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MASTER CLINICAL STUDY AGREEMENT

RAMCOVA SMLOUVA O PROVEDENI KLINICKE STUDIE

This Master Clinical Study Agreement (“Agreement”), valid
as of the full execution hereof (“Validity Date”) and
effective as of the date of publishing in the Register of
Contracts (,Effective Date”), sets forth the terms and
conditions by and between Abbott Laboratories and its
Affiliates  (“Abbott”) acting through its Legal
Representative in the European Union ST. JUDE MEDICAL
COORDINATION CENTER BVBA, an Abbott company, a
corporation organized under the laws of Belgium, with
offices at The Corporate Village, Da Vincilaan, 11 Box F1,
1935 Zaventem, Belgium, Tax ID: BE0O888256714, lawfully
represented by xxxxxxxxx and its Affiliates (“Abbott”) and
Fakultni nemocnice Kralovske Vinohrady, a medical center
located at Srobarova 1150/50, 100 34 Praha 10, Czech
Republic, Company ID: 00064173, Tax ID: CZ00064173,
established by decision of the Ministry of Health of 29 May
2012 under Ref. No.: MZDR 17266-111/2012, changing and
amending the decision of the Ministry of Health of 25
November 1990 under Ref. No. OP-054-25.11.90 as
amended by changes implemented by the Measure of the
Ministry of Health issued under Ref. No.: MZDR
33222/2016 - 2/ OPR of 31 May 2016, represented by
Prof. MUDr. Petr Arenberger, DrSc., 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 separate clinical
trial agreements between Institution, Investigator, and
Abbott (,Separate Agreement”). In consideration of the
mutual promises set forth herein, the parties agree as
follows.

Tato rdmcova smlouva o provedeni klinické studie (ddle jen
»Smlouva“), platnd ode dne podpisu (dale jen ,Datum
platnosti) a uc¢innd ode dne zverejnéni v registru smluv
(ddle jen ,Datum ucinnosti“), stanovuje podminky mezi
spole¢nosti ST. JUDE MEDICAL COORDINATION CENTER
BVBA, spolecnosti Abbott, korporaci ustavenou podle
belgického prava, se sidlem na adrese The Corporate
Village, Da Vincilaan, 11 Box F1, 1935 Zaventem, Belgie,
DIC: BEO888256714, legitimné zastoupené XXXXXXXXXX, a
dcefinymi spolec¢nostmi (dale jen ,spolecnost Abbott”) a
Fakultni nemocnici Krdlovské Vinohrady, se sidlem na
adrese Srobdrova 1150/50, 100 34 Praha 10, Ceska
Republika, IC: 00064173, DIC: CZ00064173, zFizena
rozhodnutim Ministerstva zdravotnictvi ze dne 29.5.2012
¢.j.. MZDR 17266-111/2012, kterym se méni a doplriuje
rozhodnuti ministra zdravotnictvi ze dne 25.11.1990 ¢.|.
OP-054-25.11.90 ve znéni zmén provedenych Opatfenim
Ministerstva zdravotnictvi vydaného pod ¢.j.. MZDR
33222/2016 — 2/ OPR ze dne 31.kvétna 2016, zastoupenou
Prof. MUDr. Petrem Arenbergerem, DrSc., MBA, feditelem
(ddle jen ,,Zdravotnické zafizeni“), které umozni provadéni
nékolika klinickych studii sponzorovanych spoleénosti
Abbott (kazda dale jen ,Studie”) zamérenych na vyzkumné
nebo komercni produkty spolecnosti Abbott (dale jen
»Hodnoceny produkt”) ve Zdravotnickém zatizeni po
vzajemné dohodé a podpisu jednotlivych dilcich smluv o
klinickém hodnoceni mezi Zdravotnickym zafizenim,
zkousSejicim lékafem a spolecnosti Abbott (dale
oznacované jako , dil¢i smlouva“). Strany se s ohledem na
vzajemné sliby uvedené vtéto Smlouvé dohodly
nasledovné:

hereinafter referred collectively as the 'Parties’ and

individually as the 'Party.

Dale jen spole¢né jako ,,Strany” a jednotlivé jako ,Strana“.

1. Scope of Master Agreement. This Agreement allows
the Parties to conduct individual Studies to be
sponsored by Abbott through the issuance of multiple
individual Separate Agreements between Abbott and
Institution, a form of which is attached hereto as
Exhibit A (“Form of Separate Agreement”). Each
Separate Agreement shall be executed by an
authorized representative of each party and
acknowledged by the applicable Investigator. Each
Separate Agreement will include, as applicable: the
name of the Study Product; the 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

1. Rozsah ramcové smlouvy. Tato Smlouva umoZiuje
Strandm provadét individudIni Studie sponzorované
spolecnosti Abbott uzaviranim vice individudlnich
diléich  smluv, mezi spole¢nosti Abbott a
Zdravotnickym zafizenim, jejichZ formuldr je pFipojen k
tomuto dokumentu jako Vzor A (,Formuldr dilci
smlouvy “). Kazida dil¢i smlouva bude podepsana
zplnomocnénym zastupcem kazdé Strany a potvrzena
pfislusnym zkousejicim lékafrem. Kazda dil¢i smlouva
bude podle potieby obsahovat: nazev Hodnoceného
produktu; protokol studie, ktery stanovi cil, plan,
metodologii, statistickd kritéria a organizaci Studie
vypracovanou spolecnosti  Abbott (dadle jen
,Protokol”);  jméno  kvalifikovaného vedouciho
pracovnika Zdravotnického zafizeni odpovédného za
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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
Separate Agreement. Each Separate Agreement shall
be subject to all the terms and conditions of this
Master Agreement, in addition to the specific details
set forth in the Separate Agreement. Abbott may
execute individual Separate Agreements in the names
of any of its Affiliates, defined as entity controlled by
or under common control with Abbott.

provadéni studie ve Zdravotnickém zafizeni (dale jen
»Zkousejici  1ékar“); podrobny rozpocet Studie
a harmonogram plateb (ddle jen , Rozpocet”); casové
rdmce pro zarazovani studijnich subjektl; kontaktni
Udaje Zkousejiciho |ékafe a spolecnosti Abbott;
kompenzaci; a délku trvani Studie. Protokol bude
poskytovan samostatné pro kazdou jednotlivou Studii
a bude uveden a zahrnut odkazem do kazdé dilci
smlouvy. Na kazdou diléi smlouvu se kromé
specifickych podrobnosti uvedenych v dil¢i smlouvé
vztahuji vSechny podminky této Smlouvy. Spole¢nost
Abbott mlze jednotlivé dilci smlouvy potvrdit jménech
kterékoli z jejich pridruzenych spolecénosti,
definovanych jako entita fizena spolecnosti Abbott
nebo spolu se spole¢nosti Abbott.

2. Conduct of Individual Studies.

2. Provadéni jednotlivych studii

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 fulfil its obligations under
applicable legislation,. Investigator shall obtain from each
person enrolling in the Study, prior to the subject’s
participation in the Study (a “Study Subject”), their consent
to participate in the study on a valid written informed
consent form (“ICF”) and document it as required by
Applicable Law (defined below). The valid ICF shall be
delivered to Investigator by Abbott. The ICF must permit
Abbott and its representatives to access, process, obtain
copies, transfer and retain Study data under applicable
legal regulations. 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. EC will notify Abbott and the Institution immediately in
case of Study approval withdrawal.

Schvdleni etickych komisi a informovany souhlas Nezavisla
etickd komise (dale jen ,EK“), zfizend a ustanovena
v souladu s platnymi zakony (definovanymi nize), schvaluje
jednotlivé  Studie a dohlizi na jejich provadéni.
Zdravotnické zafizeni bude plnit své povinnosti v ramci
platnych pravnich predpisi. Zkousejici 1ékar ziska od kazdé
osoby zarazené do Studie, pred ucasti subjektu ve studii
(ddle jen ,,Studijni subjekt”) jeho souhlas s Gcasti ve studii
na platném formulafi pisemného informovaného souhlasu
(ddle jen ,ICF“) a zdokumentuje jej, jak vyZzaduji platné
zakony (definované nize). Platny formuladf ICF bude
Zkousejicimu lékafi dodan spolecnosti Abbott. ICF musi
spolecnosti Abbott a jejim zastupclm povolit pfistup,
zpracovani, ziskavani kopii, prenos a uchovavani studijnich
Udaja vramci platnych pravnich predpisli. Zdravotnické
zafizeni a Zkousejici Iékaf budou dodrZovat podminky
souhlasu, protokol, pokyny spole¢nosti Abbott a jakékoli
pokyny poskytnuté Evropskou komisi. V pfipadé, Ze EK
odejme schvdleni Studie, neprodlené o tom uvédomi
spolec¢nost Abbott a Zdravotnické zafizeni.

2.1 Affiliated Institution Facilities. Upon notification
and consent from Abbott, and consistent with the
terms of this Agreement, Institution may conduct
Studies at an affiliated facility with common EC
oversight.

2.1 PridruZzend _ zafizeni _Zdravotnického  zafizeni
Na zakladé ozndmeni a souhlasu od spolecnosti
Abbott a vsouladu s podminkami této Smlouvy
muUze Zdravotnické zafizeni provadét Studii
v pfidruZzeném zafizeni pod spolec¢nym
dohledem EK.

2.2 Study Staff and Institution Oversight. The
Institution shall, through Investigator, supervise
and ensure Study Staff 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”).

2.2 Studijni personal a dohled Zdravotnického zafizeni
Zdravotnické zafizeni prostfednictvim
Zkousejiciho l|ékare dohlizi a zajistuje, aby byl
Studijni personal nalezité vyskolen, kvalifikovan,
certifikovan a akceptoval platné podminky této
Smlouvy. Studijni persondl zahrnuje Zkousejiciho
lékare, spoluzkousejici lékafe a vSechny ostatni
zameéstnance, dodavatele nebo  zastupce
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provadéjici Studii nebo pomahajici se Studii (dale
jen ,,Studijni personal®).

2.3 Delivery of Reports. Upon reasonable request,
Institution will submit, through Investigator, oral
or written reports on the progress of each Study .
Institution will ensure, through Investigator, that
Study data, as required by the Protocol, is entered
into the Case Report Forms 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 pfiméfené Zadosti poskytne
prostfednictvim Zkousejiciho |ékafe Ustni nebo
pisemné zpravy o prUbéhu kazdé Studie.
Zdravotnické zafizeni prostfednictvim
Zkousejiciho Iékare zajisti, aby Studijni udaje byly
zapsany do zdznamu subjektu hodnoceni, jak to
vyZzaduje Protokol, do deseti (10) pracovnich dnl
od navstévy Studijniho subjektu. Do Ctyficeti péti
(45) dnG po dokonceni nebo ukonceni Studie
poskytne Zdravotnické zarizeni spolecnosti Abbott
zavéreCnou zpravu vypracovanou Zkousejicim
Iékafem 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
Study subject enrollment goal for the entire Study
is reached enrollment will be closed at all sites,
including the Institution, regardless of whether
the Institution and Investigator have reached their
individual enrollment goal. Institution will use
reasonable best efforts to meet Study subject
enrollment targets provided by Abbott. Upon
written notice of enrollment closure, Institution
and Investigator shall immediately cease
enrollment of new Study subjects.

