:_DRAFT — NOT FOR SIGNATURE/ NAVRH —
NEPODEPISUJE SE

Name/Jméno:
Title/Funkce:

Date/Datum:

Date/Datum:
| acknowledge ant | have read this Statement of Work
and the Master Agreement and agree to be bound by
the provisions of this Statement of Work and Master
Agreement. / Potvrzuji, Ze jsem si precetl tuto Dilci
smlouvu a Ramcovou smlouvu a souhlasim stim, Ze
budu véazadn/a ustanovenimi této Dil¢i smlouvy a
Ramcové smlouvy.
By/Podpis: DRAFT — NOT FOR SIGNATURE / NAVRH —
NEPODEPISUJE SE
Name/Jméno: Insert Name of Investigator /Vlozte
jméno Zkousejiciho
Title/Funkce: Investigator/ Zkousejici
Date/Datum:
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