2.4

Kompetitivni _zafazovani Zdravotnické zafizeni
a Zkousejici 1ékar uznavaji, Ze a) do Studie muze
byt zapojeno vice pracovist; b) zafazovani je
kompetitivni; a (c) jakmile bude dosazeno
cilového poctu zafazenych Studijnich subjektl pro
celou Studii, bude zarazovani ukonceno na vsech
pracovistich, véetné Zdravotnickych zafizeni, bez
ohledu na to, zda Zdravotnické =zafizeni
a Zkousejici 1ékar dosahli svého individualniho
cilového poctu zafazenych Studijnich subjektd.
Zkousejici |ékaF vynaloZi primérené maximalni
usili ke splnéni cilového poctu zarazenych
Studijnich subjektl specifikovaného spolecnosti
Abbott. Po pisemném oznameni o ukonceni
zafazovani Zdravotnické zatizeni a Zkousejici lékar
okamZité zastavi zafazovani novych Studijnich
subjekta.

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
Products are stored and handled in accordance
with  the Ilabeling, applicable regulatory
requirements, and Abbott’s written instructions.

2.5

Hodnoceny produkt a materidly Spolecnost
Abbott poskytne dostatecné mnozstvi
Hodnoceného produktu, jakoZ i jakékoli dalsi
doddvky a informace uvedené v Protokolu
nezbytné k provadéni kazdé Studie (dale jen
,Materiadly“). Veskeré poskytované Hodnocené
produkty a Materidly z(stanou vyhradnim
vlastnictvim spolecnosti Abbott. Zdravotnické
zafizeni ani ZkouSejici |ékaf nebudou pouZivat
zadny Hodnoceny produkt nebo Materidly
k jinému Gcelu neZ k provadéni prislusné Studie.
Zdravotnické zafizeni prostfednictvim
Zkousejiciho  |ékafe dohlizi na  testovani
Hodnoceného produktu a udriuje presné
zaznamy, které zahrnuji prejimku a dispozice.
Zdravotnické zafizeni prostfednictvim
Zkousejiciho lékare informuje spolecnost Abbott
v pfipadé, Ze je nutné doplnit zasobu
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Institution will, at the Abbot’s expense, 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. 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 Abbot’s
expense. Final disposition of Study Product and
Materials shall be documented by Institution
through Investigator to include dates, quantities
and use by Study Subjects. Institution shall not bill
any third party for Study Product or Materials
provided by Abbott.

Hodnoceného produktu nebo materidld, a zajisti,
Zze produkty budou skladovany a bude s nimi
nakldddno vsouladu soznacenim, platnymi
regulatornimi pozadavky a pisemnymi pokyny
spolec¢nosti Abbott. Zdravotnické zafizeni vrati na
naklady spole¢nosti Abbott nepouzity nebo
exspirovany Hodnoceny produkt a Materidly
spole¢nosti Abbott po ukoncéeni Studie, ukonceni
této Smlouvy nebo na zddost spolecnosti Abbott.
Jakakoli preprava Hodnoceného produktu se
provadi  vsouladu se vSemi pfislusSnymi
regulaénimi pozadavky. Pokud se pozaduje, aby
byl jakykoli Hodnoceny produkt zni¢en, provede
Zdravotnické zafizeni takovou likvidaci v souladu
se vsemi platnymi zadkony (definovanymi nize) a
na naklady spolec¢nosti Abbott. Konecné dispozice
Hodnoceného produktu a Materidll musi
Zdravotnické zafizeni prostfednictvim
Zkousejiciho lékafe zdokumentovat tak, aby
obsahovaly data, mnozstvi a pouZiti Studijnimi
subjekty. Zdravotnické zatizeni nebude Uctovat
zadné treti strané za Hodnoceny produkt nebo
Materidly poskytované spolec¢nosti Abbott.

2.6

Safety Reporting. Institution shall, through
Investigator, 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 and Investigator with any data
and safety monitoring reports as required by
Applicable Law (defined below), and Institution
agrees that Abbott will submit them 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 Hlaseni o bezpecnosti Zdravotnické zafizeni

prostfednictvim ZkousSejiciho |ékafe oznami
spolecnosti Abbott a EK veskeré informace tykajici
se nedostatku Hodnoceného produktu a jakékoli
zavazné nebo neocekavané prihody nebo Ujmy na
zdravi vsouladu sProtokolem a regula¢nimi
poZadavky. Spole¢nost Abbott souhlasi stim, Ze
poskytne Zdravotnickému zafizeni a Zkousejicimu
Iékari veSkeré udaje a zpravy o sledovani
bezpelnosti, jak to wvyZaduji platné zdkony
(definované niZze), a Zdravotnické zafizeni
souhlasi, Ze je spolecnost Abbott podle potreby
pfedlozi EK. Spole¢nost Abbott poskytne
Zdravotnickému zafizeni a Zkousejicimu lékafi
pisemnou zpravu o vsech zjiSténich, vcetné
vysledk( Studie a vSech rutinnich monitorovacich
zjisténich, analyzdch udaji a bezpecnosti, a
vSechny informace o Studii, které mohou ovlivnit
bezpecnost a pohodu soucasnych nebo byvalych
Studijnich subjektli, nebo maiji 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 Monitorovdni a audity provadéné spolecnosti
permit Abbott and the authorised Abbott Abbott Zdravotnické zafizeni umozni spolecnosti
designee access to Study sites during normal Abbott a povérenému zastupci spolecnosti Abbott
business hours agreed by the parties in advance pristup na pracovisté Studie béhem bézné pracovni
to monitor the Study and to audit records and doby podle predchozi oboustranné dohody, za

CONFIDENTIAL DUVERNE
MCSA EMEA MCSA EMEA

Page 4 of 25




Fakultni nemocnice Kralovske Vinohrady

Fakultni nemocnice Kralovske Vinohrady

02APR2020

02APR2020

data relating to the Study. Institution may redact
records, source documents, and other data as
legally required to protect Study Subject
confidentiality. If Abbott legitimately requests
corrective and/or preventive action relating to its
monitoring or audits, Institution shall timely
create and implement a corrective and/or
preventive plan. Abbott’s right to audit shall
survive expiration of this Agreement for two
years.

Gcelem monitorovani Studie a kontroly zaznam( a
Gdaji tykajicich se Studie. Zdravotnické zafizeni
muZe redigovat zdznamy, zdrojové dokumenty a
dalsi data, jak je to zdkonem vyZadovano pro
ochranu dudvérnosti Studijniho subjektu. Pokud
spole¢nost Abbott opravnéné poZaduje napravna
a/nebo preventivni opattfeni tykajici se jejich
monitoringd nebo auditl, Zdravotnické zafizeni
v€as vytvofi a provede ndpravny a/nebo
preventivni plan. Pravo spolecnosti Abbott na audit
pretrvdva i po vyprseni platnosti této Smlouvy po
dobu dvou let.

3.2

Audits by Regulatory Authorities. If legally
permissible, Institution will notify Abbott without
unnecessary delay after receipt of any requests by
a regulatory authority to inspect or have access to
Study documents and will promptly provide
Abbott with a copy of any such request, to include
copies of any documents received from or
provided to regulatory 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 twenty (20) business days that
includes an explanation of the issues identified by

3.2

Audity regulacnich organl Pokud to umoZnuje
zakon, Zdravotnické zafizeni oznami spolecnosti
Abbott bez zbyte¢ného prodleni od pfijeti zadosti
regulacniho organu o nahlédnuti do dokumentt
Studie nebo o pfistup knim a neprodlené
poskytne spolecnosti Abbott kopii jakékoli takové
zadosti, vcéetné kopii jakéhokoli dokumentu
obdrzeného od regulacnich organl nebo
poskytnutého regulacnim organim. Pokud to
umoziuje zadkon, muiZe se spolecnost Abbott
zUcastnit jakékoli kontroly nebo pozadat o ucast
na jakékoli kontrole. Spole¢nost Abbott souhlasi,
Ze nezméni ani nezasdhne do zadné dokumentace
nebo praxe Zdravotnického zafizeni. Po obdrZeni
regulacni citace nebo oznameni vztahujiciho se
k této Smlouvé se Zdravotnické zafizeni zavazuje

the regulatory authority and any response vypracovat shrnuti do dvaceti (20) pracovnich
thereto. dn(, které bude obsahovat vysvétleni problém
zjisténych regulaénim orgdnem a pfipadné

odpovédi na né.
3.3 Records Retention. Institution shall, at Abbot’s | 3.3 Uchovavani zaznam( Zdravotnické zafizeni na naklady

expense, retain essential Study documents in
accordance with Applicable Law (defined below.
At Abbott’s request and expense, Institution may
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 to
eu _dpo@abbott.com
Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany

Or
Abbott Labs Ltd
c/o Abbott House
Vanwall Business Park

spole¢nosti Abbott uchovd zdsadni dokumenty Studie

v souladu

s platnymi zdkony (definovanymi nize).

Zdravotnické zatizeni si mlzZe na Zzadost a naklady
spole¢nosti Abbott ponechat dokumenty po dalsi

obdobi.

Zdravotnické zafizeni pisemné oznami

spolecnosti Abbott nejméné Sedesat (60) dni predem

svij

zdmér odstranit jakékoli dokumenty Studie ze

svych soubor( na adresu/ email: eu_dpo@abbott.com

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden

Germany

Or

Abbott Labs Ltd
c/o Abbott House
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Maidenhead
SL6 4XE
U.K.

Or

Abbott AG
Neuhofstrassee 23
P.O. Box CH-6341 Baar
Switzerland

Vanwall Business Park
Maidenhead
SL6 4XE
U.K.

Or

Abbott AG
Neuhofstrassee 23
P.O. Box CH-6341 Baar
Switzerland

4 Compliance and Transparency.

4 Soulad a transparentnost

4.1 Legal and Regulatory Standards. The parties will
conduct each Study in accordance with all the
laws and regulations applying to conduct of
clinical trials in the Czech Republic,
methodological instructions of the Ministry of
Health and applicable national legislation and also
in accordance with all applicable laws, regulations
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”).

4.1 Zakonné a regulacni normy Strany budou provadét
kazdou Studii v souladu se vsemi zdkony a predpisy, které
se vztahuji na provadéni klinickych hodnoceni v Ceské
republice, metodickymi pokyny Ministerstva zdravotnictvi
a platnou vnitrostatni legislativou a dale vsouladu se
vsemi platnymi zdkony, predpisy 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,
predpisd Uradu pro kontrolu potravin a lé¢iv USA nebo
jeho ekvivalentu v zahranici, upravujici klinickd hodnoceni
a ochranu lidskych subjekt( (dale jen ,Platné zakony*).

4.2 Anticorruption. The parties acknowledge and
agree that all compensation provided for in this
Agreement represents fair market value for the
services to be rendered and has not been
determined in any manner that takes into account
the volume or value of any referrals or business
between Institution and Abbott. Neither this
Agreement, nor any payment hereunder, is in
exchange for any explicit or implicit agreement or
understanding that Institution purchase, lease,

4.2 Protikorupéni opatfeni Strany berou na védomi
a souhlasi s tim, Ze veSkeré kompenzace stanovené v této
Smlouvé predstavu;ji trini hodnotu za poskytované sluzby a
nebyly stanoveny zZadnym zplsobem, ktery by zohledrioval
objem nebo hodnotu jakychkoli doporuceni nebo obchodl
mezi Zdravotnickym zafizenim a spole¢nosti Abbott. Ani
tato Smlouva, ani Zzadnda platba podle této Smlouvy neni
vyménou za jakoukoli vyslovnou nebo predpokladanou
dohodu nebo Umluvu, Ze Zdravotnické zafizeni nakupuje,
pronajima, objednava, predepisuje, doporucuje nebo jinak

order, prescribe, recommend or otherwise | zajistuje pouZiti produktl spolecnosti Abbott.
arrange for the use of Abbott products.

4.3 Financial _Disclosure _Certification. Institution | 4.3 Prohldseni o financnich zdjmech Zdravotnické zafizeni
acknowledges that prior to the initiation of each | bere na védomi, Ze pred zahajenim Studie Zkousejici |ékaF
Study it will ensure that Investigator and any | a pfipadni spoluzkousejici vyplni a odevzdaji spolecnosti
subinvestigators complete and return to Abbott | Abbott Prohlaseni o financ¢nich zajmech podle toho, co je
the Financial Disclosure Certification, as | relevantni. Kazdy jednotlivec vystavujici prohlaseni bude

applicable. Each individual certifying will promptly
notify Abbott of any change in the accuracy of the
Certification during the Term and for one year
following completion of the applicable Study.
Investigator understands and will be required to

neprodlené informovat spolecnost Abbott o jakékoli
zméné v Prohlaseni o finan¢nich zajmech béhem
stanovené |hity a po dobu jednoho roku po dokonceni
pfislusné Studie. Zkousejici |ékaf rozumi tomu a bude
muset potvrdit, Ze Zkousejici l1ékar, jakykoli spoluzkousejici
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certify that Investigator, any subinvestigators and
their immediate family members may not have a
direct ownership interest (e.g., intellectual
property rights) in any Study Products, nor may
they be compensated with Abbott securities in
exchange for serving as an Investigator or
subinvestigator. Institution and Investigator will
comply with all applicable requirements regarding
reporting and management of conflicts of
interest.

a jejich nejblizsi rodinni pfislusnici nesméji mit primy
vlastnicky podil (napf. prava duSevniho vlastnictvi) na
zadnych Hodnocenych produktech, ani je nelze
kompenzovat obligacemi spole¢nosti Abbott vyménou za
plsobeni jako Zkousejici Iékaf nebo spoluzkousejici.
Zdravotnické zafizeni a Zkousejici |ékaf budou dodrzovat
veskeré platné pozadavky tykajici se podavani zprav a
fizeni stfetu zajma.

4.4 Transparency Reporting. Abbott may be required
to report and publish certain direct and indirect
transfers of value made to healthcare providers
pursuant to Applicable Law. Institution and
Investigator shall provide Abbott with any
information necessary to satisfy transparency
reporting obligations. Institution agrees to
provide relevant healthcare providers with notice
that the types of information referenced herein
will be shared with Abbott so that Abbott may
report transfers of value as necessary, and that
such information will be made available to the
public.

4.4 HlaSeni o transparentnosti Od spolecnosti Abbott se

mUiZe pozadovat, aby ohlasovala a zverejiiovala urcité
pfimé a nepfimé prevody hodnoty poskytované
poskytovatelim zdravotni péce podle Platnych zakona.
Zdravotnické zafizeni a ZkousSejici lékar poskytnou
spole¢nosti Abbott veskeré informace nezbytné pro
splnéni povinnosti poddvat hlaseni o transparentnosti.
Zdravotnické zafizeni souhlasi stim, Ze pfislusSnym
poskytovatelidm zdravotni péce oznami, Ze tyto typy
informaci, na které se zde odkazuje, budou sdileny se
spolecnosti Abbott, aby spolecnost Abbott mohla
podle potfeby oznamovat prevody hodnoty a aby tyto
informace byly zpfistupnény verejnosti.

4.5 Study Registration. Abbott shall register Studies 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.

4.5 Registrace studie. Spole¢nost Abbott zaregistruje
Studie na strankach www.clinicaltrials.gov nebo
v jakémkoli jiném registru, ktery je pouzitelny nebo
vyZadovan zdkonem a ktery je vsouladu s pokyny
Mezindrodniho vyboru editord lékafskych casopist
(International Committee of Medical Journal Editors,
ICMIJE) o registraci klinickych hodnoceni.

5 Confidentiality and Data Protection.

5 Duvérnost a ochrana osobnich udajt

5.1 Confidential Information. Information exchanged
in anticipation of or during the Term of this
Agreement, including but not limited to the
Protocol, Study Products and Materials, data,
results and other information concerning or
developed as a result of individual Studies shall be
deemed Confidential Information. During the
Term of this Agreement and each Separate
Agreement, and for a period of five (5) years after
expiration or termination of each, no Party,
including their respective employees or agents,
shall disclose confidential Information without the
non-disclosing party’s prior written consent.
Obligations of confidentiality and non-use with
respect to any Confidential Information identified
as a trade secret by Abbott shall remain in place
for as long as the information retains its status as
a trade secret under Applicable Law. Confidential
Information shall not include any information

5.1 Davérné informace Za dlivérné informace se povazuji
informace vyménované v predstihu nebo v dobé trvani
této Smlouvy, v€etné mimo jiné Protokolu, Hodnocenych
produktl a MaterialQ, udajd, vysledkl a dalsSich informaci
tykajicich se nebo vyvinutych v souvislosti s jednotlivymi
Studiemi. BEhem doby platnosti této Smlouvy a kazdé dilci
smlouvy a po dobu péti (5) let po vyprseni nebo ukonceni
kazdé znich zadna ze Stran, vcetné jejich pfislusnych
zaméstnancl nebo zastupcl, nesdéli divérné informace
bez predchoziho pisemného souhlasu nezverejiujici
strany. Zavazky milcenlivosti a nepouzivani Zadnych
davérnych informaci oznacenych spolecnosti Abbott jako
obchodni tajemstvi budou v platnosti po takovou dobu, po
jakou dané informace budou mit podle Platnych zdkonu
charakter obchodniho tajemstvi. DUvérné informace
nezahrnuji Zadné informace zndmé Strané pred prijetim, o
cemz svéddi jeji pisemné zaznamy, nebo které se stavaji
soucasti verejné domény.
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known to a Party prior to receipt, as evidenced by
its written records or that becomes part of the
public domain.
5.2 Permitted Use and Disclosure. A party may use | 5.2 Povolené pouZiti_a zvefejnéni Strana muiZe pouZzit

Confidential Information of another party with
prior written consent or for the limited purpose of
complying with a legal order to disclose, of
ensuring patient safety, or complying with
government reimbursement billing requirements.
Upon receipt of a legal order to disclose, the
receiving party willgive the non-disclosing party
written notice without unnecessary delay to

davérné informace jiné strany s predchozim pisemnym
souhlasem nebo k omezenému Uucelu splnéni pravniho
radu za Gcelem zverejnéni, zajisténi bezpecnosti pacientl
nebo splnéni pozadavkl na fakturaci uhrazenych vladou.

Po

prijeti pravniho prikazu ke zvefejnéni poskytne

pfijimajici strana nezvefejiujici strané bez zbytecného
odkladu pisemné ozndameni, aby umozZnila nezvefejnujici
strané podniknout kroky kochrané svych dlvérnych

enable the non-disclosing party to take action to | informaci.
protect its Confidential Information.
5.3 Data Protection. The parties will comply with all | 5.3 Ochrana osobnich udaji Strany budou dodrZovat

Applicable Law regarding Study Subject and Study
Staff confidentiality and data protection, including
but not limited to the General Data Protection
Regulation (GDPR). Institution and/or Abbott shall
maintain appropriate safeguards to ensure the
confidentiality and security of information
identifying or, in combination with other
information, identifiable to a living individual
(“Personal Data”) and any Processing associated
with it. Institution and Abbott shall use special
care particularly in a situation where the
processing includes data transfer using computer
network in order to provide protection from any
other unlawful forms of processing. Institution
and Abbott agree that they are independent data
controllers under this Study. “Processing” (and its
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.

veskeré Platné zakony tykajici se davérnosti a ochrany
osobnich Udaji  Studijnich subjekt( a Studijniho
personalu, mimo jiné véetné obecného nafizeni o
ochrané udaju (General Data Protection Regulation,
GDPR). Zdravotnické zafizeni a/ nebo spole¢nost
Abbott musi udrZovat ptrimérenad ochrannd opatreni
k zajisténi dOvérnosti a bezpecnosti informaci
identifikujicich nebo v kombinaci s jinymi informacemi
umoznujicimi identifikaci Zijiciho jednotlivce (dale jen
,0sobni udaje”) a pfi veskerych zpracovdnich s nimi
spojenych. Zdravotnické zatizeni a spolecnost Abbott
vynalozi zvlastni péci zejména v pripadé, kdy
zpracovani zahrnuje prenos dat pocitacovou siti, za
ucelem ochrany proti vSem dalSim protipravnim
formam  zpracovani. Zdravotnické zafizeni a
spolecnost Abbott souhlasi, Ze jsou v ramci této Studie
samostatnymi sprdvci osobnich Gdajl. ,Zpracovani“ (a
jeho odvozeniny obsahujici, a to bez omezeni, slovo
»Zpracov--“) znamena vsSechny operace nebo sady
operaci, které se provadéji s Osobnimi Udaji, véetné —a
to bez omezeni — veskerého sbéru, zaznamenavani,
zachovdni, organizace, uchovavani, Upravy, zmény,
vyhleddvani, konzultaci, blokovani,  vymazani,
pouzivani, zvefejnéni, pfistupu, prevodu ¢i destrukce,
bez ohledu na to, zda se pouiZiji elektronické
prostfedky ¢i nikoliv. Ustanoveni tohoto oddilu
zGstanou zachovana i po ukonceni nebo vyprseni
platnosti této Smlouvy.

5.4

Data Security Breaches. In the event of a breach
of Institution’s or Abbot’s data system, Institution
and Investigator or Abbott shall report to the
other Party, within three (3) calendar days from
detection of any such event, any actual or
suspected unauthorized or unintentional access
to, acquisition of, or disclosure of Personal Data

Poruseni zabezpeleni udajli V pfipadé poruseni
zabezpeceni datovych systémi Zdravotnického
zafizeni Ci spoleCnosti Abbott Zdravotnické zafizeni a
Zkousejici lékar i spolec¢nost Abbott nahlasi druhé
Strané jakykoli skute¢ny nebo domnély neoprdvnény i
nezamérny pristup k Osobnim udajim, pofizeni nebo
zverejnéni Osobnich udaji (dale jen ,Poruseni
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(“Security Breach”). The report shall include the
timing and nature of the Security Breach.
Institution or Abbot shall take all reasonable and
necessary steps to remedy and mitigate any harm
arising from the Security Breach. Institution and
Abbott have agreed that they shall inform each
other about any Security Breach detected.
Security Breach notification shall be e-mailed to
Abbot to: eu_dpo@abbott.com Security Breach
notification shall be e-mailed to Institution to:
poverenec@fnkv.cz

zabezpeceni”), a to do tfi (3) pracovnich dnl od zjisténi
takové udalosti. Takova zprava bude obsahovat dobu a
povahu Poruseni zabezpeceni. Zdravotnické zafizeni
nebo spolecnost Abbott podnikne vSechny pfimérené
a nezbytné kroky kndpravé a zmirnéni skod
zpUsobenych Porusenim zabezpedeni. Zdravotnické
zafizeni a spolecnost Abbott se dohodly, Ze se o
zjisténém PorusSeni zabezpeceni budou informovat
navzajem. Ozndmeni o Poruseni zabezpeceni bude
spole¢nosti Abbott zasildno emailem na adresu:
eu_dpo@abbott.com Zdravotnickému zafizeni bude
oznameni o Poruseni zabezpedeni zasildano emailem na
adresu: poverenec@fnkv.cz

5.5 Study Staff Consents. Institution acknowledges
that all Study Staff shall be asked by Abbott to will
consent to Abbott’s collection, use, processing,
and disclosure of the Study Staff’s Personal Data,
including details of his/her name, address,
qualifications and clinical trials experience.
Additional wuses or disclosures may include
financial information (including compensation and
reimbursement payments), public registration of
each Study on web sites designed for this purpose
(such as www.clinicaltrials.gov), assessments by
Abbott of Investigator’s suitability for future
studies, and for compliance with Applicable Law.
Institution acknowledges that all Study Staff have
agreed that this information may, as necessary for
the purposes of the Study be made available to
the EC, government authorities and other Abbott
companies or authorized agents, and may be
transmitted outside the country of origin to the
United States or elsewhere as required. Where
personal data is transferred outside EU, Abbott
remains responsible for protection of such
personal data transferred and processed outside
the EU territory. Study Subject Consent Prior to
processing Study Subjects” personal data,
Investigator shall require the Study Subjects to
sign their informed consent to personal data
processing provided to Abbott. Abbott
understands that Study Subjects may withdraw
their consent informed to participation in the
Study and to processing of their personal data at
any time. Institution shall, through Investigator,
inform Abbott without unnecessary delay about
any consent withdrawal that may affect the
method of use of personal data hereunder.

5.5 Souhlasy Studijniho persondlu Zdravotnické zafizeni

bere na védomi, Zze veskery Studijni personal bude
pozadan spolecnosti  Abbott o souhlas se
shromazdovanim, pouzivdnim, zpracovdnim a
zvefejiovanim svych osobnich udajli  spoleénosti
Abbott, véetné jména, adresy, kvalifikace a zkuSenosti
s klinickymi hodnocenimi. Dalsi pouzZiti nebo zvefejnéni
mohou zahrnovat financ¢ni informace (véetné nahrad a
plateb za Uhradu), vefejnou registraci kazdé studie na
webovych strankach urcenych k tomuto ucelu (napf.
www.clinicaltrials.gov), posouzeni vhodnosti Zkousejici
lékare spolecnosti Abbott pro budouci studie a za
Ucelem plnéni Platnych zakonU. Zdravotnické zatizeni
bere na védomi, Ze veskery Studijni personal souhlasil
s tim, Ze tyto informace mohou byt podle potreby pro
Ucely studie zpfistupnény EK, vladnim orgdnim a
dalSim spole¢nostem Abbott nebo povéfenym
zastupcim a mohou byt predavany mimo zemi plvodu
do Spojenych statd americkych nebo jinam podle
potfeby. Spole¢nost Abbott pfi pfenosu osobnich
udajd mimo EU i nadale zlstava odpovédny za ochranu
téchto osobnich Udajd prenesenych a zpracovavanych
mimo uzemi EU.
Souhlasy Studijnich subjektll Zkousejici lékar bude od
Studijnich subjektl pred zpracovanim jejich osobnich
udajli vyZzadovat podepsani informovaného souhlasu
se zpracovanim osobnich Udaja, poskytnutého
spolecnosti Abbott. Spolecnost Abbott si je védoma, Ze
Studijni subjekty mohou svij informovany souhlas
s Ucasti ve Studii a zpracovanim svych osobnich udajl
kdykoli odvolat. O kazdém odvolani souhlasu, které by
mohlo mit vliv na zplsob vyuziti osobnich udajl podle
této Smiouvy, bude Zdravotnické zafizeni,
prostfednictvim Zkousejiciho lékare, spolecnost Abbott
neprodlené informovat.

6 Data Ownership and Intellectual Property.

6 Vlastnictvi udajt a dusevni vlastnictvi

6.1 Use and Ownership of Data. Data and results

6.1

PouZiti a vlastnictvi udajd Udaje a vysledky generované
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generated by Institution in conducting each Study
shall belong to Abbott, and Abbott shall have the
right to use the data in accordance with
Applicable Law and the terms of this Agreement
(including Exhibit A). Institution shall retain the
right to use the data and results for its

publication, regulatory, and non-commercial
internal research purposes. Individual patient
medical records and source documents shall

belong to Institution.

Zdravotnickym zafizenim pfi provadéni kazdé Studie patfi
spolecnosti Abbott a spolecnost Abbott ma pravo udaje
pouzivat v souladu s Platnymi zdkony a podminkami této
Smlouvy (véetné Vzoru A). Zdravotnické zafizeni si
vyhrazuje pravo pouZivat Udaje a vysledky pro své
publikacni, regulaéni a nekomercni Ucely interniho
vyzkumu. Jednotlivé zdravotnické zaznamy a zdrojové
dokumenty pacienta jsou vlastnictvim Zdravotnického
zafizeni.

6.2 Inventions. Any information, invention, data,
innovation, modification, or discovery (whether
patentable or copyrightable or not),
communication or report, and all intellectual
property appurtenant thereto, conceived,
reduced to practice, made, generated or
developed by the Institution or Investigator, solely
or with others, that either results from use of any
of the Study Product, Materials, or Abbott
Confidential Information within the Study, or
results from conduct 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 it
will 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.

6.2 Vynalezy Jakékoli informace, vyndlezy, data, inovace,
modifikace nebo objevy (at uZz patentovatelné nebo
chranéné autorskymi pravy ¢i nikoli), komunikace nebo
zpravy a veskera souvisejici dusevni vlastnictvi, ktera jsou
formulovana, omezena na praxi, vyrobena, generovana
nebo vyvinuta Zdravotnickym zafizenim ¢i ZkousSejicim
Iékafem, vyhradné nebo spole¢né s ostatnimi, vysledky
vyplyvajici z pouziti kteréhokoli z Hodnocenych produktd,
Materidld nebo dvérnych informaci spolecnosti Abbott
vramci Studie nebo vysledky z provadéni kazdé Studie
(ddle jen , Vynalez”) budou spolecnosti Abbott neprodlené
sdéleny, a tim se spolecnosti Abbott pridéli a stanou se
vyhradnim vlastnictvim spolecnosti Abbott. Zdravotnické
zafizeni souhlasi stim, Ze na Zadost a na naklady
spolecnosti Abbott bude pozZadovat podepsdni takovych
dokumentll a podniknuti takovych udkonl, nebo nechd
podepsat takové dokumenty a podnikne takové kroky,
které budou podle spolecnosti Abbott nezbytné nebo
vhodné k ziskdni 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 ICMJE.

7.1 PoZadavky Zdravotnické zafizeni mulze zvefejfiovat
nebo prezentovat vysledky svého provadéni Studii
v souladu s podminkami tohoto oddilu. Pokud je Studie
soucdsti multicentrické klinické studie, Zdravotnické
zafizeni souhlasi s tim, Ze prvni zverejnéni vysledk( bude
provedeno jako spole¢na multicentrickd publikace se
Zkousejicimi lékari ze vSech pracovist prispivajicich udaji.
Zdravotnické zafizeni mlZe zverejnovat Udaje a vysledky
jednotlivé  ze svého pracovisté po  kterémkoli
z nasledujicich: (1) je zvefejnéna multicentricka publikace,
(2) béhem osmnacti mésicli po uzavieni Studie na vsech
pracovistich neni predlozena Z7adna multicentricka
publikace nebo (3) spole¢nost Abbott pisemné potvrdi, Ze
multicentrickd publikace nebude vydana. Strany se
dohodly, Ze jakékoli publikace tykajici se kazdé Studie se
budou ridit pokyny ICMIJE.

7.2 Review Periods. Institution or Investigator shall | 7.2 Kontrolni obdobi Zdravotnické zafizeni nebo Zkousejici
provide Abbott with a draft of any Study-related | Iékaf poskytne spolec¢nosti Abbott navrh jakékoli
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publication, presentation or other disclosure
(“Publication”) at least sixty (60) days prior to any
submission for Abbott’s review and comment as
to 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
to secure patent or other proprietary protection
(“Delay Period”). Institution and Investigator
agree to keep the proposed Publication
confidential until the Review Period and, if
requested by Abbott, the Delay Period has
expired. Institution and Investigator 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.

publikace, prezentace nebo jiného zverejnéni souvisejiciho
se Studii (dale jen ,Zvefejnéni“) nejméné Sedesat (60) dnu
pfedem pred jakymkoli predloZzenim, za ucelem prezkumu
spolecnosti Abbott a vyjadreni, zda v nich neni zvefejnén
jakykoli patentovatelny predmét nebo dlvérné informace
spolecnosti Abbott (jiné nez vysledky Studie). Spolecnost
Abbott vradti Zdravotnickému zatizeni nebo Zkousejicimu
lékati pfipominky do Sedesati (60) dnG po obdrZeni
konceptu (dale jen ,Obdobi prezkumu®). Zdravotnické
zafizeni nebo Zkousejici Iékar na Zadost spolecnosti Abbott
odlozi jakoukoli navrZzenou 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 a
ZkousSejici lékar souhlasi stim, Zze wudrzi Zverejnéni
publikace v davérnosti az do vyprseni Obdobi prezkumu a,
pokud se tak spolecnost Abbott rozhodne, az do vyprseni
Doby odlozZeni. Zdravotnické zafizeni a Zkousejici |ékar
souhlasi stim, Ze pfipominky spolecnosti Abbott budou
radné posouzeny a Ze Dlvérné informace spolecnosti
Abbott (jiné neZ vysledky Studie) budou z jakékoliv
Publikace odstranény. V ptipadé, Ze se Zdravotnické
zafizeni nebo Zkousejici Iékar a spolecnost Abbott budou
ve svém nazoru nebo interpretaci dat v Publikaci lisit,
strany budou tyto rozdily resit v dobré vife 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 lékar souhlasi s tim, Ze pokud néktery z nich
zverejni vysledky Studie, spole¢nosti Abbott se timto
udéluje neodvolatelnd, bezplatnd licence k pofizovani
a Siteni kopii jakékoli takové publikace na zdakladé
jakychkoli autorskych prav, ktera mohou mit
Zdravotnické zafizeni a Zkousejici Iéka¥, pokud existuji.
Spole¢nost Abbott ma prdvo zvefejhiovat vysledky
Studie samostatné.

8 Compensation.

8 Kompenzace

8.1 Budget. Payment shall be made in accordance
with Separate Agreement executed by the Parties.
Any costs indicated generally in the Separate
Agreement or in any subsequent amendment of
such Separate Agreement shall remain fixed
through the term of Study unless Institution,
Investigator and Abbot agree otherwise in writing.
Abbott shall compensate Institution for all
services completed and data received in
accordance with the budget attached to each
Separate Agreement. Abbott will not provide
compensation for data contained in a Case Report
Form (“CRF”) of the Study Subject that is not

8.1 Rozpocet Platba bude provedena v souladu s diléi
smlouvou uzavienou smluvnimi stranami. Veskeré naklady
ramcové uvedené v dil¢i smlouvé nebo v jakékoli nasledné
Upravé této dil¢i smlouvy zlstanou pevné po celou dobu
trvani Studie, nebude-li pisemné mezi Zdravotnickym
zafizenim, Zkousejicim lékafem a spolecnosti Abbott
dohodnuto néco jiného. Spolec¢nost Abbott vykompenzuje
Zdravotnickému zatizeni veskeré dokoncené sluzby a udaje
obdrZzené v souladu s rozpoctem pripojenym ke kazdé dilci
smlouvé. Spolec¢nost Abbott neposkytuje kompenzaci za
Udaje obsaZzené v zaznamech Studijniho subjektu (dale jen
»CRF“), které nejsou uplné a presné. Spolecnost Abbott
nebude povinna kompenzovat nebo  proplacet
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complete and accurate. Abbott will not be
obligated to compensate or reimburse Institution
for invoices issued more than one hundred eighty
(180) days after termination of the applicable
Separate Agreements provided that Institution is
duly informed in writing about such termination.
In the event of a payment dispute, Institution
shall not withhold Study data or information
pending resolution.

Zdravotnickému zafizeni faktury vystavené vice nez sto
osmdesat (180) dnl po ukondeni platnosti prislusné dilci
smlouvy, pokud je o tomto ukonceni Zdravotnické zatizeni
fadné pisemné informovano. V pfipadé sporu o platbu
Zdravotnické zafizeni neznepftistupni studijni Udaje ani
informace ¢ekajici na vyreseni.

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 may be provided meals at
investigator meetings or other Abbott required
meetings. Abbott will not 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.

8.2 Nahrady Studijnimu persondlu budou proplaceny
prfimérené a nezbytné vydaje spojené s cestovanim
schvalenym spole¢nosti Abbott v souladu scestovni
politikou spoleénosti Abbott a mohou jim byt poskytnuta
jidla na setkanich Zkousejicich lékard nebo na jinych
setkanich pozadovanych spole¢nosti Abbott. Spole¢nost
Abbott nebude hradit vlastni vydaje, pokud se poZzadované
setkani kona soucasné s primyslovou konferenci nebo
jinym zasedanim, kterého se Zkousejici lékar nebo jiny
Studijni personal ucastni i jinak.

8.3 Budget Closure. Final payment due to Institution
under this Agreement shall be payable upon
completion of all services, delivery to Abbott of all
CRFs, and return to Abbott of all Study Product
and Materials as set forth in the Separate
Agreement. Any necessary  reconciliation
payments based on unpaid compensation 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 the cost of
services performed and non-cancelable expenses
incurred to the date of termination, in accordance
with the Budget.

8.3 Uzavieni  rozpoctu  Koneénd  platba  splatnd
Zdravotnickému zafizeni podle této Smlouvy je splatna
po dokonceni vsSech sluzeb, doddni vsSech CRF
spolecnosti Abbott a vraceni vSech Hodnocenych
produktll a Materidld spolecnosti Abbott, jak je
uvedeno vdiléi smlouvé. VeSkeré nezbytné
vyrovnavaci platby zaloZzené na nevyplacené
kompenzaci nebo preplatky museji byt provedeny
nebo vraceny do cCtyficeti péti (45) dnl od oznameni a
vystaveni faktury na splatné castky. V ptripadé
ukonceni této Smlouvy z jakéhokoli jiného diavodu, nez
je jeji poruSeni Zdravotnickym zafizenim, uhradi
spole¢nost Abbott Zdravotnickému zafizeni ndklady 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 will be effective on the Effective
Date, i.e. from the date of publishing in Register of
Contracts, and shall expire five (5) years thereafter (the
“Term”). Abbott undertakes to deliver to Institution the
modified version of the Agreement and Separate
Agreements intended to be published in the Register of
Contracts in accordance with the Act No. 340/2016 Coll.,
on special conditions for the effectiveness of some contracts,
the publication of these contracts and the register of
contracts, at the latest on the date of signature of full version
of the Agreement or Separate Agreements, as appropriate.
Institution undertakes to publish the modified version of the
Agreement or Separate Agreements, as appropriate, within 5
business days (or within the 30-day period set forth by the
law) from the signature of the Agreement/ Separate

9.1 Doba trvani. Tato Smlouva bude uCinnd od Data
ucinnosti, tj. ode dne zverejnéni v registru smluv a vyprsi
nejpozdéji pét (5) let poté (dale jen ,Doba trvani“).
Spole¢nost Abbott se zavazuje, Ze doda Zdravotnickému
zafizeni modifikovanou verzi Smlouvy a dil¢ich smluv,
uréenych ke zverejnéni v Registru smluv, dle zakona ¢.
340/2015 Sb., o zvlastnich podminkach Gc¢innosti
nékterych smluv, uvefejfiovani téchto smluv a o registru
smluv a to nejpozdéji ke dni podpisu plné verze Smlouvy,
respektive dil¢ich smluv. Zdravotnické zafizeni se zavazuje,
Ze modifikovanou verzi Smlouvy, respektive dil¢ich smluv,
zverejni do 5-ti pracovnich dn0 (nebo do zidkonem
stanovené |haty 30-ti dnd) od podpisu Smlouvy/ dil¢ich
smiuv, Zdravotnickym zafizenim. Nezverejni-li
Zdravotnické zafizeni Smlouvu/ diléi smlouvu v
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Agreements by Institution. If Institution fails to publish the
Agreement/ Separate Agreements within the agreed period,
Abbott has the right to publish the Agreement/ Separate
Agreement.

dohodnutém terminu, je spolecnost Abbott opravnéna
Smlouvu/ diléi smlouvu zvefejnit.

9.2 Termination by Either Party. This Agreement or any
individual Separate Agreement may be terminated by
either party in the event of material breach that remains
uncured after thirty (30) days written notice, or if
necessary to protect the health and safety of enrolled
Study Subjects.

9.2 Ukonceni kteroukoli ze stran Tuto Smlouvu nebo
jakoukoli jednotlivou dil¢i smlouvu muze kterakoli ze
smluvnich stran ukoncit v pfipadé zavainého poruseni,
které zlistane nenapravené po uplynuti tficeti (30) dnli od
pisemného oznameni, nebo v pfipadé potreby k ochrané
zdravi a bezpecnosti zafazenych Studijnich subjekt.

9.3 . Termination by Abbott. Abbott may terminate the
Agreement or any Separate Agreement without cause
upon thirty (30) days prior written notice.

9.3 Ukonceni spolecnosti Abbott Spolec¢nost Abbott mize
vypovédét Smlouvu nebo jakoukoli dil¢i smlouvu bez udani
divodu po uplynuti tficeti (30) dnl od predchoziho
pisemného oznameni.

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

9.4 PoZadavky po ukonleni V pfipadé individualniho
ukoncéeni diléi smlouvy ukonéi Zdravotnické zafizeni a
Zkousejici |ékar zafazovani a aktivity Studie u aktualné
zarazenych Studijnich subjekt( podle pokynl spole¢nosti
Abbott v souladu s akceptovanou lékarskou praxi.

10 Indemnification and Insurance.

10 Odskodnéni a pojisténi

10.1 Sponsor_Indemnification. 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
obligation to indemnify will not apply to the
extent that any Losses are caused by the Medical
Facility's acknowledged or proven court fault
through negligence, misconduct, non-compliance
with applicable laws, or breach of this Agreement
by the Indemnified Person

10.1 Odskodnéni zadavatele Spole¢nost Abbott odskodni,
bude branit a chranit Zdravotnické zatizeni, Zkousejiciho
Iékare, Studijni persondl a EK (pouze s ohledem na roli pfi
schvalovani adohledu nad  Studii) (ddle jen
,0dskodnované osoby”) pred a proti stihani, Zalobam,
narokim a nakladdm (véetné pfiméfenych poplatk( za
pravni zastoupeni, které vznikly pred zapojenim pravniho
zastupce spolecnosti Abbott) (dale jen ,Ztraty“) pfimo
vyplyvajicich z(a) pouzivani Hodnocenych produkt
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 nedodrZeni Platnych zakond,
nebo (d) pouZiti nebo komercializace dat nebo vynalezl
vytvofenych Studiemi spolecnosti Abbott. Povinnost
spolecnosti Abbott o odskodnéni se nebude vztahovat na

rozsah, vjakém jsou jakékoli Ztraty zpUsobeny
Zdravotnickym  zafizenim uznaného nebo soudem
prokdazaného pochybeni, nedbalosti, nespravnym

jednanim, nedodrzenim Platnych zdkon{ nebo porusenim
této Smlouvy ze strany Odskodriované osoby.

10.2 Procedures. The obligation to indemnify s
conditioned upon the obligation of Indemnitees
to, (i) advise Abbott of any Loss or lawsuit in
writing without unnecessary delay after receipt of
notice, or within such other time that Abbott’s
ability and rights to defend such Loss or lawsuit,
as determined in Abbott’s discretion, are not
prejudiced, (i) assist Abbott and its

10.2 Postupy Povinnost odskodnéni je podminéna
povinnosti  Odskodnovanych osob: (i) informovat

spolecnost Abbott o jakékoli Ztraté nebo soudnim fizeni
pisemné bez zbytecného prodleni po obdrZzeni oznameni,
nebo v takové dobé, aby méla spolecnost Abbott moZnost
a pravo branit se takové Ztraté nebo soudnimu ftizeni,
podle uvazeni spolecnosti Abbott, (ii) pomahat spolecnosti
Abbott a jejim zastupclm pfi vySetfovani a obrané jakékoli
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representatives in the investigation and defense
of any Loss for which indemnification is provided,
and (iii) not compromise or otherwise settle any
such Loss without Abbott's prior written consent.
Abbott will not compromise or settle any Loss
without notification and consent from the
indemnitee, not to be unreasonably withheld.

Ztraty, pro kterou je poskytnuto odSkodnéni, a (iii) necinit
ustupky nebo jinak neurovndvat jakoukoli takovou Ztratu
bez predchoziho pisemného souhlasu spolecnosti Abbott.
Spolecnost Abbott nebude ¢Cinit ustupky nebo jinak
urovnavat jakoukoli Ztratu bez ozndmeni a souhlasu
Odskodniované osoby, aby nedoSlo k nepfiméfenému
odepreni.

10.3 Insurance. Parties agree to maintain, in
accordance with Applicable Laws, a policy or
policies of insurance or self-insurance sufficient
to satisfy its respective duties and obligations
under this Agreement to the extent such duties
and obligations are commercially insurable. Each
party further agrees to provide written evidence
of such insurance (including certificates of
insurance or other evidence providing
reasonable assurances) to the other party within
seven (7) business days following receipt of
written request by the other party therefore.

10.3 PojiSténi Strany souhlasi stim, Ze budou
v souladu s Platnymi zakony udrZovat pojistnou
smlouvu nebo vlastni  pojistné  smlouvy

dostatecné k plnéni pfislusnych zavazkl a
povinnosti podle této Smlouvy, pokud jsou tyto
povinnosti a zavazky obchodné pojistitelné.
Kazda strana se ddle zavazuje poskytnout druhé
strané pisemny dikaz o takovém pojisténi
(v€etné osvédceni o pojisténi nebo jinych dakazl
poskytujicich pfimérend ujisténi) do sedmi (7)
pracovnich dnl po obdrieni pisemné Zadosti
druhé strany.

11 Subject Direct Injury. 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 participation in the
applicable Study. Abbott’s obligation to reimburse
will not apply if such adverse reaction, illness or injury
is attributable to (i), proven 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) serious
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.
Abbott’s agreement to reimburse these costs is
provided as reasonable consideration for Study
Subjects’ willingness to participate in the Study and
does not constitute an admission of liability for any
injury.

11 P¥imé poskozeni subjektu Spolecnost Abbott proplati
Zdravotnickému zatizeni v mife odpovidajici realné
trzni hodnoté pro studie sponzorované primyslovym
odvétvim naklady na poskytnuti primérené a
nezbytné |ékarské diagnézy a Iécby jakychkoli
nezadoucich reakci, nemoci nebo zranéni pfimo
vyplyvajicich  z pouziti Hodnoceného produktu
v souladu s prislusnym Protokolem nebo
z nestandardni |éCby, kterou by Subjekt nepodstoupil,
pokud by se neucastnil pfislusné Studie. Tato
povinnost spolecnosti Abbott neplati, pokud by
takové nezadouci reakce, nemoci nebo zranéni byly
zpUsobeny (i), prokazanou nedbalosti nebo
nespravnym jednanim Zdravotnického zafizeni,
Zkousejiciho lékare nebo Studijniho personalu, (ii)
zndmym rizikem |éku nebo prostfedku, ktery je
pfedmétem hodnoceni, v souladu s Platnymi zakony,
(iii) zavainym nedodrzenim pfrislusSného Protokolu
(s vyjimkami pro urgentni Ilékarskou péci), (iv)
nedodrzenim Platnych zakon( nebo (v) pfirozenym
vyvojem jiz existujiciho stavu (zhorseni nelze pficist
Studii) nebo zakladni nemoci. Souhlas spolecnosti
Abbott s proplacenim téchto nakladd je poskytovan
jako primérena protihodnota ochoty Studijnich
subjektl Ucastnit se Studie a nepredstavuje uznani
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

12.1Podminky této Smlouvy a poskytovani sluzeb jsou
platné a zdvazné povinnosti Zdravotnického zafizeni a

Institution and are not inconsistent with any other | nejsou vrozporu szadnymi dalSimi smluvnimi nebo
contractual or legal obligation (including | pravnimi zdvazky (véetné pfijeti nahrady jakychkoli
CONFIDENTIAL DUVERNE
MCSA EMEA MCSA EMEA

Page 14 of 25

Strana 14 z 25




Fakultni nemocnice Kralovske Vinohrady

Fakultni nemocnice Kralovske Vinohrady

02APR2020

02APR2020

acceptance of any meals and/or reimbursement
of reasonable and necessary travel expenses) it or
Investigator may have or with Institution’s policies
and procedures.

nezbytnych vydaji za stravu a/nebo cestovnich vydaju),
které mlze mit nebo Zkousejici lékaf mize mit, nebo se
zasadami a postupy Zdravotnického zafizeni.

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.

12.2Zkousejici lékaf neni predmétem vySetfovani ani
nepodléhd Zadnému disciplinarnimu fizeni ze strany
lékarské rady a Zkousejici Iékaf ma lékafskou licenci nebo
rovnocennou licenci, kterd nebyla nijak omezena nebo
pozastavena jakoukoli |ékarskou komisi. Pokud dojde
k nékteré z vyse uvedenych skutecnosti, Zkousejici |ékar to
neprodlené oznami spolecnosti 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 lékaf ani Zadny
Studijni persondl nesmi predloZit ani pfijmout, pfimo
ani nepfimo, Zzddnou nabidku nebo pfislib nebo
zmocnéni k uplatku, provizi, vyplaté nebo jiné platbé i
daru, ktery by byl nevhodné urcen k ovlivnéni jakékoli
osoby, vcetné zprostfedkovatele, vladniho C(cinitele,
politické strany nebo kandidata na pozici ve statni
spravé, scilem dosahnout uplatnéni jeho ¢i jejiho
vyhradniho zmocnéni nebo vlivu ve prospéch jakékoli
Strany této Smlouvy.

12.4 Neither Institution, Investigator, nor any Study
Staff are currently, nor have they been within the
past five (5) years from the Effective Date of the
Agreement or any Separate Agreement,
debarred, disqualified, or excluded under any
Applicable Law from: (i) 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.

12.4 Zdravotnické zafizeni, Zkousejici l1ékaf ani Zadny
¢len Studijniho persondlu neni v soucasné dobé a
ani v poslednich péti (5) letech pred datem
ucinnosti  této Smlouvy nebo jakékoli dilci
smlouvy, zbaven funkce, diskvalifikovdan nebo
vylouc¢en podle jakychkoli Platnych zakonl z: i)
poskytovani zboZi nebo sluieb regulované
zdravotnické spolecnosti, ii) ucasti v klinickém
vyzkumu, iii) Ucasti ve vladnim zakazkovém nebo
nesoutéZnim  programu nebo iv)  Ucasti
v refundovaném  stitem  financovaném (i
hrazeném programu zdravotni péce (kazdé dale
jen jako ,Omezeni“). Zdravotnické zafizeni
souhlasi stim, Ze bude neprodlené informovat
spole¢nost Abbott, pokud je takové Omezeni
navrzeno, ¢ekd na vyfizeni nebo nastane béhem
pfislusného obdobi.

12.5 Institution and Investigator 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 a ZkouSejici |ékaf maji
zkuSenosti, schopnosti, adekvatni populaci
subjektd a zdroje, véetné mimo jiné dostate¢ného
persondlu a vybaveni, aby u¢inné arychle
provedly kazdou Studii profesiondlnim
a kompetentnim zplsobem a v souladu se viemi
Platnymi zakony.

13 Contacts and Notices. Any questions regarding a Study
should be directed to the Clinical Project Manager
assigned to Institution for that Study, as identified in
other correspondence. Any notice required pursuant to
this Agreement shall be in writing, personally delivered

13 Kontaktni osoba a oznameni. Jakékoli dotazy tykajici
se Studie by mély byt smérovany na vedouciho
klinického projektu, ktery je pridélen Zdravotnickému
zafizeni pro tuto Studii, jak je uvedeno v jiné
korespondenci. Kazdé oznameni vyZadované podle této
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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.

Smlouvy bude mit pisemnou podobu, bude dorucéeno
osobné nebo zasldno na niZze uvedenou adresu postou
doporuéené s dorucenkou nebo pomoci uznavané
kuryrni sluzby. Oznameni se povaZuji za U¢innad dnem
prijeti, pokud jsou osobné dorucena nebo zasldna
ovérenou postou nebo uznavanym kuryrem.

If to Institution:

XXX

Fakultni nemocnice Kralovske Vinohrady
Oddeleni klinickych hodnoceni
Srobarova 1150/50

100 34 Praha 10

Czech Republic

Telephone: xxx

Fax: -

If to Abbott:

St. Jude Medical Coordination Center BVBA
An Abbott Company

Clinical Department

The Corporate Village

Da Vincilaan, 11 Box F1

1935 Zaventem

Pokud zdravotnickému zafizeni:

XXX

Fakultni nemocnice Kralovské Vinohrady
Oddéleni klinickych hodnoceni
Srobarova 1150/50

100 34 Praha 10

Ceska republika

Telefon: xxx

Fax: -

Pokud spolecnosti Abbott:

St. Jude Medical Coordination Center BVBA
An Abbott Company

Clinical Department

The Corporate Village

Da Vincilaan, 11 Box F1

1935 Zaventem

E-Mail: xxx E-Mail: xxx
Phone: xxx Phone: xxx
14 Miscellaneous. 14 Rlzné

14.1 Publicity. Except when required by Applicable
Law, the Parties shall not disclose the existence or
terms of this Agreement or any Separate
Agreement, or use the name, trademark,
servicemark or logo of the other Party in any
publicity, advertising or 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.

14.1Propagace S vyjimkou pfipadd, kdy to vyzaduji Platné
zdkony, Strany nesdéluji existenci nebo podminky této
Smlouvy ani zadné dil¢i smlouvy, ani nepouzZivaji jméno,
ochrannou znamku, servisni znacku nebo logo druhé
Strany v jakékoli reklamé, inzerci nebo informacich, které
jsou Sifeny kjakékoli treti strané, osobé nebo Siroké
verejnosti bez predchoziho pisemného souhlasu druhé
Strany. Strany maji pravo zverejiovat verejné registrované
informace (clintrials.gov nebo ekvivalent) o Studii na svych
verejné pristupnych webovych strankach.

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

14.2 Nezavisly dodavatel Vztah Zdravotnického zafizeni a
Zkousejiciho lékare ke spoleCnosti Abbott podle této
Smlouvy je vztah nezévislého dodavatele. Zédnd ze stran
nema opravnéni zavdzat se nebo jednat jménem druhé

behalf of the other Party. Strany.

14.3 Assignment _and Subcontracting. Institution may 14.3 Postoupeni _a  subdodavatelé. Zdravotnické
not assign this Agreement or any Separate zafizeni nesmi bez predchoziho pisemného
Agreement to any other party without Abbott’s souhlasu spolecnosti Abbott postoupit tuto
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prior written consent. Assignment shall not
relieve Institution of responsibility for the
performance of any accrued obligation. Any
permitted assignee shall assume all obligations of
Institution under this Agreement. If Institution is
permitted to subcontract any duty hereunder to
any third party, such subcontractor shall execute
an agreement obligating such subcontractor to
comply with the terms and conditions hereof, and
Institution shall remain responsible and liable for
the acts or omissions of such subcontractor
activities as if such activities had been performed
by Institution.

Smlouvu ani Zadnou dil¢i smlouvu Zadné jiné

strané. Postoupeni nezbavuje Zdravotnické
zafizeni odpovédnosti za plnéni jakékoliv
povinnosti vzniklé pfed postoupenim. Kazdy

opravnény nabyvatel prebird veskeré zavazky
Zdravotnické zafizeni podle této Smlouvy. Pokud
je Zdravotnickému zafizeni povoleno zadat
jakoukoli povinnost podle této Smlouvy jakékoli
tfeti strané, uzavie tento subdodavatel smlouvu,
ktera zavazuje tohoto subdodavatele dodrzovat
podminky této Smlouvy, a Zdravotnické zafizeni
zUstava odpovédné za jednani nebo opomenuti
takovych cinnosti subdodavatele, jako by tyto
¢innosti provadélo samo Zdravotnické zatizeni.

14.4

Governing Law_and Arbitration. This Agreement
shall be governed by and construed in accordance
with the laws of Czech Republic. Any dispute
arising out of or relating to this Agreement shall
be settled by relevant courts of the Czech
Republic. . This Section shall survive termination
or expiration of this Agreement.

14.4

Rozhoné pravo a arbitrdz Tato Smlouva se fidi a

vykldadd v souladu se zakony Ceské republiky.
Veskeré spory vzniklé na zakladé této Smlouvy
budou Ffeseny pfislusnymi soudy Ceské republiky.
Ustanoveni vtomto Oddilu plati i po ukonceni
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 vyprseni platnosti nebo
ukonéeni této Smlouvy zjakéhokoli divodu
zGstanou prava a povinnosti, které podle
ustanoveni této Smlouvy pfetrvavaji i po
ukonceni této Smlouvy, platna v plném rozsahu a
ucinnosti.

14.6

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.

14.6

Oddélitelnost Pokud bude jakékoliv ustanoveni,

pravo nebo napravny prostredek uvedeny v této
Smlouvé shleddn soudem ptislusné jurisdikce
nevynutitelnym nebo neucdinnym, nebude tim
ovlivnéna platnost a vynutitelnost zbyvajicich
ustanoveni.

14.7 Counterparts. This Agreement shall be made in 14.7 Vyhotoveni Tato Smlouva bude vyhotovena ve
two counterparts, each of which shall represent dvou stejnopisech, pficemZz kaidy ztéchto
an original, but all of which together shall stejnopisl predstavuje original, ale vsechny
constitute one and the same legal document. dohromady tvofi jediny a tentyZz pravni
This Agreement is made in English and Czech dokument.
language version. In the event of any conflict, Tato Smlouva je vyhotovena v anglickém
Czech language version shall prevail. a Ceském jazykovém znéni. V pfipadé jakéhokoli

rozporu bude rozhodujici ¢eska jazykova verze.

14.8 Entire Agreement. This Agreement, including all 14.8 Celd Smlouva Tato Smlouva, véetné vsech jejich

exhibits hereto, contains the entire
understanding of the Parties with respect to the
subject matter herein and supersedes all
previous agreements and undertakings with
respect thereto. In the event of a conflict
between provisions of an individual Separate
Agreements, the Protocol and this Agreement,
the Protocol shall control with respect to

vzor(Q, obsahuje Uplnou Umluvu Stran s ohledem
na predmét této Smlouvy a nahrazuje vsechny
pfedchozi smlouvy a zdvazky, které se k nim
vztahuji. V pfipadé rozporu mezi ustanovenimi
jednotlivych dil¢ich smluv, Protokolu a této
Smlouvy bude Protokol Fidicim dokumentem
s ohledem na védu, lékafskou praxi a bezpecnost
Studijnich subjekt(. VSechny ostatni zaleZitosti
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matters of science, medical practice, and Study se fidi ustanovenimi této Smlouvy, pokud se
Subject safety. In all other matters, the v dil&i smlouvé neobjevi nahrazujici text. Zadna
provisions of this Agreement shall control, unless Cast této Smlouvy, ani Zadné z jejich podminek,
superseding text appears in the Separate véetné jakychkoli dil¢ich smluv, pfiloh nebo
Agreement. None of this Agreement or any of its vzor(, nemohou byt pozménény, prepracovany
terms, including any Separate Agreements, nebo jinak pozménény, svyjimkou pisemné
attachment or exhibit hereto, may be amended, dohody podepsané viemi Stranami.
restated or otherwise altered except by written
agreement signed by all Parties.

14.9 14.9

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 fadné zmocnénych zastupcd.

INSERT ABBOTT ENTITY NAME IN ALL CAPS

By/ Podpis:

Name/ Jméno:
Title/ Nazev:

Date/ Datum:

INSERT NAME OF INSTITUTION IN ALL CAPS

By/ Podpis:

Name/ Jméno: Prof. MUDr. Petr Arenberger, DrSc., MBA

Title/ Nazev: Director/ feditel

Date/ Datum:

Attachments: Ptilohy:

Exhibit A Form of Statement of Work Vzor A Formulaf dohody o provedeni prace
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EXHIBIT A

VZOR A

Form of Separate Agreement

Formular dilci smlouvy

This Separate Agreement is issued under the Master
Agreement effective Insert Date MCSA was fully executed
(the “Master Agreement”) by and between Insert
International Abbott Affiliate (“Abbott”) and Insert
Institution Name (“Institution”) and Insert Investigator
Name, Address, and Date of Birth (“Investigator”). This
Separate Agreement includes the terms and conditions of
the Master Agreement, which are hereby incorporated
herein by this reference.

Tato dil¢i smlouva se uzavira na zakladé Ramcové smlouvy
s u¢innosti od VloZzte datum, kdy MCSA nabyla pravni
ucinnosti (ddle jen ,,Rdmcova smlouva®) mezi spolecnosti
VloZte mezindrodni dcefinou spolecnost spolecnosti
Abbott (dale jen ,spolecnost Abbott“) a VloZte nazev
Zdravotnického zafizeni (dale jen ,Zdravotnické zafizeni”)
a vlozte jméno, adresu a datum narozeni zkousejiciho
lékafe (dale jen ,ZkousSejici lékar”). Tato dil¢i smlouva
obsahuje podminky Rdmcové smlouvy, které jsou timto
zaclenény ve formé odkazu.

1. Protocol; Conduct of Study.

1. Protokol; provddéni Studie.

@) Institution and Investigator will conduct the Study
in relation to the Abbott product (s) Insert Product(s)
Name (the “Study Product(s)”) pursuant to the terms of
this Separate Agreement 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 from time
to time to Institution and Investigator 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 zatizeni a Zkousejici l1ékar provedou
Studii v souvislosti s Hodnocenym produktem i
produkty spolecnosti Abbott Vloite nazev
produktu/produktl (dale 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 ndzev protokolu “
(dale jen ,,Protokol”), jenz mUzZe spolecnost Abbott
¢as od casu pisemnou formou zménit, ataké
veskeré dalSi pisemné pokyny, které spolecnost
Abbott mUlZe Zdravotnickému  zafizeni a
Zkousejicimu lékafi ¢€as od c¢asu poskytnout.
Zkousejici lékar timto potvrzuje, Ze si prostudoval
Protokol a porozumél mu, o ¢emz svédci podpis
Zkousejici 1ékafe na Smlouvé pro zkousejiciho
lékare, kterd je obsazena v Protokolu, a je
srozumeén s tim, Ze Protokol mlze byt ¢as od casu
zménén, pricemz vSechny takové dodatky jsou zde
zaclenény odkazem.

(b) Investigator shall use its best efforts to complete
enrollment of all subjects within Insert Number
(#)of Study initiation. Abbott may terminate this
Separate Agreement immediately consistent with
the terms set forth in the Master Agreement, if (i)
Investigator does not enroll at least Insert Number
(#)subject(s) within Insert Number (#)month(s) of
Study Product shipment;

(b) Zkousejici Iékar vynaloZi veskeré usili k dokonceni
zarazeni vSech subjektd do Vlozte Cislo (x) mésict
od zahdjeni Studie. Spole¢nost Abbott mlze tuto
diléi  smlouvu ihned  ukoncit  vsouladu
s podminkami stanovenymi v Ramcové smlouve,
pokud (i) Zkousejici Iékaf nezaradi nejméné Vlozte
Cislo (x)subjekt(tl) do Vloite Ccislo (x) mésice
(mésict) od dodani Hodnoceného produktu;

(c) Investigator will ensure that Study subject data, as
required in the Protocol, is entered into the CRFs

(c) ZkousSejici Iékar zajisti, aby byla data Studijnich

subjektd, tak jak vyZaduje Protokol, zadana do CRF

CONFIDENTIAL

DUVERNE

MCSA EMEA

MCSA EMEA

Page 19 of 25

Strana 19 z 25




Fakultni nemocnice Kralovske Vinohrady

Fakultni nemocnice Kralovske Vinohrady

02APR2020

02APR2020

(whether electronic or paper) within five (5)
business days of Study subject visit.

(v elektronické nebo papirové podobé) do (5)
pracovnich dni od navstévy Studijniho subjektu.

2. Investigator; Contacts. Insert Investigator's Name
will be responsible for the conduct of the Study in
Institution. Institution’s contact(s) at Abbott will be Insert
Abbott Contact Name, Insert Address, Phone: Insert Phone
#, Fax: Insert Fax #, and Insert Abbott Contact Name, Insert
Address, Phone: Insert Phone #, Fax: Insert Fax # or
whomever Abbott may designate in writing. Abbott’s
contact(s) at Institution will be Insert Institution Contact
Name, Insert Address, Phone: Insert Phone #, Fax: Insert
Fax #.

2. ZkousSejici |ékaF; kontaktni Udaje Vlozite jméno
Zkousejiciho |ékafe bude odpovédny za provadéni
Studie ve Zdravotnickém zatizeni. Kontaktni osobou
Zdravotnického zafizeni ve spolecnosti Abbott bude
Vlozte jméno kontaktni osoby spolecnosti spolecnost
Abbott, Vlozte adresu, Telefon: Vlozte telefonni Cislo,
Fax: VloZte Cislo faxu a Vlozte jméno kontaktni osoby
spolecnosti spolecnost Abbott, VloZte adresu, Telefon:
Vlozte telefonni Cislo, Fax: Vloite éislo faxu nebo
kdokoli, koho muze spole¢nost Abbott pisemné urdit.
Kontaktni osobou spoleénosti Abbott ve
Zdravotnickém zafizeni bude VloZte jméno kontaktni
osoby Zdravotnického zafizeni, Vlozte adresu, Telefon:
Vlozte telefonni ¢islo, Fax: Vlozte cCislo faxu.

3. Compensation.

3. Kompenzace

(@ 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. Institution acknowledges and agrees
that Abbott shall execute a Separate Agreement
with Investigator, in which Investigator and Study
Staff fees shall be regulated./This may be adjusted
according to Investigator’s contractual preference/

(@) Sohledem na sluzby poskytované Zdravotnickym
zafizenim v ramci této Studie uhradi spole¢nost
Abbott Zdravotnickému zafizeni platby podle
rozpocCtu, ktery je pfilohou této dil¢i smlouvy ve
formé Prilohy 1 a v souladu s R&mcovou smlouvou.
Zdravotnické zafizeni bere na védomi a souhlasi, ze
spole¢nost Abbott uzavie se Zkousejicim lékafem
samostatnou dohodu, ve které bude upravena
odména ZkousSejiciho l|ékafe a  Studijniho
persondlu./MuZe byt upraveno dle smluvni
preference Zkousejiciho lékare/

(b) The Budget is based on the full performance of
services contemplated by this Separate Agreement
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. If Abbott has previously
paid for such services, the overpayment shall be
deducted from the next payment (or the final
payment, as described in  Section 8
(Compensation) of the Master Agreement).

(b) Rozpocet je zalozen na Uplném poskytnuti sluzeb
predvidanych touto dil¢i smlouvou a na Uplném
splnéni podminek Rozpoctu a Radmcové smlouvy
(véetné Protokolu). Spole¢nost Abbott nebude
odpovédna za platbu za navstévy subjektu nebo
[éCbu subjektu, ktery je zarfazen nebo Iécen
v rozporu s Protokolem, ani za Udaje obsaZené
v CRF, které nejsou UuUplné a presné. Pokud
spolecnost Abbott dfive za tyto sluzby zaplatila,
preplatek se odecte od dalsi platby (nebo
z posledni platby, jak je popsdano v Oddilu 8
(Kompenzace) Ramcové smlouvy).

4. Payment.

4. Platby

Payment will be made periodically by Abbott (at least
twice a year), upon reception of an invoice or other
payment request from one or both of the Investigating

Platba bude pravidelné provddéna spolecnosti Abbott
(alesponi dvakrat rocné) na zakladé obdrzené faktury
nebo jiné Zadosti o platbu od jedné nebo obou Stran
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Parties. Institution shall issue invoices based on invoicing
documents confirmed by Investigator, prepared and
delivered every six months to the address of Institution or
to e-mail: xxx (preferred). VAT in the amount defined by
law shall be added. Maturity period of invoice is 30 days
from delivery of invoice to Abbott. Invoice should be sent
to: ABBOTT - ST. JUDE MEDICAL Coordination Center BVBA
— Clinical Study Payment “CSP Team” - The Corporate
Village - Da Vincilaan 11 Box F1 - B-1935 Zaventem - VAT:
BE0888256714 and send the electronic invoice to: xxx

provadéjicich  Studii. Faktury budou Zdravotnickym
zafizenim vystavovany na zakladé podkladd k fakturaci,
potvrzenych  ZkousSejicim |ékafrem, zhotovenych a
dorucenych pololetné na adresu Zdravotnického zatizeni,
pfipadné na e-mail adresu xxx (preferovano). K platbé
bude pripoctena DPH v zdkonem stanovené vysi. Lhita
splatnosti faktury je 30 dnd ode dne doruceni faktury
spole¢nosti Abbott. Faktury se zasilaji na adresu: ABBOTT -
ST. JUDE MEDICAL Coordination Center BVBA — Clinical
Study Payment “CSP Team” - The Corporate Village —
Da Vincilaan 11 Box F1 - B-1935 Zaventem - DIC:
BE0888256714 a elektronicka faktura na adresu:
XXX

English
Account #:

Name:

Name Bank:

Address bank:

BIC/SWIFT CODE:

IBAN:

Ccz
C. uctu:

Jméno:

Nazev banky:

Adresa banky:

KOD BIC/SWIFT:

IBAN:

5. Study Term. This Separate Agreement shall come into
force upon full execution by the parties (the “Validity
Date”) and effective as of the date of its publishing in
the Register of Contracts in accordance with the Act
No. 340/2015 Coll, on the Register of Contracts
(“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 Separate Agreement in the Study; or (iii) the

5. Lh(ta Tato dil¢i smlouva je platna od uzavieni viemi
zUcastnénymi stranami (,Datum platnosti) a ucéinna
dnem jejiho zverejnéni v registru smluv dle zakona €.
340/2015 Sb., oregistru smluv (dale ,Datum
ucinnosti“) a kondi: (i) jeden (1) rok od Data ucinnosti;
(i) k datu uzavreni studijni databaze, pokud se provadi
nabor subjektll do Studie podle této dil¢i smlouvy,
nebo (iii) k datu spInéni vsech zavazk( smluvnich stran
podle této dil¢i smlouvy (dale jen ,LhGta”), podle toho,

CONFIDENTIAL

DUVERNE

MCSA EMEA

MCSA EMEA

Page 21 of 25

Strana 21 z 25




Fakultni nemocnice Kralovske Vinohrady

Fakultni nemocnice Kralovske Vinohrady

02APR2020

02APR2020

date of completion of all the obligations of the parties
hereunder (the “Term”), unless terminated earlier
pursuant to the terms of the Master Agreement.

co nastane nejpozdéji, pokud neni ukonéena podle
Ih(t uvedenych v Ramcové smlouvé a diléi smlouvé.

6. Notices. Any notice required or otherwise made | 6. Oznameni Kazdé ozndameni vyZzadované nebo jinak
pursuant to this Separate Agreement shall be in podané podle této dil¢i smlouvy bude mit pisemnou
writing, personally delivered or sent by certified mail, podobu, bude doruceno osobné nebo zasldano na nize
return receipt requested, or recognized courier uvedenou adresu postou doporucené s dorucenkou
service, properly addressed, to the other party at the nebo pomoci uzndvané kuryrni sluzby, stadnou
address set forth below. Notices shall be deemed adresou. Ozndmeni budou povaZovana za ucinna
effective on the date received if personally delivered k datu prijeti, pokud jsou osobné dorucena nebo
or sent by certified mail or recognized courier. zasldna doporucenou postou nebo uzndvanym

kuryrem.

English

If to Institution: If to Investigator:

Insert Name Insert Name

Insert Address Insert Address

Phone : Insert # Phone : Insert #

Fax : Insert # Fax : Insert #

If to Abbott:

Insert Name

Insert Title

Insert Abbott Entity Name

Insert Address

Phone : Insert #

Fax : Insert #
cz

V pfipadé odeslani Zdravotnickému V pfipadé odeslani Zkousejicimu lékafi:

zafizeni: VloZte jméno

Vlozte jméno Vlozte adresu

Vlozte adresu Telefon: Vlozte ¢Cislo

Telefon: VloZte &islo Fax: Vlozte Cislo

Fax: VloZte Cislo

V pfipadé odeslani  spole¢nosti

Abbott:

VloZte jméno

VloZte pozici

VloZte ndzev organizacni jednotky

spolec¢nosti Abbott

VloZte adresu

Telefon: VloZte Cislo

Fax: VloZte Cislo
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Counterparts. This Separate Agreement shall be made
in three counterparts, each of which shall represent an
original, but all of which together shall constitute one
and the same legal document.
This Separate Agreement is made in English and Czech
language version. In the event of any conflict, Czech
language version shall prevail.

Stejnopisy Tato dil¢i smlouva bude vyhotovena ve
tfech stejnopisech, pficemz kazdy z téchto stejnopisl
predstavuje original, ale vSechny dohromady tvofi
jediny a tentyz pravni dokument.
Tato dil¢i smlouva je vyhotovena v anglickém a ¢eském
jazykovém znéni. V pfipadé jakéhokoli rozporu bude
rozhodujici ¢eskd jazykova verze.

Entire Agreement. This Separate Agreement and the
Master Agreement contain the entire understanding of
the parties with respect to the subject matter herein
and supersedes all previous agreements and
undertakings with respect thereto. In the event of a
conflict between the provisions of the Protocol and the
terms and provisions of this Separate Agreement or
any exhibits or appendices hereto, the Protocol shall
control with respect to matters of science, medical
practice and Study subject safety. In all other matters,
the terms and provisions of this Separate Agreement
shall control. In the event of any conflict between the
terms and provision of this Separate Agreement and
those of the Master Agreement, the terms and
provisions of the Master Agreement shall control,
unless this Separate Agreement specifically
acknowledges the conflict and expressly states that
the conflicting term or provision found in this Separate
Agreement controls for this Separate Agreement only.
This Separate Agreement may be modified only by
written agreement signed by all parties hereto.

Celd Smlouva Tato dil¢i smlouva a RAmcova smlouva
obsahuji tplnou imluvu smluvnich stran s ohledem na
pfedmét této Smlouvy a nahrazuje vSechny predchozi
smlouvy a zdvazky, které se k nim vztahuji. V pfipadé
rozporu mezi ustanovenimi Protokolu a podminkami
a ustanovenimi této dil¢éi smlouvy nebo jakymikoli
vzory nebo jejimi dodatky bude Protokol fidicim
dokumentem s ohledem na védu, lékarskou praxi a
bezpecnost Studijnich subjektld. Ve vSech ostatnich
pfipadech jsou Fidici podminky a ustanoveni této diléi
smlouvy. Vpfipadé jakéhokoli rozporu mezi
podminkami a ustanovenimi této dil¢i smlouvy a
ustanovenimi Rdmcové smlouvy jsou fidici podminky a
ustanoveni Ramcové smlouvy, pokud tato dilci
smlouva konflikt vyslovné neuznava a vyslovné
nestanovi, Ze kolidujici podminky nebo ustanoveni
obsazené v této dil¢i smlouvé jsou fidici pouze pro tuto
diléi smlouvu. Tato dil¢i smlouva mlZe byt upravena
pouze pisemnou dohodou podepsanou vsemi stranami
této dilci smlouvy.

IN WITNESS WHEREOF, the parties have caused this | NA DUKAZ TOHO strany uzaviely tuto dil&i smlouvu
Separate Agreement to be executed by their duly | prostfednictvim svych fadné zmocnénych zastupcu.
authorized representatives.

INSERT ABBOTT ENTITY NAME IN ALL CAPS INSERT NAME OF INSTITUTION IN ALL CAPS

By/ Podpis: By/ Podpis: DRAFT — NOT FOR SIGNATURE
Name/ Jméno: Name/ Jméno:
Title/ Nazev: Title/ Nazev:

Date/ Datum: Date/ Datum:

CONFIDENTIAL DUVERNE

MCSA EMEA MCSA EMEA
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Fakultni nemocnice Kralovske Vinohrady

Fakultni nemocnice Kralovske Vinohrady

02APR2020

02APR2020

| acknowledge | have read this Separate Agreement and the Master Agreement and agree to be bound by the provisions
of this Separate Agreement and Master Agreement./ Stvrzuji, Ze jsem si pfecetl tuto dil¢i smlouvu a R&mcovou smlouvu

a souhlasim s tim, Ze budu zavazné dodrZovat ustanoveni této dil¢i smlouvy a Ramcové smlouvy.

Name/ Jméno:

Title/ Titul: Investigator/ Zkousejici |ékar

Signature/ Podpis:

Date/ Datum:

APPENDIX 1 PRILOHA 1
Budget Rozpocet
CONFIDENTIAL DUVERNE

MCSA EMEA

MCSA EMEA
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Fakultni nemocnice Kralovske Vinohrady

02APR2020

02APR2020

CONFIDENTIAL

MCSA EMEA

MCSA EMEA
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